MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

15 cepriasg 2023 poky Ne 1462

IIpo Jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JiKapCbKHX 3aco0iB (MegMUHUX
iMmyHO0Oio/T0TiYHMX MpenapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaljiiHUX MaTepiajiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 9, 10 Tlopsigky [nep)kaBHOI peecTpalii (mepepeecTpallii) mikapcbkux 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MiuicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaAsaTh CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilosio)KeHHsSI TIpO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHu, 3aTBep/pKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepe3nst 2015 poky Ne 267 (B pejakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMmyHOoOio/loTiuHMX ~ TIperapariB), 110 TIOfaHi Ha [lep)KaBHY  peeCcTpariito
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peecTpalliiHUX MaTepiasiB, TPOBeAeHUX
Jlep>KaBHUM  TiINPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOpPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 edheKTHBHOCTi, 0Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKM CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYEThCS [0 Jep>KaBHOI peectpaljii (mepepeecTtpaiiii), 111040
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Horo /10 Jiep>kKaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHM mikapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TipermapaTH) 3rigHO 3
Jogatkom 1.

2. TlepepeecTpyBaTy Ta BHeCTU [0 [lep>kaBHOTO PeECTPY JIiKapchbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
JloJjaTKoM 2.



2

3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTy) 3riJJHO 3 JOAATKOM 3.

4. BigMOBUTH Yy Jiep’KaBHiM peecTpallii/riepepeecTpallii Ta BHECeHHi 3MiH [0
peecTpaljiiHiX MaTepiamiB Ta [lep)kKaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
JiKapcbKuX 3aco6iB (MeJUUHUX iMyHOOiI0OTiYHKX MpernapariB) 3riZjHO 3 J0JaTKOM 4.

5. dapmarieBTiuHoMy ympaeaiHHIO (Tapacy JISCKOBCbKOMY) 3abe3reunTH
OTIPU/TFOJJHEHHSI 1[bOTO Haka3dy Ha odiliiiHoMy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

6. KoHTpoJ/1b 32 BUKOHAHHSM 1[bOT0 HaKa3y MOK/IaCTH Ha MepILIOoro 3acTyHUKA
Minictpa Cepris [Jdy6posa.

MiHuicTp BikTop JISAIIIKO



IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEIVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Hoparoxk 1
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpauiio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»

Big 15 cepnas 2023 poky Ne 1462

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2o
3acoby ynakoska) nocsio4yeHHs1
1. | BIAEIH Kancynm m'ski no AT YkpaiHa AT "KMIBCbKNW YkpaiHa peecTpayis Ha 5 pokis 3a He UA/18050/01/04
500 mkr (20000 "KUIBCbK BITAMIHHUIA MepioAnYHICTb NOAAHHS PerynspHO peuyenmom niosnsieae
MO); no 10 kancyny nn 3ABOL" OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
6nicTepi; no 2a6o 6 | BITAMIHH Mopsaky 3aiicHeHHs hapMakoHarisay,
6nicTepiB y nauui 717 3aTBepXeHOro Haka3om MiHicTepcTBa
3ABOA" OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakujii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
2. | FNMIOKO3A, KpucTanivyHmi AT Ykpaina POKETT ®PEPEC PpaHuis PeecTpauis Ha 5 pokis - He UA/20145/01/01
MOHOrIAPAT NOPOLLIOK "®apmak” nionsizae
(cy6eTaHuin) y
nakeTax
nonieTNeHoBux
ans
hapmaueBTUYHOro
3aCTOCYyBaHHSA
3. | IMIAAP NOPOLLOK A/1A AAP O6'efHaHI BeHyc Pemegic IHais peecTpavuis Ha 5 pokis - He UA/20146/01/01
po3unHy Ans PAPMA Apabebki Nimiten MepioAnyHICTb NOAaHHSA perynsipHo nionsizae
iHdpysii, 500 mr/500 P3-N/1C Emipatun OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0

mr; in bulk: no 50
hnakoHiB

Mopsaky 34iicHEHHsT hapMakoHarasay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHY 310POB’A YKpaiHu Big 27 rpyaHs




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
4. | IMIAAP NOPOLLIOK ANA AAP O6'egHaHi BeHnyc Pemegic IHAis peecTpauisf Ha 5 pokis 3a He UA/20147/01/01
PO34mnHy Ans ®APMA Apabebki Nimiten MepioAnYHICTL MOAAHHS perynsipHo peyenmom nionsizae
iHdpysiin, no 500 d3-N/1C Emipatun OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
mr/500 mr, no 1 Mopsaky 3aiicHeHHs dapmMakoHarisay,
dhnakoHy y 3aTBEpMAKEHOro Hakasom MiHicTepcTBa
KapTOHHI Kopo6Lyi OXOPOHW 34,0pPO0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamu, 3a3HaveHmMn y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
5. | IPUHOTEKAH- KOHUEeHTpaT a5 AAP O6'egHaHi | BEHYC PEMEQIC IHais peecTpavuis Ha 5 pokis 3a He UA/20148/01/01
AAP po3unHy Ans PAPMA Apabebki NIMITEL MepioAnyYHICTb NOAaHHSA perynsipHo peyenmom nionsizae
iHdpy3iin 20 mr/mn, no P3-N/1C Emipatun OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
2 mn (40 mr) abo no Mopsaky 34iicHEHHsT hapMakoHarasay,
5 mn (100 mr) y 3aTBEpAKEHOro Hakasom MiHicTepcTBa
thnakoHi, no 1 a6o OXOPOHW 34,0pP0B’A YKpaiHu Bif 27 rpyaHA
10 chnakoHiB y 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHI Kopo6Lyi MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pepaxuii Hakazy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHmMn y
nepioguYHOCTI NOAAHHS perynsipHUX 3BiTiB 3
6e3neku.
6. | IPUHOTEKAH- KOHUEeHTpaT ans AAP O6'egHaHi | BEHYC PEMEZIC IHais peecTpauis Ha 5 pokis 3a He UA/20149/01/01
AAP po3unHy Ans PAPMA Apabebki NIMITEL MepioAnYHICTL NOAaHHSA perynsipHo peyenmom nionszae
iHApy3in 20 mr/mn, in d3-1/1C Emipatun OHOBJIHOBAHOrO 3BiTYy 3 6€3Meku, BigNoBigHO A0
bulk: no 50 Mopsaky 3aiiicHeHHs hapMakoHarisay,
hnakoHiB y 3aTBEPAKEHOro Haka3om MiHicTepcTea

KapPTOHHI KOpooL;i

OXOPOHW 340P0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLii YKpainu 29 ciuua 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i cTpOKamu, 3a3HavyeHumu y




Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

MEPATIIH 1000
Mmr

NopoOLLOK AN
PO34MHyY Ans

iH eKuiiA, no 1000 wr;
no 1 conakoHy B
KapTOHHI Kopo6Lyi

AAP
PAPMA
O3-N1/1C

O6'egHaHi
Apabebki
Emipatun

BeHnyc Pemegic
Nimiteq

IHais

peecTpavuis Ha 5 pokis
MepiognyHICTb NOAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs dhapmMakoHarisay,
3aTBEPMAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0pO0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepioguyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/20150/01/02

MEPAMIH 2000
Mr

NMopoLUOK AN
PO34nHY Ans

iH ekuili, no 2000 wmr,
no 1 dpnakoHy y
KapTOHHI Kopo6Lyi

AAP
®APMA
®3-/171C

O6'efHaHI
Apabebki
Emipatun

BeHyc Pemegic
Nimiten

IHais

peecTpavuis Ha 5 pokis
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3aiicHeHHa hapMakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 34,0pP0B’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pepaxuii Hakazy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HaYeHMn y
nepioguYHOCTI NOAAHHS perynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/20150/01/03

MEPAMIH 500 MI'

NopoLUOoK AN
pO34nHy Ans

iH ekuid, no 500 wmr;
no 1 dpnakoHy B
KapTOHHI Kopobuyj

AAP
PAPMA
®3-/I/1C

O6'eaHaHi
Apabebki
Emipatun

BeHnyc Pemegic
Nimiten

IHais

peecTpavuis Ha 5 pokis
MepioAnYHICTL NOAaHHSA perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3Meku, BigNoBigAHO A0
Mopaaky 3AiiCHeHHA hapMakoHarnagy,
3aTBEpAKEHOro HakasoM MiHicTepcTBa
OXOPOHW 340PO0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciyua 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HaveHumn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/20150/01/01

10.

HOBOKAIH

PO34YMH ANS iH'EKU
0,5 %, no 2 mn abo
no 5 mn B amnynax
nonimepHux, no 10

MNpvBaTHe
akuioHepH
e
TOBapUCTB

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"IHoy3is"

Ykpaina

peecTpauis Ha 5 pokis
MepiofnYHICTL NOAAHHSA PErynsapHoO
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, Bi4NOBIAHO A0
Mopsiaky 34iicHeHHs1 hapMakoHaraagy,

3a
peyenmom

He
nionsieae

UA/A883/02/01




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
amnyn B naui o} 3aTBEPAXEHOro Haka3oM MiHicTepcTea
"IHdpy3ia” OXOPOHY 34,0pP0B’A YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepiognMyYHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.
11. | OHOAHCETPOH- | po3uvH Ans iH'exuil, BakcTep HigepnaH BAKCTEP IHAIA peecTpavuis Ha 5 pokis 3a He UA/20153/01/01
BAKCTEP 2 mr/Mnno 4 mn B XongiHr omn PAPMACBIOTIKA MepioAnYHICTb NOAAHHST PErYIAPHO peyenmom nidnsieae
amnyni; no 5 amnyn bi.Bi. N3 HA4IA OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
y NoTky, no 1, 2 abo MPAMBIT Mopsaky 3aiicHeHHsT hapMakoHarasay,
5 N0TKiB Y KapTOHHI NIMITEL 3aTBEPMAKEHOr0 Haka3om MiHicTepcTea
KOpoo6Li OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamu, 3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.
12. | NAKNITAKCEN- KOHUEeHTpaT ans AAP O6'eaHaHi BeHnyc Pemegic IHAjiA peecTpauis Ha 5 pokis 3a He UA/20154/01/01
AAP pPO34nHy Ans PAPMA Apabebki Nimiten MepioAnYHICTb NOAAHHS PErynsapHO peuenmom nionsieae
iHdy3iiA, 6 Mr/mMa no d3-N1N1C Emipatun OHOBJIHOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
5 mn (30 mr), abo Mopsaky 3A4jiiicHeHHs hapMakoHarisay,
16,7 mn (100 wmr), 3aTBEepAKEHOro Haka3oMm MiHicTepcTBa
a6o 43,4 mn (260 OXOPOHW 340pP0B’SA YKpaiHu Bifg 27 rpyaHs
mr), abo 50 mn (300 2006 poky Ne 898, 3apeecTpoBaHoOro B
Mr) y donakoHax; 1 MiHicTepcTsi tocTuuii Ykpainum 29 ciuHs 2007
a60 10 chnakoHiB y poky 3a Ne 73/13340 (y pefaxuii Hakasy
KapTOHHI Kopo6Lyi MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMu, 3a3HaYeHMUN Y
nepiogNYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6esneku.
13. | NAKNITAKCEN- KOHUEeHTpaT A5 AAP O6'egHaHi BeHyc Pemegic IHais peecTpauis Ha 5 pokis - He UA/20155/01/01
AAP pO34nHy Ans PAPMA Apabcbki Nimiten MepioAnYHICTb NOAAHHSA PErynspHO niosnsieae
iHdpy3iid, 6 mr/mn; in d3-11C Emipatun OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
bulk: no 50 Mopsiaky 34iicHeHHs1 hapmakoHaraagy,
(hNakoHiB y 3aTBepXeHoro Hakasom MiHictepcTBa

KapTOHHi Kopobuyj

OXOPOHW 300pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHiCTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepiognMyYHOCTI NoAaHHsA perynsipHux 3siTiB 3
6e3neku.
14. | PUBO®/IABIHY KpucTaniyHmi AT YkpaiHa BAC® KAMIMAHI Kopesi/IHgis PeecTtpauis Ha 5 pokis - He UA/20156/01/01
HATPIO NOPOLLIOK "®apmak” NTA., Kopes nionsizae
DOCDAT (cybeTaHuis) y (BMpPOGHMLTBO
noagiiHnx iHTepmegiaty);
nonieTuIeHoBNX XAPMEH
naketax ans SIHOXEM NTA4.,
hapmaLeBTUUYHOTO IHAjA (NOBHWIA
3aCTOCYyBaHHSA LyKN
BMPOGHULITBA)
15. | CUHOPEKC® KOHUEeHTpaT A5 AT YkpaiHa AT "dapmax" YkpaiHa peecTpavuis Ha 5 pokis 3a He UA/20157/01/01
po3unHy Ans "®dapmak” MepioAnyHICTb NOAaHHSA perynsipHo peyenmom nionsizae
iHdpy3iit OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
no 5 mn B amnyni, Mopsaky 34iicHEHHsT hapMakoHarasay,
no 3 amnynu Ne 1 3aTBEpAKEHOro Hakasom MiHicTepcTBa
(TiamiHy OXOPOHW 3,0P0B’A YKpaiHu Bif 27 rpyaHA
rigpoxnopug, + 2006 poky Ne 898, 3apeecTpoBaHoro B
pubodnasiH + MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
nipuaoKCUHY poky 3a Ne 73/13340 (y pepaxuii Hakazy
rigpoxnopug) y MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
6nicTepi; no 3 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
amnynu Ne 2 3riHO 3i CTpOKaMu, 3a3HaYeHnMn y
(ackop6iHoBa nepioguYHOCTI NOAAHHS perynsipHUX 3BiTiB 3
Kucnota + 6e3neku.
HiKOTUHamig, +
rN110K033a) y bnicTepi;
no 2 6nictepu
amnyn Ne 1 Tano 2
6nictepy amnyn Ne
2 y nayui
16. | TEO®INIH KpucTanivyHmi 3irdopig, LLieiiuapi 3ircppig, HimeyuunHa PeecTtpauis Ha 5 pokis - He UA/20160/01/01
BOAHUIA NOPOLLIOK Al A PapmaKewmikanieH nionszae
(cybeTaHuin) y MiHgeH TM6X
noniTeneHoBux
naketax gns
dhapmaLeBTU4YHOro
3aCTOCyBaHHSA
17. | LUCNNATUH- KOHLEeHTpaT Ans AAP O6'egHaHi | BEHYC PEMEZIC IHAiA peecTpauisf Ha 5 pokis - He UA/20161/01/01
AAP PO34mnHy Ans ®APMA Apabebki NIMITEL MepioAnyHICTb MOAAaHHS perynsipHo nionsizae
iHdpy3ii, 1 mr/mn in P3-N/1C Emipatun OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
bulk: no 50 Mopsaaky 34iicHeHHA hapMakoHarnaay,
chnakoHiB y 3aTBEPMAKEHOro Haka3om MiHicTepcTBa

KapTOHHI Kopo6Lyi

OXOPOHY 34,0pP0B’A YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepioguMyHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
18. | UWNCNNATUH- KOHUEeHTpaT A5 AAP O6'egHaHi | BEHYC PEMEQIC IHais peecTpauis Ha 5 pokis 3a He UA/20162/01/01
AAP po3unHy AnA PAPMA Apabebki NIMITEL MepioAnyHICTb NOAaHHSA perynsipHo peyenmom nionsizae
iHdpy3iii, 1 mr/mn no ®3-/171IC Ewmipatn OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
10 mn (20 mr), 50 mn Mopsaky 3aiicHeHHsT hapMakoHarasay,
(50 mr) y chnakoHi, 3aTBEPMAKEHOr0 Haka3om MiHicTepcTea
no 1 a6o 10 OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
hNakoHiB y 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHI Kopo6Lyi MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamu, 3a3HaveHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.
HauvanbHuk

dapmaneBTUYHOr0 yNpaB/IiHHSA

Tapac JISICKOBCHKUN




IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOEBIB YKPAIHU

Joparok 2
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpauiio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»
Big 15 cepnHs 2023 poky Ne 1462

Ne Hassa Popma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayiliHo2o
3acoby yrnakoskKa) nocBi0O4YeHHs1
1. | AKICTAH Kpanni o4Hi, 50 mkr/mn | ®apmacenekrt ABCTpis BMPOGHMLITBO, ITania/ MepepeecTpaLis Ha HeOBMEXeHWIA 3a He UA/16952/01/01
no 2,5 mn B IHTepHeLUHN nakyBaHHs!, KOHTPO/1b AscTpis TEPMiH. peyenmom nionszae
nonieTuneHoBomy BeteniraHrs cepit: OHOBNEHO iHGhopMmaLito B IHCTPYKLiT
hnakoHi 3 M6X BpycweTtTiHi C.P.J1., 0151 MeMYHOro 3acToCyBaHHS
nonieTUIEHOBO ITanisa nikapcbKoro 3acoby y posginax
KpanenbHULElo | cTepunizauis "dapmakoTepanesTuyHa rpyna. Kog

noninponizieHoBOK
KpuLLKoto; no 1 abo no
3, abo no 6 chriakoHiB
B KapTOHHI1 kopobui

NepBUHHOI YNaKoBKu:
CrepimxeHikc ITanis
C.N.A., lTanisa
BUNYCK cepil:
dapmacenekr
IHTEpHeLHN
BeteniraHra MrméX,
ABCTpis

ATX " (wWopao Ha3su), "®apmakonorivHi
BnactmsocTi", "Moka3aHH:A"
(yTouHeHHs iHchopmaui),
"Ocob6NMBOCTI 3aCTOCYBaHHS",
"3AaTHICTb BNAMBATY Ha LUBUAKICTb
peakuii Npy KepyBaHHi
aBTOTPaHCNOpTOM abo iHWMMK
MexaHismamu", "Mo6iyHi peakwii™
BigMNoBIAHO A0 iHdhopmaui
pethepeHTHOro NikapcbKoro 3acoby
(KCANATAH®, kpanni o4Hi, po3unH
0,005 %).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iNCHEHHs
thapmakoHarnsgy, 3aTBepaxeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NoAaHHSA perynspHux
3BITiB 3 6e3MeKun.
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
2. | BOHWKXUIAP | kancynu, no 20 a6o no XepbioH MakuctaH XepbioH MakuctaH MakuctaH MepepeecTpauis Ha HeOGMeXeHWIA 6e3 nionsizae UA/1061/02/01
60 karncyn y dpakoHi; MakncTtaH MpaiieT JlimiTepq, TEPMIH. peuenma
no 1 pnakoHy B MpaliseT OHOB/IEHO iHGhopMaLito y po3ginax
KapTOHHI KopooLi Nimiteq "MpoTunoka3aHHsa" Ta "MNo6iyHi
peaxuii” iIHCTPYKLii ANna MeguyHoro
3aCcTOCyBaHHSA NikapCcbKoro 3acoby
BiAMOBIAHO A0 iHhopMau,ii Wwoao
6e3nekn 3acTocyBaHHA Oiloumnx
PevYoBUH Ta 3BITYBaHHS NPO NOGIYHI
peauji.
MepiognyHICTb NOAAHHA perynspHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMm, 3a3HayeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neku.
3. | ENEYTEPOK KOpeHesuLLa 3 TOB "E/INIC- YkpaiHa BUWMYCK Cepii: Nartsis/KuTtai MepepeecTpauis Ha HeobMeXeHuiA - He UA/17020/01/01
OKY KOPEHSIMU YKPAIHA" TOB "ENNIC", Nars.is TEPMiH nidnsizae
KOPEHEBWLL, | (cybcTaHuis) y Millkax 3aroTiBng,
A3 noninponinieHoBUxX Ans BUCYLLYBaHHSA,
KOPEHAMU hapmaLeBTUYHOrO noApibHEHHS,
3aCTOCyBaHHSA nakyBaHHs:
YaitHa Mexeko
KopnopeiiweH TaHrry
dekTopi, Kutaii
4. | IHCTI Ansa rpaHym no 3,5ry XepbioH MakuctaH XepbioH MakuctaH MakuctaH MepepeecTpauis Ha HeobMeXeHuiA 6e3 nionsizae UA/11809/01/01
DITENA cawle-nakerTi; no 5 MakncTtaH MpaiiBeT JlimiTeq, TepmiH. OHOB/IEHO iHdhopmaLito B peuyenma
calle-nakeTis B MpaliseT IHCTPYKLUIT ANS MeandYHOro
KapTOHHI Kopo6Lii Nimiteq 3aCcTOCyBaHHSA NikapcbKoro 3acoby y

po3gini "MobivHi peakuii” wono
BaXX/IMBOCTI iHpOpMYyBaHHS Mpo
no6iyHi peakuii.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3NeKu,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3oMm MiHicTepcTBa 0XOPOHU
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa 0XOPOHU
3710pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
5. | MEKIHICT TabneTku, BKPUTI Hosapric LLiBeiiuapi BUPOBHUK ITanis/IcnaHis MepepeecTpaLis Ha HEOBMEXEHMIA 3a He UA/16836/01/01
NNiBKOBOI 060/I0HKO dapma Al A Hepo3ghacoBaHo| TepmiH. OHOB/IEHO iHhopMmaLito B peyenmom nidnsieae
no 0,5 mr; no 30 NpoAyKUii Ta KOHTPO/Tb IHCTPYKLiT 418 MeguyHOro
TabneTtok y dh1akoHi, AKOCTI: 3acTocyBaHHA NikapcbKoro 3acoby B
no 1 conakoHy B "nakcoCmiTKnsaiiH po3sginax "OcobnmsocTi
KapTOHHI KopooLli MaHychakTypuHr 3actocyBaHHs", "lNo6iuHI peakwii”
C.n.A., Itanisa BiANOBIAHO A0 iHdhopMaLii 3 6e3nekn
nepBuHHE Ta nNikapcbkoro 3acoby, sika 3a3HavyeHa B
BTOPWHHE NakKyBaHHS, maTepianax peecTpauiiHoro JOCbe.
BUNYCK cepil:
nakco Bennkom C.A., MepiognyHICTb NOAAHHA PerynsipHoO
Icnanis OHOB/THOBAHOTO 3BITY 3 6e3nekwu,
BiANOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMm, 3a3HaYeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
6. | MEKIHICT TabneTku, BKpUTI HosaprTic LLsenuapi BMPOGHMK ITanis/Icnanis MepepeecTpauis Ha HeobMeXeHuiA 3a He UA/16836/01/02
NAiBKOBOI 060/I0HKO dapmva Al a Hepo3dacoBaHOT TepmiH. OHOB/IEHO iHdhopmaLito B peyenmom niosnsieae
no 2 wmr; no 30 NpoAyKLUIi Ta KOHTPO/1b IHCTPYKUIT AN MeguyuHoro
TabneTok y hnakoHi, AKOCTI: 3aCcTOCyBaHHS NiKapcbKoro 3acoby B
no 1 dpnakoHy B nakcoCmiTKnsiiH po3sginax "OcobnmsocTi
KapTOHHI KopooLli MaHyakTypuHr 3acTocyBaHHs", "Mo6ivHi peakuii”
C.n.A., Itanisa BiANOBIAHO [0 iHGhopMaLii 3 6e3nekn

nepBuHHE Ta
BTOPUHHE MaKyBaHHS,
BWMYCK Cepii:
[nakco Bennkom C.A.,
IcnaHis

nikapcbKoro 3acoby, ska 3a3HaveHa B
marepiasiax peecTpauiiHoro f1ocCheE.

MepiognyHicTb NOAaHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku,
BiANoBiAHO A0 MopsAaKy 34iNCHEHHS
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
370poB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUl YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOJaHHA perynsapHMX
3BITiB 3 6e3neKu.
7. | NAPAUETAM | kpuctanivyHuii MpAT YkpaiHa dapmcoH IHAjs MepepeecTpauis Ha HeOGMeXeHWIA - He UA/17153/01/01
on nopoLUokK (cybcTaHLis) "bapmaueBTu dapmac’ioTikan TEPMiH niosnsieae
y naketax YyHa hipma l'ypxapart Met. /T4,
nonieTuIeHoBNX ANs "NapHuus" (FOHiIT 1)
thapmaLeBTUYHOro
3aCTOCYBaHHS
8. | NPono®on eMynbCis ANs iH'eKuii PpeseHiyc HimeyunHa ®peseHiyc Kabi ABCTpiIs MepepeecTpauis Ha Heo6MeXeHWIA 3a He UA/13233/01/01
KABI a60 iHdysiid, 10 mr/mn; Kabi ABcTpist TM6X TEPMiH peuyenmom nionsieae
no 20 mn B amnyni; No [Jonunang 3MiHM BHECEHO [0 IHCTPYKLiT Ans
5 amnyn y nauui 3 mM6X MeAMYHOro 3acTOCYBaHHS NikapCbKoro

KapToHy; no 50 mn 'y
nakoHi; no 50 mn 'y
chnakoHi, no 1
hnakoHy y nauui i3
KapToHy; no 50 mny
chnakoHi, no 10
(pN1aKOHIB Yy KApPTOHHiIl
Kopoo6Li

3acoby A0 po3Ainis "d®apmakonoriyHi
BnactmsocTi", "MNoka3aHHsA"
(yTouHeHHs iHdopMmaLir),
MpoTunokasaHHA", "B3aemopis 3
iHLIMMKM NikapcbkMKM 3acobamu Ta
iHWIi BUAM B3aemopiit*, "OcobamBoCTi
3acTocyBaHHs", "3acTocyBaHHA Y
nepiog, BaritTHocTi abo rofyBaHHs
rpyaar” (YTouHeHHs iHdhopmauir),
"3[aTHICTb BNAIMBATU Ha LUBUAKICTb
peakLii npy KepyBaHHI
aBTOTPAHCNOPTOM abo iHWMMK
MexaHiaMamun" (YTOYHEHHS
iHchopmawii), "Cnoci6 3acTocyBaHHsS Ta
[031" (YTOYHEHHSs iHhbopmadi), "Aitn"
(yTouHeHHs iHdhopMmaLir),
"Mepeno3yBaHHA", "T06IYHI peakuii”,
"HecymMicHicTb" BignoBigHO A0
iHcbopmawii pecbepeHTHOrO
nikapcbKoro 3acoby ([unpusaH,
emynbCi ANs iHdysiii) Ta po3LnpeHo
TEKCTOBY YaCTWHY Ha3BuU
thapmakoTepaneBTUYHOI rpynn 3rigHo
3 MiXXHapPOAHUM KnacudikaTopom
BOO3 6e3 3miHu Koy ATX y po3gini
"PapmakoTepanesTuMyHa rpyna. Kog
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

ATX".

MepiognyHICTb NOAAHHA PerynspHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HayeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neku.

nPOMNO®ON
KABI

emynbCia Ans iH'eKuii
abo iHdysiit, 20 mr/m;
no 50 mn y donakoHi;
no 50 mn y dpnakoHi,
no 1 conakoHy y nauui
i3 KapToHy; no 50 mny
nakoHi, no 10
(DN1aKOHIB Yy KapPTOHHIl
KopoobLi

dpeseHiyc
Kabi

Hoiunang
6X

HimeyunH
a

®pe3seHiyc Kabi
AscTpia 'M6X

AscTpis

MepepeecTpalis Ha HEOOMEXEHNIA
TEepMiH
3MiHM BHECEHO [0 IHCTPYKLUIT Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco6y A0 po3ainis "®apmakosnoriyHi
BnactmsocTi”, "MokasaHHA"
(yTouHeHHs iHchopmaii),
MpoTtunokasaHHsa", "B3aemogis 3
IHLWMMK NiKapcbknuMuy 3acobamn Ta
iHWi BMAW B3aemogijin", "OcobnmnsocTi
3acTocyBaHHSA", "3acToCyBaHHSA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar” (YyTouHeHHs iHdopmadii),
"3paTHICTb BN/MBATU Ha LUBUAKICTb
peakuii Npy KkepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWKMK
MexaHisMamu'" (YTOUYHEHHS
iHbopmawii), "Cnoci6 3acTocyBaHHS Ta
[03n" (YTOYHeHHs iHdopmadyi), "Oitn"
(yTOo4YHeHHs iHchopmawii),
"MepeposyBaHHA", "T06IYHI peakuii”,
"HecymicHicTb" BignoBigHo A0
iHchopmawuii pedhepeHTHOro
nikapcbKoro 3acoby (QunpusaH,
emynbCia ANs iHdysiin) Ta po3LwmnpeHo
TEKCTOBY YaCTUHY Ha3BU
dhapmakoTepaneBTUYHOI rpyn 3rigHo
3 MKHapOAHUM Knacudikatopom
BOO3 6e3 3MmiHn kogy ATX y posgini
"apmakoTepanesTuyHa rpyna. Kop,
ATX".

3a
peyerimom

He
nionsieae

UA/13233/01/02
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Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
MepiognyHICTb NOAAHHSA PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOpPOHU
370poB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOJaHHA perynsapHMX
3BITiB 3 6e3neKu.
10. | APOTOUN ryCTWIA eKCTpakT ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HeOGMeXeHWIA - He UA/17258/01/01
(cybeTaHuin) B 06MeXeHO 06MEeXeEHO TEPMiH niosnsieae
€MHOCTSX I3 BiANOBiA&bHI BiANOBIAA/TbHICTIO
HepxXasitouoi cTani cTio "HaykoBo- "HaykoBo- BMpObHUYa
ons BUpPOGHMYaA KomMnaHis "Ekochapm”
dhapmaLeBTUYHOrO KOMnNaHis
3aCTOCyBaHHA "Ekochapm”

HauvanbHHUK

dapmareBTUYHOr0 YNpaB/IiHHSA

Tapac JIICKOBCHKUI




TIEPEJIIK
JIIKAPCBKUMX 3ACOBIB (MEJJUUYHUNX IMYHOBIOJIOI'TYHUX ITPEIIAPATIB), IIIO/10 AKX BYJI1 BHECEHI
3MIHMU 1O PEECTPAIIIMHNX MATEPIAJIIB, SIKI BHOCATBHCS 10 JEPJKABHOI'O PEECTPY JIIKAPCHKHNX
3ACOBIB YKPATHA

Hoparok 3
J0 Haka3zy MiHicTepcTBa 0X0poHHU
30poB’st YKpainu «IIpo fep)xaBHY
peecTpaniio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegUYHNX iMYHOOi0/TOriYHHUX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniHNX MaTepiatiB»
Big 15 cepnns 2023 poky Ne 1462

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknam Homep
n/n JliKkapcbKko20 | (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa BionycKy yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1. | 6- KpucTanivyHmi ToBapucTtso YkpaiHa, [JoouniueHHs, YkpaiHa/ BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis: - - UA/17946/01/01
METWUNMYPAL, | nopoLuok 3 CYLLiIHHS, MaKyBaHHS, Kutai 3MiHu | TURY - 3MiHu 3 axkocTi. A®l. KoHTponb
mn (cybeTaHuis) y 06MeXeHOo BUNYCKY cepii: A®I. 3miHa y napameTpax cneuudikadiii
nonieTnIeHoBmX BignoBigasb ToBapucTso 3 Ta/abo fonyCTUMMUX MEX, BUSHAYEHUX Y
MilKkax ans HiCTIO 06MeXeHOo cneumdikauisix Ha Adl, abo
hapMaLeBTUYHOIO "OAPMXIM" BiANOBIAA/ILHICTIO BVXiHWIA/NPOMIDXHWIA NpoAYKT/peareHxT, Lo
3aCcTOCyBaHHA «®PAPMXIM», BMKOPUCTOBYHOTbCS Yy MPOLEeCi BUPOOHMLTBA
YkpaiHa A®I (iHWi 3MiHN)
Bupo6bHMuTBO [o nokasHuka «CynpoBifHi JOMILLKU» AoAaHa
TEXHIYHOTO NpUMITKa LLOA0 BHECEHHS A0 cepTudikaty
npoAyKTY: AKOCTI AaHi KOHTPO/IO Hepo3dhacoBaHol
LWaHaoHr binis npoAaykuii. 3miHu | TMny - 3MiHn 3 AKocTi. AdL.
Kewmikan Mti. N14, Bupo6bHMLTBO. 3MiHK B NpoLeci BUPOGHMLTBA
Kutaii A®I (iHWwi 3MiHKM) CynyTHSA 3MiHa - 3MiHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHA BUPOGHMKa
BVIXiZHOro/MpoMiKHOro NpoayKTy/pearenTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECI
A®l, a60 3miHa BUpO6HMKa (BKIOUatouu, e
HeobXxifHO, MicLe NPOBEAEHHS KOHTPO/IIO
akocTi) A®| (3a BifCyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBepMxeHoMy focbke)(iHWi 3MiHM) CynyTHSA
3MiHa
3MiHu 3 aKocTi. A®l. KoHTposb A®I. 3miHa y
mMeTodax BunpobysaHHs A®l abo BuxigHoro
mMarepiany/npoMiXXHOrO NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOOHMLTBA
A®| (iHWi 3MiHM y MeTogax BUNpobyBaHHSA
(BkNHOUAKOUM 3aMiHy @60 JOMOBHEHHS) ADI
a60 BUXIAHOro/NPOMIXHOIO NPOAYKTY)
2. | A3TEK TabneTku, BKpUTI €BPO IHAjs ®AC Nimiten IHAiA BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis: 3a He UA/6635/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
NNiBKOBOIO NANOKEP 3miHu | TUnYy - 3MiHK Woao peyenmom | niosisg2ae
060/10HKO10, N0 500 MPAVBIT 6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
Mr no 3 Tabnetkn y NIMITEL BunyuenHs (cuna gji) BunyyeHHs fo3yBaHHA
6nicTepi; no 1 250 Mr y 3B'A3Ky 3 TVM, L0 NOCTaBKN B
6nictepy B YkpaiHy npenapaty 3 Takum J03yBaHHSAM He
KapTOHHIiA ynakoBL,i 3AjiiCHI0I0TbCA. 3a/IMWaeTbea [03yBaHHA 500
mr. [itova pegakuis: Tabnetku, BKpuUTI
NMiBKOBOK 060/10HKO, No 250 mr, abo no 500
Mr MponoHoBaHa pefakuyis: TabneTkun, BKpUTI
N1iBKOBOK 060/10HKOI0, Mo 500 Mr 3MiHK
BHECEHI B iHCTPYKLitO ANS MeANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby y po3ain
"Cknaf" y 3B'A3Ky 3 BUTyYEHHAM [03yBaHHA
250 Mr Ta ik Hacnigok - y po3ginun "OCHOBHi
i3nKo-xiMiuHi BNacTuBoCTi" Ta "Ynakoska" 3
BUJTYYEHHAM TEKCTY MapKyBaHHS 415
BiANOBIAHOIO f03yBaHHA. BBeAEHHSA 3MiH
NpoTArom 6-T1 MicALIB NicNa 3aTBEPMAKEHHS.
3. | AKTEMPA® KOHLeHTpaT Ans TOB «Pouw YkpaiHa Brpo6HMLUTBO AnoHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/13909/01/01
pO34uHy Ans YkpaiHa» Hepo3dacoBaHOl cuA/ 3MiHU | Tuny - 3MiHK 3 AKkocTi. FoToBMIA peyenmom
iHcpysi, 20 mr/mn; npoaykuii, nepeuHHe | HimeuunHa/ nikapcbkuii 3aci6. KOHTpob roToBoro
no 80 mr/4 mn abo naKyBaHHs: LLiBefuapis nikapcbkoro 3acoby. 3miHa y MeToaax

200 mr/10 mn a6o
400 mr/20 mny
chnakoHi; no 1 a6o 4
donakoHun y
KapTOHHI Kopo6Li 3
MapKyBaHHSAM
YKpaiHCLKOH MOBOKO
ab0 3 MapKyBaHHAM
aHrNilicbKoto,
opaHLy3bKoo Ta
apabCbkoo MoBaMu
3i CTVKepoMm
YKpaiHCLKOH MOBOKO

Uyraii dapma
MaHyhekTypuHr Ko.
Nta, AnoHis
Bupo6bHmuTBO
Hepo3dgacoBaHOl
npoaykuii (ans
ynakosku no 400
Mmr/20 mn),
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(4Nns ynakoBku no
400 mr/20 mn):
[KeHeHTeK IHK.,
CLA
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(4ns ynakoBku no
400 mr/20 mn):
[KeHeHTeK IHK.,
CLA
BunpobyBaHHs
KOHTPOJIO AKOCTI:
Pow dapma AT,
HimeyunHa
BTopvHe nakyBaHHs,
BMNPOGYBaHHSA

BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHNX MeTogax
BMNpoOyBaHHs). 3MiHa B METOAj KOHTPO/IO

N3 3a noka3HuKoM "BakTepianbHi
€HJOTOKCMHKN" (3amiHa TypbiavMeTpuyHoro
KiHeTuyHoro metogy (metog C) Ha

XPOMOreHHUIA KIHETUYHKI aHani3 (MeTog D)),
BIANOBIAHO A0 €BponelicbKoi hapmakonei.

3MiHu | TURY - 3MiHu 3 axkocTi. A®l. KoHTponb

A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Adl, abo
BVXiHWIA/NPOMIDXHWIA NpOAYKT/peareHxT, Lo
BMKOPUCTOBYHOTbCS Yy MpOLEeci BUpoOHMLTBA
A®| (3BYy)KEHHS AONYCTUMUX MEX, BUSHAYEHNX
y cneuudikauii). 3ByXXeHHs KpuTepiis
NPUAHATHOCTI 3a NOKa3HMKOM «Potency
Bioassay» y crneuudikauii Ha cTaHgapTHUIA
3pa3ok (3aTBepaxeHo: 0.7x103 — 1.3x103

U/mg, 3anponoHoBaHo: 0.90x103 — 1.10x103

U/mg); oHoBneHHs n. 3.2.S.5. Reference
Standard or Materials.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTPOJIO AKOCTI,
BUNYCK cepil:
@ . XothbdmaHH-N15
Pow 1A,
LLiBeiiuapis
4. | ANEPrIHON TabneTku, BKpUTI CKAH IHAis BadHa IHAis BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/14440/01/01
NIC® N/1iBKOBOIO BIOTEK dapmacbloTikanc TexHiYHa nomuska (3rigHo Hakasy MO3 Big peyenmom

060/10HKO10, M0 10 nTa nra. 23.07.2015 Ne 460). BunpaBneHo TexHi4Hy

Tabnetok y 6nictepi; NOMWJ/IKY B €NEKTPOHHIl BepCil IHCTpyKLii Ans

no 1 a6o 2 6nictepn MeJMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby,

Y KapTOHHiii Lo 6yna gonyuieHa nig vyac npouenypu

ynakoBLi BHECEHHS 3MiH, 3aTBEepAKeHNX Hakazom

Ne1128 Big 13.05.2020. 3a3HaueHe
BMNPaB/IEHHs BignoBigae marepianam
peeCTpauUinHOro fOChE.
5. | ANIEPTOCTO | Tabnetku, BKpUTI MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/10337/01/01
ne nNiBKOBOIO "PITOPAPM 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuenma

060/10HKOI0, N0 5 Mr; " HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa

no 10 Tabnetok y (BNacHvKa peecTpauiiHoro NocBig4eHHs) -

6nictepi; no 1 a6o 2 3MiHa agpecu 3asBHVKa. 3MiHW BHECEHO B

6nicTepn y nauuj 3 IHCTPYKLi0 415 MeANYHOr0 3acTOCyBaHHSA

KapToOHy nNikapcbKoro 3acoby [0 po3giny

"Micue3Haxo4KeHHs 3asaBHUKA" BigNOBIAHO A0
martepianis peecTpauiiiHoro gocee. BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS

6. | A/TYBIA TabneTkn, BKPUTI E66BI LLIseliyapi NOBHWI LMK HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a He UA/6423/01/01

NNiBKOBOO Biothapmach A BMPOGHMLTBA: 3MiHu | TUNy - AOMIHICTPaTUBHI 3MiHW. peyenmom | nidsisicae

060/10HKOI0, No 200 toTikan3 E66BI [oiuneHs BunyyeHHs BUPOBGHMYOT AinbHUL (BKIHOYAK0UM

mr/50 mr; no 120 meX m6X i Ko. KT, LinbHUUi ans A®I, npoMixxHOro NpoAykTy abo

Tab/1eToK y hriakoHi; HimeyunHa roTOBOrO /ikapCbKOro 3acoby, AiNbHULI Ans

no 1 donakony y
KapTOHHI KOpoOLyi

NpoBefieHHs1 NaKyBaHHSA, BUPOBHYIKa,
BiAMNOBiga/IbHOro 3a BMMNYCK Cepiii, Micue
NpoBeLieHHS KOHTPOJI cepii) abo
noctavasibHvKa BUXIAHOro matepiasny,
peareHTy ab0 AOMOMIKHOI peHOBMHY (SIKLLO
3a3HayeHo y [ocbe). AAMIHICTpaTVBHA 3MiHa
BU/TYYEHHS a/TIbTEPHATVBHOMO BUPOOHUKA
BifJNOBIAa/1bHOMO 3a BTOPMHHE NakKyBaHHA Ta
Bunyck cepiii: MpAT "lHgap", YkpaiHa.
3amwaeTbca BUPOOHYK BiANOBIfaIbHWIA 32
NOBHWIT LMKN BUPOGHMLTBA: E6GBI JoiiuneHs,
M6X i Ko. KI, HimeyunHa. 3MiHM CTOCOBHO
BU/TYYEHHS a/TIbTEPHATVBHOMO BUPOOHUKA
BifJNOBIAa/1bHOMO 3a BTOPMHHE NakKyBaHHA Ta
BUNycK cepii, a came MNpAT «lHaap».
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
7. | AMIKALWUHY PO34MH A5 iH'EKLIN, MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a He UA/12356/01/01
CYNb®AT 50 mr/mn; no 2 mn B akuioHepHe akuioHepHe 3MiHuM | TUNY - 3MiHK Woa0 peyenmom | niosisizae
amnyni; no 1 amnyni TOBapucTBo TOBapUCTBO "/lekxim 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
B 0AHOGIYHOMY "Nekxim - - XapkiB" 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
6nictepi; no 1 Xapkis" 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
0fiHOBIYHOMY MeZMYHOro 3aCTOCyBaHHA Ha nigcTasi
6nicTepy B nauui 3 perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3nekn
KapToHy; no 5 amnyn nikapcbkoro 3acoby, abo focnigkeHb 3
y 6nicTepi; no 1 abo 6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
no 2 6nictepu y nicnspeecTpauiiHuii nepiog, abo sk
naJui 3 KapToHy pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nnaHy
nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby
00 po3ainy "OcobnnBocCTi 3acToCcyBaHHA"
LL0A0 6e3nekn 3acTocyBaHHS Ajiloyoi
pPevYoBMHM aMikauuHy cynbdaTt BiANoBigHO A0
pekomeHgauii PRAC.
8. | AMIKAUUHY PO34NH A1 iH'EKLIN, MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a He UA/12356/01/02
CYNb®AT 250 mr/mn; no 2 mn akuioHepHe akujioHepHe 3MiHM | TUNY - 3MiHK WoAao peyenmom | miosisg2ae
B amnyni; no 1 TOBapuCTBO TOBapUCTBO "J1ekxim 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
amny”ni B "Nekxim - - Xapkis" 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
0AHOGIYHOMY XapkiB" 3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
6nictepi; no 1 MeAMYHOro 3acTocyBaHHA Ha nigcTasi
0fHOBIYHOMY perynsipHoO OHOB/IOBAHOTO 3BiTY 3 6e3neku
6nicTepy B nauui 3 nikapcbKoro 3acoby, abo AocnimKeHb 3
KapToHy a6o no 4 6e3nekun 3aCTocyBaHHA NiKapcbkoro 3acoby B
M B amnysni; no 1 nicnspeecTpauiiiunii nepiog, abo sk
amny”ni B pe3ynbTaT OLiHKV 3BITY 3 AOC/iHKEHD,
0fHOGIYHOMY npoBeAeHuX BifnoBigHO 40 naHy
6nicTepi; no 1 negiatpnyHux gocnigpkeHs (PIP) (3mMiHy
OfHOGIYHOMY Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
6nictepy B naui 3 opraHom) - 3MiHV BHeceHO A0 IHCTpykuii ans
KapToHy; no 5 amnyn MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
y 6nicTepi; no 1 a6o [0 po3giny "OcobnmBocCTi 3acTocyBaHHS"
no 2 6nictepuy 040 6e3nekn 3acTocyBaHHSA AitoHoi
naJui 3 KapToHy PEYOBUHM amiKaLuHy cynbgaT BignoBigHO A0
pekomeHgauin PRAC.
9. | AMOKCUN® Tabnetku, Lo MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a He UA/12288/01/01
AT avcnepryoTbes, no "Kuismegnp "Kuismegnpenapar" 3MiHu | TURY - 3MiHK Woao peyenmom | niosis2ae
500 mr no 10 enapar” 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

Tabnetok y 6nictepi;
no 2 6nictepu B
naJi 3 KapToHy

3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
NiKapcbKoro 3acoby, abo gocnimkeHs 3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6e3nekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNoBIAHO A0 NnaHy
negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECeHi [0 IHCTPYKLIi AN MeguyHoro
3acTOCyBaHHSA NiKapcbKoro 3acoby y po3aim
"B3aemogis 3 iHWMMK flikapCbkumm 3acobamu
Ta iHWi BUAY B3aemogiit”, "OcobnmBocCTi
3actocysaHHs", "lNo6iyHi peakuii" BiANOBIAHO
[0 OHOBJIEHOT iHhopMaL,i 3 6e3nekun gitoyol
peyoBMHW. BBeAEHHSA 3MiH NpoTArom 6-Tu
MicsLiB MiCNsA 3aTBEPAKEHHSA
10. | AMOKCUN-K MOPOLLIOK ANsi MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a He UA/10656/01/01
pPO34unHy Ana "Kuismegnp "KniBmegnpenapar” 3MiHM | TUNY - 3MiHK Woao peyernmom niosnsieae
iH'ekujin; no 1,2 r enapar” 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
MOPOLLKY Y ¢p/1aKOHi; 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
no 1 cpnakoHy B 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
nauuj; no 1,2 r MeJMYHOro 3aCTOCyBaHHS Ha nigcTasi
MOPOLLKY Y ¢p/1aKOHi; perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3nekn
no 10 donakoHiB y nikapcbKoro 3acoby, abo focnimpkKeHs 3
KOHTYpHili 6e3Mekn 3aCToCyBaHHA NiKapcbKoro 3acoby B
YapyHKOBIl nicnspeecTpauiiHuii nepiog, abo sk
ynakosLi; no 1 pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
KOHTYPHIi npoBefeHnX BigNoBiAHO 40 nnaHy
YapyHKOBIli ynakoBLyi nepjatpnyHux gocnigpkeHs (PIP) (3miHy
B mauj Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom).
3MiHU BHECEHiI A0 iHCTPYKLii 4ns MeguyHoro
3aCTOCYyBaHHS NikapcbKoro 3acoby y posainu
"B3aemogis 3 iHWMMK flikapCbkuMm 3acobamu
Ta iHWi B1an B3aemogiit”, "OcobmBoCTi
3acTocyBaHHs", "Mo6ivHi peakuii" BignosigHO
[0 OHOBJIEHOT iHhopMmaLi 3 6e3nekun Airoyol
peyoBMHW. BBeAEHHSA 3MiH NpOTAromM 6-u
MicsILiB Micns 3aTBepPAKEHHS.
11. | ACK-TEBA TabneTtkn TOB «TeBa Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 6e3 niosnsiecae UA/14167/01/01
KMLLKOBOPO34YUHHI NO YkpaiHa» OynHuus AT 3MiHu | TUnYy - 3MiHK 3 sKocTi. FoToBMIA peyenma
75 mr no 10 nikapcbkuii 3aci6. Cuctema

TabneTok B 6icTepi;
no 3 6nictepu B
KapTOHHIl KopooLi

KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
pO3Mipy yNaKoBKV roTOBOTO J1iKapCbKOro
3ac06y (BUyYEHHS YNakoBKN NEBHOTO
po3mipy) BunyyeHHst ynakoBok anisi /13 ACK-
TeBa 3MiHV BHECEHO B iHCTPYKLitO 4715
MeZMYHOro 3aCTOCYBaHHA NiKapCbKOro 3acoby
y po34in «YnakoBka» (BWIyYEHHs1 yNnakoBK/
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

NEeBHOro Po3Mipy), SiK HaC/iAoK — y po3ain
«Kareropis Bignycky» BeefeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB 3 AATU 3aTBEPLKEHHS.
3miHu | TUnYy - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta thapMakoHarnagy
(iHLWi 3MiHM) 3MiHN BHECEHO B TEKCT
MapKyBaHHS NepBUHHOT Ta BTOPUHHOT
yNakoBOK MiKapCbKoro 3acoby o0
KOHKpeTu3aw,ii iHhopmal,ii CTOCOBHO norotuny
KOMMaHii BBeAeHHS 3MiH NpOTArom 6-Tu
MiCAILiB 3 ATV 3aTBEPIKEHHS.

12.

ACK-TEBA

Tabnetkun
KULLKOBOPO3YUHHI N0
100 mr o 10
TabneTok B 6icTepi;
no 3 6nictepu B
KapTOHHIlA KOpooLi

TOB «TeBa
YKpaiHa»

YkpaiHa

BankaHdapma-
AynHuua AT

Bonrapis

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
PO3Mipy YNakoBKu roTOBOrO /liKapCbKOro
3acoby (BMTy4YEHHS YNaKkoBKY NeBHOTO
po3mipy) BunyyeHHst ynakoBok gnisi /13 ACK-
TeBa 3MiHV BHECEHO B iHCTPYKLtO0 Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby
y pO34in «YnakoBka» (BW/IyYEHHST yNakoBK/
NeBHOro po3Mipy), K Hac/iAoK — y po3ain
«KaTteropis Bignycky» BeeAeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB 3 AATU 3aTBEPKEHHS.
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta thapMakoHarnagy
(iHLWi 3MiHW) 3MiHN BHECEHO B TEKCT
MapKyBaHHS NepBUHHOT Ta BTOPUHHOT
yNakoBOK MiKapCbKoro 3acoby LoA0
KOHKpeTu3au,i iHhopmal,ii CTOCOBHO norotuny
KoMnaHii BBeAeHHS 3MiH NpoTArom 6-Tu
MiCAILB 3 faTW 3aTBEPKEHHS.

6e3
peyenma

niosnsieae

UA/14167/01/02

13.

ATAPAKC®

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, No 25
Mmr, no 25 TabneTok
y 6nicTepi, no 1
6nictepy y
KapTOHHI KopoobLi

OCBb
dapma C.A.

Benbris

AHabioTuk HB,
Benbris (aopaTkoBa
BMpPOGHMYaA
AiNbHULA, Ha AKil
3[iliCHIOETbCSA
KOHTPO/b cepil);
CI'C Na6 CimoH CA,
Benbris (aopaTkoBa
BMpPOGHMYaA
AiNbHULA, Ha AKil
3[iliCHIOETbCSA
KOHTPO/b cepil);
HOCB ®apma C.A.,
Benbris
(BUPOGHMLTBO 3a
MOBHWM LIMK/I0M)

Benbris

BHECEHHS 3MiH 40 peecTpaLiinHux MmaTepiasis:
3MiHu | TNy - 3MiHK 3 AKocTi. AdI.
Bupo6HMLTBO. 3MiHA BUPOGHMKA
BVIXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECi
A®l, a60 3miHa BUpO6HMKa (BKIKOUatouu, e
HeobXxifHO, MicLe NPpoBEAEHHS KOHTPOII0
AKocTi) Ad| (3a BiAcyTHOCTI cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiHM A0 3axogiB,
noB'sa3aHux 3 KoHTponem A®I, abo foaaBaHHA
LinbHUUI, Ae NPOBOANTLCSA
KOHTpO/b/BMNpoGYyBaHHSA cepii) [logaBaHHA
LinbHUUi SGS Lab Simon SA, Belgium, B
SAKOCTi ,0AAaTKOBOrO BUPOBHMKA,
BiANOBIAA/IbHOIO 3a BUNPOO6YBaHHSA KOHTPO/IHO

3a
peuyernmom

UA/1872/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
SKOCTi [it040T PEYOBVIHY TiJPOKCU3NHY
rigpoxnopuay. BHeCeHHs pefakLiiiHuX 3MiH 40
p.3.2.S5.2.1 BUpo6HUKK
14. | ATMA® Kpanni opasibHi, No TOB YkpaiHa Pixapp BitTHep Al ABcTpis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/8301/01/01
20 mn abo no 50 mn, «MEPPIFO 3miHa 3asBHuka /13 (MIBIM) (BnacHuka peuyenma
a6o no 100 mny YKPAIHA» peecTpaujiiHoro noceig4eHHs) (3rigHo Hakasy
chnakoHi- MO3 Big 23.07.2015 Ne 460): BBefeHHs 3MiH
KpanensbHuui; no 1 NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPAXKEHHS.
chnakoHy- 3Minu | TUnYy - 3MiHK Woao
KpanesnbHuLi y 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
KapTOHHIiA ynakoBL,i BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHnx
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/ibHeHUX JaHuX npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
0cobw, BignoBigasbHOI 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa ANa 34iliCHeHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiIMiHHa Bif YyNOBHOBaXeHOI 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaoyarouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-daiina
cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BiANOBiAaNbHOI 3a hapmakoHarnsg,
[Oitoua pepakuin: George Nicolas.
MponoHoBaHa pegakuis: ®apuHeup OkcaHa
MakcumiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsg
15. | BEKCEPO cycneHsis gns nakcoCmit Benuka nakcoCmiTKnsiiH ITania BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/19683/01/01
BAKUVHA iH'ekujii no 1 gosi KnsiiH BpuTaHis Bakuuhu C.P.J1. 3MiHu | TUny - 3MiHK 3 skocTi. API. peuyenmom
Anda (0,5 mn/go3sy); no 1 Ekcnopt CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
MPO®INAKT nosi (0,5mn)y Nimiteq BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
KU nonepegHsL0 36epiraHHs A®I (3a BigCyTHOCTI Yy
MEHIHITOKOK | HanoBHeHOMY 3aTBEPAKEHOMY AOCbe cepTudikara
OBOI wnpuyi; no 1 BiANOBIAHOCTI EBponeiickbkili hapmakonei, wwo
IHDEKL, nonepeaHL0 BK/IHOYAE Nepios NOBTOPHOrO BUNPOBYBaHHS)
o HanoBHeEHOMY (nepiof, noBTOpHOro BUNpPobyBaHHA/Nepios
BUKNTNKAET LINPULY Y KOMNIEKTI 36epiraHHs) - 36iNblUEHHS ab0 BBEAEHHS
bCH 3 IBOMa rosikamv B nepiogy NOBTOPHOro BUNpobyBaHHs/nepioay
CEPOIryno naacTMKoOBOMY 36epiraHHs Ha OCHOBI pe3y/bTaTiB A0CNifKEHb
0B KOHTeliHepi; no 1 y peanbHoMy yaci. 36iMbLUeHHSI TEPMIHY
(BUTOTOBJIE | nnacTukoBOMy NPUAATHOCTI Ajl040T PevyoBMHN BE3NKYIN
HA 3A KOHTEliHepy y 30BHiLWHbLOT MembpaHn (Outer Membrane
PEKOMBIHA KapTOHHIA Kopoo6Li Vesicles (OMV) derived from Neisseria
HTHOR AHK meningitidis ceporpynu B wtamy NZ98/254)
TEXHOMOrIE concentrated bulk 3 36 go 48 micAuiB npu
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
10, 36epiraHHi npu 2-8°C. PegakuiiiHi 3MiHN B
ALCOPBOBA po3gin 3.2.S.6.
HA)
16. | BICOMNPOJNIO | TabneTku, BKPUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO “in CnoBeHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/13869/01/01
N KPKA NNiBKOBOO HoBo mecTo bulk”, nepBrHHe Ta HimeyunHa 3MiHM | TUNY - 3MiHK Woao peyenmom | nidsisicae
06010HKOt0, N0 2,5 BTOPVHHE 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
mr; no 10 Tabnetok nakyBaHHs, 3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
y 6nictepi; no 1 abo KOHTPONb Ta BUMYCK 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
2, a60 3, abo 5, abo cepii: KPKA, a.4., MEeAMNYHOro 3acTOCyBaHHS
6, a6o 9, a6o 10 HoBo mecTo, reHepuyYHUX/ribpuaHMXx/6ionogibHmX
6nictepiB y CnoBeHis; NnepBuUHHE NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
KapTOHHI Kopo6Lyj; Ta BTOPVHHE 3MiHM Ha pethepeHTHW npenapaT (3MiHa He
no 14 TabneTtok y nakyBaHHS, BUNYCK noTpebye HafaHHS XXOAHUX HOBUX AOAATKOBUX
6nictepi; no 2, abo cepii: TAL ®apma AaHux). 3MiHW BHECEHO A0 IHCTPYKLUi AnA
4, abo 6 bnicTepiB y v6X, HimeuunHa,; MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
KapTOHHI kopo6Lyj; KOHTpO~b cepii: y po3ainu: "OcobaMBOCTi 3acTOCyBaHHS",
no 15 ta6nertok y KPKA, a.4., Hoso "Mo6ivHi peakui™ BignNoBigHO A0 iHhopmaL,i
6nicTepi; no 2, abo mecTo, CrnoBeHis; LLIOAO0 MEANYHOrO 3aCTOCYBaHHS
4, abo 6 bnictepiB y TAL d®apma M'M6X, pedhepeHTHOro nikapcbkoro 3acoby (KOHKOP
KapTOHHIlA KOpooLi HimeuuunHa; KOP, Tabnetku, BKpUTI NNiBKOBOIO
KOHTPO/1b 060/10HKOI0). BBEAEHHS 3MiH NPOTATOM 6-TN
Mikpo6ionoriyHoi MicALiB nicnsA 3aTBepAKeHHs. 3MiHu | Tiny -
ynucToTu cepii (y 3MiHV Woao 6e3nekn/edpekTMBHOCTI Ta
BUNaKy KOHTPO/O hapmakoHarnsgy (iHwi 3MiHn).
cepii TA[ d®apma 3MiHN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
m6X): Nabop /1C 3aCTOCYBaHHS NikapcbKoro 3acoby y po3gain
CE & Ko. KT, "Mo6iyHi peakuii” 040 BaOXKNNBOCTI
HimeuumnHa; 3BiTyBaHHS Npo No6iyHi peakyii. BBegeHHs
KOHTPO/Ib cepil 3MiH NPOTArom 6-Tu MicaLiB nicns
(hiznyHi Ta XimiuHi 3aTBEPLKEHHS.
MeTOAW KOHTPO/IO):
HN30X
(HauioHanbHi
nabopartopis 3a
3/paB'e, OKONE iH
XpaHo), CnoseHis
17. | BlIconPoOJO Tab1eTky BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO “in CnoseHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a He UA/13869/01/02
N KPKA nNiBKOBOO HoBo mecTo bulk”, nepsrHHe Ta HimeyuunHa 3MiHuM | TUNY - 3MiHK Woao peyenmom | nidsisizae

0060/10HKO10, N0 5 ™,
no 10 Tabnetok y
6nictepi; no 1, 2, 3,
5,6, 9 a6o 10
6nicTepiB y
KapTOHHI KopobLyj;
no 14 TabneTtok y
6nicTepi; no 2, 4 abo
6 6nicTepiB y
KapTOHHI KopobLyj;

BTOPVIHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; NepBuUHHE
Ta BTOPVIHHE
nakyBaHHs, BUMYCK
cepii: TAL ®apma
'm6X, HimeyunHa;

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MeJMNYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMx/6ionoaibHmNX
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pechepeHTHW1 npenapaT (3MiHa He
noTpebye HafaHHS XXOAHUX HOBUX AOAATKOBUX
AaHunx). 3MiHW BHECEHO A0 IHCTPYKLi Ans

MeAMYHOro 3acToCyBaHHA NiKapcbKoro 3acoby
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 15 tabnetok y KOHTpO/b cepii: y po3ginu: "OcobanMBOCTi 3aCTOCyBaHHS",
6nicTepi; no 2, 4 abo KPKA, a.4., Hoso "Mo6ivHi peakui™ BigNoBigHO A0 iHhopmaL,i
6 6nictepis y mecTo, CrnoBeHis; LLIOA0 MEANYHOrO 3aCTOCYBaHHSA
KapTOHHI KopoobLi TAL d®apma M'vM6X, pedhepeHTHOro nikapcbkoro 3acoby (KOHKOP
HimeuunHa; KOP, TabneTku, BKpUTi NNIBKOBOK
KOHTPO/1b 060/10HKOI0). BBEAEHHS 3MiH NPOTATOM 6-TW
Mikpob6ionoriyHoi MicALiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -
yucToTu cepii (y 3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
BUNafKy KOHTPO/O hapmakoHarnagy (iHwi 3MiHn).
cepii TA[ d®apma 3MiHN BHECEHO A0 IHCTPYKLii 415 MegUYHOro
v6X): Nlabop /1C 3acTOCyBaHHSA NikapcbKoro 3acoby y po3gin
CE & Ko. KT, "Mo6iyHi peakuii” 040 BaXKNNBOCTI
HimeuumnHa; 3BiTyBaHHS Npo No6iyHi peakyii. BBegeHHs
KOHTPO/Ib cepil 3MiH NPOTArom 6-Tu MicaLiB nicns
(hiznyHi Ta XimiuHi 3aTBEpPKEHHS.
MeTOAW KOHTPO/IO):
HNA30X
(HauioHanbHi
nabopartopis 3a
3/paB'e, OKONE iH
XpaHo), CnoseHis
18. | BICOMNPOJIO | TabneTkn BKPUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO “in CnoBeHis/ BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a He UA/13869/01/03
N KPKA NNiBKOBOO HoBo mecTo bulk”, nepBrHHe Ta HimeyunHa 3MiHM | TUNY - 3MiHK Woao peuenmomm | nidsseae

060/10HKOI0, MO 10
mr, no 10 TabneTok
y 6nictepi; no 1, 2,
3,5,6,9a60 10
6nicTepiB y
KapTOHHI Kopo6Lyj;
no 14 TabneTtok y
6nicTepi; no 2, 4 abo
6 6nicTepiB y
KapTOHHI Kopo6Lyj;
no 15 tabnetok y
6nictepi; no 2, 4 abo
6 6nictepis y
KapTOHHIA Kopoo6Li

BTOPUHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; NepBrHHe
Ta BTOPVHHE
nakyBaHHS, BUNYCK
cepii: TAL ®apma
m6X, HimeuunHa;
KOHTpO~b cepii:
KPKA, a.4., Hoso
mecTo, C/loBeHis;
TAL d®apma M'M6X,
HimeuumnHa,
KOHTPO/1b
Mikpo6ionoriyHoi
ynucToTu cepii (y
BMNaAKy KOHTPO/O
cepii TA[ d®apma
vm6X): Nabop /1C
CE & Ko. KT,
HimeuunHa;
KOHTPO/Ib cepil
(di3myHi Ta XimiuHi

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MeJMNYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMXx/6ionogibHmX
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pechbepeHTHW npenapaT (3MiHa He
noTpebye HafaHHS XXOAHUX HOBUX AOAATKOBUX
AaHunx). 3MiHW BHECEHO A0 IHCTPYKLUi AnA
MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
y po3ainu: "OcobaMBOCTi 3acTOCyBaHHS",
"Mo6ivHi peakui™ BignNoBigHO A0 iHhopmaLi
LLIOAO0 MEANYHOrO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (KOHKOP
KOP, Tabnetku, BKpUTI NNiBKOBOIO
060/10HKOI0). BBEAEHHS 3MiH NPOTATOM 6-TW
MicAUiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).
3MiHN BHECEHO [0 IHCTPYKLi 415 MegUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3gain
"Mo6iyHi peakuii" LoA0 BaXXIMBOCTI
3BiTyBaHHS Npo No6iyHi peakyii. BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHSI.




24

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
MeTOAW KOHTPO/IO):
HN30X
(HauioHanbHi
nabopartopis 3a
3/paB'e, OKONE iH
XpaHo), CnoseHis
19. | BIEOHKO niodpinizat gns Mini Benwvka BeHyc Pemegic IHAjis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/0890/01/01
pO34nHY AN5 iH'EKUl Xenckepe BpuTaHis NimiTen 3MiHu | TUnYy - 3MiHK Woao peyenmom | nidsisicae
no 15 Ofj; 1 dpnakoH Nimiteq 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3 niodpinizatom y 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
KapTOHHIlA KOpooLi 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeANYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nNnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHU BHECEHI A0 iHCTPYKLii 4Ns MeguyHoro
3aCcTOCYyBaHHS NikapcbKoro 3acoby y po3gain
"Oco61BOCTI 3acTOCyBaHHA" BigNOBIAHO A0
OHOB/IEHOT iHhopMaLii 3 6e3nekn Aitoyoi
PEYOBYUHN.
20. | BOSEHTAH TabneTku, BKpUTI 3eHTiBAa, K.C. Yecbka Bignosigae 3a Kinp/KaHaga | BHeCeHHs 3MiH 40 peecTpauliiiHux maTepiasiis: 3a He UA/16744/01/02
3EHTIBA NNiBKOBOO Pecny6nik BUNYCK cepil: 3MiHu | TUnYy - 3MiHK 3 SKocTi. FoTOBMIA peyenmom | niosisicae
060/10HKOI0, N0 125 a dapmacaiiHc nikapcbkuii 3aci6. Cuctema
Mr, no 14 TabneTok IHTepHeLLeHn KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
y 6nicTepi, no 4 Nimitep, Kinp PO3Mipy ynakoBK/ roTOBOrO /ikapCbKoro
6nictepn y BMPOBHMUTBO "in 3acoby (BW/TyYEHHS YNakoBKM NEBHOMO
KapTOHHIW nayu,i bulk", TecTyBaHHs: po3mipy) -
I'eHBioH BunyyeHHs po3mipy ynakoBku no 1 ta 8
KopnopeiiweHc, 6nicTepiB y KAPTOHHIl Nayuj, y 38'A3Ky 3
KaHapa MapKeTMHroBUM pilleHHAmM BnacHuka Pr.
nepBuHHe Ta Po3mip ynakoBku, Sikuii 3anmLLnBeA BignoBifae
BTOPWHHE pekoMeHAaLisM LWoA0 A03YBaHHSA Ta
nakyBaHHs: TPUBAIOCTI NiKyBaHHS BifNOBIAHO [0
MCI dapma 3aTBepAXEHOT KOPOTKOI XapakTepucTukn ta
Cepgalici3 KaHaga, IHCTPYKLT ANa MeanMYHOro 3actocyBaHHs J13.
IHK., KaHaga 3MiHu BHECEHI B po3ain "Ynakoska" B
TecTyBaHHS: IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
dapmacaiiHc IHK., NikapcbKoro 3acoby Yy 3B'A3KY 3 BUNYYEHHAM
KaHaga NEeBHOr0 PO3Mipy YNakoBOK, SIK HACAIAOK -
BWJTyYEHHSA TEKCTY MapKyBaHHA BiAMOBIAHNX
yNaKoBOK.
21. | BO3EHTAH TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka BignoBigae 3a Kinp/KaHaga | BHECEeHHSI 3MiH 40 peecTpauiiiHiX MaTepianis: 3a He UA/16744/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3EHTIBA MN/1iBKOBOIO Pecny6nik BWMNYCK Cepii: 3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMiIA peyenmom | niosisg2ae
060/10HKOI0, M0 62,5 a dapmacaiiHc nikapcbkuii 3aci6. Cuctema
Mr, no 14 TabneTok IHTepHeLLeHn KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
y 6nicTepi, no 4 Nimitea, Kinp / pO3Mipy yNnakoBKv roOTOBOTO JlikapCbKOro
6nictepu y BMPOBHULTBO "in 3aco0by (BWU/TyYEHHS YNakoBKM NEBHOMO
KapTOHHIA navui bulk", TecTyBaHHs: po3mipy) -
['eHBioH BunyueHHsi po3mipy ynakoskv no 1 1a 8
KopnopeiieHc, 6nicTepiB y KAPTOHHIlA Nauylj, y 3B'A3Ky 3
KaHaga MapKeTUHroBUM pilleHHAM BnacHuka Pr.
nepBuHHE Ta Po3wmip ynakoBkw, Skuii 3anvLLIMBCSA BignoBigae
BTOPWHHE pekoMeHAaLisM LWoA0 A03yBaHHSA Ta
nakyBaHHs: TPMBa/IOCTI NiKyBaHHSA BigNOBIAHO A0
MCI dapma 3aTBepAXEHOT KOPOTKOI XapakTepucTukn Ta
Cepgalici3 KaHaga, IHCTPYKLT ANna MeaMYHOro 3actocyBaHHs J13.
IHK., KaHaga 3MiHV BHECEHI B po34in "Ynakoska" B
TecTyBaHHS: IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
dapmacaiiHc IHK., NikapcbKoro 3acoby Yy 3B'A3KY 3 BUNYYEHHAM
KaHapa NeBHOro PO3Mipy YNakoBOK, SIK HACNIAOK -
BUJTyYEHHS TEKCTY MapKyBaHHSA BiAMOBIAHNX
yNaKoBOK.
22. | BOM-BEHI'E masb, Mo 301y MPAT YkpaiHa BiANOBiAa/IbHNIA 3a YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 6e3 nionisi2ae UA/8240/01/01
Ty6ax; no 25ry "®ITOPAPM BMPOGHMLTBO, 3MiHY | TUMy - AAMiHICTPaTWBHI 3MiHU. 3MiHa peyenma
6aHkax; no 30 ry " nepBUHHE/BTOPUHHE HalimeHyBaHHs1 Ta/abo agpecy 3asiBHMKA
Ty6i; no 1 Ty6i B nakyBaHHs, (BNacHvka peecTpauiiHoro nNocBig4eHHs)
nauuj KOHTPO/Ib AKOCTi Ta 3MiHa agpecu 3asiBHMKa. 3MiHM BHECEHI B
BUNYyCK cepil: po3zin "Micue3Haxo4KeHHs 3asBHUKA" B
MPAT IHCTPYKLi0 415 MeANYHOTO 3acTOCyBaHHSA
"®ITOPAPM", NiKapCbKOro 3acoby y 3B'A3Ky 3 yTOUHEHHSAM
YKpaiHa ajpecu 3asBHUKa. BBeeHHS 3MiH nNpoTarom 6-
BiANOBiAa/IbHNIA 3a TN MicsLiB NicNs 3aTBEpPKEHHS.
BMPOGHMLTBO,
nepBUHHE/BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
AT "ly6Hucpapm",
YkpaiHa
23. | BPUNIHTA TabneTku, BKPUTI AcTpa3eHek Lewis Brpo6HMLTBO Lsewis BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a - UA/12164/01/01
N1iBKOBOIO a Ab TabneTok, 3MiHY | TRy - AAMIHICTPaTMBHI 3MiHU. 3MiHa peyenmom
o6onoHkoto, no 90 BMNpPOGYBaHHS, HalilMeHyBaHHs Ta/abo agpecu Micus
Mr; no 14 TabneTok nakyBaHHs NPOBaPKEHHSA AiSNIbHOCTI BUPOOHMKa
y 6nicTepi; no 1 abo nikapcbKoro 3acooby, (BKKOUaOUM, 3a HEOOXiAHOCTI, Micue
4 6nictepn y BUMyCK cepii: NpoBefieHHA KOHTPOJII0 SIKOCTI), ab0 BnacHuka
KapTOHHIl KopooLi AcTtpa3eHeka Ab, macTep-paiina Ha A®l, abo nocTavasibHuKa
LLisewjs Adl/BnxigHoro

mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY,
LLI0 3aCTOCOBYOTHCA Yy BUPOOGHULTBI AD| (AKLLO
3a3HaYeHO Y A0CLE Ha Nikapcbkuii 3acib) 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

BiICYTHOCTI cepTucpikaTa BiANoOBIgHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbke, abo BUPOOHMKA HOBOI LOMOMIXHOT
PEUYOBUMHM (SIKLLLO 3a3HAYEHO Y A0CbE) - 3MiHa
aapecy BUpo6HMKa A®| Tukarpenopy
AcTtpa3eHeka AB, LLIBewis, 6e3 3mMiHM Micua
BMPO6GHMLUTBA

24,

BPUNIHTA

TabneTku, BKPUTI
NNiBKOBOIO
o6onoHkoto, no 60
Mr; no 14 TabneTok
y 6nicTepi; no 4
6nictepu y
KapTOHHIlA KOpooLi

AcTpa3eHek
a Ab

Lseuis

Bupo6bHmuTBO
TabneTok,
BMNPOGYBaHHS,
nakyBaHHs
nikapcbKoro 3acooby,
BWMYCK Cepii:
AcTpa3eHeka Ab,
LLisewjs

LLseuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHW | TRy - AOMIHICTPaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiSNIbHOCTI BUPOOHMKa
(BKKOUaOuM, 3a HEOOXiZHOCTI, Micue
NpoBefeHHS KOHTPOJIIO SKOCTi), a60 BiacHuKa
macTep-paiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLI0 3aCTOCOBYOTHCA Y BUPOOHULTBI AD| (AKLLO
3a3HaYeHo Yy A0CLE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudcpikaTa BiANoOBIgHOCTI
€Bponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, ab0 BUPOOHMKA HOBOI fLOMOMIXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y A0CLE) - 3MiHa
agpecu BupobHuka A®I Tukarpenopy
AcTtpa3eHeka AB, LLIBewis, 6e3 3mMiHM Micus
BMPO6GHMLTBA

3a
peyenmom

UA/12164/01/02

25.

BAJIMICAP A
160/10

TabneTku, BKPUTI
nAiBKOBOIO
060510HKOH0, No 160
mr/10 mr, no 10
TabneTtok y 6nictepi,
no 1 a6o 3, abo 9
6nictepiB y
KapTOHHI ynakosL,i

Makneogac
dPapmacbioT
nkasc
NimiTen

IHAis

Makneoac
PapmacboTUKanc
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHA /likapCbKoro 3acoby B
nicnsipeecTpadiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
negiatpnyHmx gocnimkers (PIP) (3miHy
Y3rofKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHUM
opraHom)
3MiHV BHECeHI [0 IHCTPYKLIi AN MeguyHoro
3aCcTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mepefo3yBaHHA" BiANOBIAHO A0 OHOB/IEHOT
iHhopmaLii 3 6e3neku AitoHoi peHOBUHMN.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHSA

3a
peyenmom

He
niosnsiecae

UA/19273/01/03

26.

BAJ/IMICAP A
160/5

TabneTku, BKpUTI
M/1iBKOBOIO

Makneogc
PapmacboT

IHais

Makneogc
PapmacboTUKaNC

IHais

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis:
3MiHu | TMny - 3MiHK Woao

3a
peyenmom

He
nidssicae

UA/19273/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
o060510HKoH0, No 160 nkasc Nimiteq 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
mr/5 mr, no 10 NimiTen 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
Tabnetok y 6nictepi, 3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
no 1 a6o 3, a6o 9 MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi
6nictepiB y perynsipHo OHOBJ/IOBAHOrO 3BIiTY 3 6e3neku
KapTOHHIiA ynakoBL,i nikapcbKoro 3acoby, abo gocnimxeHb 3
6e3nekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNOBIAHO 40 NnaHy
negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHV BHeCeHi [0 IHCTPYKUii N8 MeguyHoro
3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mepeso3yBaHHA" BifMOBIAHO [,O OHOBEHOI
iHhopmaLii 3 6e3nekn AitoHoi peHOBUHMW.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA
27. | BAJIMICAP A | TabneTku, BKpUTI Makneozc IHAis Makneoac IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a He UA/19273/01/01
80/5 NNiBKOBOO dapmacboT dapmacbloTukanc 3MiHu | TUny - 3MiHK Woao peyenmom | nidsisizae
obonoHkoto, no 80 ukasnc Nimiteq 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
mr/5 mr, no 10 NimiTeq 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
Tabnetok y 6nictepi, 3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
no 1 a6o 3, a6o 9 MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi
6nictepiB y perynsipHoO OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
KapTOHHIi ynakosLi nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/iHKEHD,
npoBefeHnX BigNoBIAHO A0 NnaHy
negiatpnyHmx gocnimxkers (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXKEHVUM
opraHom)
3MiHV BHECeHI [0 IHCTPYKLUIi AN MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mepepo3yBaHHa" BifMOBIAHO 4O OHOBEHOI
iHhopmalii 3 6e3neku AitoHoi peHOBUHMN.
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
28. | BEPOPAB® /| | nopoLuok Ta CaHodi PpaHLis NOBHUIA LIMKN PpaHuis/ BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a - UA/13038/01/01
VERORAB PO3YMHHUK ANA Mactep BMPOGHMLITBA, YropwmHa 3MiHY | Tuny - 3MiHK 3 skocTi. FoToBWMiA peyenmom
BAKUVHA npuroTyBaHHsA KOHTPO/b SKOCTI, nikapcbkuii 3aci6. KOHTponb roToBoro
AHTUPABIYH | cycneHsii ans BTOPVIHHE nikapcbkoro 3acoby. 3miHa napameTpis
A iH'EKUIN, HE MeHLe nakyBaHHs1, BUMYCK crneungikauii Ta/abo 4ONyCTUMUX MEX
IHAKTUBOBA | 2,5 MO/go3a; no 1 cepii MopOLLKY; roTOBOrO /1ikapCbKOro 3acoby (BUTy4YeHHSs
HA CYXA donakoHy 3 BTOPUHHE HEe3Ha4yHOoro nokasHuka (Hanpuknag

nopowkom (1 go3sa)

nakyBaHHSI, BUMYCK

3acTapisioro NokasHuka, Takoro sik 3anax Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Ta 1 nonepeaHbO cepii PO34MHHNIKE; cmMak, abo igeHTudikauis 6apBHUKIB Ym
3arnoBHeHOMY KOHTPO/b AKOCTI, CMakoBuX 106aBOK)) - BUKIOYEHHA
wnpuyy (0,5 mn), BTOPVHHE BMNpobyBaHHA Pyrogen test 3i cneumdikavi
L0 MICTUTb nakyBaHHS1, BUNYCK npv BUNYCKY 151 po3hacoBaHOro nNpoaykTy

po34nHHKK (0,4 %
PO34MH HaTpito
xnopuay), B
KapTOHHIA Kopobui 3
MapKyBaHHSAM
YKpaiHCbKOH
MOBOI0; Nno 1
donakoHy 3
nopolukom (1 gosa)
Ta 1 nonepeaHbL0
3anoBHEHOMY
wnpuuy (0,5 mn),
LLIO MICTUTb
PO3UYMHHVK, B
CTaHAapTHO-
€KCMOpTHIl
ynakoBLi, sika
MICTUTBCS Y
KapTOHHIA Kopobui 3
IHCTpYKLUjiet0 Ans
MeAMYHOro
3acToCcyBaHHs; No 5
onakoHiB 3
nopolukom (1 gosa)
Y KOMM/IEKTi 3
po3unHHMKOM (0,4 %
pO34MH HaTpito
X7opuay) B amnynax
no0,5mMnNe58
KapTOHHI ynakoBsL,i
3 MapKyBaHHAM
YKpaiHCbKO0
MOBOI0; N0 5
oNakoHiB 3
nopotukom (1 fo3a)
Y KOMMJIEKTi 3
po34ymHHuKOM (0,4 %
pO34MH HaTpito
X0puay) B amnynax
no0,5mnNe5s
CcTaHAapTHO-
€KCMOPpTHIN
ynakoBLi, aka
MiCTUTbCH Y

cepii NopOLLKY;
NOBHWUIA LMK
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BTOPUHHE
nakyBaHHS, BUNYCK
cepii pO34MHHMKA:
CaHodpi Mactep,
®paHLis; BTOPHHE
nakyBaHHs1, BUNYCK
cepii: CaHodi-

ABeHTic MpaiisiT Ko.

Nta., Nnatdopma
NOricTVKN Ta
ONCTpMBYLIT Y M.
Bypanewr,
YropLuyHa; noBHwWiA
LMK BUPOBHMLTBA,
KOHTPO/b AKOCTI
PO34MHHMKA B
amnynax: FAYMNT
®APMA NIIBPOH,
®paHuisa

(Filled Product); 3miHu Il TUnNYy - 3MiHK 3 AKOCTI.
loTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax
BMNPOBYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(cyTTeBa 3miHa y
6ionoriyHOMy/iMyHO10TYHOMY/iIMYHOXiIMiYHOMY
MeTogi BUNpobyBaHHs abo MeTogj, y skoMy
BUKOPWCTOBYETLCA Gi0ONIOriYHMI peareHT, abo
ix 3amiHa, abo 6iosiorivHOro Npenapary
NOPIBHAHHA (CTaH4apTHOro npenapary), Wo He
3a3HayYeHnit y 3aTBEPKEHOMY NPOTOKON) -
3MiHa MeToAy KOHTPOJIO 3a MOKa3HNKOM
Residual DNA content 3 metogy Threshold Ha
Polymerase Chain Reaction (QPCR) npu
BMMNYCKy po3dpacoBaHoro npoaykTy (Filled
Product)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

KapTOHHI Kopo6Li 3
IHCTpYKUieo ans
MeLMYHOro
3acToCyBaHHs; Mo
10 chnakoHis 3
nopotukom Ta no 10
nonepegHL0
3anoBHEHUX
wnpwuuis (0,5 mn),
LLIO MICTATb
po34nHHUK (0,4 %
pO34MH HaTpito
xnopuay), B
KapTOHHIiA ynakoBLi
3 MapKyBaHHAM
YKpaiHCbKOH
MOBOI0; no 10
onakoHiB 3
nopowkom Ta no 10
nonepegHLo
3anoBHEHNX
wnpuuis (0,5 mn),
LLO MICTATb
po3unHHKK (0,4 %
PO34MH HaTpito
xnopuay), B
CcTaHAapTHO-
€KCMOPpTHIN
ynakoBLi, aka
MiCTUTbCH Y
KapTOHHI KopobLi 3
IHCTpYKUieo ans
MeLMYHOro
3acToCyBaHHsA

29.

BISKbIO

PO34UH A5 iH'EKLLN,
120 mr/mn; no 0,23
My chriakoHi, no 1
donakoHy B
KOMIN/IEKTi 3 rO/IKO0
hiNbTpyBasIbHO B
KopoOLi 3 KapTOHY

Hosapric
OBepci3
IHBECTMEHTC
Al

LLiBeiiuapi
P

BWMYCK Cepiii:
AnkoH-Kyspbop,
Benbris;
BUPOGHMLTBO
roToBOro
nikapcbKoro 3acoby,
BK/TIOHA0UM
KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
HoaprTic ®apma
LTeiiH AT,
LLiseiuapis;

Benbrisi/
LLiseiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHM | TMny - 3MiHK 3 AKocTi. AdI.
CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHa AdI (3a BigcyTHOCTI y
3aTBEPAKEHOMY AOCbE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/THOYAE Nepios, NOBTOPHOTO BUMNPOGYBaHHS)
(nepios noBTOpPHOro BUNpPo6yBaHHA/NEpPIos
36epiraHHs) - 36inbLUeHHA abo BBEAEHHS
nepiogy NOBTOPHOrO BMNpoGyBaHHSA/Nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/iMKEHD
y peanbHOMy vaci. [Mof0BXeHHS TepMiHy
npugatHocTi A®I 6ponyumsymab 3 36 micsuis

3a
peyenmom

UA/18833/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

KOHTPO/b SIKOCTI:
Hosaprtic ®apma Al’,
LLiBeliLapis

0o 60 micsuiB, Ha niacTaBi NO3NTUBHUX
pe3ynbTaTiB CTabifIbHOCTI y peasibHOMY Yaci

30.

BITANINIA,
4Na QITEN

KOHLieHTparT Ans
pO34nHy Ans
iHcpysii; no 10 mn y
CKNsHI amnyni; no
10 amnyn y
KapTOHHI Kopoobui

PpeseHiyc
Kabi
Jonunang
M6X

HimeuumnH
a

®peseHiyc Kabi Ab

LLiBeuis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micua
NPOBaKEHHS AiS/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro JlikapcbKoro
3ac00y, BKIIOYAKUN [iTbHUL BUNYCKY Cepii
abo Micue NpoBefeHHs KOHTPOJTH SKOCTI.
(gisanbHICTb, 3a Ky Bignosifae
BMPOGHUK/IMNOPTEP, BK/IOYAOUM BUMYCK
cepiii) BHECEHHS YyTOUHIOUNX JaHuX B afpecy
Bupo6Huka N3 dpeseHiyc Kabi Ab, LUBeLis,
6e3 3MiHN MicLa BUPO6GHMLTBA 3MiHN BHECEHO
B IHCTPYKL,iI0 415 MeANYHOro 3aCTOCyBaHHSA
niKkapcbKoro 3acoby y po3ain
«MicuesHaxomkeHHs BUPOGHMKa Ta agpeca
MiCLii NPOBaPKEHHS A0TO AiS/ILHOCTI» 3
Bi4NOBIAHVMM 3MiHAMU Y TEKCTi MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHWN. BunyyeHHs
BUPOBHMYOT AiNbHULL (BKIHOYAOUN AiNbHUL
ans A®l, npomikHOro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNL ANs
npoBefeHHA NakyBaHHs1, BUPOOHUKA,
BiAMNOBiga/IbHOro 3a BMMNYCK Cepiit, Micue
npoBefeHHS KOHTPOJIO cepii) abo
noctavasibHuKa BUXifHOro mMartepiany,
peareHTy abo [OMNOMKHOI PEYOBUHM (SIKLLO
3a3HavyeHo y A0Cbe) BunyyeHHs BUpOGHUYOT
ainbHuui F Hoffmann-La Roche Ltd/®
XothpmanH-/1a Powe N14, Wsenuapis ans
A®| diTomMeHaaioH.

3a
peyenmom

He
nionsieae

UA/16591/01/01

31.

BOJA ANA
IH'EKLIN

PO3YMHHWK AN
napeHTepasibHOro
3aCTOCyBaHHA no 2
M1 B amnyni; no 10
a6o 100 amnyny
nayyi; no5 mn B
amnyni; no 10 a6o
100 amnyn y nauui;
no 2 M B amnyni;

no 5 amnyny
6nictepi; no 2
6nicTepu y nauuj; no
5 mn B amnyni; no 5
amnyn y 6aictepi; no

MNpuBatHe
akuioHepHe
TOBapuCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapuCTBO

"NlekxiMm-Xapkis"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
Yy BignoBigHICTb A0 MoHorpacii 4dY abo
€Bponeiicbkoi thapmakonei, abo iHLwoi
HaujioHanbHOT thapmakonei aepxasu €C
(3miHa y cneuudpikauisix, nos'asaHa 3i 3miHamu
B AdY, abo Esponelickkiii thapmakonei, abo
iHLLIA HauioHanbHIV dhapmakonei fepxasu
€C). CynyTHSA 3MiHa- 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat
BiANOBIgHOCTI E€Bponenchbkili

6e3
peuyenma

UA/7306/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
2 6nictepu y navu; thapmakonei/mMoHorpadii. 3mMiHu, NoB'A3aHi 3
no 10 mn B amnyni; HeOoOXiHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
no 5 a6o 10, a6o MoHorpadii 4dY abo EBponeiicbkoi
100 amnyn y nauui; thapmakonei, abo iHLOI HalioHa/TbHOI
no 10 mn B amnyni; thapmakonei gepxasu €C (iHLLi 3MiHW)
no 5 amnyny npuBefeHHs cneundikauii Ta MeTogis
6nicTepi, no 1 abo 2 KOHTPOJII0 SIKOCTi po34MHHKKa Boga ans
6nictepn y nayuj iH'ekuili oo BUMor MoHorpadii «Water for
injections» €.
32. | BOOA ANA PO34YUHHVK ANS MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: - - UA/16097/01/01
IH'EKLIN napeHTepanbHOro akuioHepHe akuioHepHe 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikat
3aCTOCyBaHHs in TOBapucTBo TOBapuCTBO BignosigHocTi/l E-cepTudikar BignosigHocTi
bulk: no 2 mn, no 5 "Jlekxim- "Mlekxim-Xapkis" €Bponeiicbkii hapmakonei/MmoHorpadii.
mn a6o no 10 mn B Xapkis" 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
amnyni, no 100 y BiANOBigHICTb A0 MoHorpacii 4dY abo
amnyn y kopo6uj 3 €Bponeiicbkoi thapmakonei, abo iHLWoi
neperopogkamm HauioHas1bHOT hapmakonei gepxasun €C
(3miHa y cneuucpikauisix, nos'sasaHa 3i 3MiHamu
B JdY, abo Esponelicbkiii chapmakonei, abo
iHLLIA HauioHaNbHIV hapMakonel fepxasu
€C). CynyTHs 3MiHa- 3MiHN 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii. 3mMiHun, nos'a3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi
thapmakonei, abo iHLOI HalioHa/TbHOI
thapmakonei gepxasu €C (iHLWi 3MiHW)
npuBefeHHs cneuudikadii Ta meTogis
KOHTPOJTH0 SKOCTi po34nHHUKA Boga ans
iH’exuili 4o BUMOr MmoHorpadii «Water for
injections» €®.
33. | BOgdHOro €KCTpaKT pifgkvii no MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiinHux MmaTepiasis: 6e3 nionsi2ae UA/1093/01/01
MEPLIO 25 Mn y donakoHax "PITOPAPM 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peuyenma
EKCTPAKT " HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA
PIAKWUIA (BNacHvka peecTpauiiHoro nNocBig4eHHs)
3MiHa agpecu 3asBHUKa. BBeeHHsA 3MiH
NPOTArom 6-TW MiCALIB NicA 3aTBEPAKEHHS
34. | TAZICTEHA® | TabneTku no 12 TOB YKpaina Pixapg BittHep Al ABCTpIst BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 - UA/10024/01/01
TabneTok y 6nictepi; «MEPPIFO 3MiHa 3asaBHuKa J13 (MIBI) (BnacHuka peuyenma
no 1,2, 3a6o 4 YKPAIHA» peecTpauiiiHoro noceigueHHs) (3rigHo Hakasy
6nictepn y MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH

KapTOHHIlA KopooLi

NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekn/eddekTBHOCTI Ta hapMakoHariaay.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHUX Npo cucTemy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT
ocobu, BiAnoBiganbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, AKLLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOi 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
hapmakoHarnagy (BKIo4aroun KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cmucTeMu dpapmakoHarnsgy).
3MiHa yNoBHOBaXXeHOI 0COobM 3asiBHUKA,
BiANOBIAabHOI 3a hapmakoHarnag,. firoya
pepakuisi: George Nicolas. MNponoHoBaHa
pepakuis: ®apuHelp OkcaHa MakcMiBHA.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0Cco6u 3as1BHMKA, BiAMNOBIAA/IbHOT 32
hapmakoHarnag,.

35.

FEBKAMEH

Ma3b no 20ry
KOHTEeliHepax

MPAT
"®ITOPAPM

YkpaiHa

MPAT "®ITO®APM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecy 3asiBHMKA
(BnacHvKa peecTpawiiHoro noceig4yeHHs)
3MiHa agpecu 3asBHUKa. BBeeHHsA 3MiH
NPOTArom 6-Tv MicALIB Nic/A 3aTBEPAKEHHS

6e3
peyenma

nionsieae

UA/8241/01/01

36.

FTEMOTPAH®

PO3YMH ANS iH'EKLIN,
50 mr/mn; no 5 mn
a6o 10 mn B amnyi;
no 5 amnyny
6nicTepi; no 1 abo 2
6nictepu B nauui 3
KapToHy

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasiis:
3MiHu Il TNy - 3miHK 3 aKocTi. API.
Bupo6HMLTBO. 3MiHA BUPOGHMKA
BVIXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECi
A®l, a60 3miHa BUpO6HMKa (BKIKOUatouu, e
HeobXxifHO, MicLe NPoBEAEHHS KOHTPOII0
AKocTi) Ad| (3a BiAcyTHOCTI cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [OChE)(BBEAEHHS HOBOrO
BMpoGHUKa A®| 3 HaaaHHAM MacTep-taiina
Ha A®l) BHECEHHS a/ibTepHaTUBHOIO
BMPOGHMKa cybcTaHuii APl TpaHekcamoBa
KMCnoTa, NOPOLLOK (CybCcTaHLis) Big
BMpobHuka Ami Lifesciences Private Limited,
IHAisA, BIANOBIAHI 3MiHW 38 NOKA3HWKOM
«3a/INLLKOBI KifIbKOCTi OpraHiyHmnx
PO3YMHHVIKIBY», Yy 3aTBEPKEHOr0 BUPOGHUKA
A®I dhipmn «Hunan Dongting Pharmaceutical
Co. Ltd», KuTaii, B AKOCTi pO34MHHMKA Ha
OCTaHHIli cTafii BUKOPUCTOBYIOTLCA BOAR; Y
anbTepHaTUBHOro BUpPo6HMKa API chipmm Ami
Lifesciences Private Limited, IHAis, B SKOCTi
PO3UMHHVIKA BUKOPUCTOBYOTLCA METAHON.
Br3HaYeHHs 3aMLLIKOBMX KilbKOCTEl

3a
peuyernmom

UA/13975/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

OpraHi4YHNX PO3YMHHUKIB NPOBOANTLCS
MeToA0M napodhasHoi ra3oBoi xpomatorpadii.
BcTaHOBNEHO HACTYMNHE HOPMYBaHHSA
3aUTIMLLKOBUX KiZTIbKOCTEN OpraHivuHmXx
PO34YMHHIMKIB ANs cybCTaHLil anbTepHaTUBHOIO
BUPOBGHMKa MeTaHos - He Binblwe 3000 ppm.

37.

FTEMOTPAH®

PO34MH A5 iH'EKLIN,
100 mr/mn; no 5 mn
a6o 10 mn B amnyii;
no 5 amnyny
6nictepi; no 1 a6o 2
6nicTepu B nauwj 3
KapToHY

AT
"®apmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu |l TNy - 3MiHK 3 sKocTi. AdPI.
Brpo6HMLTBO. 3MiHa BUPO6HUKaA
BVIXiZLHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHUYOMY NPOLIECi
A®l, ab60 3miHa BUpO6GHMKa (BKIKOUaOum, ge
HeobXxiAHO, MicLe NPoBEAEHHS KOHTPOJII0
AKocTi) A®I (3a BiAcyTHOCTI cepTudpikara
BIANOBIAHOCTI €Bponeiichbkili hapmakonei y
3aTBEPAKEHOMY AOCHE)(BBEAEHHS HOBOrO
BMpOGHUKa A®| 3 HaaaHHAM MacTep-caiina
Ha A®l) BHECEHHS aNbTepPHATUBHOIO
BMPOGHMKa cybcTaHuii APl TpaHekcamoBa
KMCNOoTa, NOPOLLOK (CybCTaHLis) Bif
BMpo6HMKa Ami Lifesciences Private Limited,
IHAis, BiANOBIAHI 3MiHW 3a MOKA3HMKOM
«3a/INLLKOBI KiNIbKOCTi OpraHiuHmnx
PO3UMHHVIKIBY», Yy 3aTBEPAXXEHOTO BUPOGHUKA
A®I dhipmm «Hunan Dongting Pharmaceutical
Co. Ltd», KuTaii, B IKOCTi pO34MHHMKA Ha
OCTaHHiIl cTafii BUKOPUCTOBYIOTLCA BOAA; Y
anbTepHaTUBHOrO BUpPOo6HMKa A®I chipmm Ami
Lifesciences Private Limited, IHAisi, B AKOCTI
PO3YMHHIIKA BUKOPUCTOBYOTLCA METAHO.
Bu3HaueHHA 3a/MLLIKOBUX KilbKOCTel
OpraHiYHNX PO3UYMHHKKIB NPOBOANTLCS
MeToAoM napodyasHoi ra3oBoi xpomartorpadii.
BcTaHoOBNEHO HAaCTyMHe HOPMYBaHHS
3a/TMLLIKOBMX KifIbKOCTEN OpraHivyHnx
PO3UYMHHWKIB A5 CybCTaHLii anbTepHaTUBHOIO
BMPO6GHMKa MeTaHos - He Ginblwe 3000 ppm.

3a
peyenmom

UA/13975/01/02

38.

FTEMOTPAH®

TabneTku, BKPUTI
NNiBKOBOIO
o060n10HkKot, no 500
Mmr, no 10 TabneTok
y 6nicTepi; no 3
6nicTepn y nauui

AT
"dapmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHW Il Tuny - 3MiHK 3 AkocTi. ADI.
Brpo6HMLTBO. 3MiHa BUPO6HUKaA
BUXiAHOro/NPOMKHOrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTHCS Y BUPOOHMYOMY NpoLieci
A®I, abo 3viHa BUpoOHWMKa (BKOHaKUN, e
HeobXifHO, MicLe NPOBEeLEeHHS KOHTPOSI0
akocTi) A®| (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOrO
BMpOo6HMKa AP| 3 HafaHHAM MacTep-thavina

3a
peyenmom

UA/15498/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Ha A®l) BHECEHHS aNlbTEPHATUBHOIO
BMPOGHUMKa cybeTaHuii APl TpaHekcamoBa
KMcnoTa, NopoLLOK (CybcTaHLis) Big
BMpo6HMKa Ami Lifesciences Private Limited,
IHAjA 3a NOKa3HMKOM «3aNLLKOBI KiJIbKOCTi
OpraHiYHMX po34mMHHKKIB». BignosigHo oo
[OKyMeHTaL,ji 3aTBepaKeHoro BMpo6Huka Ad|
thipmy Hunan Dongting Pharmaceutical Co.
Ltd., Kutaii, B IKOCTi pO34UMHHMKA Ha OCTaHHIl
cTagii BUKOpPUCTOBYOTbCS BoAa. B
anbTepHaTUBHOIO BUPo6HMKa APl chipmu Ami
Lifesciences Private Limited, IHais B AkOCTi
PO3YMHHVIKA BUKOPUCTOBYOTLCA METAHO.
Bn3HaueHHs 3a/MLLIKOBUX KilbKOCTel
OpraHiYHNX PO3YMHHKKIB NPOBOAUTLCSA
MeToAoM napodiasHoi ra3oBoi xpomartorpadii.
BcTaHOBNEHO HACTyMHe HOPMYBaHHS
3IMLLIKOBUX Ki/TbKOCTEW OpraHiyHmX
PO34YMHHWKIB A5 CybCTaHLii anbTepHaTUBHOIO
BMpO6HMKa pipmm Ami Lifesciences Private
Limited, IHgia meTaHon - He Ginbwe 3000 ppm.
39. | TEHTAMIUWH | po3uuH NS iH'eKLii, MNAT YkpaiHa MNAT "Tannucapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a He UA/7197/01/01
Y CYNb®AT 40 mr/mn, no 2 mn B "Tanuuchap 3MiHY | Tuny - 3MiHK 3 AkocTi. FoToBMIA peyenmom | nidsisicae
amnyni; no 10 M" nikapcbkuii 3aci6. KOHTPOb AONOMDKHMX
ammnyn y KOHTYpHIiA peyoBuH. 3MiHa NapameTpiB cneuwudikauiii
YapyHKOBIl Ta/abo [onyCcTUMUX MeX A5 LONOMIXHOT
ynakosui; no 1 PeYOBUHM (iHLLI 3MiHW)
KOHTYPHIi CynyTHS 3MiHa
YapyHKOBIli ynakoBLyj - 3MiHU 3 sIKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
B nauuj; o 2 mn B KOHTPO/Ib AONOMIDKHMX PEYOBUH. 3MiHA Y
amnyni; no 10 MeToAax BUNPOGYBaHHS AOMOMDKHOI
ammnyn y KOHTYpHIiA peyoBUHM (HLWi 3MiHW Y MeTogax
YapyHKOBIl BMNpo6yBaHHA (BK/IHOYAOUM 3amiHy abo
ynakoBLi, 3anasHin AopasaHHs)) - MNpuBeaeHHs Ha3Bu,
nanepom crneuudikaLii i MeToaiB KOHTPOSIKO LONOMIXHOT
peyoBuHM [lnHaTpiesa cinb
eTueHaiaMiHTeTPaoLTOBOI KNC/IOTU A0
MoHorpadii EP (0232) Disodium edetate
(Dinatrii edetas)
3MiHu BHeceHi y po3gin "Cknag” (4onoMiXHi
PEYOBUHM) B IHCTPYKLtO A1 MeANYHOr0
3aCTOCYBaHHA Ta K HAC/MIgOK - Y TEKCT
MapKyBaHHS YNakoBKW NiKapcbkoro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS
40. | TENAAN®® Kancynu, no 10 TOB YkpaiHa TOB "BAJIAPTIH YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/5324/02/01
Kancyn y énictepi; "BANAPTIH PAPMA" 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuyenmom
no 10 kancyny PAPMA" nikapcbkuii 3aci6. Cuctema
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6nicTepi; no 3, 5 abo KOHTeliHep/3akynopoBasibHWii 3aci6. 3miHa y
10 6nicTepiB y MeToJax BUNPOOYBaHHSI NEPBUHHOI YMaKoBKM
KapTOHHHIN nauu rOTOBOrO JiKapCbKOro 3acoby (iHLLi 3MiHW y
mMeToAax BUNPobyBaHb (BK/IHOHAKUMN 3aMiHY
abo fofaBaHHs))
[ofaBaHHA albTEPHATUBHOIO METOAY
BU3HAYEHHA TeCcTy «AAresia ApyKy» y MeTogax
BMNPO6YBaHHA NEPBUHHOI ynakoBku N3
¢o/1br antMiHIEBOT
41. | TTHEHOPM PO34UH BariHasIbHWIA Eckynaniyc ITania XIMIYHO- ITania BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a He UA/17121/01/01
0,1 % no 100 mny dapmachboTi PAPMALIEBTUYHA 3MiHK | TNy - 3MiHK 3 AkocTi. APl KoHTponb peyenmom | nidsisizae
thnakoHi; no 5 yi C.p.n. NTABOPATOPIA "A. A®|. 3miHa y meTogax BunpobysaHHsa AD| abo
chnakoHiB y CE/INA" C.P.J. BWXiQHOro Marepiany/npomikHOro
KOMMNEKTI i3 NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
CTepU/ILHO npoueci BupobHuuTea AP (iHWi 3MiHN Y
KaHtoneo B

KapTOHHIiA ynakoBL,i

MeToAax BUMPOOyBaHHS (BK/HOHAKUN 3aMiHy
abo fonoBHeHHs) APl abo
BWXi4HOro/MPOMKHOIO NPoAYyKTY) METOAMKY
KoHTponto A®I 3a Tectom «CynpoBigHi
LOMILLKM»(3MIHEHO NPUTOTYBAHHSA PO3YMHIB,
YMOBM XpomarorpadyBaHHs, yMOBM
npuaaTHOCTi XpoMarorpadivyHoi cuctemm Ta
po3paxyHkun) NpuBeAeHo Y BIANOBIAHICTb A0
marepianis BUPO6HMKa. 3MiHu | Tuny - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y meTopax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeCi BUPOGHMLTBA
A®I (iHWi 3mMiHM y MeTofax BUNPOGYBaHHS
(BK/IHOYAOUMN 3aMiHy ab0 AONOBHEHHS) AD|
abo BUXiQHOro/MPOMIXXHOIO NPOAYKTY)
MEeTOAMUKY KOHTposo ADI 3a TeCcToM
«KinbkicHe BU3HaYEHHS»(3MIHEHO KOJTOHKY,
NPUroTyBaHHS PO3YuHIB, yMOBU
XpomarorpadyyBaHHs, yMOBU NPUAATHOCTI
XpomarorpagivyHoi CUCTEMM Ta PO3pPaxyHKM)
npuBeLEHO Y BiAMOBIAHICTb f0 MaTepianis
BUPOGHMKA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6. 3MiHN Yy
BMPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Aji/bHUL BUPOOHULTBA /1A
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy
roTOBOrO JlikapCcbKoro 3acoby (AinbHULSA, Ha
AIKili NpoBOAATLCA ByAb-sKi BUPOGHMYI cTagi,
3a BYHSATKOM BUMNYCKY CEPIil, KOHTPO/IIO SKOCTI,
NMepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HecTepubHUX Nikapcbkux 3aco6iB). CynyTHsA

3MiHa- 3MiHM 3 SKOCTi. [OTOBWIA NikapCbKuii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBeEHHS 0AATKOBOI AiNbHUL BUPOGHMLTBA
AN YacTVHN abo BCbOro BUPOOHNYOrOo
npoLecy roToBOro NikapCbKoro 3acoby
(4iNbHUUSA 4NA BTOPUHHOIO NakyBaHHS).
CynyTHS 3MiHa
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHUMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA ANs
4acT1HK abo BCbOro BUPOOHNYOrO npouecy
roTOBOrO JliKapCbKOro 3acoby (AinbHuUA Ans
NepBMHHOIO NaKyBaHHA) 3amiHa BUPOOHMKa
roTOBOrO Jlikapcbkoro 3acoby 3 Mitim C.p.n.,
ITania Ha XIMIYHO-®APMALIEBTUYHA
NABOPATOPIA "A. CENNA" C.P./1., ITanis.
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYIOTLCA BUMYCKY
cepii Ta KOHTPOHO AKOCTi TOTOBOTO
nikapcbkoro 3acoby (3amiHa abo JoaaBaHHsA
BMPOGHMKA, LLO BiANOBIAAE 3a BBE3EHHS
Ta/abo BMNyckK cepii) - Bkoyaroun
KOHTPONb/BUNPOBYBaHHSA cepii. 3amiHa
BMPOOGHMKA rOTOBOrO /iKapCbKOro 3acoby 3
Mitim C.p.n., ITania Ha XIMIYHO-
SAPMALIEBTUYHA TABOPATOPIA "A.
CENNA" C.P.N., ITanisa. 3MiHn BHECeHi B
po3ainv "BupobHuk" Ta "MicLe3HaxomKeHHs
BMPOGHMWKa Ta ioro agpeca micus
NPoBaPKEHHA AiSNIbHOCTI" B IHCTPYKLiO ANns
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby,
K HACNIOK - BiANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS YMakoBKM IKAPCbKOro 3acooby.
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/ItoYatoun gianasoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby
(36inbeHHs [0 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM po3mipom). Po3mip cepii
rOTOBOrO JlikapCcbkoro 3acoby 36inbweHo 3 20
000 chnakoHiB fo 35 000 chrakoHiB. 3MiHK |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKkynopoBabHWi
3aci6. 3miHa hopmun abo po3mipy KoHTelHepa
4/ 3aKynoprBasIbHOro 3acoby (MepBUHHOT
ynakoBkM) (HeCTepusbHI Jlikapcbki 3acobw).
3MiHa po3Mipy NepBUHHOT YNakoBKM rOTOBOIO
nikapcbKoro 3acoby. AKiCHWI Ta KinbKicHUIA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
cKnag, NepBMHHOT YNaKOBKU, & TakoX 06’em
HanoBHEHHS (h1aKoHIB Po34mMHOM (100 mn) He
3MIHIOIOTbCS.

42, TabneTku, BKpUTI HoBaprTic LLiBefiuapi BMPOGHULITBO 3a LLiBefiuapis/ | BHeECEHHS 3MiH 40 peecTpauiiHuxX MaTepianis: 3a He UA/9469/01/02
NNiBKOBOO dapma Al A NOBHUM LMK/IOM: Himeuunxa/ 3MiHY | Tuny - 3MiHK 3 AkocTi. FoToBMIA peyenmom | nidsisicae
o60onoHkoto, no 400 HosapTic ®apma CnoBeHis nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa Y
mr; no 10 Tabnetok LLTeiH AT, TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
y 6nicTepi; no 3 LLiBeiiuapis; roTOBOro NikapcbKoro 3acoby (3miHa B ymoBax
6nicTepu B KOPOO6L BMPOGHULITBO 3a 36epiraHHsa roToBOro NikapCbkoro 3acoby abo

NOBHUM LMK/IOM: nicnsi po34YvHEHHS/BIAHOBIEHHS). 3MiHa B
HosapTic ®apma ymoBax 36epiraHHs [/13. 3aTBepAXeHO:
MpogakwH MbX, YmoBu 36epiraHHs. 36epiratv npu
HimeuumnHa; Temneparypi He Buwe 30 °C, B opuriHasbHil
nepBuHHE, BTOPUHHE ynakoBLi. 36epirati B He4OCTYNHOMY A/15
nakyBaHHs, BUMYCK AiTei micui. 3anponoHoBaHo: YMOBYU
cepii: Nlek 36epiraHHs. 36epirati npyu TemnepaTypi He
dapmacbloTukanc BuLLe 25 °C, B OpuriHa/bHiiA ynakoBLji. A Takox
4.4, BUpobHnya BHECEHHS He3HauYHVX pefakLUiiH1uX npaBok A0
AinbHUus NleHpasa, po3giny 3.2.P.8.1. Pe3iome w00 cTabifibHOCTi
CnoseHis Ta BUCHOBKM.
3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
3acToCyBaHHS NikapCbKoro 3acoby B po3fin
«YMOBW 36epiraHHs» 3 BIANOBIAHUMN 3MiHAMMA
y TeKCTi MapKyBaHHS YNakoOBKW NiKapCbKOro
3acoby.

43. | AEKATUNEH Tabnetkun ans TOB «TeBa YkpaiHa Bupo6bHMLTBO 32 Bonrapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 - UA/6633/01/01
PO3CMOKTYBaHHS MO YkpaiHa» NOBHUM LMK/TOM: LLseiuapis/ 3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikat peyenma
10 TabneTok y BankaHndapma- HimeyunHa BignosigHocTI/TE-cepTudpikar signosigHocCTi
6nictepi; no 2 a6o 3, Pasrpag AT, €Bponeiicbkiit hapmakonei/MoHorpadii.
ab6o 4 6nictepn y Bonrapis MogaHHA HOBOrO abo OHOB/IEHOTO
KapTOHHIlA KopoobLi Brpo6HMUTBO cepTudikaTa BiANOBIAHOCTI a60 BUIYYEHHS

Hepo3chacoBaHOro cepTudcpikaTa BiANOBIAHOCTI EBpONEiChKilt
NPOAYKTY, KOHTPO/b thapmakonei: ana A®l; gns BuxigHoro
AKOCTI, 4,03BiN Ha mMartepiany/peareHTy/nPoMiKHOIo NPOAYKTY,
BUNYCK cepil: LLIO BUKOPUCTOBYIOTLCH Y BUPOOHMLTBI AdI;
AuvHo ®apma AT, ANs AONOMDKHOT peyoBuHY (cepTuddikat
LLiBeiiuapis BiANOBIAHOCTI E€Bponelickkili hapmakonei) -
MepBuHHA Ta OHOB/EHWIA cepTUdikaT Bif yxe
BTOPUHHA ynakoBKa: 3aTBEPAXEHOro BMPOobHUKa. MogaHHs
AuvnHo dapma AT, OHOB/IEHOTO cepTMdiKaTy BiAMNOBIAHOCTI
LLiseiiuapis €Bponeiicbkili hapmakonei R1-CEP 2017-
JopatkoBa 117-Rev 01 Big BXe 3aTBEPLKEHOIO
naboparopis, Wwo BMpo6bHUka Pharmasynthese (France) gitoyoi
npuiiMae yyacTtb B PEUYOBUHY LIMHXOKAIHY (AM6YKaiHy)
KOHTPO/Ii SIKOCTi: rigpoxnopuay B 38's13Ky 3 OHOB/IEHHSM Y
HHAC Na6op O-p €Bponelicbkiin hapmakonei MoHorpadii Ha
Xoticnep MméX, Ailo4y peyoBUHY Ta BUTyYEHHAM BUPOGHYMKa
HimeyunHa Micro-Macinazione S.A. Zona Artigianale, 11
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep

peecmpayiliHo2o

nocsBi0O4YeHHs

Jopatkosa
naboparopis, Lo
npuiimae yyacTtb B

KOHTPONi AKOCTI:
YHTEepP3yXyHrCiHCTUT
yT Xennenep 'méX,

Himeuunna

6995 Madonna del Piano / Lugano
SWITZERLAND, o Bignosigae 3a
MikpoHisauito A®| (3aTtBepgxeHo: R1-CEP
2017-117-Rev 00 Name of holder:
Pharmasynthese 57, rue Gravetel 76320 Saint
Pierre les Elbeuf France; Site(s) of Production:
Pharmasynthese 57, rue Gravetel 76320 Saint
Pierre les Elbeuf France; Micronization: Micro-
Macinazione S.A. Zona Artigianale, 11 6995
Madonna del Piano / Lugano Switzerland;
Micro-Macinazione S.A. Via Cantonale 4 6995
Molinazzo di Monteggio / Lugano Switzerland;
Lab-Service S.A. 71960 La Roche-Vineuse
France; 3anponoHosaHo: R1-CEP 2017-117-
Rev 01 Name of holder: Pharmasynthese 57,
rue Gravetel 76320 Saint Pierre les Elbeuf
France; Site(s) of Production: Pharmasynthese
57, rue Gravetel 76320 Saint Pierre les Elbeuf
France; Micronization: Micro-Macinazione S.A.
Via Cantonale 4 6995 Molinazzo di
Monteggio / Lugano Switzerland; Lab-Service
S.A. 71960 La Roche-Vineuse France).

AEKCNPO

PO34MH ANA iH EKLi,
50 mr/2 mn, no 2 mn
B amnyni, no 5
amnyn y KOHTYPHIiA
YapyHKOBIN
ynakosui, no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyi
B nauui

MpAT
"®bapmauesT
n4yHa chipma

"fapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
thipma "AapHuus”

YKpaiHa

BHECEHHS 3MiH [10 peecTpavjiiHmx
marepianis:3MiHu | TURy - 3MiHN LWoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHMX/ribpuaHnx/6ionodibHMX
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX AOAATKOBUX
AaHvx) 3MiHN BHECEHI A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA NiKkapCbKoro 3acoby
y po3ginu: "®apmMakonorivyHi BnactmsBocTi”,
"MokasaHHs" (pegaryBaHHs),
"MpoTrnokasaHHsA", "B3aeMogis 3 iHLLIUMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHs rpyaar”, "34atHicTb BN/MBaTH Ha
LIBMAKICTb peakLii npy KepyBaHHI
aBTOTPaHCMOpPTOM abo0 iHWMMKU MexaHiamamn',
"Cnoci6 3acTtocyBaHHs Ta fo3u", "Mo6iuHi
peakuii”, "HecymicHicTb" 3rigHo 3 iHdhopmaLiieto
010 MEANYHOrO 3aCTOCyBaHHSA
pedhepeHTHOrO ikapcbKoro 3acoby
(AEKCANTIH®IH'EKT, po3uuH ans

3a
peyenmom

He
nionsieae

UA/17373/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep

peecmpayiliHo2o

nocsBi0O4YeHHs

iH'ekyin/iHdysiii, 50 mMr/2 mn) BBegeHHs 3MiH
NPOTArom 6-TW MiCALIB MicNa 3aTBEPIKEHHS
3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHS JlikapCbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) 3MiHW BHECEHi [0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbkoro 3acoby
y po3g4in "3acTocyBaHHs y nepiog BaritTHOCTI
abo rogyBaHHs rpy4a0” BignoBigHO 40
OHOB/IEHOI iHChopMaLlil 3 6e3nekn Aitoyoi
peyoBuHN BBeaeHHs 3MiH NpoTsarom 6-Tu
MicsILiB Micns 3aTBepApKEHHSs!

45,

AEHTATENb
®

renb Ans siced no 20
ry Ty6i; no 1 1y6i B
nauuj 3 KapToHy

MPAT
"®ITO®PAPM

YkpaiHa

MPAT "®ITODAPM"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHW | TRy - AOMIHICTPaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BNacHvKa peecTpauiiHoro nNocBigYeHHs!)
3MiHa agpecy 3asBHUKa. BBeAeHHsA 3MiH
NpPOTSArom 6-Tv MicsILiB Mic/1a 3aTBepAKEHHS!

6e3
peyenma

nionsieae

UA/6966/01/01

46.

LIOKCOPYBILL
WH-BICTA

KOHLleHTpaT Ans
po3unHy Ans
iHdpysii, 2 mr/mn; no
5 mn, 10 mn, 25 mn,
50 mn, 75 mn, 100
My dpriakoHi; no 1
donakoHy B
KapTOHHI KopoobLi

ToBapucTso
3
obmexeHo
BignoBiganb
HICTIO
«BYCT
DAPMA»

YkpaiHa

AkTasic ITania
C.n.A., ltanis;
CiHgaH ®apma
C.P.N., PymyHis

ITanis/
PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHMX/ribpuaHnx/6ionodibHMX
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX AOAATKOBUX
AaHvx). 3MiHY BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po34inu "B3aemogis 3 iHWMMK NiKapCbKUMM
3acobamu Ta iHWi BUAK B3aemMogiii",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHSA
y nepiof BariTHOCTi abo rofyBaHHs rpyaar”,
"3paTtHiCTb BI/IMBATU Ha LIBMAKICTb peakLil
npv KepyBaHHi aBTOTPAHCMOPTOM ab0 iHLIMMK
mexaHizmamn”, "MobivHi peaxuii” 3rigHo 3
iHdbopMmaLiero Woa0 MegnMyHOro 3acTocyBaHHs

3a
peyenmom

He
niosnsiecae

UA/14710/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
pedhepeHTHOro ikapcbkoro 3acoby
(Adriamycin, solution for injection, 2 mg/ml).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHSA
47. | OONOHIKA TabneTku, BKPUTI AciHo Al HimeuuunH Bupo6bHuuTBO, LLiBeiiapis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/15102/01/01
10 MI N1iBKOBOIO a KOHTPO/b B MPOLECI 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. peyenmom
060/10HKOI0, BMPOGHMLITBA, BunyyeHHs BUpOGHMYOT AinbHULI (BKTHOYAK0UM
NPOIOHIOBaHoT Aji KOHTPO/b FOTOBOrO LinbHUUi ans A®I, npoMixHOro NpoaykTy abo
no 10 mr, no 10 NPOAYKTY Ta BUMYCK roTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans
TabneTok y 6nictepi; cepii: NpoBefEeHHS NaKyBaHHs, BUPOGHYIKa,
no 3 aéo 10 AciHo ®apma Arl', BiANOBIAa/IbLHOrO 3a BUMYCK Cepiii, MicLe
6nicTepis B LLiseiuapis NpoBefEeHHS KOHTPO/IIO cepii) abo
KapTOHHIA Kopoo6Li MakyBaHHs: nocTavasibHVKa BUXIQHOro matepiany,
AciHo ®apwma Arl', peareHTy ab0 [OMNOMIDKHOI pevOBUHY (SKLLO
LLiBeiLapis 3a3HayYeHo y A0Cbe) AAMIHICTpaTBHA 3MiHa
BUAAIEHHS (PYHKLjA NakyBaHHsA Ans
BMpO6HUKa AciHo ®apma AT, Lseliyapis
(Bipcser 2, 4253 Nicbepr, Lsenuapis), npu
LbOMY JaHuii BUPOOHWK 3aUTMLLIAETLCA
BignoBigaIbHUM 3a BUPOGHULITBO, KOHTPO/1b B
npoueci BUPOBHULTBA, KOHTPO/Tb FOTOBOTO
NPOAYKTY Ta BUNycK cepil. 3a/mwaeTbea
anbTepHaTMBHWI BUPOBHUK BigNoBiAabHWI
3a nakyBaHHs: AciHo ®apma Arl, Lseliyapis
(MNdpedhdpiHreppinr 205, 414 Ew, LBeiuapis).
48. | OONNOHIKA TabneTku, BKPUTI AciHo Al HimeuumnH BupobHunuTBO, LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a He UA/15102/01/01
10 MIr nAiBKOBOIO a KOHTPO/b B NPOLECI 3MiHu | TMny - 3MiHK Woao peyernmom niosnsiecae
060/10HKOI0, BMPOGHMLITBA, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

NPOIOHIOBaHOI Aji
no 10 mr, no 10
TabneTok y 6nictepi;
no 3 a6o 10
6nicTepis B
KapTOHHI KopoobLi

KOHTPO/1b FOTOBOrO
NPOAYKTY Ta BUMYCK
cepi:

AciHo ®apma Arl',
LLiseiiuapis
MakyBaHHsA:
AciHo ®apma Arl',
LLiseiiuapis

3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHA /likapCbKoro 3acoby B
nicnsipeecTpadiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
negiatpnyHmx gocnimkers (PIP) (3miHy
Y3rofKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHUM
opraHom)
3MiHV BHECeHI [0 IHCTPYKLIi AN MeguyHoro
3acTOCyBaHHS NikapcbKoro 3acoby y po3ainu
"Oco6nmBoCTi 3acTocyBaHHS", "Cnoci6
3acTocyBaHHs Ta o3n", "lMepeno3yBaHHA",
"Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBNEHOI
iHchopmaLii 3 6e3nekun gjtoHoT pevoBUHU.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
49. | AONTOHIKA TabneTku, BKpUTI AciHo Al HimeuuunH Brpo6HMUTBO, LLiBeiuapis BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a - UA/15102/01/02
20 MI NNiBKOBOO a KOHTPONb B NPOLEeCi 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHN. peyenmom
060/10HKOIO, BMPOGHULITBA, BunyyeHHs BUPOBGHMYOT AinbHUL (BKIHOYAK0UM
NPOJIOHroBaHoI fji KOHTPO/1b FOTOBOTO OinbHUUi ana A®l, npomikHOro npoaykTy abo
no 20 wmr, no 10 NPOAYKTY Ta BUNycK roToBOro Nikapcbkoro 3acoby, AinbHULI Ans
Tabnetok y 6nictepi; cepii: NpoBeeHHs NaKyBaHHSA, BUPOBHYIKa,
no 3 a6o 10 AciHo ®apma AT, BiAMOBIA&UILHOIO 3a BUMYCK Cepiii, MicLe
6nictepis B LLiBeiiuapis NpoBELEHHS KOHTPOJIH cepii) abo
KapTOHHilA KOpO6L MakyBaHHA: nocTavasibHVKa BUXIAHOro matepiasny,
AciHo ®apma AT, peareHTy abo [OMOMDKHOI PEUYOBUHM (SIKLLO
LLiBeiiuapis 3a3HayeHo y fockbe) AAMIHICTpaTUBHA 3MiHa
BUAaNEeHHA DYHKLiA NakyBaHHA ons
BMpo6HUKa AciHo ®apma Arl, Lseliyapis
(Bipceer 2, 4253 Nic6epr, LUBeiuapis), npu
LbOMY faHuii BUPOGHUK 3a/TMLLIAETLCS
BiANOBIAa/IbHNM 3@ BUpOGHMLTBO, KOHTPO/b B
npoueci BUPOGHULITBA, KOHTPO/b FOTOBOIO
NPOAYKTY Ta BUMNYCK cepii. 3anviiaeTbes
anbTepHaTUBHWI BUPOOHUK BigNoBiganbHWi
3a nakyBaHHs: AciHo ®apma AT, Lseiiyapis
(MNdpedhdpiHreppiHr 205, 414 Ew, LUBeiiuapisi).
50. | OONOHIKA TabneTku, BKpUTI AciHo Al HimeuuunH Brpo6HMUTBO, LLiBefuapis BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a He UA/15102/01/02
20 MI NNiBKOBOO a KOHTPO/b B NPOLECi 3MiHu | TUnYy - 3MiHK Woao peyenmom | nidsisicae
060/10HKOIO, BMPOGHMLITBA, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
NPOJIOHroBaHoI fji KOHTPO/1b FOTOBOTO 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
no 20 mr, no 10 NPOAYKTY Ta BUMYCK 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
Tabnetok y 6nictepi; cepii: MeZMYHOro 3aCTOCyBaHHS Ha nigcTasi
no 3 a6o 10 AciHo ®apma AT, perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3nekn
6nictepis B LLiBeiiuapis nikapcbKoro 3acoby, abo focnimpkeHs 3
KapTOHHI Kopobui MakyBaHHs: 6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
AciHo ®apma AT, nicnspeecTpauiiHuii nepiog, abo sk
LLiBeiiuapis pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3mMiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby y posainu
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHsa Ta gos3n"”, "lMepepo3yBaHHA",
"Mo6ivHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekmn fjtoyoi pevoBUHH.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
51. | AOJTOHIKA TabneTku, BKpUTI AciHo Al HimeuumnH Brpo6HMLTBO, LLiBeiuapis BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis: 3a - UA/15102/01/03
40 MI’ NNiBKOBOO a KOHTPO/b B NPOLECI 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. peyenmom
060/10HKOI0, BUPOBHMLTBA, BunyyeHHs1 BUPOGHWYOI AinbHUL (BKIOYAK0UM

NPOJIOHroBaHoi fji

KOHTPOJ/1b TOTOBOr0

AinbHUUi ana A®l, npomixkHOro NpoAyKTy abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 40 wmr, no 10 NPOAYKTY Ta BUNYyCK roTOBOrO Nikapcbkoro 3acoby, AiNbHULI ANs
TabneTok y 6nicrepi; cepi: NPOBE/AEHHS NaKyBaHHs, BUPOGHIKa,
no 3 a6o 10 AciHo ®apma AT, BiNOBIfa/IbHOTO 3a BMMYCK Cepiid, MicLe
6nicTepis B LLiseiiuapis NpoBeLEeHHS KOHTPOJIIO cepii) abo
KapTOHHilA KopooLi MakyBaHHS: nocravasibH1Ka BUXigHoOro martepiasny,
AciHo ®apma AT, peareHTy abo [OMOMDKHOI PEYOBUHM (SIKLLO
LLiseiiuapis 3a3Ha4yeHo y Jockbe) AAMiIHICTpaTNBHA 3MiHA
BUOAEHHS (PYHKLjA NakyBaHHA Ans
BUpOGHMKa AciHo ®apma AT, LLBefiLapis
(Bipceer 2, 4253 Nic6epr, LLBenuapis), npu
LbOMY JaHuii BUPOOHWK 3a/TMLLIAETLCSA
BiANOBIAaIbHNM 3a BUPOBGHMLTBO, KOHTPO/b B
npoLeci BUPOGHULITBA, KOHTPO/1b TOTOBOIO
NpoAayKTy Ta BUMYCK cepii. 3anmwwaeTbes
anbTepHaTUBHUIA BUPOOHUK BiANOBifabHWi
3a nakyBaHHs: AciHo ®apma AT, Lseliyapis
(MdpeddpiHreppiHr 205, 414 Ew, Lseiiuapisi).
52. | AONTOHIKA TabneTku, BKpUTI AciHo Al HimeuumnH Brpo6HMUTBO, LLiseiuapis BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a He UA/15102/01/03
40 MI N/1iBKOBOIO a KOHTPO/1b B MPOLECI 3MmiHu | TURY - 3MiHK Woao peyenmom | niosis2ae
060/10HKOI0, BUPOOHMLTBA, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
MPOJIOHroBaHoI fji KOHTPO/1b TOTOBOIO 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
no 40 wmr, no 10 NPOAYKTY Ta BUNYCK 3aco0y, TEKCTi MapKyBaHHA Ta IHCTPYKLIi Ans
Tabnetok y 6nictepi; cepi: MeANYHOro 3acTocyBaHHA Ha nigcTasi
no 3 a6o 10 AciHo ®apma AT, perynsipHO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
6nicTepis B LLiseiiuapis nikapcbKoro 3acoby, abo AocnimKeHb 3
KapTOHHIlA KOpooLi MakyBaHHS: 6e3nekun 3aCTocyBaHHA NiKapcbkoro 3acoby B
AciHo ®apma AT, nicnspeecTpauiiiunii nepiog, abo sk
LLiseiiuapis pe3ynbTaT OLiHKV 3BITY 3 AOC/iHKEHD,
npoBeAeHuX BifnoBigHO 40 naHy
negiatpnyHux gocnigpkeHs (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHI A0 iHCTPYKLii 415 MegnyHoro
3acToCyBaHHS NiKapcbKoro 3acoby y po3ainu
"Oco6nmBOCTI 3acTocyBaHHA", "Cnocio
3acTocyBaHHA Ta fo3n”, "MepenosysaHHA",
"Mo6iyHi peakwyji" BigNOBIAHO [0 OHOBMNEHOI
iHhopmalii 3 6e3neku AitoHoi peHOBUHMN.
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS.
53. | AOJTOHIKA TabneTku, BKPUTI Acito Al HimeuumnH Brpo6HMUTBO, LBeliuapis BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a - UA/15102/01/04
80 MI' N1iBKOBOIO a KOHTPO/b B MPOLECI 3MiHn | TURY - AgMIHICTPATUBHI 3MiHW. peyenmom
060/10HKOIO, BMPOGHMLITBA, BunyyeHHs1 BUPOGHMYOT AiNbHULI (BKIOYaoun

NPOIOHIOBaHOI Aji
no 80 wmr, no 10

KOHTPO/1b FOTOBOrO
NPOAYKTY Ta BUNYCK

LinbHUUi ans A®I, npomixHOro Nnpoaykty abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans

TabneTok y 6nictepi; cepil: NpoBefeHHA nakyBaHHs, BUPOOHUKa,
no 3 a6o 10 AciHo ®apma Arl', BiANOBIAa/IbHOrO 3a BMUNYCK cepiid, MicLe
6nicTepis B LLIBeiiuapis npoBefieHHs KOHTPO/IIO cepii) abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHI KopoobLi MakyBaHHs: nocTavasibHvKa BUXIQHOro marepiany,
AciHo ®apwma Arl', peareHTy abo LOMNOMIKHOI pevOBUHY (SKLLO
LLiBeiiuapis 3a3HayveHo y Aockbe) AAMIHICTpaTBHA 3MiHa
BUAAIEHHS (PYHKLjA NakyBaHHsA Ans
BMpo6HUKa AciHo ®apma AT, Lseliyapis
(Bipcser 2, 4253 Nicbepr, LUBeliLapis), npw
LbOMY JaHuii BUPOOHWK 3aUTMLLIAETLCA
BignoBigaibHUM 3a BUPOGHULITBO, KOHTPO/1b B
npoueci BUPOBHULLTBA, KOHTPO/Ib FOTOBOrO
NPoAYKTY Ta BUNycK cepil. 3a/mwaeTbea
anbTepHaTUBHWI BUPOOHUK BigNOBiAaNbHWIA
3a nakyBaHHsA: AciHo ®apma AT, LLBeiiLapis
(MNdpedhdpiHreppinr 205, 414 Ew, LBeiuapis).
54. | OONOHIKA TabneTku, BKPUTI AciHo Al HimeuuunH Bupo6bHuuTBO, LLiBeiiapis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a He UA/15102/01/04
80 MI' NNiBKOBOO a KOHTPO/b B NPOLECI 3MiHu | TMny - 3MiHK Woao peyernmom niosnsiecae
060/10HKOI0, BMPOGHMLITBA, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
NPOSIOHroBaHoi Aji KOHTPO/b FOTOBOrO 3MiHa y KOpOTKili XapaKTepucTuL NikapcbKoro
no 80 wmr, no 10 NPOAYKTY Ta BUMYCK 3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
TabneTok y 6nictepi; cepii: MeJMYHOro 3aCTOCyBaHHs Ha NiacTasi
no 3 aéo 10 AciHo ®apma Arl', perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3neku
6nicTepis B LLiseiuapis nikapcbkoro 3acoby, abo gocnimxeHb 3
KapTOHHIA KopoobLi MakyBaHHs: 6e3nekn 3acTocyBaHHS JlikapCbkoro 3acoby B
AciHo ®apwma Arl', nicnsipeecTpadiiHuii nepiog, abo sk
LLiseiuapis pe3ynbTaT OUiHKV 3BITY 3 AOC/IHKEHD,
npoBefeHnX BigNoBiAHO 40 NnaHy
negiatpuyHmx gocnimxkers (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXKEHUM
opraHom)
3MiHV BHECeHI [0 IHCTPYKLIi AN MeguyHoro
3acTOCyBaHHS NikapcbKoro 3acoby y po3aim
"Oco6nMBOCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta o3n”, "Mepeno3yBaHHA",
"Mo6iuHi peakwyji" BigNOBIAHO A0 OHOBNEHOI
iHchopmawii 3 6e3nekun AjtoHoT peyoBUHU.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
55. | AYTACTEPU Kancynu m'aki no 0,5 MicTpan AHrniA [aneHikym Xenc, IcnaHis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/18199/01/01
A-BICTA mr, no 10 kancyny Kenitan C.J1., IcnaHis 3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT peuyenmom
6nicTepi; no 3abo 9 | MeHemxmeH (ainbHULSA, WO BignosigHocTi/l E-cepTudikar BignosigHocTi
6nicTepiB y T NimiTeq, Bignosigae 3a €Bponeiicbkiit hapmakonei/MmoHorpadii.

KapTOHHIl KopooLi

KOHTPO/Ib AKOCTI
(chi3nKo-ximiuHwMiA),
BUNYCK cepi');
LinHpea ®apma,
C.N., IcnaHis
(8inbHMLA, WO
Bignosigae 3a
BMPOGHMLITBO,

MoaaHHA HoBOro abo OHOB/IEHOIO
cepTudikaTta BiZnNoBigHOCTI ab0 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONEiChKIli
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0Ns AonoMixHOI pevoBuHu (CE-cepTuddikaT
BiANOBIAHOCTI E€Bponeiicbkili hapmakonei aons
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
nepBuHHE Ta Adl/BnxigHoro
BTOPVHHE marepiany/peareHTy/nPoOMKHOIo NPOAYKTY
nakyBaHHs, di3nKo- ab0o fONOMIKHOI peqoBMHU) - OHOBEHWIA
XiMiYHW Ta cepTudiikaT Bif BXe 3aTBEPAKEHOT0
MiKpoG6ionorivHuiA BMPOGHMKA - NoJaHHA oHoBneHoro MNE-
KOHTPOb AKOCTI, cepTudikaTa BignoBigHOCTI EBponeiichkil
BWMYCK Cepil) hapmakonei Ne R1-CEP 2003-172-Rev 03
(3aTBepaxeHo: R1-CEP 2003-172-Rev 02)
AN 0ONOMDKHOI PEYOBUHW XeNaTuH Bif,
3aTBepaxeHoro Bupo6Hnka GELITA GROUP.
56. | EKCTPATEP Tabnetku no 12 MPAT YkpaiHa BiAnoBiganbHUIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 niosnsieae UA/3602/01/01
M® Tabnetok y "®ITOPAPM BMPOGHMLTBO, 3MiHW | TNy - AOMIHICTPaTWBHI 3MiHU. 3MiHa peyenma
6nictepax; no 12 " nepBUHHE/BTOPUHHE HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
Tabnetok y 6nictepi; nakyBaHHs, (BNacHvKa peecTpauiiHoro NocBigYeHHs)
no 2 6nictepu y KOHTPO/b AKOCTi Ta 3MiHa agpecu 3asBHUKa. BBeAeHHs 3MiH
nauuj 3 KapToHy BWMYCK Cepii: NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS
MNPAT
"®ITOPAPM",
Ykpaina
BiAnoBiganbHUIA 3a
BMPOGHMLTBO,
nepBUHHE/BTOPUHHE
nakyBaHHSA Ta
KOHTPO/b AKOCTI:
MAT "Bitaminn",
YKpaiHa
57. | ENOKOM® Kpem 0,1 % no 15r OpraHoH LLiBefiuapi OpraHoH XelicT 6B Benbris BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a He UA/6293/02/01
a60 30ryTy6i; n0o1l | CeHtpan lcT A 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom | nidsisizae
Ty6i y KApPTOHHIl 6X HalilMeHyBaHHs Ta/abo agpecu Micus
Kopoobui NpoBaPKeHHA Aif/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro /likapcbKoro
3ac00y, BK1IOYAKUN [iTbHUL BUMYCKY Cepii
abo micue NpoBefeHHA KOHTPOJIIO SKOCTI.
(gisnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMIOPTEP, BK/IOYAOUM BUMYCK
cepiii) AgmiHicTpaTBHa 3MiHa Ha3BU
BUpo6HMKa /13. Takox BHOCUTLCS HE3HAYHE
KOperyBaHHsl A0 agpecu. BupobHuya ginbHuus
Ta yci BUpo6Hu4i onepadii 3anvwatTbes
He3MiHHUMUW. TepMiH BBEA,EHHS 3MiH NPOTAroM
6 MicauiB nicna 3aTBepAKEHHS
58. | ENIbTPOMBO | TabneTku, BKPUTI Mictpan AHrniA BUNYyCK cepil, IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a He UA/19832/01/01
NAr-BICTA nNiBKOBOO Kenitan BUPOBHMLTBO, 3MiHU | TUny - 3MiHK 3 AKoCTi. FoTOBWMIA peyernmom nionsiecae
0060/10HKOH0, M0 25 MeHemXMeH nepBuHHE, BTOPVIHHE nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo
Mr; Mo 7 TabneTok y T NlimiTeq nakyBaHHS, [0AaBaHHA LWTamnis, NOTOBLLEHb ab0 iHLINX

6nicTepi; no 2 a6o 4
6nictepu B

KOHTpONb cepii:
CiHTOH Xicnanis, C.

MapKyBaHb, yKno4aruy 3aMiHy abo
[ofaBaHHs dhapb ANsi MapKyBaHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHI KopoobLi M., lcnanis nikapcbKoro 3acoby (3miHa Wwramnis,
NOTOBLLEHb b0 iHLIMX MapKyBaHb) -
[ofaBaHHA rpasitoBaHHA Ha TabneTky, 3mMiHa
cneuudikayii y po3gini «Onuc». Takox,
OHOB/IEHO OMUC KO/IbOPY, 06 TOYHille
nepegaru Konip Tabnetok. 3MiHW BHECEHI B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3sgin “flikapcbka
¢opma” (OCHOBHI Di3NKO-XiMiYHI BNACTUBOCTI)
59. | ENIbTPOMBO | TabneTku, BKPUTI Mictpan AHrnis BWMNYCK Cepil, Icnanis BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a He UA/19832/01/02
MAr-BICTA NNiBKOBOO Kenitan BUPOBHULTBO, 3MiHY | Tuny - 3MiHK 3 AkocTi. FoToBMIA peyenmom | nidsisizae
060/10HKOH0, M0 50 MeHemXmeH nepBuHHE, BTOPVHHE nikapcbkuii 3acib. Onuc Ta cknag. 3miHa abo
Mr, No 7 TabneTok y T NimiTepq, nakyBaHHs, [0[aBaHHS LWTaMMiB, MOTOBLLEHb abo iHLLNX
6nictepi; no 2 abo 4 KOHTPO/b cepii: MapKyBaHb, yK/touatoum 3amiHy abo
6nictepu B CiHTOH Xicnanis, C. AopasaHHsA hapb Ana MapkyBaHHS
KapTOHHIA Kopoo6Li ., Icnanis nikapcbKoro 3acoby (3MiHa wramnis,
NOTOBLLEHb a60 IHLWMX MapKyBaHb) -
[0AaBaHHA rpaBitoBaHHA Ha TabneTky, 3mMiHa
cneuudikayii y po3gini «Onuc». Takox,
OHOBJ/IEHO OMWC KOJIbOPY, 06 TOYHiLle
nepegaru Konip Tabnetok. 3MiHW BHECEHI B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3sgin “flikapcbka
¢opma" (OCHOBHI Di3NKO-XiMiYHI BMACTUBOCTI)
60. | EYTUPOKC Tabnetku no 25 Mkr; Mepk HimeuwunH | Mepk Xenckea KlraA HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/8388/01/01
no 25 tabneTtok y Xernckea a 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoToBMIA peuyenmom
6nictepi; no 2 abo KraA nikapcbkuii 3aci6. KOHTpob roToBOro
no 4 6nictepu B nikapcbkoro 3acoby. 3miHa y MeToAax
KapTOHHIl KopooLi BMNPOGYBaHHS rOTOBOrO S1iKapCbKOro 3acoby
(iHwWi 3miHM y MeToAax BunNpobyBaHb
(BkNKOYAKOUN 3aMiHy @60 [OMOBHEHHS)) -
OHOB/IEHHA aHaniTUYHOrO MeToay YBEPX,
AKWIA BUKOPUCTOBYETLCA A5 «KifbkicHOro
BM3HAYEHHS» Ta «BM3HAYEHHS YncTOTU»
61. | EYTUPOKC Tabnetku no 50 Mkr; Mepk HimeuunH | Mepk Xenckea KlraA HimeuunHa BHECEHHS 3MiH 0 peEcTpaLiiiHux MaTepiasis: 3a - UA/8388/01/02
no 25 TabneTok y Xenckea a 3MiHu | TMNYy - 3MiHK 3 AKOCTI. FoTOBUIA peyenmom
6nicTepi; no 2 abo KraA nikapcbkuii 3aci6. KOHTponb rotoBoro
no 4 6nictepu B nikapcbkoro 3acoby. 3MiHa y MeToAax
KapTOHHI KOpoOLyi BMNPOOGYBaHHSI TOTOBOTO J1iKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb
(BkNtOYaKOUM 3aMiHy abo [ONOBHEHHS)) -
OHOB/IEHHS aHaniTMYHOrO MeToay YBEPX,
AKUIA BUKOPUCTOBYETLCA A3 «KinbkicHOro
BU3HAYEHHS» Ta «BU3HAYEHHS YNCTOTU»
62. | EYTUPOKC Tabnetkv no 75 MKr; Mepk HimeuunH | Mepk Xenckea KraA HimeuunHa BHECEHHS 3MiH 40 peecTpavliiiHux MaTepiasiis: 3a - UA/8388/01/03
no 25 tTabnetok y Xernckea a 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBWMIA peyenmom
6nictepi; no 2 abo KraA nikapcbkuii 3aci6. KOHTPOb roTOBOrO

no 4 6nictepu B

NiKapcbKoro 3acoby. 3MiHa y MeToaax
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHI KopoobLi BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BuNpobyBaHb
(BkNtOYarOUM 3aMiHy abo [ONOBHEHHS)) -
OHOB/EHHS aHaniTUYHOro metoay YBEPX,
AKUIA BUKOPUCTOBYETLCA AN «KinbkicHOro
BU3HAYEHHS» Ta «BU3HAYEHHS YNCTOTU»
63. | EYTUPOKC Tabnetku no 100 Mepk HimeuunH | Mepk Xenckea KraA HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/8388/01/04
MKr; no 25 TabneTok Xerckea a 3MiHu | TUNy - 3MiHK 3 siKoCTi. FoTOBMIA peyenmom
y 6nicTepi; no 2 abo KraA nikapcbkuii 3aci6. KOHTponb roToBOro
no 4 6nictepu B nikapcbkoro 3acoby. 3miHa y MeToaax
KapTOHHIlA KOpooLi BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb
(BkNKOYAKOUM 3aMiHy @60 [OMOBHEHHS)) -
OHOBJIEHHA aHaniTUYHOro MeToay YBEPX,
AKWIA BUKOPUCTOBYETLCSA A5 «KinbkicHOro
BU3HAYEHHA» Ta «BU3HaYeHHS YncToTH»
64. | EYTUPOKC Tabnetku no 125 Mepk HimeuunH | Mepk Xenckea KlraA HimeyuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/8388/01/05
MKT; N0 25 TabneTok Xerickea a 3MiHu | TMNYy - 3MiHK 3 AKOCTI. FoTOBUIA peyernmom
y 6nicTepi; no 2 abo KraA nikapcbkuii 3aci6. KOHTponb roToBoro
no 4 6nictepu B nikapcbkoro 3acoby. 3MiHa y MeToaax
KapTOHHI KOpooLyi BMNPOGYBaHHSI rOTOBOTO JIiKApCbKOro 3acoby
(iHWi 3mMiHM y MeTogax BUNpobyBaHb
(BKIKOYAKOYM 3aMiHy ab60 [JONOBHEHHS)) -
OHOB/EHHS aHaniTUYHOro metoay YBEPX,
AKUIA BUKOPUCTOBYETLCA A8 «KinbkicHOro
BM3HAYEHHS» Ta «BM3HAYEHHSA YNCTOTU»
65. | EYTUPOKC Tabnetkn no 150 Mepk HimeuunH | Mepk Xenckea KlraA HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a - UA/8388/01/06
MKT; no 25 TabneTok Xernckea a 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peyernmom
y 6nicTepi; no 2 abo KraA nikapcbkuii 3aci6. KOHTPOb roTOBOrO
no 4 6nictepu B nNikapcbkoro 3acoby. 3MiHa y MeToaax
KapTOHHilA KopooLi BMNPO6YBaHHSA roTOBOr0 MiKapCcbKoro 3acoby
(iHWi 3mMiHK y MeToAax BunNpobyBaHb
(BK/THOYAOYM 3aMiHY ab0 [OMOBHEHHS)) -
OHOBJIEHHA aHaNiTUYHOrO MeToay YBEPX,
AKUIA BUKOPUCTOBYETLCA AN «KinbkicHOro
BU3HAYEHHA» Ta «BU3HAYEHHS YNCTOTU»
66. | E®EPAJITAH | cynosuTtopii YIMNCA CAC PpaHuin YIMNCA CAC PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/5237/03/02
pekTasibHi no 150 3MiHu | TUNy - 3MiHK 3 siKocTi. FoToBUIA peyenma

Mr, o 5
CynosuTopiiB y
6nictepi; no 2
6nictepu B
KapTOHHilA KopooLi

nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3MiHa y MeTofax
BMNPOGYBaHHA roTOBOrO /iKAPCbKOro 3acoby
(BrnyyeHHs1 MeToAdy BUMPODOYBaHHS, AKLLO BXe
3aTBEPMKEHNI aNbTepHATUBHUIA METOA)
BWAA/IEHHS 3acTapifioro MeTofy KOHTPO/I0
N3 "lpeHTrdikauis akTMBHOI pe4yoBuHN"
(meTopg TLUX), ockinbkv 3aTBEPLKEHO
anbTepHaTuBHUiA metos BEPX. 3miHn | Tny -
3MiHM 3 IKOCTi. [0TOBWMIA NiKapcbKuii 3aci6.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
y MeTogax BMnpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (BUy4eHHA MeToay
BUMPOOYBaHHS, AKLLO BXe 3aTBepIKeHWi
anbTepHaTVBHUI MeTo) BUAANEHHS
3acTapisioro metofy koHTposto M3
"laeHTudikalis akTMBHOI peyoBMHK" Ta
"KinbkicHe BM3Ha4YeHHs Ajito4oi pevoBuHu" (YO
metof 1).
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BUNPOOYBaHHA) He3HayYHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOOyBaHHS
"loeHTudpikaLis akTMBHOI peyoBUHK" Ta
"KinbkicHe BU3Ha4YeHHs Ajto4oi pevosuHn" (Yo
MeTog 2), a came — 3MiHa TUMy cTaHAapTy
napaueTtamorny («BTOPUHHUIA CTaHAapT»
3aMIHIOETbCA Ha «ETa/IOHHUIA CTaHAAPT») ANs
NPUroTyBaHHS CTaHAAPTHOrO PO3UKHY.
BHeceHHA pegakuiiiHux 3MiH B MeToau
KOHTPO/IIO SIKOCTI 3a NOKa3HMKaMm
"laeHTudikalis akTMBHOI peyoBMHK" Ta
"KinbkicHe BM3Ha4YeHHs Ajito4oi pevoBuHu" (YO
MeToZ 2) 6e3 3MiH KNH0YOBMX NapameTpis
(NpuroTyBaHHA CTaHAAPTHOTO PO3UNHY 3
OMUCOM KOHLEHTPALii CTaHAaPTHOTO PO34nHY
Ta BUAaIEHHA CIUCKY peareHTiB i CTaHAapTiB)
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BUNPOOYBaHHA) He3HayHa 3MiHa Y
3aTBEPKEHNX MeToAax BUNPOOyBaHHS
"loeHTundpikaLis akTMBHOI peyoBUHK" Ta
"KinbkicHe BU3HAYEHHS Ajil040i pevoBuHN"
(meTog BEPX), a came — 3MiHa Tuny
cTaHfapTy napauetamosy («BTOPUHHUIA
CTaHZapT» 3aMIHIOETbCA HA «ETa/TOHHWIA
cTaHfapT») 419 NPUroTyBaHHA CTaHAapTHOro
pO34nHy. BHeCeHHs1 pefakLiiiHiX 3MiH B
MEeTOAN KOHTPOJIIO AKOCTI 3a NokKasHukamm
"laeHTudikalis akTMBHOI peyoBMHK" Ta
"KinbkicHe BU3HaYeHHS Aito40i peyoBUHN"

(meTog BEPX) 6e3 3miH K/11040BKX NapamMeTpis
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

(NpuroTyBaHHA CTaHAAPTHOTO PO3UNHY 3
OMUCOM KOHLEHTPALii CTaHAaPTHOTO PO34nHY
Ta BUAaNEHHA CMNCKY peareHTiB | cTaHAapTiB,
yac aHanidy, yac yTpyMyBaHHS, Temnepatypa

Kamepw Ans 3paskiB i npuaaTHiCTb
XpomaTtorpadiyHoi cuctemu, ockinbku us
iHchopmavis HagaHa Ha TMNoBMX
Xpomartorpamax) 3miHu | Tuny - 3MiHK 3 SKOCTI.
loTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax
BMNPOBYBaHHS roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHnX meTofdax
BMMNPOGYBaHHS) HE3HAYHa 3MiHa Y
3aTBEpPKEHNX MeToax BUNpobyBaHHsA "TecT
Ha uncToTy: 4-aMiHothbeHoN", a came- 3miHa
TMNy cTaHaapTy 4-amiHodeHony («BTOPUHHWIA

CTaHZapT» 3aMIHIOETbCA Ha «ETasTOHHWIA
CTaHfapT»). BHeceHHs pefakLiiiHix 3MiH 6e3

3MiHM KTHYOBKX NapameTpiB (40A4aBaHHSA

NPUroTyBaHHs1 CTaHAApPTHOTO PO3UNHY B

CTaHZaPTHIl KOHLEHTPALl; BUNpaB/eHHs
TMnorpadCbKMx NOMMUIOK WoA0 06’'EMiB BOAU

OuMLLEHOI R Ta po34mHy ackop6iHoBOI
KNCNOTW; KOperyBaHHs hopMynu po3paxyHky
wogno metogy Ne2 ans nigrotoBku Npobw, a
came- BUTyYEHHS KiNbKOCTi cyno3uTopiis (X) 3
PIBHAHHSA, OCKiNbKM Vt 3aU1€XWTb Bif, KiIbKOCTi
Cyno3nTopiiB, BUKOPUCTaHWX A5
NPUroTyBaHHs A0CAIAKYBAHOTO PO3YMHY).

67. | E®EPANITAH | cynoswuTopii YNCA CAC ®paHuis YNCA CAC PpaHuis BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 6e3 - UA/5237/03/03
pekTanbHi no 300 3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA peyenma
Mr, o 5 nikapcbkuii 3aci6. KOHTpOb roToBOro
cynosuTopiiB y nNikapcbkoro 3acoby. 3MiHa y MeToaax
6nicTepi; no 2 BMNPOGYBaHHSA roTOBOrO MiKapCbKoro 3acoby
6nictepu B (BUNYyYEHHA MeTody BUNPOOYBaHHS, SKLLO BXe
KapTOHHI Kopoobui 3aTBEPMKEHUI aNlbTEPHATUBHWI MeTOA)

BUA/IEHHA 3aCTapifioro MeToAy KOHTPOSI0
N3 "lgeHTudikauis akTMBHOI pevoBUHN"
(meTopg TLLUX), ockiflbkn 3aTBEPIAKEHO
anbTepHaTuBHUi meTog BEPX. 3miHn | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (BUyYeHHs MeToay
BMNPOBYBaHHSA, AKLLO BXe 3aTBEPAKEHWI
anbTepHaTUBHWIA MeTOA) BUAASIEHHS
3acTapisioro metofy koHTposto M3
"laeHTudikaLis akTMBHOI pe4oBMHK" Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

"KinbkicHe BU3Ha4YeHHs Ajto4oi peqyoBuHun” (Yo
meTtog 1).
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPO6YBaHHS) He3Ha4yHa 3MiHa y
3aTBEPMXEHNX MEeToAax BUNPOOYBaHHS
"laeHTudikalis akTMBHOI peyoBMHK" Ta
"KinlbkicHe BM3Ha4YeHHs Aito4oi pevoBuHu" (YO
MeTof 2), a came — 3MiHa Tuny cTaHaapTy
napaueTtamorny («BTOPUHHUIA CTaHAapPT»
3aMIHIOETLCA Ha «ETaUTOHHUIA CTaHAapT») ANs
NPpUroTyBaHHS CTaHAAPTHOrO PO3UMHY.
BHeceHHs pefakuiiiHuX 3MiH B METOAM
KOHTPOJIIO0 AKOCTi 3a NOKa3HUKaMu
"laeHTudiKalis akTMBHOI peyoBMHK" Ta
"KinbkicHe BU3Ha4YeHHs Ajto4oi peqyoBuHun” (Yo
MeToZ 2) 6e3 3MiH K/I40BUX NapameTpis
(NpUroTyBaHHSA CTaHAAPTHOTO PO3UMNHY 3
OMUCOM KOHLEHTPaLii CTaH4aPTHOTO PO3YNHY
Ta BUAANEHHS CIUCKY peareHTiB i cTaHOapTIB)
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOGYBaHHA roTOBOro /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPOGYBaHHS) He3Ha4yHa 3MiHa y
3aTBEPMXEHNX MEeToAax BUNPOOYBaHHS
"laeHTudikalis akTMBHOI peyoBMHK" Ta
"KinbkicHe BU3HaYeHHS Aito40i peyoBUHN"
(meTog BEPX), a came — 3MiHa Tvny
CTaHfapTy napauetamosy («BTOPUHHWUI
CTaHZapT» 3aMIHIOETbCA Ha «ETasTOHHWIA
CTaHfapT») A48 NPUroTyBaHHS CTaHAapTHOro
po3unHy. BHECEHHSI pefakLUiiiHUX 3MiH B
METOAM KOHTPOJIHO AKOCTi 3@ NOKasHUKaMu
"laeHTudiKalis akTMBHOI peyoBMHK" Ta
"KinbkicHe BU3HAYEHHS Ajito40i peqoBnHN"
(meToa BEPX) 6€3 3MiH K/11040BMX NapameTpis
(NpUroTyBaHHSA CTaHAAPTHOTO PO3UMHY 3
OMUCOM KOHLEHTPaLii CTaH4aPTHOTO PO3YNHY
Ta BUAANEHHS CMIUCKY peareHTiB i cTaHA4apTiB,
yac aHanidy, Yac yTpuMmyBaHHs, Temneparypa
Kamepu 15 3paskiB i npuaaTHiCTb
XpomatorpagivyHol cucTemu, OCKiNbKy LA

iHchopmauis HafaHa Ha TMNoBMX
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

XpomaTorpamax) 3miHu | Tmny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToAax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BUNPOOYBaHHA) He3HayYHa 3MiHa y
3aTBEpPXEHUX MeToAax BunpobyBaHHs "TecT
Ha yncToTy: 4-aMiHohbeHoN", a came- 3MiHa
TUNy cTaHgapTy 4-amiHobeHony («BTOPUHHWIA
CTaHapT» 3aMIHIOETLCA Ha «ETasTOHHWUIA
cTaHOapT»). BHeCeHHs pefakuiiiHuX 3MiH 6e3
3MiHW KTIOHYOBKX NapameTpiB (40AaBaHHA
NPUroTyBaHHs1 CTaHAAPTHOTO PO3UNHY B
CTaHZapTHIl KOHLEHTpaLii; BUNpaBieHHs
TMnorpadCbknx NOMMUAOK LWOA0 06’eMIB BOAM
oumeHoi R Ta po3unHy ackopbiHOBOI
KMCNOTU; KOperyBaHHsA thopMyin po3paxyHKy
wonao metogy Ne2 ans niAroToBkM nNpobu, a
came- BWIyYeHHS KiflbkoCTi cyno3unTopiis (X) 3
PIBHSAHHSA, OCKiNbKM Vt 3aN1eXnTb Bif, KiNIbKOCTi
Cyno3nTopiiB, BUKOPUCTaHWX A5
NPUroTyBaHHS AOCAILKYBAHOTO PO3YMHY).

68. | E®EPAJITAH | cynosuTtopii YIMNCA CAC ®paHuin YIMNCA CAC PpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/5237/03/01
pekTasibHi no 80 wr, 3MiHu | TMNYy - 3MiHK 3 AKOCTI. FoTOBUIA peyenma
no 5 cynosuTopiiB y nikapcbkuii 3aci6. KOHTpob roToBoro
6nictepi; no 2 nikapcbkoro 3acoby. 3MiHa y MeToAax
6nictepu B BMNPOGYBaHHSI rOTOBOTO JIiKApCbKOro 3acoby
KapTOHHIA Kopoo6Li (BUNyYeHHs MeTody BUNPOOYBaHHS, SKLLO BXeE

3aTBEPMAXEHNI aNbTepHATUBHUIA MeTOA)
BUJA/IEHHA 3aCTapifioro MeToy KOHTPOJI0
N3 "lpeHTndikaLis akTMBHOI pe4yoBuHn"
(meTopg TLUX), ockinbkv 3aTBEPLKEHO
anbTepHatuBHWin meTog BEPX. 3miHu | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHsA roToBOro
nNiKapcbKoro 3acoby (BUy4eHHs MeToay
BUMPOOYBaHHSA, AKLLO BXe 3aTBepaKeHWiA
aNbTepHaTUBHWI MEeTOA) BUAASIEHHS
3acTapinioro metogy KoHTpontio 13
"loeHTundikaList akTMBHOI peyoBUHK" Ta
"KinbkicHe BU3Ha4yeHHs Ajtoyoi peyosuHn" (Yo
meToz 1).
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHMX MeTodax
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

BMMNPOGYBaHHS) HE3HAYHa 3MiHa Y
3aTBEpPMKEHNX METoAax BUNPOGYBaHHS
"laeHTudiKalis akTMBHOI peyoBMHK" Ta

"KinbkicHe BU3Ha4YeHHs Ajto4oi peqyoBuHn” (Yo
MeTog 2), a came — 3MiHa TuMy cTaHAapTy
napaueTamony («BTOPUHHUIA CTaHAapT»
3aMiHIOETbCS Ha «eTaIOHHUIA CTaHAapT») AN
NPUroTyBaHHS CTaHAAPTHOrO PO3UKHY.
BHeceHHs pefakuiiiHux 3MiH B MeToau

KOHTPOJIIO AKOCTi 3a NOKa3HUKamMu
"lgeHTundpikaLis akTMBHOI peyoBUHK" Ta

"KinbkicHe BU3Ha4YeHHs Ajto4oi peqoBuHn" (Yo
MeToZ 2) 6e3 3MiH K/I04YOBMX NapameTpiB
(NpuroTyBaHHA CTaHAAPTHOTO PO3UNHY 3
OMMUCOM KOHLEHTpaLii CTaH4apTHOTO PO3UYNHY
Ta BUAaIEHHS CMIUCKY peareHTiB i CTaHAapTiB)
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHnX meTodax
BMMNPOGYBaHHS) HE3HAYHa 3MiHa Yy
3aTBEpPAKEHNX METOAaxX BUNPOGYBaHHS
"laeHTudikaLis akTMBHOI peyoBuHK" Ta
"KinbkicHe BU3HaAYEHHS Ajilo40i peqoBunHN"
(meTtog BEPX), a came — 3MiHa Tuny
CTaHfapTy napaueTamosy («BTOPUHHUIA
CTaHapT» 3aMIHIOETLCA Ha «ETa/TOHHWIA
cTaHfapT») 418 NPUroTyBaHHSA CTaHAapTHOro
pO34nHy. BHECEHHs1 peakLiiiH1X 3MiH B
MeTOAM KOHTPOJTHO AKOCTI 3@ NOKa3HUKaMu
"loeHTundpikaList akTMBHOI peyoBUHK" Ta
"KinbkicHe BU3HAYEHHS Ajil040T pevoBuHN"
(meTog BEPX) 6e3 3miH K/1H04OBKX NapameTpiB
(NpuroTyBaHHA CTaHAAPTHOTO PO3UNHY 3
OMMUCOM KOHLEHTpaLii CTaH4apTHOTO PO3UYNHY
Ta BUAaNIEHHS CMINCKY peareHTiB | cTaHAapTiB,
yac aHanidy, yac yTpyMyBaHHs, Temnepatypa
Kamepu 115 3paskis i npuaaTHiCTb
XpomaTtorpadiyHoi cucTemm, ocKinbku us
iHbopmaLis HagaHa Ha TUNOBUX
XpomaTorpamax) 3miHu | Tuny - 3MiHu 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPOGYBaHHS) He3Ha4yHa 3MiHa y
3aTBEpPKEHUX MeTogax BunpobyeaHHs "Tect
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Ha yucToTy: 4-amiHodpeHon", a came- 3MiHa
TUNy cTaHgapTy 4-amiHobeHony («BTOPUHHWIA
CTaHZapT» 3aMIHIOETbCA Ha «ETa/TOHHWIA
cTaHAapT»). BHeceHHs pefakuiiiHux 3mMiH 6e3
3MiHW KTIOYOBUX NapameTpiB (foAaBaHHSA
NPUroTyBaHHs1 CTaHAAPTHOTO PO34YNHY B
CTaHAAPTHIN KOHUEHTpaLi; BUNpaBieHHs
TunorpadCbkyx MOMUIOK LWOA0 06’'EMIB BOAU
oumeHol R Ta po3unHy ackopbiHoBOI
KMCNOTW; KOperyBaHHsA thopMy v po3paxyHKy
wogno metogy Ne2 ans nigrotoBku Npobu, a
came- BWU/TyYeHHS KiflbKoCTi cyno3uTopiis (X) 3
PIBHSIHHS, OCKi/TbkM Vt 3a/1€XWTb Bif, Ki/TbKOCTI
Cyno3uTopiiB, BUKOPUCTaHUX A5
NPUroTYBaHHS [OCAIAKYBAHOTO PO3UUHY).
69. | 3IAAAP MOPOLLIOK ANsi AAP dapma | OG6'egHaHi 3elicc IHais BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a - UA/17349/01/01
pO34unHy Ans ®3-N11C Apabcbki dapwmac’ioTikenc 3MiHM | TUNY - AOMIHICTPATUBHI 3MiHN. peyenmom
iH ekuin no 1000 mr Emipatu M. /114, BunyyeHHs1 BUPOGHMYOI AinbHUL (BKIOYAKOUM
no 1 a6o no 10 OinbHUUi ana A®l, npomikHOro npoAykTy abo
oNakoHiB 3 roTOBOrO JIiKapCbKOro 3acoby, AiNbHuLi Ans
NOPOLLKOM Y NPOBEAEHHS NakKyBaHHs1, BUPOOHUKA,
KapTOHHIA KopoobLi BiAMOBIAa/ILHOIO 3a BUMYCK Cepiii, MicLe
NnpoBeAeHHsA KOHTPOIO cepii) abo
noctavajibH1Ka BUXigHOro marepiasny,
peareHTy abo [OMOMDKHOI PEUOBUHM (SIKLLO
3a3HayeHo y focbe) AAMIHICTpaTBHA 3MiHa
BU/yYeHHS BUPobHUka A®I: AypobiHgo Papma
Nimitea, IHAiA, 3 MapKeTUHIOBYKX Linei.
3aMwaeTbca anbTepHaTUBHUIA BUPOGHMK
A®I: HekTap flaindcaiincis /ita., IHAis.
70. | 3YBHI Kpanni no 10 mn, no MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 niossieae UA/8153/01/01
KPANI 10 mn y hnakoHax "®ITOPAPM 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuenma
" HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
(BNacHvka peecTpauiiHoro NocBig4YeHHs)
3MiHa agpecy 3asBHUKa. BBeeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNa 3aTBEPAKEHHS
71. | 1BIPPI® NopoLUoK AN AT YkpaiHa BMPOGHULITBO, peuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/19901/01/01
iHransauin, "dPapmak” nepBuHHe Ta 3MiHK | TNy - 3MiHK 3 AKOCTi. FOTOBWIA peyenmom
[030BaHuit, o 10 BTOPVIHHE nikapcbkuii 3aci6. KOHTpoib roToBOro
MKr/no3a no 1 nosi B nakyBaHHs, nikapcbkoro 3acoby. 3miHa napameTpis
6nicTepi; no 30 KOHTPOb AKOCTI, cneumdikauii Ta/abo JONYCTUMUX MEX
6nictepiB y BMNyCK cepii rOTOBOrO JIiKApCbKOro 3acoby (BU/TyYEHHSsI
iHransAyinHomy nikapcbKoro 3acoby: He3Ha4yHOro MokasHuka (Hanpuknag,
npucTpor Ennex 3aCTapifioro nokasHuKa, Takoro siK 3anax Ta
Ennenxanep®; no 1 dapmacbtoTikan Ko., cMak, abo igeHTudpikauisi 6apBHYUKIB Un
NPVCTPOIO B NakeTi; IHK., pewis CMakoBUX [,06aBOK)) BUAANEHHS NOKa3HUKa

no 1 nakety y
KapPTOHHI KOpooOLii

(HJowmiwka G) i3 cneuyndikauii M3 Ha BUNycK
Ta TEPMiH NPUAATHOCTI 3 BiAMNOBIAHOK
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
METOAMKOI BUNPOOYBaHHS.
72. | 13IPPI® NopoLUoK ANns AT YkpaiHa BUPOBHULTBO, peuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/19901/01/01
iHransauin, "®Papmak” nepBuHHE Ta 3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWiA peyenmom
[030BaHwii, no 10 BTOpPUHHE nikapcbkuii 3aci6. Cuctema
MKr/no3a no 1 nosi B nakyBaHHs, KOHTeliHep/3akynopoBasibHWi 3aci6 (iHLi
6nicTepi; no 30 KOHTPO/b AKOCTI, 3MiHW) BHECEHHSA 3MiH A0 p. 3.2.P.7. Cuctema
6nicTepiB y BUMYCK cepil KOHTelWiHep/ 3aKyrnoproBasibHWiA 3acib, a came
iHransyjinHomy niKapcbKoro 3acoby: 015 antoMiHieBOT ponbrn 3MiHEHO JONYCTUMI
npucTpoi Ennex Mexi 3a nokasHukom “Weight” (current: 260-
Ennenxanep®; no 1 dapmacsbtoTikan Ko., 320 g/m2; proposed: 260-323 g/m2); BHeceHi
NPUCTPOIO B NaKeTi; IHK., [peuin peAakLiiHi 3MiHM y napameTpax cneuudikadliii
no 1 naketyy ans matepiany PVC/aluminium /OPA Ta
KapTOHHIA Kopoo6Li paper/PET/aluminium; 3MiHEHO 306paXeHHs
PO3MILLEHHS 0HOA030BUX BAicTepiB Y
iHransAUiiHOMY MPUCTPOI.
73. | IMOAIYM® Kancynu rno 2 mr; no MakHin AHrniA JDKHT/1 KoHcblomep PpaHuis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 niossieae UA/9831/01/01
6 abo 20 kancyny Mpopaktc Xenc (PpaHc) CAC 3MiHu | TUnYy - 3MiHK Woao peuenma
6nicTepi; no 1 Nimiteq 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy

6nictepy B
KapTOHHI nayw,i

(iHWi 3MiHW) 3MiHN BHECEHO B TeKCT
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby A0
MYHKTY 14 (pegaroBaHo TekcT). BBeAeHHs 3MiH

NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIKEHHSA
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimkKeHs 3
6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnsipeecTpaiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nnaHy
negiatpuyHux gocnimkers (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Oco6MBOCTI 3acTOCyBaHHA" Ta
"Mepeno3yBaHHA" (MPOOHraLisi KOMNEKCY
QRS) BiANOBIAHO A0 OHOBMEHOI IHGhOpPMALLT

LLI0A0 6e3nekn 3acToCcyBaHHS Ajiloyoi

peyoBUHM 3rigHO 3 pekomeHaauieto PRAC.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas

3aTBEpMKEHHS. 3MiHuW | Tuny - 3MiHKn Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3ac06y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

MeAMYHOro 3acTOCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNOBIAHO 40 NnaHy
negiatpuyHux gocnimkers (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHM BHECEHO B iHCTPYKLito ANns
MeAMYHOro 3acTOCyBaHHA NikapCbkoro 3acoby
[0 po3ainis "®apmakonoriyHi BracTneocTi” Ta
"Oco6nMBOCTI 3aCTOCyBaHHA" (3aCTOCYBaHHS
nonepamigy B Hag3Bn4yaliHO BUCOKMX
KOHLeHTpaLisix) BignoBiAHO [0 OHOB/EHOT
iHchopmawii Wwoao 6e3nekn 3acTocyBaHHS
[itoY0i pevyoBUHY 3rigHO 3 pekoMeHaaLieto
PRAC. BBefieHHs 3MiH NpoTArom 6-Tn Micauis
nicnsa 3aTBepKeHHs
3MiHY | TUnY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
MeOUYHOro 3acToCyBaHHA Ha nigcTaBi
perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo AOCNiAXEHb 3
6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHN BHECEHO B IHCTPYKLiIO 415 MEANYHOro
3aCToCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"MoGiuHi peakuii" (rocTpuii naHKkpeaTuT)
BiANOBIAHO [0 OHOB/EHOT iHGhOpMaLi Woao
6e3nekn 3acToCyBaHHA [it04H0T peYOBUHN
3rigHO 3 pekomeHpauieto PRAC. BeegeHHS
3MiH NpoOTArom 6-Tu MicsiB nicns
3aTBEepMKEHHS. 3MiHu Il Trny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU
OaHUMM 3 SIKOCTi, AOKNIHIYHUMUN, KAIHIYHMUN
OaHuMK Ta faHuMu 3 dpapmakoHarnsgy -
3MiHN BHECEHO B IHCTPYKLiHO 415 MeANYHOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep

peecmpayiliHo2o

nocsBi0O4YeHHs

3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi Bnactusocti”, "Baaemogis 3
IHLIMMK BUZamu nikapCcbknx 3aco6iB Ta iHLLi
BMAN B3aemogiin", "Ocob/mMBOCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta
nosn", "Mepepo3syBaHHs", "MobivHi peakuii” Ta
peAarosaHo po3finu "3acTtocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato”, "3aaTHicTb
BNVMBaTU Ha LWBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOPTOM abo0 iHWMMKU MexaHismamn'.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS

74.

IMOZIYM®
EKCMNPEC

TabneTku, o
[AMCNepryoTbes B
POTOBIli MOPOXXHUHI,
no 2 mr; no 6
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIA ynakoBL,i

MakHin
MpopakTc
Nimiteq

AHrnisA

KaraneHt FOK
CBiHAOH 3ugic
Nimiten, Benvka
BpuTanis; BropnHHa
ynakoBka, [l03Bi/1 Ha
BWMNYCK Cepil:
JXKHT/1 KoHcblomep
Xenc (PpaHc) CAC,
®paHuisa

Benvka
BputaHis/
PpaHuis

BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHM BHECEHO B iHCTPYKLiT AnA
MeAMYHOro 3acTOoCyBaHHA [0 Po3ainis
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(HapgaHo po3LUnpeHy Ha3By
hapmakoTepaneBTUYHOI rpynu),
"MpepcTaBHUK BUPOOHMKA" (pegarosaHo
TEKCT) Ta NMyHKT 17 TeKCTy MapKyBaHHS
BTOPVHHOT yNaKoBKM /TiKapCbKoro 3acoby
(peparoBaHo TekCT). BBegeHHs 3MiH MpoTsrom
6-Tv MicsALiB nicnsA 3aTBepAKEHHS. 3MiHu |
My - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4Nsi MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nNnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHM BHECEHO B IHCTPYKLiito AN1s
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby
00 po3ginis "Oco6MBOCTI 3aCTOCyBaHHA" Ta
"MepepnosyBaHHA" (MPONOHraLis KOMMNAeKcy
QRS) BiaNoOBIAHO A0 OHOBMAEHOT iHhopmaLii
oo 6e3neky 3acToCcyBaHHA Aitouoi
peyoBUHM 3rigHO 3 pekomeHgauieto PRAC.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta ddapmakoHarnsagy.

6e3
peyenma

niosisieae

UA/9831/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTPYKLi ans
MeOUYHOro 3acToCyBaHHA Ha nigcTaBi
perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo AOCNiAXEHb 3
6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO 40 nnaHy
nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHM BHECEHO B IHCTPYKLiitO ANns
MeAMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby
[0 po3gainis "®apmakonoriyHi BnactneocTi” Ta
"Oco6MBOCTI 3acTOCyBaHHA" (3aCTOCYBaHHS
nonepamigy B Haf3Bn4aiiHO BUCOKMX
KOHUEHTpaLisX) Bi4noBigHO [0 OHOB/IEHOT
iHchopmawii Wwoao 6e3nekn 3acTocyBaHHsA
[il040T PeYOBVHYM 3riAHO 3 pEKOMeHaLlieto
PRAC. BBeieHHS 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
Loao 6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapaKkTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAn4HOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS NikapcbKoro 3acoby B
nicnapeecTpavjiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO 40 naHy
neaiatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHoM) 3MiHN BHECEHO B iHCTPYKL,it0 Ans
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
0o posgainy "Mo6iuHi peakuyii” (roctpuii
naHKpeaTtuT) BifnoBigHO 40 OHOB/IEHOT
iHchopmawii Wwoao 6e3nekn 3acTocyBaHHsS
[il040T PEYOBVHYM 3riAHO 3 pEKOMeHJaLlieto
PRAC. BBefieHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTeepmkeHHs. 3miHu Il Tuny - 3miHn
oao 6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapaKkTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnyHOro
3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMY A@aHUMK 3
AKOCTI, fOKNIHIYHUMMW, KAIHIYHUMUW AaHMMU Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
JaHuMu 3 chapMakoHarnsgy - 3MiHM BHECEHO B
IHCTPYKLUiO NS MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby fo posgainis
"®apmakonoriyHi BractmsocTi", "B3aemogis 3
iHLWIMMKW BUuZamu nikapcbK1X 3aco6iB Ta iHLLi
BUAM B3aemogiii", "OcobmBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
nosn", "Mepepno3syBaHHA", "MobivHI peakuii” Ta
pefarosaHo po3finn "3actocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BM/IMBATY Ha LWIBUAKICTb peakLii Npu KepyBaHHI
aBTOTPaHCNOPTOM ab0 IHWMMK MexaHi3mamn'.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
75. | IHPAHPUKC cycneHsis (DTPa- nakcoCwmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis: 3a - UA/15832/01/01
™ INB XIB6 / IPV) gns iH’ekuin no KnsinH BpuTaHis Bionopxikans C.A. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. peyenmom
INFANRIX™ 0,5mn (1 po3a) Ta Excnopt Buny4yeHHs1 BUPOGHMYOI AiNbHULI (BKIHOYA0UM
IPV HIB nioginisat (Hib); Nimiteq LinbHUUi ans A®I, npomixHoro Nnpoaykty abo
KOMBIHOBA | cycneHsia (DTPa- roTOBOrO /iKapCbKOro 3acoby, AiNbHULI A4S
HA IPV) ons iH'ekuii no NpoBeAEeHHS NakyBaHHS, BUPOOHUKA,
BAKUVHA 0,5mn (1 gosa) y BiANOBIA&UIbHOrO 3a BUNYCK Cepiii, MicLe
ansa nonepeaHbLO npoBefeHHS KOHTPOJIIO cepii) abo
NMPO®INAKT HarnoBHeHOMY nocravasibH1Ka BUXigHOro martepiasny,
VKN 0/iHOpa3oBoOMY peareHTy ab0 AOMNOMIKHOI peYOBUHY (IKLLO
OUNGTEPII, wnpuui Nely 3a3HayeHo y A0cbe) MNpUNMHEHHS OYHKLIN 3
NMPABLA, KOMNeKTi 3 IBOMa oumueHHsa Tetanus Toxoid (TT) Ta KOH'torauji
KALLUTHOKY rofikamu Ta npomixHoro npogykty PS Haemophilus
(ALEMONAP | niodcpinizar (Hib) y influenzae tuny b 3 6inkom-Hociem TT, Wwo
HUNA donakoHi Nel, wo BMKOHYBa/IMCA Y NpoLeci BUpobHMLTBa
KOMMOHEHT | 3miwwyoTbecsa nepes KOH'toraty, y 6ygieni RX 46 (6nokn RX46.0,
)s BMKOPUCTaHHAM: N0 RX46.2C) Ha ginbHuui GlaxoSmithKline
noniomMieni 1 nonepefHbO Biologicals S.A., Rue de I'Institut, 89 1330
TY TA HanoBHeEHOMY Rixensart, Belgium. 3minu | Tuny -
3AXBOPIOB 0HOpPa30BOMY ALMiHICTpaTMBHI 3MiHWN. BunyyeHHs
AHb, LINPULY Y KOMNAEKTI BUPOBHMYOT AiNbHULL (BKIHOYAOUN AiNbHUL
36YAHNKOM 3 ABOMa ronkamm ta ons A®l, NnpoMiXXHOrO NPoAYKTY abo roTOBOro
AKX € 1 donakoHoMm 3 nikapcbKoro 3acoby, AinbHNLi ANs
HAEMOPHIL niogpinizatom (Hib) y NpoBeAEeHHS NakyBaHHS, BUPOOHUKA,
us BaKyyMHiii BiANOBIA&UIbHOrO 3a BUNYCK Cepiii, MicLe
INFLUENZAE | cTepwibHiii npoBefeHHS KOHTPOJIIO cepii) abo
TUny B ynakosLi; no 1 nocravasibH1Ka BUXigHOro martepiasny,
BakyyMHilA peareHTy ab0 AOMNOMIKHOI peYOBUHY (IKLLO

CTEPW/IbHIN yNakoBLi
Y KapTOHHIi1 kopobui

3a3HayeHo y A0cbe) MNpUNMHEHHS OYHKLIN 3
BMPOGHMLITBA OYMLLIEHOTO KarncyIbHOro
nonicaxapugy Haemophilus influenzae Tuny b:
Polyribosyl-Ribitol-Phosphate bulk, wo
BUKOHYyBanmca y 6yaisni WN17 Ha finbHuLj
GlaxoSmithKline Biologicals S.A., Parc de la
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Noire Epine, Rue Fleming, 20 B-1300 Wavre,
Belgium.
76. | KANEHAYNN HacToiika no 40 mn y MPAT YkpaiHa BiANOBiAa/IbHNIA 3a YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 6e3 nionisi2ae UA/8039/02/01
HACTOWKA chnakoHax CKISHUX "®ITOPAPM BMPOGHMLTBO, 3MiHY | TUMy - AAMiHICTPaTWBHI 3MiHU. 3MiHa peyenma
a60 nonimepHuXx; " nepBuHHE HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
nakyBaHHs, (BNacHvka peecTpauiiHoro nNocBig4eHHs)
KOHTPO/1b SIKOCTi Ta 3MiHa agpecu 3asBHUKa. 3MiH BHECEHO B
BUMyCK cepii: IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
MPAT NiKapcbKoro 3acoby A0 po3ainy
"®ITOGAPM", "Micue3HaxoKeHHs 3asBHUKA" BignoBigHO A0
YkpaiHa marepianiB peecTpauiiiHoro focke. BeegeHHs
BiANOBiAa/IbHNIA 3a 3MiH NpOTArom 6-Tu micsuis nicns
BMPOGHMNLITBO, 3aTBEPKEHHS.
nepBuHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
AT "ly6Hupapm",
YkpaiHa
77. | KETANbIr'mH Tabnetkn no 0,01 r MpusaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a He UA/3314/01/01
® no 10 Tabnetok y akuioHepHe akuioHepHe 3MmiHu | TURYy - 3MiHK Woao peyenmom | niosis2ae
6nicTepi; no 1 abo 2 TOBapucTBo TOBapUCTBO "J1ekxim 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nictepn y nauui "Jlekxim- - XapkiB", YkpaiHa 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
Xapkis" MpAT "TexHonor", 3ac06y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
YkpaiHa MeAMYHOro 3acTocyBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHA NlikapCbKoro 3acoby B
nicnsipeecTpaLiiHuii nepiog, abo sk
pe3ynbTaT OLUiHKV 3BITY 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
negiatpnyHmx gocnimkers (PIP) (3miHy
Y3roKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHUM
opraHom)
3MiHM BHEeCeHO A0 IHCTPpyKUii s MeguyHoro
3acTOCyBaHHS MikapCbKOro 3acoby Ao po3giny
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaat” woao 6esneku
3aCTOCYBaHHSA Aitl040i peYOBUHM KeToponaky
TpoMeTamiHy BiAMoBIigHO A0 pekomMeHAaw,i
PRAC. BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB
nicns 3aTBepapkKeHHs
78. | KETOA4IH cynosuTopii CninbHe YkpaiHa CninbHe yKpaiHCbKOo- YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 niossieae UA/5825/01/01
BariHasibHi no 400 YKpPaiHCbKO- icnaHcbke 3MiHu | TUNy - 3MiHK 3 siKocTi. FoToBUIA peyenma
Mr; Mo 5 icmaHcbke nignpueMcTBo nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
CynosuTopiiB y nignpuemMcTs "Cnepko YkpaiHa", TepMiHax NnpuaaTHoCTi abo ymoBax 36epiraHHs
CTpuni; No 2 CTpUnm 0 "Cnepko YkpaiHa roTOBOrO JliKapCbKOro 3acoby (36inbLUeHHs
B Nauuj 3 KAPTOHY YkpaiHa" (MOBHUIA LMKN TepMiHy NpUAATHOCTI FOTOBOr0 NiKapCbKoro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BMPOGHMLITBA, 3aco6y) - 415 TOproBoi ynakoBku
BUNYCK cepil; (NiaTBEPOXKYETHCA AAHUMW PEasIbHOIO Yacy)
KOHTPO/b SKOCTI) 36i/IbLUEHHS TEPMIHY NPUAATHOCTI SliKapCbKOro
3acoby (3aTBepOKeHO: 2 poKu;
3anponoHoBaHo: 3 pokKn). 3MiHW BHECEHI B
IHCTPYKLi0 415 MeANYHOT0 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3ain "TepmiH
npuaaTHoCTI BBeAeHHA 3MiH NpoTarom 6-Tn
MiCALIB MiCNs 3aTBEPLKEHHS.
79. | KETOTU®EH | cupon, 1 mr/5 mn no My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a He UA/1281/01/01
50 My donakoHi akuioHepHe akuioHepHe 3MiHu | TUny - 3MiHK Woao peyenmom | nidsisizae
nosiMmepHomy; no 1 TOBapuCTBO TOBapuCTBO 6e3nekn/edeKkTNBHOCTI Ta hapMakoHariagy
chnakoHy pasom i3 "HaykoBo- "HaykoBo- (iHLWi 3MiHW)
[103yBasIbHOIO BUPOGHNYNIA BUPOGHNUNIA LIEHTP 3MiHa y 3B'I3Ky YTOUYHEHHSA BUKIaAEHHSA
NIOXKOI B nauLj; no LeHTp "Bopuuariscbkuii po3giny "logatkosa iHhopmavis. Al-1.
100 My chnakoHi "Bopuiariscb Ximiko- YnakoBka" MKA Ta po3giny 3.2.P.7. 3MiHn
CKnsiHomy abo KWiA Ximiko- hapmavLeBTUYHWI BHECEHi B TEKCT MapKyBaHHS YNaKoBKu
nosiMmepHomy; no 1 thapmaueBT 3asofa” NiKapCcbKoro 3acoby LWOA0 BUIYYEHHS
chnakoHy pasom i3 WNYHWI iHhopMawii, BUKTaAeHOT poCificbkoo MOBOLO,
[103yBasIbHOIO 3asog” Ta AeAKNX iHLWNX YTOUHeHb. BBeAeHHSA 3MiH
NIOXKOI B nauLyj; no NpoOTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS.
100 mn y 6aHLi 3MiHu | TUNYy - 3MiHK 3 sKocTi. FoToBMIA
nonimepHiii; no 1 nikapcbkuii 3aci6. Cuctema
6aHuji pasom i3 KOHTeliHep/3aKkynopoBasibHWi1 3aci6. 3MiHa
[03yBa/TbHOIO noctavyasibHUKa nakyBasibHUX mMaTepianis abo
NOXKOIO B mavi KOMMNAEKTYIUNX (AKLLO0 3a3Ha4YEHO B [OCHE)
(BUNYYEHHS nocTavyanbHyKa) BunyyenHs
HaliMeHyBaHHs1 NoCTa4YasIbHUKIB NakKyBaslbHUX
marepianiB 3 peecTpawiiiHoro Aochbe, Y 3B'sI3Ky
3 npuBeAeHHAM po3giny 3.2.P.7.
peecTpauiiiHoOro A0ChbE Y BiANOBIAHICTL A0
€BPONEerCbKNX BUMOT.
80. | KNAPUTPOMI | TabneTku, BKpUTI AHaHTa Benvka ApTtypa IHAiA BHECEHHS 3MiH 40 peecTpaLiinHux MmaTepiasis: 3a - UA/12435/01/02
LUWH NNiBKOBOIO Megikeap BpuTaHis dPapmacbioTikans 3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWiA peyenmom
AHAHTA 060/10HKO10, N0 500 nra. MeT. N14. nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI. 3MiHa
mr; no 10 TabneTok po3Mipy cepil (BK/ItOYatoUM gianasoH po3mipy
y 6nicTepi, no 1 cepii) roToBoOro nikapcbkoro 3acoby
6nictepy B (36inbLUEHHS 6inbLU HXX Y 10 pasiB NOPIBHAHO
KapTOHHI KopoobLi i3 3aTBEPMKEHUM PO3MIPOM A1 TBEPAUX
nikapcbknx hopmM 3 HeraiHNM BUBIIbHEHHSM
[N NepopasibHOro 3aCTOCYBaHHS)
36iNbLLUEHHS PO3MIpY cepii roTOBOro
NikapcbKoro 3acoby.
3aTtBepmxeHo: 2 000 TabneTok.
3anponoHoBaHo: 200 000 TabneTok
81. | KNIBAC® Kancynu Teepai no TOB YkpaiHa BMPOGHULITBO, Monbua BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a He UA/19794/01/02
Ayo 10 mr/100 mr, no 7 "ACIHO nakyBaHHs, 3MiHY | TURY - 3MiHK WoA0 peyenmom | nionisgeae
Kancyn y énictepi, YKPAIHA" KOHTPO/b SKOCTi Ta 6e3nekn/eddeKTVBHOCTI Ta ddapMakoHarisay.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 4 6nictepu B BUMYCK cepil 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
KapTOHHI navwi nikapcbKoro 3acoby: 3aco0y, TEKCTi MapKyBaHHS Ta iHCTPYKLi ans
Apamveq ®apma MeZMYHOro 3aCTOCyBaHHA Ha nigcTasi
C.A., MonbLya; perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nepBuHHE Ta nikapcbKoro 3acoby, abo AOCNiAXEHb 3
BTOPVIHHE 6e3Mnekn 3aCTocyBaHHA NiKapcbKoro 3acoby B
nakyBaHHs: Agamveq, nicnspeecTpauiiHuii nepiog, abo sk
dapma C.A., pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
Monbwa npoBefeHnX BigNoBIAHO 40 nnaHy
nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom).
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHSA NMikapcbKoro 3acoby y po3ainu
"Oco6nmBoCTi 3acTocyBaHHA", "Mo6iYHI
peakujii" BiANOBIAHO A0 OHOBMEHOI iHChopMmaL,i
3 6e3neku Aitoyoi pevoBuHU. BBegeHHs 3MiH
NpoTArom 6-T1 MicALIB NicNa 3aTBEPMAKEHHS.
82. | K/MIBAC® Kancynv TBepgi no TOB YkpaiHa BMPOGHMLTBO, Monbwa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/19794/01/03
Ayo 20 mr/100 wmr, no 7 "ACIHO nakyBaHHs, 3MiHM | TUNYy - 3MiHK Woao peyenmom | nidsisizae
Kancyn y 6nictepi, YKPAIHA" KOHTPO/b AKOCTi Ta 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 4 6nictepu B BUMYCK cepil 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
KapTOHHI nauwi nikapcbKoro 3acoby: 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
Apamvep ®apma MeJMYHOro 3aCTOCyBaHHS Ha nigcTasi
C.A., MonbLya; perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekun
nepBuHHE Ta nikapcbKoro 3acoby, abo focnigpkKeHs 3
BTOPVIHHE 6e3Mekn 3aCToCyBaHHA NiKapcbKoro 3acoby B
nakyBaHHs: Agamveq, nicnspeecTpauiiHuii nepiog, abo sk
dapma C.A., pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
Monbwa npoBefeHnX BigNoBiAHO 40 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom).
3MiHU BHECEHI A0 iHCTPYKLii 418 MeguyHoro
3aCcTOCYyBaHHS NikapCcbKoro 3acoby y posainu
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi
peakujii" BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i
3 6e3neku Aito4oi pevoBuHU. BeeeHHs 3MiH
NpoTArom 6-T1 MiCALIB NiCNa 3aTBEPMAKEHHS.
83. | KNMIBAC® Kancynu Teepai no 5 TOB YkpaiHa BMPOGHMLTBO, MonbLa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/19794/01/01
Ayo mr/100 mr, no 7 "ACIHO nakyBaHHs, 3MiHuM | TUNY - 3MiHK Woao peyenmom | nidsisicae
Kancyn y 6nictepi, YKPAIHA" KOHTPO/b AKOCTi Ta 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
no 4 6nictepu y BMNYyCK cepii 3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro

KapTOHHI navw,i

nikapcbKoro 3acoby:
Apaven ®apma

3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi

C.A., MonbLyga; perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nepBuHHE Ta nikapcbKoro 3acoby, abo focnimkKeHs 3
BTOPVIHHE 6e3Mekn 3aCToCyBaHHA NiKapCbKOro 3acoby B
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

nakyBaHHs: Agamvep,
®apma C.A.,
MonbLa

nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nnaHy
neaiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom).
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iYHI
peakujii" BiANOBIAHO 40 OHOB/IEHOI iHChopMaL,i
3 6e3neku Aitoyoi pevoBuHU. BBegeHHs 3MiH
NpoTArom 6-T1 MicALIB NicNa 3aTBEPAKEHHS.

84.

KOHBYNEKC

PO34MH A5 iH'EKLN,
100 mr/mn no 5 mn B
amnyni, no 5 amnyn
Y KOHTYpHili
YapyHKOBIli ynakoBLyi

TOB "bayw
Xenc"

Ykpaina

BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b AKOCTI:
.. dapma M'mobX,
ABCTpIsi; BUPOOHUK,
LLio Bignosigae 3a
Bunyck cepii: [.J1.
dapma N'vbX,
ABcTpis

ABcTpist

BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis:
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTta BiZ4NOBIgHOCTI a60 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEChKIl
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOr0 NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMDKHOI pevoBuHM (cepTudiikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
OHOB/eHWii cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOGHMKa. MogaHHsA
OHOBJ/IEHOrO cepTudikarta BifgnoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2003-
174 - Rev 03 (3atBepaxeHo: R1-CEP 2003-
174 - Rev 02) gnsa A®| BanibnpoeBOI KNCNOTH
Bif BXe 3aTBeppKeHoro BMpo6Huka Anjan
Drug Private Limited, India.

3a
peyenmom

UA/6595/01/01

85.

KOPAINPA3

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, No 10
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
9 6nicTepiB y
KapTOHHI KopoobLi

TOB «TeBa
YKpaiHa»

Ykpaina

BMPOGHMLITBO 3a
NMOBHUM LMK/TOM:
MNIBA XpBarcka
A.0.0., XopsarTis
KOHTPO/Ib cepii
(meTopg
PeHTreHiBcbkoi
andopaxuin):
MNIBA XpBarcka
A.0.0., XopsarTis

Xopsaris

BHECEHHS 3MiH 40 peecTpaLiinHux MmaTepiasis:
3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWiA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPOJIO AKOCTi TOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
AiNbHULI, Ha 5K 34JCHI0ETbCSA
KOHTPO/b/BUNPOGYBaHHS cepii);

Y 3B'A3Ky 3 NepeMillleHHAM npunagy ans
npoBefeHHs PeHTreHiBCcbkoi Andpakwi
(XRPD) popasaHHA AinbHULI BignoBiganbHOT
3a KOHTpO/b cepil (MeTof, PeHTreHiBCbKOT
Avdopaxuii): N/IBA XpeaTcka 4.0.0., Wwoce
MpyaHuuka 54, 10291 MNpurop'e bBpposeuko,
Xopsaris / PLIVA Hrvatska d.o.o., Prudnicka
cesta 54, 10291 Prigorje Brdovecko, Croatia.

3a
peuyernmom

UA/19992/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

3miHu | TUnYy - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta thapMakoHarnagy
(IHLWi 3MiHW). 3MiHW BHECEHO B TEKCT
MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby
LLOA0 KOHKpeTu3aLii 10rotuny B MyHKTi 6.
«IHWE>» (nepBMHHa ynakoBka) Ta 'y nyHKTi 17.
«IHLUE» (BTOpUHHA yrnakoBKa)

86.

KOPAINPA3

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, M0 5 Mr,
no 10 TabneTtok y
6nictepi, no 3 abo 9
6nicTepiB y
KapTOHHIlA KOpooLi

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOBHMLTBO 3a
NOBHUM LMKOM:
MNIBA XpBarcka
[.0.0., XopBartis
KOHTPO/b cepii
(meTon
PeHTreHiscbkoi
Avdppakuii):
MNIBA XpBartcka
[.0.0., XopBartis

Xopsaris

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHW | Tuny - 3MiHK 3 sAkocTi. FoToBWMiA
nikapcbknii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJ1t0 SIKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo JoaaBaHHsA
[iNbHULI, Ha 5K 3QiCHI0ETbCSA
KOHTPO/b/BUNPOBYBaHHA cepii);

Y 3B'A3Ky 3 NepemilLeHHsIM npuiagy ans
npoBeAeHHSA PeHTreHiBCbKOT Andopakuii
(XRPD) gopaBsaHHs Aji/ibHWL BIANOBIAA/IBHOI
3a KOHTPOSIb cepii (MeTog, PeHTreHiBCbKoi
ondppaxuin): MNIBA XpsaTcka 4.0.0., Wwoce
MpypHuuka 54, 10291 Mpurop'e bpaoseuko,
Xopsaris / PLIVA Hrvatska d.o.o0., Prudnicka
cesta 54, 10291 Prigorje Brdovecko, Croatia.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3MiHW). 3MiHU BHECEHO B TEKCT
MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby
LLIOA0 KOHKpeTM3aLii 10rotuny B NyHKTI 6.
«|HLUE» (nepBuHHa ynakoBka) Ta y NyHkTi 17.
«|HLIE>» (BTOpMHHa ynakoBka)

3a
peyenmom

UA/19992/01/01

87.

KO®EKC™

cupon no 60 mny
NakoHi 3 MipHUM
KOBMaykom; no 1
donakoHy B
KapTOHHIlA KopooLi

xeHom

BioTek lMBT.
nra.

IHAjA

xeHom bioTtek MBT.
nra.

IHAjA

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHVM BHECEHO [0 TEKCTY
MapKyBaHHS NePBUHHOI YNAaKOBKW J1iKapCbKOro
3aco6y B n. 5. <HAVIMEHYBAHHSA
BUPOBHWKA |, 3A HEOBXIAHOCTI —
3AABHUKA», n. 6. « IHWWE» Ta [0 TekcTy
MapKyBaHHs1 BTOPVHHOI YNakoBKW Y Nn. 2
«KIJTbKICTb AIK0YOI PEHOBW/IHW», n. 11.
«HAAMEHYBAHHSA BUPOBHUKA TA/ABO
3AABHUKA», n.12. <HOMEP
PEECTPALLINHOIO MOCBIAYEHHSA», n. 17.
«|HLUE». BBeeHHs 3MiH NpoTAroM 6-tn
MiCALIB MiCNs 3aTBEPKEHHS.

3a
peyenmom

UA/0711/02/01

88.

KPANI
SE/NEHIHA

Kpansi opasibHi; no
25 mn 'y donakoHax

MPAT
"®ITOPAPM

Ykpaina

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHU | TUNy - AAMIHICTPaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa

6e3
peyenma

UA/8872/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
(BNacHvKa peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecu 3asBHUKa. 3MiH BHECEHO B
IHCTPYKLi0 415 MeANYHOTro 3acTOCyBaHHS
nikapcbKoro 3acoby [0 po3ainy
"Micue3HaxoMKeHHs 3asaBHUKA" BigNOBIAHO A0
marepianiB peecTpauiiiHoro fgocke. BeegeHHst
3MiH NpoOTArom 6-Tu MicsiB nicns
3aTBEPAKEHHS
89. | KCENOAA® TabneTku, BKpUTI TOB «Pow YkpaiHa Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: - UA/5143/01/01
N/1iBKOBOIO YkpaiHa» Hepo3acoBaHoi LLiBefuapis YTOUHEHHS1 HanucaHHsA yHKLi
060/10HKO10, MO 150 npoAayKLii, nepBnHHe BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne 1380
mr; in bulk: no 10 nakyBaHHs, Bif 29.07.2023 B npoueci BHeCEHHA 3MiH
Tabnetok y BMNPOGYBaHHSA (3miHa 3aaBHuKa /13 (MIBI) (BnacHuka
6nictepax KOHTPOJIO SIKOCTI: peecTpayiiiHoro nocBig4eHHs) (3rifHO Hakasy

Ekcenna 'm6X eng,
Ko. KT, HimeuuunHa;
MepBuHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/IO SKOCTI,
BWMNYCK Cepil:
®.XochdmaHH-/15
Pow NTp4,
LLseiuapis;
Bunyck cepii:

. XodhpmaHH-/15
Pow fltg,
LLiseiiuapis

MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
NpoTArom 6-Tn MicALIB NiCNs 3aTBEPAXKEHHS;
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT
ocob6u, BiAnoBiganbHOI 3a 3A4iICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBiAA/IbHOI 32 3AiACHEHHS
hapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi)
Ta/ab0 3MiHN y po3MilLEeHHI MacTep-thainna
cmcTeMu dhapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAabHOI 3a hapmakoHarnsg. [iroya
pepakuisi: Dr Birgitt Gellert. NponoHoBaHa
pepakuisi: floinueHko OneHa BonogumupisHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu, BignoBifanbHOT 3a hapmakoHarnsag.
3MiHa MicLe3HaxoMkeHHs1 MacTep-haiina Ta
noro Homepa. 3MiHa Micus 34iCHEHHS
OCHOBHOI Aii/IbHOCTI 3 dhapmakoHarnagy).
Pepaxuisi B Hakasi - BUpo6HULTBO
Hepo3acoBaHOi NPOAYKLi, NepBUHHE
nakyBaHHS, BFOpHHHE-RaKkyBaHHs,
BMNPOBYBaHHA KOHTPOJO sIKOCTi: Ekcenna
'M6X eHg Ko. K, HimeuuunHa; MepBuHHe Ta
BFOpHHHE NakyBaHHs, BUNPOOyBaHHSA
KOHTPOSIO SIKOCTI, BUNYCK cepii: ®.XoddhmaHH-
Jla Pow /14, Weeiuapis; Bunyck cepii:
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
®.XobdpmaHrH-/15 Pow J1Ta, LWBeliuapis.
BipHa peaakuis - BApo6GHULTBO
Hepo3cacoBaHOI NPoAYyKLii, NepBUHHE
naKkyBaHHs, BUNPOGYBaHHA KOHTPO/TIO
fAKocTi: Ekcenna 'm6X eHg Ko. KT,
HimeuyunHa; MepBUHHE NakyBaHHA,
BMNPOGYBaHHA KOHTPO/IIO IKOCTi, BUMYCK
cepii: ®.XoddmaHH-/1a Pow N1a,
LLBeliyapis; Bunyck cepii: ®.XoddmaHH-
Nsa Pow Nt1a, WBeiiyapis
90. | KCENOAA® TabneTku, BKPUTI TOB «Pouu YkpaiHa Bupo6bHMuTBO Himeuunxa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: - UA/5143/01/02
N1iBKOBOIO YkpaiHa» Hepo3chacoBaHol LLiseiuapis YTOUHEHHS1 HanMCaHHA PYHKLiN
o60n0Hkot, no 500 npoayKuii, NnepBuHHe BMpPOGHUKIB B Hakasi MO3 YkpaiHu Ne 1380
mr; in bulk: no 10 nakyBaHHs, BiA 29.07.2023 B npoueci BHECEHHA 3MiH
Tabnetok y BMNPOGYBaHHSA (3miHa 3asBHuKa /13 (MIBI) (BnacHuka
6nicTepax KOHTPO/I0 SIKOCTI:

Ekcenna 'm6X eHp,
Ko. KI', HimeuuunHa,;
MepBuHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI,
BUNYCK cepil:
®.XothbdmaHH-15
Pow 114,
LLiBeiiuapis;
Bunyck cepii:
®.XochdmaHH-/15
Pow NTp4,
LLiseiuapis

peecTpauiiiHoro noceig4eHHs) (3rigHO Hakasy
MO3 Bif 23.07.2015 Ne 460) BBefeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS;
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BeefeHHs abo 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34jiACHEHHS]
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsagy (Bkovauy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cmcTemu chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHIIKA,
BignoBiganbHOI 3a hapmakoHarnsag. Jitoua
pegaxuisi: Dr Birgitt Gellert. NMponoHoBaHa
pepakuisi: floinveHko OneHa BonogymupisHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu, BignoBifabHOI 3a hapmakoHarnag.
3MiHa MicLe3HaxomkeHHss MacTep-haiina Ta
oro Homepa. 3MiHa MicLs 3AiiCHEHHSI
OCHOBHOI fii/IbHOCTI 3 hapmakoHarnagy).
Pepakuist B Hakasi - BUpo6HMLTBO
Hepo3dhacoBaHOI NPOAYKLii, NepBUHHE
naKkyBaHHs, BTOprHHERaKyBaHHs;
BUNPOBYBaHHA KOHTPOO IKOCTi: Ekcenna
'M6X eHf Ko. KM, HimewuunHa; MepBuHHe Ta
BTOPMHHE NaKyBaHHS, BUNPOOyBaHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTPO/I0 SIKOCTI, BUMYCK cepii: ®.XoddpmaHH-
Na Pow N1a, Weeiiuapis; Bunyck cepii:
®.XodhdhmaHH-N5 Pow NTg, LLiBeiiuapis.
BipHa pegakuis - BUpo6HULTBO
Hepo3dhacoBaHOI NpoAyKLii, NepBUHHE
nakyBaHHA, BUNPOGYBaHHA KOHTPOIO
sAkocTi: Ekcenna 'm6X eHg Ko. KI,
HimeuyunHa; MepBUHHE NakyBaHHSA,
BUMNPOGYBaHHA KOHTPOJIIO AKOCTi, BUNYCK
cepii: ®.XodcbmaHH-/1sa Pow N14,
LBeliyapis; Bunyck cepii: ®.XoddmaHH-
Nsa Pow N1pa, WBeliuapis
91. | KCUIOMETA | nopoLuok TOB YkpaiHa IHoBawliHO- Monbwa BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: - - UA/19115/01/01
30/IHY (cy6eTaHuin) y "APTEPIYM BnpoBamkyBanbHe TexHiYHa nomuska (3rigHo Hakasy MO3 Big
FAPOXNOPU | noagiliHnx nTa Mignpuemcteo 23.07.2015 Ne 460) - BUNpaB/eHHS TEXHIYHOT
A noslieTuIeHoBMX INOXEM Cn. 3 0.0. NMOMW/IKWA Ha TUTY/bHIl CTOPIHLi 3MiH A0 MKA
MiLkax ans N3 po3gain “3asBHuK, kpaiHa'. 3aTBepaxeHa
thapmaueBTUYHOro pepakuis - MAT “Fannudpapm”, Ykpaina.
3acToCcyBaHHA MponoHoBaHa pepakuis - TOB "APTEPIYM
NTA", YkpaiHa
92. | NEBOMIH® TabneTkn, BKPUTI TOB «MIBE Ykpaina Mmi6e Mm6X HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 3a He UA/16583/01/01
30 nniBKOBOKO YKPAIHA» ApuHaiimiTTens 3MiHuW | TUNYy - 3MiHK Woao peyenmom niossieae
060/10HKO10, 1o 0,03 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
mr/0,15 mr; no 21 3MiHa y KOpOTKiil XapaKTepucTuLli Nnikapcbkoro
Tabnetui y 6nictepi; 3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
no 1 a6o no 3, abo MeANYHOro 3acToCyBaHHA Ha nigcTasi
no 6 6nictepis y perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
KapTOHHIA Kopoo6Li nikapcbKoro 3acoby, abo AoCNiAXeHb 3
6e3nekun 3acTocyBaHHA NiKapcbkoro 3acoby B
nicnspeecTpauiiiunii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BifnoBigHO A0 NaHy
neaiatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS fiKapcbKoro 3acoby Ao po3ainis
"MpoTmnokasaHHA", "B3aemopis 3 iHWMMK
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiit" Ta "OcobmBoCTi 3acTocyBaHHA"
Bi4NOBIAHO 4O OHOBNEHOI iHChopMaLi Wwoao
6e3nekn 3acTocyBaHHS fjl040i PeyoBUHU
3rigHo 3 pekoMmeHgauieto PRAC. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPKEHHS
93. | NIETPO30N NopOoLLOK AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - - UA/17138/01/01
(cybeTaHuin) y "®papmak” 3MiHu | TUnYy - 3MiHK Woao

MilKax nogBiiH1X

6e3nekn/edpeKTMBHOCTI Ta hapMakoHarasgy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

nonieTUIeHOBNX
ans
thapmaueBTUYHOro
3acToCyBaHHs

(iHLWi 3MiHW)
BHECEHHS 3MiH [0 po3ainy «MapKyBaHHA»
MK#A N3.

94.

NniB.52®

Tabnetky no 100
TabneTtok y
NNacTUKOBI 6aHLi;
no 1 6aHuj B
KapTOHHI Kopoobui

Ximanas
BenHec
Komnawi

IHAis

Ximanasa BenHec
KomnaHi

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3minu | TYny - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BNacHvKa peecTpauiiHoro nNocBigYeHHs!)
YTOUHEHHS1 HaliMeHyYBaHHs Ta afpecu
3asBHUKa (BNacHvKa peecTpauiiHoro
NocBi4YeHHs) Bi4NOBIAHO A0 opuriHaniB
[OKYMEHTIB. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs ab0 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnX npo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
0cobw, BignoBigabHOI 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKLWwo BoHa
BiIMiHHa Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaoyarouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cuctemn chapmakoHarnsgy) 3MiHa KOHTakTHUX
LaHNX YNOBHOBAXEHOT 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6M 3as1BHYKa, BignoBigasibHOT
3a hapmakoHarnag B Ykpaini. fitoua
pepakuis: Dr. Menon Unni Parambath
Ramanan / jp. MeHOH PamaHaH YHHI
Mapamb6ar.

MponoHoBaHa pepakuis: Stefanska Olga
Valeriivna / CtechaHcbka Onbra BanepiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHUKA, BiANOBIAA/ILHOI 32 hapmakoHarnsg,
B YKpaiHi. 3MiHa MicLle3HaxXoMKeHHs1 MacTep-
haiina cuctemmn thapmakoHarnsgy. 3MmiHa
MicUS1 34 ACHEHHS OCHOBHOI AjsiIbHOCTI 3
chapmakoHarnsgy.

6e3
peyenma

UA/2292/01/01

95.

NIJOKAIH

PO3YMH A8 iH'eKUI
2%;no2wmMmnB
amnyni; no 5 amnyn
y 6nicTepi; no 2 abo
no 20 6nictepiB y
KapTOHHIA ynakoBL,i

3AT
dapmaueBT
WNYHWIA 3aBOf,

EriC

YropwuHa

3AT
dapmaleBTUYHNI
3asog ElC

YropLwmHa

BHECEHHS 3MiH 40 peecTpaLiinHux MmaTepiasis:
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHoCTI/TE-cepTucpikat signosigHoCTI
€Bponeiicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTuduikaTa BiZANOBIAHOCTI 260 BUYYEHHS
cepTuduikaTa BignoBigHOCTi EBpoNenchbkiii

3a
peuyernmom

UA/0655/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nPoMKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;
ANs JONOMDKHOT peyoBuHK (cepTuddikat
BiANoOBIgHOCTI EBponeiickkili hapmakonei) -
OHOB/EeHWIA cepTUdikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHSA
OHOBJIEHOr0O cepTudikaTa BifgnoBigHOCTI
€sponelicbkili hbapmakonei Ne R1-CEP 1996-
020-Rev 08 (3aTBepaxeHo: R1-CEP 1996-
020-Rev 07) gnsa A®I nigokainy rigpoxnopuay
MOHOrigpaTy Bif, 3aTBEPAKEHOT0 BUPOOHMKA
MOEHS Catalana S.L., IcnaHisi (BUpo6HWui
binbHuUi: MOEHS Catalana S.L. Ta MOEHS
BCN, S.L.)
96. | NIOrENb renb gns MNPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 6e3 nionsi2ae UA/5922/01/01
1000 30BHILUHLOIO "®ITOPAPM 3MiHU | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuenma
3acrocysaHHs no 30 " HallMeHyBaHHs Ta/abo agpecyu 3asBHMKa
r abo no 50 r, abo (BNacHvka peecTpauiiHoro NocBig4YeHHs)
no 100 ry Ty6i; no 1 3MiHa afpecu 3asBHVKa. BBegeHHs 3MiH
Ty6i B nauuj 3 NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMAKEHHS
KapTOHY
97. | nworonsa pO34MH ANs1 pOTOBOT MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 nionsicae UA/8255/01/01
PO34MH 3 MOPOXHWHM No 25 T "®ITOPAPM 3MmiHu | TYny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenma
rNILEPUHO y chnakoHax " HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
M (BNacHvKa peecTpauiiHoro NocBigYeHHs)
3MiHa agpecu 3asBHUKa. BBeAeHHs 3MiH
NPOTArom 6-T1 MicsAUIB Nicns 3aTBEPAKEHHS
98. | MESAHEKCT Kpanni O4Hi, pO34uH, HekcTbapm | Pecny6nik BEAJTIKAHO®APMA- Bonrapis BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3a - UA/17255/01/01
25 mMr/mi; no 5 mny meX a ABCTpist PA3IPAL AL 3MiHu | TUny - 3MiHK 3 sKocTi. CepTudiikaT peyenmom

dpNakoHi-
KpanenbHuuj; no 1
oNakoHy-
KpanenbHuui y
KapTOHHIA navui

BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUIYYEHHS
cepTudcpikaTa BiANoOBIAHOCTI EBpONEiChKilt
thapmakonei: gnsa A®l; ans BUXigHOro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
0151 OMOMIKHOI peqoBuHM (cepTudoikaT
BiANoBigHOCTI EBponelickkili hapmakonei) -
OHoBNeHWiA cepTudikar Bif yxe
3aTBEPPKEHOrO BUPOOHMKA - NOAAHHSA
OHOBJIEHOr0O cepTudikaTa BifnoBigHOCTI
€sponelicbkili hbapmakonei Ne R1-CEP 2005-
291 - Rev 05 (3aTtBepgxeHo: R1-CEP 2005-
291 - Rev 04) ana A®| deHinedpuHy
rigpoxnopuay Bif BXe 3aTBepAKeHOro
BMpo6HMKa Divi's Laboratories Limited, India.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

3miHu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHoCTI/IE-cepTudpikart BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BiZANOBIAHOCTI ab0 BUYyYEHHS
cepTucpikaTa BiANoBiAHOCTI EBpONEiChKilt
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;
ANs AONOMDKHOT peyoBrHY (cepTuddikat
BiANoOBigHOCTI EBponelickkili hapmakonei) -
OHOBEeHWIA cepTUdikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHSA
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI
€sponelicbkili hbapmakonei Ne R1-CEP 2005-
291 - Rev 06 gns Ad| cheHinedpurHy
rigpoxnopuay Bif BXe 3aTBepAKeHoro
BMpo6HMKa Divi's Laboratories Limited, India.

99.

MEKIHICT

TabneTku, BKpUTI
NNiBKOBOO
060s10HKOI0 110 0,5
mr; no 30 TabneTok
y chnakoHi, no 1
chnakoHy B
KapTOHHIA KopoobLi

HoBaprTic
®apma Al

LLiBefiuapi
A

BMPOBHUK
Hepo3dacoBaHOl
npoaykuii Ta
KOHTOPO/1b AKOCTI:
nakcoCmiTKnsinH
MaHyhakTypuHr
C.n.A,, Itanis
nepBuHHe Ta
BTOpUHEE
nakyBaHHS, BUNYCK
cepi:
"nakco Bennkom
C.A., IcnaHis

ITanis/
IcnaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNy - AOMIHICTpaTUBHI 3MiHU. 3MiHa
Kogy ATX - 3MiHV BHECEHO A0 IHCTpyKUii Ans

MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
[0 po3giny «®apmakoTepaneBTMyHa rpyna.

Kog ATX» BiANOBIAHO [0 MiXXHApPOLHOro
knacudpikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPAXKEHO — «AHTUHEOMNIACTUYHI 3aC06MU.
IHriGiTOpM NpoTeiHkiHasu. TpameTuHi6. Kog
ATX LO1X E25.», 3anponoHoBaHo —
«AHTUHeONNacTUYHI 3acobu. IHriGiTopu

NpoTeiHKiHa3W. IHFiBITOp MiTOreH-akTVBOBaHOT
npoteiHkiHasn (MEK). Kog ATX LO1E EO1.».
BBefeHHs 3MiH npoTarom 6-t1 MicauiB nicns

3aTBEPMAKEHHS; 3MiHu |l Tuny - 3MiHW WoAo

6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT A4S

MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU

OaHUMK 3 SKOCTi, AOKNIHIYHUMW, KAIHIYHMUN
AaHuMK Ta faHnMu 3 papmakoHarnsagy -
3MiHV BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3acTOCyBaHHS MikapCbKoro 3acoby Ao po3giny
«®apmMakosorivyHi BMacTMBOCTI» LW0A0
pesynbTaTiB fgocnimkeHHa BRF115532
(COMBI-AD). BeeaeHHs 3MiH NpOTArom 6-Tn
MicsALIB Mic/A 3aTBepKEHHS; 3MiHu Il Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
dhapmakoHarnsay. 3miHun y KopoTkin

3a
peyenmom

He
nionsieae

UA/16836/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi

MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCyBaHHS Y 3B’AI3KY i3 HOBUMUW AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KIHIYHMKW AaHUMK Ta
AaHumu 3 chapmakoHarnagy - 3mMiHM BHECEHO
00 IHCTPYKLUiT A9 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis «Ocob6nmnBocTi

3acToCyBaHHs», «Cnoci6 3acTocyBaHHs Ta

[031» WoJ0 3aCTOCYyBaHHS NiKapCbKoro

3aco6y npv NnxomaHui. BBegeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPAXEHHS;

3MiHn |l Tuny - 3miHK Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B’A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUN

AaHvMK Ta JaHnMy 3 dpapmakoHarnsagy -
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCcyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
«B3aemogis 3 iHWKMKU NikapcbkuMu 3acobamm

Ta iHWIi BUAW B3aEMOZI» LWoAo iHhopmawi

B3aemMogji i3 fabpadeHibomM. BBegeHHs 3MiH

NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPIXKEHHS;

3MiHn |l Tuny - 3miHn Wwoao
6e3nekn/edhekTVBHOCTI Ta hapmMakoHarniagy.
3MiHM y KOPOTKili XapaKTepuCTuL NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKUiT A4S
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
[aHVIMU 3 SIKOCTi, AOKMIHIYHUMM, KAIHIYHUMUA
OaHuMK Ta JaHnMu 3 hapmakoHarnsgy -
3MiHM BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao po3ainis
«OC06MNBOCTI 3aCTOCYBaHHS», «[106IYHI
peakuii» L1040 THKKMX LIKIPHUX MOBIYHMX
peakLiii, Bkoyatoum cuHapom CTiBeHca —
[bxoHCcoHa, peakui rinepyyTInBOCTI 3
€03UHOMINIEID Ta CUCTEMHUMU CUMITTOMAaMMU.

BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns

3aTBEPMKEHHS; 3MiHu |l Tuny - 3MiHW WoAao
6e3nekn/edhekTVBHOCTI Ta hapmMakoHarniagy.
3MiHM y KOPOTKili XapaKTepuCTuL NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKUiT Ans

MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU

[aHVIMU 3 SIKOCTi, AOKMIHIYHUMM, KAIHIYHUMUA
OaHUMK Ta JaHnMy 3 papmakoHarnsgy -
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro

3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3fainis
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
«®apmakoorivyHi B1acTMBocCTi», «Cnoci6
3acTocyBaHHS Ta f03u», «[M06iuHi peakLii»
Li0f0 pe3ynbTaTiB gocnimkeHHs XUS23T.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
100. | MEKIHICT TabneTku, BKpUTI HosaprTic LLsenuapi BMPOBHUK ITanis/ BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a He UA/16836/01/02
N/1iBKOBOIO dapwma Al A Hepo3dacoBaHoi Icnanis 3MiHY | TUMy - AAMiHICTPaTWBHI 3MiHU. 3MiHa peyenmom | niosis2ae
060/10HKOIO MO 2 Mr; npoaykuii Ta Kofy ATX - 3MiHV BHeceHo A0 IHCTpykuii ans

no 30 TabneTok y
chnakoHi, no 1
donakoHy B
KapTOHHI Kopoobui

KOHTPO/b AKOCTI:
InakcoCmiTKnsiiH
MaHyhakTypuHr
C.n.A, ITania
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii:
nakco Bennkom
C.A., IcnaHis

MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
[0 posginy «®apmakoTepaneBTuyHa rpyna.
Kog ATX» BignoBigHO A0 MbXHApPOAHOro
Knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPAXKEHO — «AHTUHEONNACTUYHI 3ac06U.
IHri6iTopy NpoTeiHkiHasn. TpameTuHi6. Kog
ATX LO1X E25.», 3anponoHoBaHo —
«AHTUHEONIaCTUYHI 3aco6W. IHriGiTopK
NpOTeiHKiHa3W. |HriGITOp MITOreH-akTVBOBaHO!
npoteinkiHasn (MEK). Kog ATX LO1E EO1.».
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3atBepKeHHs; 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHMUN
[aHvMun Ta JaHuMmu 3 dpapmakoHarnsagy -
3MiHN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainy
«®apmMakoorivyHi BMacTMBOCTI» LW0A0
pe3ynbTatiB gocnigpkeHHs BRF115532
(COMBI-AD). BBeeHHs1 3MiH NpOTAroM 6-Tu
MicAUIB MicnA 3aTBepKEHHS; 3MiHu Il Tuny -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHOro
3aCTOCyBaHHS Yy 3B’A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, OKNIHIYHAMMU, KIIHIYHUMW AaHVMU Ta
AaHumu 3 chapmakoHarnagy - 3MiHM BHeCEHO
[0 IHCTPYKUIT 415 MEeJMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis «Ocob6nnBoCTi
3aCTOCyBaHHsA», «Cnocib 3acTocyBaHHA Ta
[031» LWOA0 3aCTOCYBaHHS NiKapCbKoro
3aco6y npu NnxomaHLi. BeegeHHs 3MiH
NpoTArom 6-Tu MicALIB NiCNs 3aTBEPMKEHHS;
3MiHu 1l TUny - 3MiHu Woao

6e3nekn/edeKTMBHOCTI Ta ddapmakoHarnsagy.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTPYKLi ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMU
OaHUMM 3 SIKOCTi, AOKNIHIYHUMUN, KAIHIYHUMUN
OaHuMK Ta faHnMu 3 dpapmakoHarnsgy -
3MiHWN BHECEHO [0 IHCTPYKLi 415 MegUUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainy
«B3aemogisa 3 iHWKMKU nikapcbkrMU 3acob6amu
Ta iHWi BUAW B3aemopiii» oo iHopmauii
B3aemogiji i3 gabpacheHibom. BBegeHHs 3miH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPAXEHHS;
3MiHu Il TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B’A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUN
OaHUMK Ta faHnMK 3 dhapmakoHarnsgy -
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCcyBaHHA NiKapcbkoro 3acoby A0 po3ainis
«OCO06NMBOCTI 3aCTOCYBaHHNA», «M06IYHI
peakuii» 040 THKKMX LWKIPHUX MOBIYHMX
peakuiii, BKItoYaoum cmHapom CTiBeHca —
[bxkoHCcOoHa, peakui rinepyyTAnBoCTi 3
€03VHOINIEID Ta CUCTEMHUMU CUMITOMaMM.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3atBepKeHHs; 3MiHu |l Tuny - 3MiHn Wopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIili XapakTepuncTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUN
OaHUMK Ta faHnMK 3 dhapmakoHarnsgy -
3MiHN BHECEHO A0 IHCTPYKLii 415 MegUYHOro
3acToCcyBaHHA NiKapcbkoro 3acoby A0 po3ainis
«®apMaKo1orivyHi BNacTUBOCTI», «Cnocio
3acToCyBaHHA Ta [03u», «[o6iuHi peakwii»
o0 pe3ynbTaTiB gocnimkeHH XUS23T.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

101.

METOKCUKA
M-TEBA

PO34MH ANA iH EKLi,
15wmr/1,5mnno 1,5
M B amnysii, no 5
amnyny
nnacTykoBoMy
KOHTEliHepi B
KapTOHHIlA KOpooLi

TOB "TeBa
YkpaiHa"

YkpaiHa

Xenn C.A.

peuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
niKkapcbKoro 3acoby, abo gocnimpkeHb 3

3a
peyenmom

He
niosnsiecae

UA/6308/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6e3nekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNoBIAHO A0 NnaHy
negiatpuyHmx gocnimpxkeHb (PIP) (iHwi 3MiHK)
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco61MBOCTI 3acTOCyBaHHA", "3acTOCyBaHHSA
y nepiof BariTHOCTi abo rofyBaHHs rpyaar”,
"Mo6iyHi peakuii” BIiANOBIAHO A0 iHOpMaL;i 3
6e3nekun nikapcbkoro 3acoby. BBegeHHs 3MiH
NpoTArom 6-T1 MiCALIB NiCNsA 3aTBEPKEHHS
102. | MEHOBA3WH | po3uuH ans MNPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 6e3 nionsi2ae UA/8167/01/01
30BHILUHLOIO "PITOPAPM 3MiHU | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuenma
3acToCyBaHHA, " HallMeHyBaHHs Ta/abo agpecu 3asBHMKa
cnupToBwuiA; no 40 (BNacHvka peecTpauiiHoOro NocBig4YeHHs)
M1 a6o no 100 mny 3MiHa afpecu 3asBHVKa. BBeeHHs 3MiH
hnakoHax CKNSHWUX; NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMXKEHHS.
no 40 mny
dhnakoHax
noniMepHMX
103. | METUNETUN KpucTaniyHmi ToBapucTso YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: - - UA/19796/01/01
MNIPUANHOMY | nopoLuok 3 06MeXeHo 3MiHu | TUny - 3MiHK 3 skocTi. API.
FIAPOXNOPU | (cy6ecTaHuis) y obmexeHor BiANOBIAA/LHICTIO CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
A MiLLKax Bignosigasb "OAPMXIM" BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
nonieTuIeHoBMX HICTIO 36epiraHHs A®I (3a BigCyTHOCTI Yy
ans "OAPMXIM" 3aTBEPMAXEHOMY AOCbE cepTudikara
hapmaueBTUYHOIO BiANOBIAHOCTI EBponeiickbkili hapmakonei, wwo
3aCTOCYBaHHSA BK/IIOYAE Nepiog, NOBTOPHOrO BUNPOGYBaHHS)
(nepiof, noBTOpHOro BUNpPobyBaHHA/Nepios
36epiraHHs) - 36iNblUEHHS ab0 BBEAEHHS
nepiogy NOBTOPHOro BUNpobyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ybTaTiB A0CNIfKEHb
Y peasibHOMy 4aci - 36i/IbLUEHHS TEPMIHY
NepPeKoOHTPOSII0 Y 3B’A3KY 3 NPOBEAEHUMM
[OCNIMKEHHAMMW Y peasibHOMY Yaci.
3arBepmkeHo: 9 MicauiB; 3anponoHoBaHo: 18
MicauiB
104. | METPOHIAA3 | po3uuH 4ns iHdysiin, | ToBapucTeo YKpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a He UA/5519/01/01
on - 5 mr/mn, no 100 mn 3 06MexeHo 3MiHuW | TUNY - 3MiHK Woao peyenmom | nidsisicae
HOBO®APM abo no 200 mn y obmexeHoto BiANOBIAA/LHICTIO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
NASWLi CKNSHIN, No BignoBigasib thipma "HoBodhapm- 3MiHa y KOpOTKiil XapaKTepucTuLli Nikapcbkoro
1 nnAwui y nayyi 3 HicTIO chipma BiocnHTes" 3aco0y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
KapToHy; no 100 mn "HoBodhapm- MeAUYHOro 3acToCcyBaHHA Ha nigcTasi
a6o no 200 mny BiocnHTes" perynsipHoO OHOBJ/TOBAHOIO 3BIiTy 3 6e3nekn

nNAWKax CKNAHNX

nikapcbkoro 3acoby, abo AoCcnigkeHb 3
6e3nekun 3aCTocyBaHHA NiKapcbkoro 3acoby B
nicrsipeecTpayiinnii nepiog, abo sk
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

pe3ynbTaT OLUiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO 40 naHy
negiatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO B IHCTPYKL,it0 ANns
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
[0 po3giniB "Oco6nBOCTi 3aCTOCYBaHHA",
"Mo6ivHI peakuii" BiANOBIAHO 4O OHOBMEHOI
iHchopmawii Wwoao 6e3nekn 3acTocyBaHHsS
[il040T PeYOBVHYM 3riAHO 3 pEKOMeHJaLlieto
PRAC.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

105.

ME®EHAMIH
OBA
KACNOTA

Tabnetku no 500 wmr;
no 10 TabneTtok y
6nicTepi; no 2
6nictepy B nauui 3
KapToHy

MPAT
"®ITOPAPM

YkpaiHa

MPAT "®ITODAPM"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHM) - 3MiHN BHECEHO [0
3aTBEPMKEHOTO TEKCTY MapKyBaHHS
NepBUHHOT YNaKoBKM iKapCbKOro 3acoby B M.
4. «AATA 3AKIHUEHHA TEPMIHY
MPUOATHOCTI», n. 6. «IHWE» Ta fo Tekcrty
MapKyBaHHS BTOPWHHOT yNakoBku B n. 8.
«JATA 3AKIHYEHHA TEPMIHY
MPUAATHOCTI», n. 13. <HOMEP CEPII
NNIKAPCbKOI'O 3ACOBY», n. 17. «IHLE».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS

6e3
peyenma

UA/17139/01/01

106.

MIIIKCon

PO34MH ANA iH EKLi,
15 mr/1,5 mn; no 1,5
M/1 B amnynax; no 5
ammnys B KApTOHHIl
nauui

3AT
«®apmira»

JInToBCbKa
Pecny6nik
a

XENN C.A.

peuis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimkeHs 3
6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nnaHy
negiatpuyHux gocnimkers (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT A5 MeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3gain
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyAat” BignosigHoO 40 OHOB/IEHO!
iHhopmaLii 3 6e3neku AitoHoi peHOBUHMN.
BBefeHHs 3MiH NpoTarom 6-t1 MicauiB nicnas

3a
peyenmom

UA/15309/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3aTBEpPMKEHHA. 3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapaKTepucTuL NikapcbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo AoCnimKeHb 3
6e3nekn 3acTocyBaHHA NikapCbKoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO 40 naHy
neaiatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHUM
opraHoMm). 3MiHM BHECEHO [0 iHCTPYKUii ons
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
y po3ginu: "OcobanMBOCTi 3aCTOCyBaHHS",
"Mo6ivHI peakuii" BiANOBIAHO 4O OHOBMEHOI
iHchopmawii 3 6e3nekun fjtoyoi pevoBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
107. | MYKANTTUH® | Ttabnetku no 50 mr, MAT YkpaiHa MAT "lrannudapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 3a - UA/1982/02/01
no 10 Tabnetok y "ranunudap 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. peyenmom
cTpunax; no 10 M" Buny4yeHHs1 BUPOGHMYOI AiNbHULI (BKIHOYA0UM
TabneTok y cTpuni; AinbHUUI ana A®l, npomikHOro npoaykTy abo
no 3 cTpunu B nau; roTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans
no 30 TabneTtok y npoBefeHHA NakyBaHHs1, BUPOOHUKA,
KOHTelHepi; no 1 BiAMNOBiga/IbHOro 3a BMMNYCK Cepiit, Micue
KOHTeliHepy y nauui; npoBefeHHS KOHTPOJIO cepii) abo
no 10 TabneTtok y nocravasibH1Ka BUXigHOro martepiasny,
6nictepax; no 10 peareHTy abo [OMNOMKHOI PEYOBUHM (SIKLLO
TabneTok y 6nictepi; 3a3HayeHo y [0CbE) - BUTyYEHHS BUPOGHMKa
no 3 6nictepu B A®I| MykanTvH, nopowok 3AT «BichiTex»,
nauuj Pocis, o BUKOPUCTOBYETLCSA Y BUPOBHULTBI
'N3. 3amwaeTbesa anbTepHaTUBHNIA
BUPO6HUK AP MAT "ranunydpapm”, YkpaiHa
108. | MY/IbTAK® TabneTku, BKpUTI TOB Ykpaina CAHO®I BIHTPOI ®paHuis BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3a - UA/10412/01/01
060/10HKO10, Mo 400 "CaHoi- IHOACTPIA 3MiHuW | TUNYy - 3MiHK Woao peyenmom
mr; Ne 60 (10x6): no ABeHTIC 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
10 TabneTok B YkpaiHa" BBefeHHs abo 3MiHU [0 y3araslbHeHUX AaHnX

6nicTepi; no 6
6nictepiB y
KapTOHHI KopoobLi

npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHNX faHunx npo cuctemy
hapmakoHarnsay, amMiHa ynoBHOBaXKeHO|
0co6w, BignoBiganbHOI 3a 34jiNCHEHHS]
thapmakoHarnsfy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa ANS 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3@ 3[iiCHEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
hapmakoHarnsagy (Bkovaruy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cuctemn hapmakoHarnagy). 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHIIKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsag.
[itoua pepakuis: Xogakiscbka TeTaHa
BsavecnasiBHa. MNponoHoBaHa pegakuis:
BapdonomeeBa IBaHHa OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0co6W, BignoBigasbHOI 3a ddapMakoHarnsaga.
109. | M'ATHI Tabnetku no 2,5 mr MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 niosnsieae UA/8485/01/01
TABNETKA no 10 TabneTok y "®ITOPAPM 3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenma
6nicTepax " HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs)
3MiHa agpecu 3asBHUKa. BBeAeHHs 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1a 3aTBepAKEHHS!
110. | HABOHEKC® | cnpeii HazanbHWiA, OpraHoH LLiBeiiuapi OpraHoH XelicT 6B Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a He UA/11264/01/01
CUHYC [o30BaHwuii, 50 CeHTpa IcTt ] 3MiHK | TUNY - AOMIHICTpaTMBHI 3MiHN. 3MiHa peyernmom niosnsiecae
MKr/go3y M6X HaliMeHyBaHHs Ta/abo agpecu Micus
no 10 r (60 go3) NPOBaPKEHHS AiS/IbHOCTI
cycneHsii y BMpPO6HMKa/iMnopTepa roToBOro /likapcbKoro
nosnieTneHoBoMy 3aco6y, BK1HOYAKUN [i/TbHUL BANYCKY cepii
donakoHi 3 abo Mmicue NpoBefeHHsI KOHTPOJIO SKOCTI.
[,03YH04MM HAcOCOM- (@isiNbHICTb, 3a Ky BigNoBigae
posnuatoBavem, BUPOGHMK/iIMIOPTEP, BKIOYAKOUN BUMYCK
3aKpUTUM cepiid). AoMiHicTpaT/BHa 3MiHa Ha3BU
KoBMnaykom; rno 1 BMpo6HMKa /13. TakoX BHOCUTLCS HE3HAYHE
donakoHy y KoperyBaHHs [0 agpecu. BupobHuua ginbHuus
KapTOHHIl KopooLi Ta yci BUpo6HMYi onepadii 3anuiaTbes
HE3MiHHMMUW. 3MiHN BHECEHO B iHCTPYKLi0 ANns
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po34inn «BupobHuK» Ta
«MicuesHaxomkeHHs BUPOGHMKa Ta agpeca
MiCLii NPOBaPKEHHS A0OTO AiS/ILHOCTI» 3
Bi4NOBIAHVMMN 3MiHAMW Y TEKCTi MapKyBaHHS
ynakoBKW nikapcbkoro 3acoby. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPKEHHS.
111. | HATPIO PO3YMH ANS iH'EKLIN, MpAT YKpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a - UA/6106/01/01
TIOCYNb®AT | 300 mr/mn "®apmauesT "GapmaueBTnyHa 3MiHK | TNy - 3MiHK 3 AkocTi. A®I. KoHTponb peyernmom
-AAPHULA no 5 mn B amnyni; n4yHa chipma tipma "AapHuua" A®I. 3miHa y napameTpax cneumdikauiii
no 5 amnyny "OapHnua" Ta/abo fonyCTUMNX MEX, BUSHAUEHUX Y

KOHTYPHIi
YapyHKoBIl
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nauLi

cneumdikauisix Ha Adl, abo
BUXIAHUA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUPOOHMLTBA
A®| (BUNYyYEHHA HE3HAYHOTO NOKa3HWMKa SKOCTI
(Hanpuknag BUy4YeHHs 3acTapinoro
nokasHuka)) 3MiHa y napametpax A®I HaTpito
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

Tiocynbdpaty, a came nokasHUK «Baxki
MeTasM» BUNY4YeHO BifnoBigHO A0 Aitoyol
MoHorpadii «Sodium thiosulfate»
€sponelicbkoi ®apmakonei, HactaHosu ICH
guideline Q3D on elemental impurities Ta Risk
Assessment on elemental impurities Big,
BMpo6HuKa Canton Laboratories Pvt. Ltd, India
(po3gin 3.2.S5.3.2 flomiwku). 3MiHun | Tuny -
3MiHn 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWIA/NPOMDKHUIA NpoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS y NpoLeci BUPobHMLTBA
A®| (iHWi 3MiHW). CynyTHA 3MiHa - 3MiHW 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeCi BUPOBHMLTBA
AD| (He3HaYHI 3MiHW Y 3aTBEPKEHNX
MeToAax BUNpPOo6yBaHHS) BHECEHHS 3MiH B
cneuudikauiio Ta MeToan KoHTposio Ad|
HaTpito TiocynibchaTy BUpo6HuKa N3 3a
nokasHukamu «lgeHTtudikauis D» npusegeHo y
BiANOBIAHICTb 4,0 BMMOT Ajt040i MOHorpadii
«Sodium thiosulfate» €sponeiicbkoi
dapmakonei Ta maTepiasniB BUpo6HUka Canton
Laboratories Pvt.Ltd, India; «Mikpo6ionoriyHa
yucTOoTa» NPUBELEHO Y BIAMNOBIAHICTL A0
BuMmor €9, 2.6.12, 5.1.4. 3MiHun | Tuny - 3MiHu
3 aKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. 3mMiHu, nos'a3aHi 3
HeOoOXiJHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLOI HaLioHa/IbHOI
thapmakonei gepxasu E€C (3miHa y
cneuudikauii HechapmakoneiHoro A®| ans
npuBeLEeHHs Y BiANOBIAHICTbL A0 BUMOr JdY
abo €sponelicbkoi hapmakonei, abo iHLwol
HauioHasbHOT hapmakonel gepxasu €C) -
JlonomixHa pevyoBuHa/BUXigHWIA MaTepian ans
BMpo6HMLTBa API. MaTepiann peecTpauiiHoro
[0CbE Ha nikapcbkuid 3acié Hatpito
TiocynbgaTt-AapHuLs, Po3UnH AN1s iH'EKLl,
300 mr/mn, a camve: po3ginis 3.2.P.4.1
Cneuudpikauii/3.2.P.4.2. AHaniTUYHI MeTOAMNKM
BVKIAAEHHI Ta CTWI30BaHHI Y BIiANOBIAHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

[0 MoHorpadis 00195 Eur. Ph. gitoyoi
pefakuii «Sodium hydrogen carbonate».
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHI 3 HEOOXIAHICTIO NPVYBEAEHHS
Yy BifgnoBigHICTb A0 MoHorpacii A4dY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HaujioHasbHOT thapmakonei aepxasu €C
(3miHa y cneumdikauii HedpapmakoneiHoro
A®| ana npyBedeHHs Y BIAMNOBIAHICTb A0
Bumor idY abo €Bponeiicbkoi thapmakoner,
abo iHWoi HauioHanbHOI hapmakonei
aepxasun €C) - JonomixHa
peyoBvHa/BUXIgHWIA MaTepian ans
BMpo6HMLTBa API. MaTepianu peecTpauiiHoro
[0CbE Ha nikapcbkuid 3acié Hatpito
Tiocynbgart-JapHuLs, Po3UnH AN1s iH'EKLl,
300 mr/mn, a came: po3ginis 3.2.P.4.1
Cneuudpikauii/3.2.P.4.2. AHaniTUYHI MeTOAMNKM
BVKAAEHHI Ta CTUMI30BaHHI Y BiANOBIAHOCTI
[0 MoHorpadis 00169 Eur. Ph. gitoyoi
pepakuii «Water for injections». 3miHu | Tuny -
3MiHn 3 sKocTi. CepTudikar sBignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONENChKIi
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeOoOXiJHICTIO NPYBELEHHS Y BiANOBIAHICTL A0
MoHorpadii JdY abo EBponeiicbkoi
thapmakonei, abo iHLWOT HauioHaNbHOT
thapmakonei gepxasu E€C (3miHa y
cneuudikauii HechapmakoneiHoro A®| ans
npuBeAeHHs y BiANOBIAHICTL A0 BUMor Y
abo €sponelicbkoi hapmakonei, abo iHLwoil
HaujioHasbHOT thapmakonei gepxasu €C) -
[JonomixHa pevoBuHa/BMUXigHWI MaTepian ans
BMpOGHULTBA ADI.

MaTepiasin peectpauiiiHoro ocbe Ha
nikapcbkuii 3aci6 Hatpito Tiocynbghat-
JapHuus, po3unH ans iH'ekuii, 300 mr/mn, a
cawme: po3ginis 3.2.P.4.1
Cneumdpikauii/3.2.P.4.2. AHaNiTUYHI MeTOANKM
BVKAAEHHI Ta CTUMI30BaHHI Y BIANOBIAHOCTI
[0 MoHorpadis 00232 Eur. Ph. gitoyoi
pepakuii «Disodium edetate». 3miuu Il TUnYy -
3MiHu 3 sKocTi. A®l. BupobHMLTBO. 3MiHa
BVMPOGHMKA BUXIZHOr0/MPOMIXKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoLeci A®l, abo 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep

peecmpayiliHo2o
nocsioYeHHs1

BMPOGHMKa (BK/TOYaouM, Ae HeobXxigHo, micue
npoBeAeHHs KOHTPOo AkocTi) APl (3a
BiICYTHOCTI cepTucpikata BiANoBIAHOCTI

€Bponeiicbkili hapmakonei y 3aTBepakeHoMy

[ocbe)(BBEAEHHS HOBOro BUPOOHUKa ADI 3
HagaHHAM mMacTep-aiina Ha Adl). o

po3gainy "Cknaf" BHECEHO a/ibTEPHATVBHOIO

BMpo6HUKa hipmn Canton Laboratories Pvt.

Ltd, India Ha 3amiHy chipmMu AO «XUMUYeckuii
3aBog» nM. J1.4.KapnoBa», Poccuiickas
Pepepaums. Ak HacNifoK po3ain TepMiH
NpuAATHOCTI NpMBEAeHUA BigNoBiAHO A0

marepianis a/lTEPHATUBHOIO BUPOGHMKA
cybcTaHLUii | npeAcTaBneHuniA B HACTYMHIi
pefakuii: «TepMiH NepekoHTPOI — 5 pokiB».Y
npoueci BupobHuutea npenapaty HATPIHO
TIOCYJIb®AT-0APHUNLUA, po3unH ana
iH'ekujii, 300 Mr/MA HisikMX 3MiH He Biabyocs.

112.

HEBIBAN

TabneTkv no 5 Mr no
10 TabneTok y
6nictepi; no 2, 3 abo
8 GriicTepiB y nayui

AT
"KUIBCbKW
"
BITAMIHHU
" 3ABOA"

Ykpaina

AT "KWTBCBKIT
BITAMIHHWI
3ABOL"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHU | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micua
NPOBaXEHHS AiS/IbHOCTI BUPOGHMKA
(BKKOYatoum, 3a Heo6XigHOCTI, Micue
NpOBeAEHHS KOHTPOJIIO SKOCTI), ab0 BNacHuMka
macTep-haiina Ha A®l, abo noctavasbHuKa
Adl/BMXigHOrO
marepiany/peareHTy/npomMiKHOr0 NPOAYKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHMLTBI API (SKLLO
3a3Ha4YeHo y A0ChbE Ha NikapcbKuii 3acib) 3a
BiICYTHOCTI cepTucpikata BiANoBIiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHMKA HOBOI LONMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE). 3MiHA
HalilMeHyBaHHs Ta afpecu BUpobHuka Adl,
nigroTossieHa y BiANOBIAHOCTI A0
noBiAoOMNEHHS DipMU-BUPO6HMKa AP, 6e3
3MiHM MicLe3HaxX0MKEHHS BUPOBGHMKA.

3a
peyenmom

UA/4979/01/01

113.

HEBIBO/1O/
y
riaAPOXnorPu
A

NOPOLLIOK
KpucTanivyHmi
(cybeTaHuis) y
nakeTax noaBiliHNX
nonieTuIeHoBMX
ans
chapmaLeBTUYHOro
3acTocyBaHHS

AT
"KuniBcbkuii
BiTaMiHHWIA

3asof”

YkpaiHa

[xunanrcy Baiikiga
dapmacbtoTikan Ko.,
nro.

Kutaii

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHY | TRy - AAMIHICTPaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiSNIbHOCTI BUPOOHMKa
(BKKOUaOUM, 3a HEOOXiAHOCTI, Micue
NpoBefieHHA KOHTPOJII0 SIKOCTI), ab0 BnacHuka
macTep-paiina Ha A®l, abo nocTavasibHuKa
Adl/BnxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY,
LLI0 3aCTOCOBYOTHCA Yy BUPOOGHULTBI AD| (AKLLO
3a3HaYeHO Y A0CLE Ha Nikapcbkuii 3acib) 3a

UA/17743/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

BiICYTHOCTI cepTucpikaTa BiANoOBIgHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbke, abo BUPOOHMKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE). 3MiHA
HalilMeHyBaHHs Ta afpecu BUpobHuka Adl,
nigroToBsieHa y BiAnNoBigHOCTI A0
noBigoOMIEHHS (DipMU-BUPOGHMKa AdI, 6e3
3MiHU MiCLIe3HaxXOKEHHSI BUPOBHMKA.

114.

HEWPOANKN
OBIT

Kancynu; no 10
kancyn y bnictepi;
no 3 abo no 5
6nicTepiB B KOPOOL
3 KapTOHY

TOB
«BAYLW
XEJIC»

YkpaiHa

.. dapma M'méX,
ABCTPisi; BUAPO6HUK
BiAnoBiganbHUIA 3a
BUMYCK NPOAYKTY:
.. dapma M'mobX,
ABCTpis

AscTpist

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, amiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34iNCHEHHS]
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsagy (Bkovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cuctemn hapmakoHarnagy). 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXKEHOi 0cobM
3asBHVKA, BiANoBiga/IbHOI 3a dpapMakoHarnsg.

3a
peyernmom

UA/5909/01/01

115.

HIMECYNnI4

Tabnetkn no 0,1,
no 10 Tabnetok y
6nictepi; no 1 a6o 3
6nictepn y nauui 3
KapTOHY

MpusaTHe
akuioHepHe
TOBapUCTBO

"Nekxim -

Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapUCTBO "J1ekxim
- XapkiB", YKpaiHa;
MpAT «TexHonor»,
YKpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis:
3MiHuW | TUNYy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOIO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo JoCnifkeHb 3
6e3nekun 3aCTocyBaHHA NiKapcbkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BifnoBigHO A0 NaHy
neaiatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHOoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHA rpyaar” Wwoao 6esneku
3aCTOCYBaHHA Ail040i PeHOBUHW HIMecCy i,
BiANOBiAHO A0 pekomeHaauiin PRAC.
BBefeHHs 3MiH NpoTarom 6-t1 MicauiB nicnas

3a
peuyerimom

He
nionsieae

UA/6540/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

3aTBEpPMKEHHA. 3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapaKTepucTuL NikapcbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo AoCnimKeHb 3
6e3nekn 3acTocyBaHHA NikapCbKoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO 40 naHy
neaiatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHUM
opraHoMm). 3MiHM BHECEHO A0 IHCTpyKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
[0 po3giniB "Oco6/MBOCTi 3aCTOCYBaHHA" Ta
"Mo6iyHi peakyii" woao 6esneku
3aCTOCYBaHHSA Ait040T PEYOBUHW HiMecynif
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPIKEHHS

116.

HOKCA®IN®

CyCMeH3is opasibHa,
40 mr/mn, no 105 mn
y thnakoHi; no 1
chnakoHy 3 MipHOH
NIOXEYUKOI0 Y
KapTOHHI Kopoobui

Mepk Wapn i
Joym IAEA
vM6X

LLisefiuapi
A

BMPOBHUK
Hepo3dgacoBaHOl
nNpoAayKLUii, NepBNHHE
nakyBaHHs:
MNareoH IHK., KaHaga
BTOPUHHE
nakyBaHHs, BUMYCK
cepi:
OpraHoH XelicT 6B,
Benbrisi

KaHapa/
Benbris

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micua
NPOBaKEHHS AiS/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro JlikapcbKoro
3ac00y, BK1IOYAKUN [iTbHUL BUNYCKY Cepii
abo Micue NpoBefeHHs KOHTPOJIK SKOCTI.
(gisanbHICTb, 3a Ky Bignosifae
BMPOGHUK/IMNOPTEP, BK/IOYAKOUN BUMYCK
cepiii) AgmiHicTpaTBHa 3MiHa Ha3BU
BMPOBHMYOT AiNbHULL, iKa Bignosigae 3a
BTOPUHHE NakyBaHHSA, BUNYCK cepii. Takox

BHOCUTbLCA HE3HAYHE KoperyBaHHA 0 agpeci.

Brpo6Huya ainbH1uA Ta yci BUpo6HUYI
onepadii 3annwarTbCs HE3MIHHUMUN. 3MiHN
BHECeHi y po3ginu "BupobHuK" Ta
"Micue3HaxokeHHs BUPOGHVKa Ta afpeca
MiCLii NPOBaPKEHHS OT0 AisS/IbHOCTI" B
IHCTPYKL,i0 415 MeANYHOTO 3aCTOCYBaHHA Y
3B'A3KY 3i 3MIHOK Ha3BM BUPOOHUYOT AiNbHULL
Ta K HacnigoK - BIANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMKEHHSA. 3MiHuW | TNy -
ALMiHICTpaTMBHI 3MiHWN. BunyyeHHs
BUPOBHMYOT AiNbHULL (BKHOYAOUN AiNbHUL
ans A®l, npomixkHOro NpoAyKTy abo rotoBoro

3a
peyenmom

He
nionsieae

UA/9269/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

nikapcbKoro 3acoby, AinbHNLi ANs
npoBefeHHA nakyBaHHs, BUPOOHUKa,
BiANOBIAa/IbHOrO 3a BUNYCK cepiii, MicLe
NpoBeLEeHHS KOHTPOJIIO cepii) abo
noctavasibH1Ka BUXifHOro mMaTtepiany,
peareHTy abo [OMOMDKHOI PEYOBUHM (SIKLLO
3a3Ha4yeHo y A0cbe) BunyyeHHs BUpoGHMYOT
AinbHnui CENEXI HSC - HEROUVILLE SAINT
CLAIR, France / CEHEKCI HSC - EPYBI/Ib
CEHT K/NEP, ®paHui, BignoBigaibHOI 3a
BTOPVHHE NakyBaHHA Ta BuUnyck cepii MN3.
3aMwaeTbcsa BUPOBHYK, KOTPUIA BUKOHYE TiX
cami chpyHKUjT, Lo i BUIyyeHuiA: OpraHoH
XelicT 6B, Benbris. BunyyeHHsi BUPO6HUYOI
AiNbHULI Ta K HACNIAOK - BUTYYEHHS
IHCTPYKLUIT 4719 MEANYHOrO 3acTOCYBaHHS Ta
TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro
3acoby 415 BiANOBIAHOT BUPOGHNYOI AiNbHUL.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. 3MiHK | TUny -
ALMIHICTPaTMBHI 3MiHU. BunyyeHHs
BMPOGHMYOT AiNbHULI (BK/THOYAKOUMN AifbHUL
ons A®l, npoMiXXHOro NPoAyKTy abo roToBoro
nikapcbKoro 3acoby, AinbHnLi Ans
NPoBefieHHA NakKyBaHHs, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BUMYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPOO cepii) abo
noctavasibH1Ka BUXiLHOTO martepiany,
peareHTy abo LOMNOMIKHOI pevOBUHY (SKLLO
3a3HayYeHo y A0CbE) BuyyeHHs1 BUpOOHUYOT
AinbHuui Schering-Plough (Avondale)
Company, Ireland, BignosiganbHoi 3a
BMPOGHMLTBO Ail040I Pe4OBUHM NOCaKoHa30/y,
a TakoX BMPOOHMLITBA NPOMIXHOT CMOMYKN
nocakoHas30/1y. 3a/IMLLIAETLCA aNlbTepHaTUBHI
BMpo6HMKa: MSD International GmbH -
BMPOOBHWK Ait040i PEeHOBMHM NOCaKOHa30/1y;
Minakem Dunkerque Production -
BMPOOGHULITBO MPOMIKXHOT CMOMYKN
nocakoHasosy.

117.

HOKCMPEW
ANTAYNIA

cnpeii HazasbHUA
0,025 %, no 15 mny
KOHTEliHepi i3
Npo6Koto-
posnunioBayemM Ta
KPWILLIKOIO 3
KOHTpONEM MepLUoro
BiaKpnTTS; no 1

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpuemcTs
0 "CMEPKO
YKPAIHA"

YkpaiHa

CnifnbHe yKpaiHCbKO-
icnaHcbke
niANpMEMCTBO
"Cnepko YkpaiHa"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMiA
nikapcbkuid 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npugaTHoCTi abo ymoBax 36epiraHHs
roTOBOrO JliKapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NpuaaTHOCTI FOTOBOTO JliKapCbKOro
3aco6y) - 1519 Toprosoi ynakoBku
(nigTBEPAKYETLCA AaHMMN peasibHOro vacy)

6e3
peyenma

He
niosnsiecae

UA/1703/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTEliHepy B naui 36iNbLUEHHS TEPMiHY NPUAATHOCTI JliKapCbKOro
3 KapTOHY 3acoby (3aTBepaKeHO: 2 poku;
3anponoHoOBaHO: 3 POKMK).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
118. | OKTArAM pO34nH ANs iHdysii OkTachapma AscTpis BUPOGHUK, LWsewjis/ BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/15583/01/01
10% 10 %, no 20 mn, 50 dapmaneBT BiANOBiAA/IbHWIA 32 AscTpis/ 3MiHM | TUNY - 3MiHK WoAao peyenmom
M, 100 mn a6o 200 nka BMPOBHMLTBO 3a PpaHuia/ 6e3nekn/edekTBHOCTI Ta thapMakoHarnagy
M/ PO3UYMHY AN MpopaykTioHe NMOBHUM LMK/IOM, 3a Himeuunna (iHWi 3MiHW). 3MiHV BHECEHO [0 TEKCTY
iHpy3iA y chnakoHi; rec m.6.X. BVK/TIOYEHHAM MapKyBaHHSs MEPBUHHOI YNaKOBKU J1ikapCbKOro
no 1 cpnakoHy B BTOPUHHOI YNakKoBKU: 3aco6y B n. 3. <HOMEP CEPII JIKAPCbKOIO
KapTOHHI Kopoobui OkTacapma AB, 3ACOBY», n. 4. «AATA 3AKIHUEHHA
LLBeuist; TEPMIHY MPUOATHOCTI» Ta A0 TeKcTy
BUPOBHUK, MapKyBaHHSA BTOPUHHOT yNakoBku B M. 8.
BiANOBiAa/IbHNI 3a «AATA 3AKIHYHEHHA TEPMIHY
BUPOGHNLTBO 3a MNPUAATHOCTI», n. 13. <HOMEP CEPI|
NOBHUM LIMKNOM: NIKAPCBKOI'O 3ACOBY». TepMiH BBEAEHHS
OkTachapma 3MiH NPOTArom 6 MiCALIB MiCNSA 3aTBEPAKEHHS
dapmaueBTuKa
MpopykTioHcrec
M.6.X., ABCTpisi;
BMPOGHUK,
BiAnoBiganbHUIA 3a
BMPOGHULITBO 3a
MOBHUM LMK/IOM, 3a
BUK/OYEHHAM
BTOPVHHOI YNaKOBKU:
OkTadapma,
PpaHuifa; BUPOOHKK,
BiANOBiAa/IbHNIA 3a
BTOPUHHE
nakyBaHHS:
OxkTtadhapma [eccay
rm6X , HimeyumHa
119. | OKTAHAT nopoLuoK ans Oktathapma ABCTpist BMPOBHMLTBO 3a LLseuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/15468/01/01
po3unHy Ans iH'ekuin | dapmauesT NMOBHUM LMK/IOM 3a AscTpis/ 3MiHM | TMnYy - 3MiHK Woao peyenmom
no 50 MO/mn; nka BUK/IOYEHHAM PpaHuia/ 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy
KapToHHa kopobka MpoayKTioHC BTOPVHHOI YNakKoBKU: HimeyuunHa (iHWi 3MiHW). 3MiHVM BHECEHO [0 TEKCTY
Nel: mictutb 1 rec Mm.6.X. OkTathapma AB, MapKyBaHHS1 NEPBMHHOT YNaKOBKM NiKapCbKoro
(0N1aKOH 3 MOPOLLKOM Lseuis; 3acoby B M. 4. «JATA 3AKIHUEHHA

NS pO34nHy Ans
iH'eKuii. KapToHHa

BMPOBHMLTBO 3a
NOBHUM LMK/IOM,

TEPMIHY MPUAATHOCTI», n. 6. <HOMEP
CEPIi NIKAPCBHKOIO 3ACOBY» Ta [0 TekCcTy

kopo6ka Ne2: BK/TIOHAI0UM MapKyBaHHS BTOPWHHOT yNakoBku B n. 8.
MiCTUTb 1 chN1akoH 3 Bi3yasibHy «JATA 3AKIHUEHHA TEPMIHY
PO34MHHIKOM (BOAa iHCMeKuito: MPUAATHOCTI», n. 13. <HOMEP CEPII
Ans iH'ekuii no 5 mn Oktadhapma NIKAPCBbKOI'O 3ACOBY». TepMiH BBEAEHHS
(250 MO/dpnakoH) dapmavueBTUka 3MiH NPOTArom 6 MicsiLiB Micns 3aTBepPIKEHHS
a60 10 mn (500 MpopykTioHcrec
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
MO/cnakon)) Ta M.6.X., ABCTpis;
KOMMNNEKT ans BMPOGHMLTBO 3a
PO3UYMHEHHA Ta MOBHWM LMK/IOM 3a
BHYTPILLHEOBEHHOTO BUK/TIOYEHHAM
BBeeHHs (1 wnpwy, BTOPUHHOI YMNakoBKU:
ofHopasoBuid, 1 OkTachapma,
[ABOCTOPOHHS T0O/1Ka, ®paHLis; BTOPHHE
1 ronka 3 hinbTPOMm, nakyBaHHs,
1 ronka gns iH'exujin, Bi3yasibHa iHCneKLis:
2 MpocoyeHi OkTadhapma [eccay
CMUPTOM TamrmnoHu) y v6X , HimeuumnHa;
nakeTi abo 6nicTepi. BUPOGHMLTBO
Kopo6ka Ne 1 ta Kpionpeujnitata:
Kopobka Ne 2 OkTadhapma
06'€4HYOTHLCS MK MpoaykuioHcrecenn
€060t N1acTMKOBOK wadT [oinunaHa
N/1iBKOO M.6.X., HimeuynHa
120. | OKTAHAT NMopoLUOK ANs OkTachapma AscTpis BMPOGHULITBO 3a LWsewjis/ BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/15468/01/02
po3unHy ANns iH'ekuin | dapmauesT NMOBHMM LMK/IOM 3a AscTpis/ 3MiHM | TUNY - 3MiHK WoAo peyenmom
no 100 MO/mn; nka BUK/IOYEHHSIM PpaHuia/ 6e3nekn/edekTBHOCTI Ta thapMakoHarnagy
KapToHHa kopobka MpopaykTioHe BTOPVHHOI YNaKOBKU: Himeuunna (iHWi 3MiHW). 3MiHV BHECEHO [0 TEKCTY
Nel: micTnTb 1 rec m.6.X. OxTtacapma AB, MapKyBaHHs MEPBMHHOI YNaKOBKU J1ikapCbKOro
(pN1akoH 3 MOPOLLKOM Lseuis; 3aco6by B n. 4. «4ATA 3AKIHYEHHA

[ONS pPO34nHy Ans
iH'ekuili. KapToHHa
Kopobka Neo2:
MiCTUTb 1 chn1iakoH 3
PO34MHHMKOM (BOAA
Ans iH'ekui no 10
mn (1000
MO/cnakoH)) Ta
KOMNNEeKT ans
PO3YMHEHHS Ta
BHYTPILLHEOBEHHOTO
BBeeHHs (1 wnpwy
opHopasosui, 1
[ABOCTOPOHHS TO/1Ka,
1 ronka 3 chinbTpOMm,
1 ronka gns iH'ekujn,
2 npocoyeHi
CMMPTOM TaMmoHK) y
nakeTi abo 6nictepi.
Kopo6ka Ne 1 ta
Kopobka Ne 2
006'€4HYOTBCS MK
c00600 NNacTMKOBOO
N/iBKOO

BMPOGHULITBO 3a
MOBHUM LMK/IOM,
BK/TIOHAI0YM
BisyaslbHy
iHCnekujto:
Oktadapma
PapmavueBTuKa
MpopaykTioHcrec
M.6.X., ABCTpisi;
BMPOGHULITBO 3a
MOBHUM LIMK/IOM 3a
BUK/OYEHHAM
BTOPVHHOI YNaKOBKU:
OkTadapma,
®paHuif; BTOPUHHE
nakyBaHHS,
Bi3yasibHa iHCMeKLis:
OkTtadhapma [eccay
'm6X , HimeuunHa,
BMPOGHMLTBO
Kpionpeuinitara:
OkTadhapma
MpoaykuioHcrecenn
wadT [JoihunaHsa
M.6.X., HimeyunHa

TEPMIHY NPUOATHOCTI», n. 6. <HOMEP
CEPII IKAPCBKOIO 3ACOBY» Ta [i0 TEKCTY
MapKyBaHHSA BTOPUHHOT yNakoBku B M. 8.
«[ATA 3AKIHYEHHA TEPMIHY
MNPUOATHOCTI», n. 13. «<HOMEP CEPIT
NIKAPCBKOI'O 3ACOBY». TepMiH BBEAEHHS
3MiH NPOTArom 6 MicALIB MiCNA 3aTBEPAKEHHS




84

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep

peecmpayiliHo2o

nocsBi0O4YeHHs

121.

OMENPA30N
-BOKATE

niodpinisat gns
pO34nHYy ANA iH'eKUl
no 40 mr; 1 donakoH
3 fioghinizatom y
KommnnekTi 3 1
amnynoto 3
PO34MHHMKOM Mo 10
M
(nonieTuneHrnikonb
400, kucnotu
NIUMOHHOT
MOHoOrigpaTt, Bofy
ONs iH'eKUin) y
KapTOHHIlA KopooLi

dapmaueBT
NyHa
KOMnaHis
«BOKATE
C.A»

pevis

AHOPAPM XENNAC
C.A.

pewis

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis:
3MiHY | TUnNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
MeOUYHOro 3acToCyBaHHA Ha nigcTaBi
perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo AOCNiAXEHb 3
6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nnaHy
nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"OcobnuBi 3axoaun 6e3nekn” Ta "MNobivHi
peakujii" BiANOBIAHO A0 OHOB/IEHOI iHChopMaL,i
3 6e3nekn 3acTocyBaHs NikapCbKoro 3acoby.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHLWi 3MiHW) 3MiHX BHECEHO [0 iHCTPYKUiT oNns
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
[0 po3ainy "Mo6iyHi peakuyii” woao
Heob6XiAHOCTI NOBIAOMAATY NPO YCi BUNaakn
nif03proBaHKX NoGIYHMX peakLiii Ta
BiICYTHOCTi eheKTUBHOCTI /TiKapCbKOro
3aco6y. 3miHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
MeOUYHOro 3acToCyBaHHA Ha nigcTaBi
perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo AOCNiAXEHb 3
6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nnaHy
nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHM BHECEHO [0 IHCTPYKLiT An1s
MeAMYHOro 3acTOCYBaHHS NiKkapCbKoro 3acoby
[0 po3giniB "Cnocib 3acTocyBaHHA Ta 031" Ta
"Mo6iuHi peakuii" BiANOBIAHO 4O pekomMeH aLil
PRAC.

3a
peyenmom

He
nionsieae

UA/1030/01/01

122.

NMAHTAMAK

TabneTku, BKPUTI
060/10HKOIO,

Makneogc
PapmacboT

IHAis

Makneogac
PapmacboTrKaNC

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TMny - 3MiHK Woao

3a
peyenmom

He
nidssieae

UA/17027/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KMLLKOBOPO34VHHI N0 nkasc Nimiteq 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
40 wmr, no 10 NimiTen 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
Tabnetok y 6nictepi; 3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
no 3 6nictepu B MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi
KapTOHHilA KopooLi perynsipHoO OHOB/IHOBAHOTO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNOBIAHO 40 NnaHy
negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3acToCyBaHHS MikapCbKOro 3acoby Ao po3gainy
"MpoTrnoka3aHHA" BiANOBIAHO 4O OHOBEHOT
iHhopmauii Wwoao 6e3nekn 3acTocyBaHHS
[i040T PeYOBMHY 3riHO 3 pekoMeHaLlieto
PRAC. TepMiH BBeAE€HHS 3MiH NpoTArom 6
MicALiB Micnsa 3aTBepKEeHHs
123. | NAHTEKPEM | kpem 5%; no 30ry MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 6e3 nionisi2ae UA/10978/01/01
® Ty6i; Mo 1 Ty6i y "®ITOPAPM 3MiHY | TUMy - AAMiHICTPaTWBHI 3MiHU. 3MiHa peyenma
nauti 3 KapToHy " HalimeHyBaHHs1 Ta/abo agpecy 3asiBHMKA
(BnacHvKa peecTpawiiHoro noceig4YeHHs)
3MiHa agpecu 3asBHUKa. BBeeHHsA 3MiH
NPOTArom 6-Tv MicALiB Nic/A 3aTBEPIKEHHS
124. | NAPOKCWH TabneTku, BKpUTI TOB YkpaiHa TOB "®dapma Ctapt" YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis: 3a - UA/3184/01/01
NNiBKOBOO "ACIHO 3MiHY | Tuny - 3MiHK 3 AkocTi. FoToBWiA peyenmom
060/10HKO10, M0 20 YKPAIHA" nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMUTBI (iHLLi

mr, no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHIW nayu,i

3MiHM) — BHECEHHS 3MiH [0 peecTpauiitHoro
[0CbE, a came 3MiHa NPOBeAEHHS PYTUHHOIO
KOHTPOJII0 NOKA3HWKIB 4151 Macu Ans
TabnetyBaHHs. 3aTBepakeHo: [na macu ans
TabneTyBaHHS KOHTPO/Ib 3a NOKa3HMKaMm
TeKyuiCTb, HACUMHA rYCTUHA, 34aTHICTb A0
ycagku, ryCTuHa nicns ycagaku Ha KOXHOI cepii.
3anponoHoBaHo:

[nsa macu gna TabneTyBaHHS KOHTPOSIb 3
nokKasHukamm TeKydiCTb, HacuMnHa ryctuHa,
3AaTHICTb [0 YCaaKu, yCTUHa MiCNs ycagku B
PEXUMiI MOHITOPUHTY He pifLle HiX Ha KOXHIi
10-14 cepii. 3miHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. 3MiHN Yy
BUPOGHUUTBI (iHLWi 3MiHW) — BHECEHHS 3MiH [0
PEeECTpALHOTO AOCbE, @ caMe MPOBEAEHHS
KOHTPOJII0 MOKa3HWKIB B PYTUHI Ta Banigauii
ans Tabnetok-saep. MpoBefeHHs KOHTPOS0
NoKasHWKIB B pyTWHI AN TabneTok-saep.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMiIA

nikapcbknii 3aci6. 3MiHN Yy BUPOGHMUTBI (iHLLi
3MiHW) — 3MiHa B CTparTerii KOHTponA
nokasHuka «lgeHtudikauis» Ha
Hepo3dhacoBaHili npoaykuii Ta N3, a came
NPOMNOHYETLCA NepLly «laeHTudikaLito BEPX»
NMPOBOAUTM Ha cTagil Hepo3gacoBaHoi
NPOAYKLIT i pesynbTaTn nepeHocuTy B
ceptudikat sikocti N3, apyry «lgeHTudikadio
Y®-Co» — Ha roToBii npoaykuii. Taka 3miHa
[03BOMUTL NIATBEPAUTY BiACYTHICTb
nepennyTyBaHHA NPOAYKTY, yNakoBaHoOro Ans
peanizauii. (Y gitouili pepakuii PeecTpauiiHoro
[10CbE KOHTPO/Tb 3@ MOKa3HNKOM
«lpeHTudpikauis BEPX» Ta «lgeHTudikavis
Y®-Cd» 34iiCHIOETLCA NnLe Ha cTagji
Hepo3dhacoBaHOi NpoaykLii, a pesynstatu
KOHTPO/IB NEPEHOCATLCH B cepTudikar AKocTi
Ha roToBWiA NMikapcbkunii 3aci6). * KoHTposb
3a3HavYeHNX NapameTpiB 34iACHIOETLCA TiNbKN
Ha cTagii Hepo3acoBaHOi NPOAYKLT,

a pesynbTaTy KOHTPO/Io ByayThb
nepeHocuTncs y ceptudpikat sakocTi Ha 3.
KoHTposb 3a3HaueHnx napameTpis
3[iACHIOETLCSA TiSIbKM Ha cTagil
Hepo3dhacoBaHOl NpoaykLii, a pesynstatu
KOHTpOt0 ByayTb NepeHocuTUcs B cepTuduikat
akocTi Ha [13. 3miHu | Tuny - 3MiHK 3 AKOCTI.

[OTOBWIA Nlikapcbkumii 3aci6. 3MiHN Yy
BMPOOHULTBI (iHLWi 3MiHW) — 3MiHa chopmaTy
po3ginis 3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5,a
came NPOMNOHYETLCH BUANIEHHS 3 PO34iNiB
“3.2.P.3.3 Onnc B1Mpo6HMYOro npouecy Ta
KOHTPO/0 BUpOGHMLUTBA”, “3.2.P.3.4 KOHTpONnb
KPUTUYHMX eTanis i NPOMDKHOT MPoayKL,i”,
“3.2.P.3.5 Banigaujist npouecy Ta/abo ioro
OUiHKa” iHdhopMaLil LLoA0 KOHTPOIH0 FOTOBOT
NPOAYKUIT Y 3B’A3KY 3 NPUBELAEHHAM [0
dhopmaTty 3arasibHOro TEXHIYHOro [JOKYMEHTY.
IHhopmMaUist LWoA0 KOHTPOSIHO rOTOBOI
npoAaykuii npusegeHa y posgini “3.2.P.5.1.
Cneuucpikauis”. 3MiHu | TUNY - 3MiHX 3 SKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. 3miHN Yy
BUPOGHUUTBI (iHLWi 3MiHW) — BHECEHHS 3MiH [0
peecTpaLiiHix maTepianis y po3ginax
3.2.P.3.3,3.2.P.3.41a 3.2.P.3.5, a came

akTyanisauis Ha3BW, OAUHULI BUMIpY Ta

fianasoHu AesknMx napameTpiB npouecy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

HaHeCeHHs MOKpUTTA TabneTok, y 3B'A3Ky 3
MOZEpPHi3aLji€lo YCTaHOBKM A1 HAHECEHHS
MOKPUTTS, @ camMe OHOBJIEHHS anapaTHoro Ta
nporpamMHoro 3abesneyeHHs. [itoya pegakuis:
MapameTp «TUCK BXiAHOrO NOBITPA» TUCK
BXiIHOrO NOBITPS, MM.BOA,.CT. [ponoHoBaHa
pepakuis: NapameTp «TWUCK BXiQHOrO MOBITPS»
Twck BXigHOro NOBITPS, MM.BOA.CT A6O
BuTpara BxigHoro nositps, m3/rog. 3minu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL.
3miHa y napameTpax cneuudikadii Ta/abo
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BVXiHWA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y MpOLeci BUpOBHULTBA
A®| (iHwWi 3MiHW) NpuBeAeHHs cneuudikawii
BXigHoro koHTpono A®l MAPOKCETUHY
rAPOXNOPUAY HAMIBIIAPATY
BMpo6HMLUTBa «Medichem, S.A.», IcnaHis (n.
«lgeHTundikauis») y BignosigHICTb A0 YMHHOT
pefakuii moHorpacpii €® 07/2021:2018. 3miHn
| TNy - 3MiHW 3 AKOCTIi. [OTOBWIA NiKapCbKuii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acooby.
3MiHa y MeTodax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
BHECEHHS 3MiH 40 MeTofiB KOHTPOSIO SKOCTI
N3 pnsa nokasHuka «KinbkicHe BU3HAYEHHS»,
a came NpOoMoOHYETLCA 3MIHUTK
CniBBiAHOLIEHHA pyXxoMux a3 ans
[OCATHEHHS KPaLLoro CTyneHs po3fifieHHs
nikiB NapoKCeTUHY Ta AOMILLKN A NapoKCeTUHY
npu xpomartorpadyBaHHi po3unHy Ans
nepesipkv NpuaaTHOCTI. 3MiHW | TUny - 3MiHK 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO JliKapCbKOro 3acoby. 3miHa y
MeTogax BUnpobyBaHHA rOTOBOTO /TiKapCbKOro
3aco0y (He3HauHa 3MiHa y 3aTBepKeHNX
MeTofax BUNPOOYBaHHS) — BHECEHHS 3MiH [0
MeTogiB KOHTPOsto skocTi 13 ANs NokasHuKiB
«Po34nHeHHsA» Ta «OfHOPIAHICTL A030BaHNX
OAMHULb», & caMe NMPOMNOHYETLCA 3aMiHUTU Y
po3paxyHkax «Po34nH NOpiBHAHHA A» Ha
«P034mnH NopiBHAHHA B» Ans npuBeeHHs ao
BHYTPILIHBO-(PipMOBUX BUMOT. 3MiHu | TNy -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa

napameTpiB cneuudikauiii Ta/abo AonycTUMMX
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
MEX roTOBOrO /iKapCbKOro 3aco6y (iHLi 3MiHW)
- 3MiHa hopMy/IOBaHHS BUMOT A0 MOKasHuKa
«PO34MHEHHSA», a came BUK/IIoYeHa
iHchopMmaList Mo KpUTepIiM NPUIAHATHOCTI
CTYNEHI0 PO3YMHEHHS MO TPLOM PIBHAM,
OCKifIbKU Lji BUMOTK onucaHi y AdY 2.9.3, Ha
AIKe AAETbCS MOCUIaHHA B METOAax KOHTPOIO
Ta NpvBeAeHHs A0 eAnHOro dopmaTty B
KpaiHax peecTpadlii.
125. | NEMETPEKC MOPOLLIOK Mictpan AHrnis BMPOGHULITBO Ta Yecbka BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a He UA/16247/01/01
EA-BICTA niodpinizoBaHuii Ans Kenitan nepBuHHE Pecny6nika/ 3MiHu | TUny - 3MiHK Woao peyenmom | nidsisizae
NPUroTyBaHHA MeHemxmeH nakyBaHHs Bonrapis/ 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KOHLeHTpaTy ans T Nimiteq, nikapcbKoro 3acoby: Icnanis 3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro
pO34unHy ans OHKOME[, 3acoby, TeKCTi MapKyBaHHs Ta IHCTPYKLUIT Ana
iHcpysiiA, no 100 mr, MaHychakTopiHr a.c., MeANYHOro 3acToCyBaHHA
y hnakoHi, no 1 Yecbka Pecnybnika reHepuyYHUX/ribpuaHMx/6ionogibHmX
onakoHy 3 BTOPVHHE NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
NMOPOLLKOM Y nakyBaHHs 3MiHM Ha pethepeHTHWI npenapaT (3MiHa He
KapTOHHIA Kopoo6Li nikapcbKoro 3acoby: notpebye HafaHHS XOAHNX HOBUX AOAATKOBKX
i | AaHux) 3MiHW BHECEHI [0 iHCTPYKUiT ons
dapmacbtoTikanc, MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
Ntp., Bonrapis y po3ainu "OcobnnBOCTi 3aCTOCyBaHHS",
KOHTPO/b SKOCTI, "3acTocyBaHHSA y nepiof BariTHOCTi abo
BiANOBIAa/TbHI 3a rofyBaHHs rpy4ar” 3rigHo 3 iHchopmauieto
BUMyCK cepii: 010 MEANYHOrO 3aCTOCyBaHHS
CiHTOH XicnaHis, pediepeHTHOro fnikapcbkoro 3acoby (AJIIMTA,
C.N., IcnaHis niogpinisaT 419 NPUroTyBaHHA PO3UMHY ANA
KOHTPO/b AKOCTI, iHcpysiii no 500 Mr) BBeAeHHS 3MiH NPOTArom
BiAnoBiganbHUIA 3a 6-Tn MicAUIB NicnsA 3aTBEPKEHHS
BWMNYCK Cepil:
CiHTOH c.p.o.,
Yecbka Pecny6nika
126. | NEMETPEKC NMOpPOLLOK MicTpan AHrnis BMPOBHMUTBO Ta Yecbka BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a He UA/16247/01/02
EA-BICTA niodpinizoBaHuii Ans Kenitan nepBuHHE Pecny6nika/ 3MiHY | TUnNYy - 3MiHK Woao peyenmom | niosisicae
NPUroTyBaHHSA MeHeXmMeH nakyBaHHs Bonrapis/ 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
KOHUEeHTpaTy Ans T Nimiteq, nikapcbKoro 3acoby: Icnanis 3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro
pO34nHy Ans oHKOMe[, 3aco0y, TEKCTi MapKyBaHHA Ta IHCTPYKLUIi Ans

iHcpys3iiA, no 500 mr,
y thnakoHi, no 1
onakony 3
NOPOLLKOM Y
KapTOHHI KopoobLi

MaHyhaKTopiHr a.c.,
Yecbka Pecny6nika
BTOPUHHE
nakyBaHHs
nikapcbKoro 3acoby:
I |
dapmacbloTikanc,
Ntp., Bonrapis
KOHTPO/b SIKOCTI,
BiANoBiAa/bHI 3a
BWMNYCK Cepil:

MeAMYHOro 3acTOCYBaHHSA
reHepuyYHUX/ribpuaHMx/6ionogibHmNX
nikapcbkUx 3aco6iB Nicns BHECEHHN Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
notpebye HagaHHSA XOOHNX HOBUX A0AATKOBUX
AaHunx) 3MiHW BHECEHI [0 iHCTPYKUiT ons
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
y po3ginu "OcobanBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof BaritTHocTi abo
roflyBaHHs rpyaaro” 3rigHo 3 iHchopmauieto
LLI0A0 MEANYHOIO 3aCTOCYBaHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
CiHTOH XicnaHis, pedhepeHTHOro nikapcbkoro 3acoby (AJIIMTA,
C.J1., IcnaHis niodpinizaT 4N NPUroTyBaHHA PO3UMHY AN
KOHTPONb AKOCTI, iHpy3iii no 500 Mr) BBegeHHs 3MiH NPOTSArom
BiANOBIAA/IbHWIA 32 6-TV MiCALIB MiC/1A 3aTBEPAKEHHS
BUNYCK cepil:
CiHTOH c.p.o.,
Yecbka Pecnybnika
127. | NEMETPEKC NopoLLOK Mictpan AHrnis BMPOBHMUTBO Ta Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a He UA/16247/01/03
EA-BICTA niogpinisoBaHunii Ans Kenitan nepBuHHE Pecny6nika/ 3Minu | TUnYy - 3MiHK Woao peyenmom | nidsis2ae
NPUroTyBaHHS MeHemKMeH nakyBaHHs Bonrapis/ 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
KOHUeHTpaTy ans T NimiTeq, niKkapcbKoro 3acoby: IcnaHis 3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
pO34uHy AN OHKOME[, 3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
iHcpysiiA, no 1000 wr, MaHydpakTopiHr a.c., MeZJMNYHOro 3aCTOCYBaHHS
y chnakoHi, no 1 Yecbka Pecny6nika reHepuYHMX/ribpuaHnx/6ionodibHMX
donakoHy 3 BTOPUHHE NiKapcbknx 3acobiB Nic/1s1 BHECEHHSA TiET camoi
MOPOLLKOM y nakyBaHHs 3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
KapTOHHIlA KOpooLi niKkapcbKoro 3acoby: notpebye HafaHHA XOAHUX HOBUX AOAATKOBUX
i | AaHvx) 3MiHN BHECEHI A0 IHCTPYKLiT Ans
dapmacbloTikasc, MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
nta., Bonrapis y po3ginu "OcobamnBOCTi 3aCTOCyBaHHA",
KOHTPO/b AKOCTI, "3acTocyBaHHA y nepiog BarirTHocTi abo
BiANOBiAa/bHI 3a rogyBaHHs rpyaar” 3rigHo 3 iHopmMadieto
BUMyCK cepii: 00 MEANYHOro 3aCTOCyBaHHS
CiHTOH Xicnaris, pedhepeHTHOro nikapcbkoro 3acoby (AJIIMTA,
C.N., IcnaHis niodpinizaT 4519 NPUroTyBaHHA PO34MHY ANA
KOHTPO/b SKOCTI, iHcpysiii no 500 Mr) BBeieHHS 3MiH NPOTAroMm
BiANOBiAa/IbHNIA 3a 6-TV MiCALIB MiCNA 3aTBEPLKEHHS
BWMYCK Cepii:
CiHTOH c.p.o.,
Yecbka Pecny6nika
128. | MEHTACA cycrneHsis PeppiHr LLiBeiiuapi deppiHr-/leunsa, Yecbka BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/4990/04/01
pekTasibHa no 1 IHTEepHELUHN A a.c. Pecny6nika 3MiHM | Tuny - 3MiHK 3 AKkocTi. FoToBMIA peuyenmom
/100 mn; no 100 mn CeHtep CA nikapcbkuii 3aci6. KOHTpob roToBOro

cycneHsii y donakoHi
3 HAKOHEYHWKOM i
BHYTPILLHIM
KnanaHowm; no 1
onakoHy y nakeri 3
aIloMIHIEBOI
thonbru; no 5 abo 7
hnakoHis Ta 5 abo 7
nonieTuIeHoBMX
NakeTiB y KAPTOHHIi
ynakoBLi

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikayin Ta/abo fonycTumMmnx Mex
rOTOBOrO /1iKapCbKOro 3acoby (BUTyYeHHs
He3Ha4yHOro MokKasHuKa (Hanpuknag,
3acTapifnioro nokasHuka, Takoro sik 3anax Ta
cmMak, abo igeHTudikauis 6apBHUKIB 4m
CMakoBUx f06aBoK)). 3MiHa BUMOT
cneundikavii IN13 3a NOKa3HWKOM
«MikpobionoriyHa uncToTa», a came
BU/TyYeHHS1 BUNpobyBaHHSA Ha E. Coli, y
BignosigHocTi fo Bumor Ph.Eur. 5.1.4
Mikpob6ionoriyHa unctotTa HecTepuIbHUX
nikapcbkyx 3acobiB i cybcTaHuin ans
chapmaL,eBTUYHOTO BUKOPUCTaHHA Wwoao /13
AN pEKTaIbHOro 3acTocyBaHHs. 3MiHu | Tuny
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

- 3MiHu 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
y MeTogax BMnpobyBaHHsA roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IOYaKUM 3aMiHy abo
[OMNOBHEHHS)). 3MiHa MeToAy BUNPOOYyBaHHSA
N3 3a nokasHukoMm «lgeHTundikauis
MecanasuHy» 3 metogy UV cnekTpockonii Ha
meTtog UPLC, cnekTpasibHa iAeHTUYHICTb.
[JopatkoBo, pefakuiiiHa 3MiHa, a came
[ONOBHEHHS B creundikauii M3 3a
NOKa3HNMKOM «OnMmUC» NOCUIAHHAM Ha
pedhepeHTHMn meTog, [3.2.P.5.2-18138], onuc
MeToAy KOHTPO/IO NpefCcTaBneHo B
mMarepianax peecTpadiiiHoro gocke. Kputepii
NPUIHATHOCTI 3a/IMLWAaKTbCs 6€3 3MiH.

129.

MEPLIO
CTPYUYKOBO
ro
HACTOWKA

HacToiika no 50 mn y
onakoHax CKASTHNX
abo nonimepHux

MPAT
"®ITO®PAPM

YkpaiHa

MPAT "®ITODAPM"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BNacHvKa peecTpauiiHoro nNocBigYeHHs!)
3MiHa agpecy 3asBHUKa. BBeeHHs 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1a 3aTBepAKEHHS!

6e3
peyenma

nionsieae

UA/8260/01/01

130.

NIPALIETAM-
LAPHULA

TabneTku, BKPUTI
060n0HkKot0, no 200
Mr; no 10 Tabnetok
Y KOHTYpHili
YapyHKOBIN
ynakosLi; no 6
KOHTYPHUX
YapyHKOBUX
yNakoBOK B nauLi

MpAT
"®bapmauesT
n4yHa hipma

"fapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHY | TUny - 3MiHK 3 skocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuWH. 3MiHa NapameTpiB cnevuudikauiii
Ta/abo fonycTMMNX MexX AN [ONOMIKHOT
pevoBUHU (BUTyYEHHSA 3i cneumdikawi
He3HaYHOro MokasHuka (Hanpuknag,
3aCcTapinoro nokasHuka)) - BHECEHHS 3MiH Ha
[0MOMiXHY pevoBuHy lnpomenosa, a came 3
po3ginis 3.2.P.4.1. Cneuudikauia ta 3.2.P.4.2
AHanNITUYHI METOAMKM, MaTepianis
peecTpaLiiHoro AoCbE, BUNYHEHO NOKa3HMK
"Xnopugn" 3rigHo moHorpadii €
«Hypromellose», a Takox nokasHuK "Bavkki
MeTann" BiANOBIAHO A0 MaTepianis Bif,
BUpO6HMKa (aHani3 pusukis 3rigHo ICH Q3D
Guideline for Elemental Impurities) Ta Bumor
Aitoyoi MoHorpadii E® «Hypromellose»; 3miHn
| TMny - 3MmiHu 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BifgnoBigHicTb A0 MoHorpacii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHasbHOT hapmakonel gepxasun €C (iHLi
3MiHK) - [lo maTepianis peecTpauiiHoro 4ocbe

3a
peyenmom

UA/3225/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

Ha roTOBWIA NliKapCbKWii 3acib6 BHOCATLCS 3MiHU
0o po3ainis 3.2.P.4.1. Cneyudikauii Ta
3.2.P.4.2. AHaniTM4Hi METOANKN Ha JOMOMDKHY
peyoBuHy linpomesnosa, a came: HOpMyBaHHS
Ta METOAMKV KOHTPO/IO A15 NOKa3HWKIB
«B’a3kicTb», «lgeHTudikauis», «CynbarHa
30/1a», a TaKoX METOAUKV KOHTPO/IO A1
NOKa3HUKIB «pH po3unHy», «BMiCT MeTOKCK-
Ta rigpOKCUNPONOKCU- rpyn» NPUMBELEHO A0
BMMOT fjtoyoi MoHorpadii €
«Hypromellose»; 3MiHun | TUny - 3MiHu 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHUX PeyoBMH. 3MiHa y meTodax
BUMNPOBYBaHHA [AOMOMIXHOI PEHOBUHM
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPO6YBaHb)

CynyTHA 3MiHa
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMIKHVX peYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX AN151 AONOMIKHOT peHOBUHM (iHLLI 3MiHW) -
[0 matepianiB peecTpauiiHoro Jocbe A0
po3ainis Cneuundikayii Ta AHaNITUYHI
METOAMKM Ha JONOMIDKHY peyoBUHY
Fnpomeno3sa BHECEHO 3MiHY, a came:
BifNoBigHO, A0 BUMOr MOHorpadii €
NOKasHWK "PO3YMHHICTB" Mae
pekomMeHAaLiiHWIA xapakTep, Ha Uil nigctasi
I0ro nepeHeceHo A0 3arasibHNX
BN1ACTVBOCTEN, a 10 NOKa3HMKa
"MikpobiosnoriyHa uncToTa" BHECEHO
NnocunaHHA Ha gjtoyve BugaHHsa €, 6e3 3MiH B
HOpPMYBaHHI Ta B METOANL KOHTPO/IHO

131.

NITA3SMOBEH
®

pO34MH ANA iHdy3ii
no 500 mny
donakoHi

MpAT
"®GapmaueBT
nyHa thipma

"fapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
tipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHK | Tuny: 3MiHun 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTta BiZ4NoBigHOCTI a60 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONEChKIl
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOr0 NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMDKHOI pevoBuHM (cepTudiikat
BiANOBIAHOCTI €Bponeiicbkili hapmakonei) -
HoBwuii cepTudpikar Bif BXe 3aTBEpAXEHOr0
BMPOGHUKa- [lo maTepianiB peecTpauiiHoro
[0CbE Ha roToBWIA Nikapcbkuii 3aci6 BHOCATLCA

3a
peyenmom

UA/17779/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

3MiHM A0 BiAMOBIAHWX PO34iNiB WOA0 NogaHHSA
Ha A®I Kanito xnopug, BupobHuuTea Macco
Organiques, s.r.o., Czech Republic, HoBoro
cepTudikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei CEP Ne RO-CEP 2018-159-Rev
00 Ha 3amiHy DMF (European Drug Master
File on POTASSIUM CHLORIDE, Ph.Eur.
(VERSION 04/2018 ANNEX 1)) BignosigHo fo
iHchbopmawii, HaBegeHoi B CEP Ne RO-CEP
2018-159-Rev 00, go po3ginis 3.2.5.4.1.
Creuvndikauia ta 3.2.S.4.2. AHaNiTUYHI
MeTOAVKN BBOAUTLCS MOKA3HUK AKOCTI
«CBUWHeUpb»; 3MiHN | TURY: 3MiHK 3 AKocTi. AdI.
KoHTposb A®I. 3miHa y napameTpax
cneuudgikauii Ta/abo AONYCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha Adl, abo
BVXiAHWA/NPOMIDKHUIA NpoAYyKT/pearexT, Lo
BMKOPUCTOBYIOTbCS Yy MpoLeci BUpoBHULTBA
A®I (BUNYYEHHS HE3HAYHOIO NOKa3HMKa AKOCTI
(Hanpuknag BUyYeHHs 3acTapinoro
noKasHuKa))- TeCT «PO3YNHHICTb» BiAMNOBIAHO
0o sumor ®Y 1.4 «MoHorpadii» mae
pekoMeHAaLiliHWi XxapakTep, Ha MigcTaBi Yoro
iHchopMmawito WoA0 PO3UYUHHOCTI Cy6CTaHLl
nepeHeceHo y po3ain «3arabHi
BN1ACTMBOCTI». TECT «PO3UMHHICTb» BUTy4YEHO
i3 po3AiniB BXiAHOTO KOHTPOJO Ha Ajirouy
peuvoBuHy Kanito xnopug 3.2.S.4.1.
Creuvndikauia ta 3.2.S.4.2. AHaniTUYHI
MeToAnKM; 3MiHu | Tuny: 3MiHK 3 aKkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneundgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHWX Yy cneuudikauisx Ha Adl, abo
BVIXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wWwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPobHMLTBA
A®| (iHwi 3miHM)(B.1.6.1. (x),IA). CynyTHsA
3MiHa: 3MiHuM 3 skocTi. ADI. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHa APl a6o
BUXiAHOro marepiasay/npomikHOro
NPOAyKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHW Y
3aTBepMKEHUX MeTogax BunpobysaHHs) - [lo
mMarepianis peecTpauiiiHoro J0CbE BHOCATLCS
He3HauHi 3MiHV Ta pefakuiliHi yTOUHEeHHS [0
po3ginis: 3.2.S.4.1. Cneuudpikania Ta
3.2.5.4.2. AHaniTUYHi METOAVKN Ha fitouy
peyoBrHY Kanito X11o0pug 3a NokasHUKoMm
AKOCTi "Mikpob6ionoriyHa uncrora”; 3Minm |
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Ymosu

Peknam

Howmep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

YyBaHHs*

peecmpayiliHo2o

nocsBi0O4YeHHs

3acoby

TMny: 3MiHM 3 sikocTi. ADI. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHa APl a6o
BUXiAHOro marepiaay/npomiKHOro
NPOAYKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHW Y
3aTBEPLKEHNX MeToAax BUNPOBYyBaHHS).
CynyTHSA 3miHa: 3MiHu 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTuMmnx Mex
roToOBOro NikapcbKoro 3acoby (iHwi 3MiHKn)- o
Marepianis peecTpaLiiiHoro 40CbE BHOCATLCS
He3HauHi 3MiHV Ta pefakuiiHi yTOUHEHHS, AKi
ochopM/IEeHi BiANOBIAHO A0 pekomeHAauin AdY
Ta €EP Ha gitouy pevoBuHy Kanito xnopug, 4o
posginis: 3.2.S.4.1. Cneuudikauis 3a Tectamu
«lgenTudikauis», «Hatpiii», 3.2.5.4.2.
AHaNITUYHI METOAVKM 3a TecTaMu
«lageHTudikauis», «Hartpin», «bpomigun»,
«KinbkicHe BU3HaAYEHHS»; 3MiHN | TUNY: 3MiHK
3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wWwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPobHMLTBA
A®| (BMyYEHHA HE3HAYHOTO MOKA3HKKa AKOCTI
(Hanpvknag BUIlyYeHHs 3acTapinoro
nokKasHuka)) - o po3ainis BXigHOro KOHTPO/I0
3.2.5.4.1. Cneumdpikauis Ta 3.2.S.4.2.
AHaNITUYHI METOAVKN Ha Ajit04y PEYHOBUHY
Kanito xnopug BHeCeHo 3MiHW, a came: TecTu
«Bapiit», «Baxki MeTasin» BUTyYEHO HA OCHOBI
BMMOT MOHorpacpii €Bponelicbkoi hapmakonei
«Potassium chloride» Ta matepianis
BMPO6HUMKa AdPI

UA/13629/01/01

132.

MPErABANIH
-TEBA

kancynu Teepgi no
75 mr; no 14 kancyn
y 6nictepi; no 1, 2,
abo 4 6nictepn y
Kopobui

TOB «TeBa
YKpaiHa»

Ykpaina

MNIBA XpBarcka
4.0.0.

XopBartis

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis:
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTta BiZANOBIgHOCTI a60 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOr0 NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMDKHOI pevoBuHU (cepTudiikat

BiANOBIgHOCTI €Bponeiicbkili hapmakonei) -

3a
peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

HoBwuii cepTudpikar Bif BXe 3aTBEpPAKEHOr0
BMpo6HUKa. MogaHHs HOBOTO cepTudikaTa
BiZJNOBIAHOCTI €Bponeiichbkiin thapmakonei Ne
RO-CEP 2020-375 - Rev 00 gns gitoyoi
peyoBuHU Pregabalin Bif BXe 3aTBepXeHoro
BMpo6H1Ka TEVA PHARMACEUTICAL
INDUSTRIES LTD (3amiHa mactep-caviny
aitoyoi pevoBuHY 3636-EU-08.2019). 3MmiHu |
Tuny - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MofaHHA HOBOrO ab0 OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI a60 BUYyYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONEiChKIlt
thapmakonel: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
ANs AONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
OHOB/EHWiA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOO6HUKA. [MogaHHA
OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2020-
375 - Rev 01 gns gjtoyoi pevosuHmn Pregabalin
Bifl BXe 3aTBEpMAKEeHOro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD.
(I3painb). Ak Hacnigok, 3MiHW B agpeci
BnacHuka CEP (3atBepmxeHo: API division, 5
Basel Street, Israel-4951033 Petach Tikva,;
3anponoHosaHo: 124 Dvora HaNevi'a Street
Israel-6944020, Tel Aviv-Jaffa). 3minu | TUnYy -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHs A®| abo BUxigHOro
mMarepiany/npoMiXHOro NPoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOGHMLTBA
A®| (iHWi 3MiHM y MeTogax BUNpobyBaHHA
(BKNHOUAKOUM 3aMiHy @60 JOMOBHEHHS) API
a60 BUXiQHOro/NPOMIKHOTO NPOAYKTY)
[0AaBaHHA METOAY BUNPOGYBaHHS AN
BM3Ha4eHHs gomiwkn NDBA (FTX/MC) B gitouiit
peyoBuHi Pregabalin. 3miHu | Tuny - 3MiHu 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpOOHMLTBA
A®| (iHWi 3MiHM y MeTogax BUNPobyBaHHS
(BK/THOHAOUM 3aMiHy ab0 AOMNOBHEHHS) ADI
ab60 BUXIAHOro/MPOMIXXKHOTO NPOAYKTY)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
[0AaBaHHA MeToAy BUNPOGYBaHHA A1
BU3HayeHHs gomiwok NDEA, NDMA (I'X/MC)
B fjtoyili peyoBuHi Pregabalin
133. | NPErABAJIH | kancynu TBepaj no TOB «TeBa YkpaiHa MNIBA XpBarcka XopBartis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/13629/01/02
-TEBA 150 wmr; no 14 YkpaiHa» 4.0.0. 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikat peyenmom
Kancyn y énictepi; BignosigHocTi/l E-cepTudikar BignosigHocTi
nol, 2, a6o4 €Bponeiicbkii hapmakonei/MmoHorpadii.

6nictepu y Kopobui

MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTta Big4nNoBigHOCTI a60 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOr0 NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMDKHOI pevoBUuHM (cepTudiikat
BiANOBIAHOCTI €Bponeiicbkili hapmakonei) -
HoBwuii cepTudpikar Bif BXe 3aTBEpAXEHOr0
BMpo6HUKa. MogaHHs HOBOTO cepTudikata
BiAnoBigHOCTI EBponelickkiln thapmakonei Ne
RO-CEP 2020-375 - Rev 00 gns gitoyoi
peyoBuHY Pregabalin Bif BXe 3aTBepXeHoro
BMpo6H1Ka TEVA PHARMACEUTICAL
INDUSTRIES LTD (3amiHa mactep-caviny
aitoyoi pevoBuHY 3636-EU-08.2019). 3MmiHu |
Tuny - 3MiHN 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI a60 BUYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONEiCHKIlt
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPoayKTY,
LLIO BUKOPUCTOBYIOTLCH Y BUPOOHMLTBI AdI;
ANs AONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BMPOOHUKA. [MogaHHsA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2020-
375 - Rev 01 gns gjtoyoi pevosuHmn Pregabalin
Bifl BXXe 3aTBepAKeHOoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD.
(I3painb). Ak Hacnigok, 3MiHW B agpeci
BnacHuka CEP (3atBepmxeHo: API division, 5
Basel Street, Israel-4951033 Petach Tikva,;
3anponoHosaHo: 124 Dvora HaNevi'a Street
Israel-6944020, Tel Aviv-Jaffa). 3minu | TUnY -
3MiHu 3 aKocTi. A®l. KoHTposb A®I. 3miHa y
MeTodax BunpobysaHHss A®l abo BuxigHoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

mMarepiany/npoMiXHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOBHMLTBA
A®| (iHWi 3MiHM y MeTogax BUNpobyBaHHA
(BkNHOUAKOUM 3aMiHy @60 JOMOBHEHHS) AdI
a60 BUXigHOro/NPOMKHOTO NPOAYKTY)
[0AaBaHHA METOAY BUNPOGYBaHHS AN
BM3Ha4eHHs gomiwkn NDBA (FTX/MC) B gitouiit
peyoBuHi Pregabalin. 3miHu | Tuny - 3MiHu 3
AKoCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMartepiany/npomKHOro NPoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpOOHMLTBA
A®| (iHWi 3MiHM y MeTogax BUNPobyBaHHS
(BK/IHOHAOUM 3aMiHy ab0 AONOBHEHHS) ADI
ab0 BUXIAHOrO/MPOMIXHOIO NPOAYKTY)
[0AaBaHHA MeToAy BUNPO6YBaHHA A1
BU3Ha4YeHHs gomiwok NDEA, NDMA (I'X/MC)
B fjtoyili peyoBuHi Pregabalin

134.

MNPEAHITON®

XvpHa masb, 0,25%;
no10r,a6o 30,
a6o 50 ry Ty6i; no 1
Ty6i B KAPTOHHIl
nauui

TOB "MIBE
YKPAIHA"

Ykpaina

mibe MTmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTta BiZnNoBigHOCTI a60 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEChKIl
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOr0 NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMDKHOI pevoBuHU (cepTudiikat
BiANOBIAHOCTI €Bponeiicbkili hapmakonei) -
OHOBeHWi cepTudikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2015-
364-REV 00 (3aTBepaxeHo: RO-CEP 2015-
364-REV 01) gna A®| npegHikapbar Big, BXe
3aTBepAxeHoro BupobHuka Newchem S.p.A.

3a
peyenmom

UA/10283/01/01

135.

NMPEAHITON®

Kpewm, 0,25 %; no 10
r,abo 30r, a6o 50 r
y Ty6i; no 1 Ty6i B
KapTOHHI navw,i

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e Fm6X
ApuHarimitTens

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI a60 BUIYYEHHS
cepTudcpikaTa BiANoOBIAHOCTI EBpONEiChKilt
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCH Y BUPOOHMLTBI AdI;
[AN15 AONOMIKHOT peyoBrHY (cepTuddikat

3a
peyenmom

UA/10283/03/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

BiANOBIAHOCTI €Bponelickkili hapmakonei) -
OHOB/EHWiA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - NOJaHHSA
OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2015-
364-REV 00 (3atBepaxeHo: RO-CEP 2015-
364-REV 01) gna A®| npegHikapbaT Big, BXe
3aTBepMxeHoro BupobHuka Newchem S.p.A.

136. | NIPEAHITON® | ma3b 0,25 %; no 10 TOB «MIBE YkpaiHa Mmi6e Mv6X HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a - UA/10283/02/01
r,abo 30r, abo50r YKPAIHA» ApuHaiimitTTens 3MiHM | TURY - 3MiHK 3 sKocTi. CepTudikar peyenmom
y Ty6i; no 1 1y6i B BignosigHoCTI/TE-cepTudpikat BignosigHoCTI
KapTOHHIW nayu,i €Bponeiicbkiin hapmakonei/moHorpadii.

MogaHHA HOBOro a0 OHOB/IEHOTO
cepTuduikaTa BiZANOBIAHOCTI ab0 BUYYEHHS
cepTugikaTa BignoBigHOCTI €EBpONeChbKiii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/NPoOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
ANs AONOMDKHOT peyoBrHK (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBneHWn cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHSA
OHOBJIEHOr0O cepTudikaTa BifgnoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2015-
364-REV 00 (3aTBepaxeHo: RO-CEP 2015-
364-REV 01) ana A®I npegHikapbar Big, Bxe
3aTBepAKeHoro BMpo6Hnka Newchem S.p.A.

137. | NPIOPUKC™ niodinizat ans nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/13694/01/01
| PRIORIX™ po3uuHy Ans KnsiiH BpuTtaHis Bionopxikans C.A. 3MiHu | TYNY - 3MiHK 3 aKoCTi. AdI. peuyenmom
KOMBIHOBA iH'ekujn; 1 Ekcnopt Brpo6HMUTBO. 3MiHa po3mipy cepii
HA MOHOZ1030BMUiA Nimiteq (Bkntovaroun gianaszoHn) A®l abo NpomixXHOTo
BAKUVHA tonakoH (1 nosa) 3 NpPOAYKTY, SIK1iA 3aCTOCOBYETLCS Y NPOLECI
ansa niogpinizatom y BMPOGHMLUTBA ADI| (36inblIeHHs Ao 10 pasis
MPO®INAKT KOMMNIEKTi 3 NOPIBHAHO i3 3aTBEPXKEHUM PO3MIPOM)

WKW KOPY, PO34MHHMKOM (BO4A 36inbLeHHsA o6cary Bunycky Mumps
ENIAEMIYHO | ans iH'ekuiin) y monovalent bulk drug substance 3 120
ro nonepegHbL0 NAAWOK A0 160 NAAWOK Ha AinsHuj
NMAPOTUTY HanoBHEHOMY GlaxoSmithKline Biologicals S.A., Marburg.
TA LwnpuLi Ta 4Boma
KPACHYXU rosikamy B KapTOHHii

Kopob6ui; 100

MOHOZ030BMX (1
[03a) do1akoHiB 3
niogpinizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) B
amnynax Ne 100 B
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
oKpeMili ynakoBuj; 1
MyNbTUA030BUIA
donakoH (2 posn) 3
niodpinizatom y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
Ons iH'eKuiin) B
amnyni; no 100 wTyk
thnakoHiB Ta amnyn
B OKPEMMX KOpObKax
138. | NPOTEKOH TabneTku, BKPUTI OPIrAHOCU OAE EBepTomXeH flaiig IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a He UA/15396/01/01
DACT® nAiBKOBOO H CaeHcms Jliviteq, 3MiHu | TUny - 3MiHK Woao peyernmom niosnsieae
o60onoHkoto Ne 30: NAN®CAEH 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
no 10 TabneTtok y Ch3 (E® 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
6nicTepi; no 3 3ETI) 3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
6nicTepn y nauuj 3 MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi
kapToHy; Ne 60: no perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3neku
10 TabneTok y nikapcbKoro 3acoby, abo gocnigpkeHs 3
6nicTepi; no 6 6e3nekn 3acTocyBaHHS JlikapCbKoro 3acoby B
6nicTepiB y nayui 3 nicnsipeecTpadiiHuii nepiog, abo sk
KapToHy; Ne 90: no pe3ynbTaT OUiHKV 3BITY 3 AOC/iHKEHD,
10 TabneTok y npoBefeHnX BigNoBiAHO A0 NnaHy
6nictepi; no 3 negiatpnyHmx gocnimxkers (PIP) (3MiHy
6nicTepn y nauuj 3 Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHVUM
KapTOHY; Mo 3 nayku opraHom).
y nauyLi 3 KapTOHY; 3MiHM BHeceHO A0 IHCTPpyKUii s MeguyHoro
no 30, 60 a6o 90 3acTOCyBaHHS MikapCbKoro 3acoby Ao po3giny
Tabnetok y "3acTocyBaHHs y nepiog BaritTHocTi abo
KOHTeliHepi; no 1 rofyBaHHs rpyaat” BignoBigHO O OHOB/EHO!
KOHTeliHepy y nauui iHchopmawii 3 6e3nekn 3acTocyBaHHA Aito4oi
3 KapTOHY peyoBMHW. BBeAEHHSA 3MiH NpOTAromM 6-u
MicALiB nicnsa 3aTBepmKeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn). BHeceHo
pefakTopcbKi NpaBku A0 IHCTPYKUIT Ans
MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
0o posgainis "MpoTunokasaHHs", "Blaemogis 3
iHLWIMMK NiKapcbKMK 3acobamu Ta iHWi BUAn
B3aeMOgjin", "3acTtocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "Mo6iyHi
peakuii”, a Takox B po3ain "Mo6iyHi peakuii”
BHECEHO iHhopmaLito LoA0 BaXK/IMBOCTI
3BiTyBaHHS NPO MOGIYHI peakw;i.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS
139. | NCOTPION® renb, 50 mkr/r/0,5 TOB «MIBE YkpaiHa mi6e Mm6X HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/19635/01/01
mr/r; no 30ry YKPATHA» ApuHaiimiTTens TexHiuHa nomuska (3rigHo Hakasy MO3 Big, peyenmom

doNakoHi 3

23.07.2015 Ne 460)




99

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KpanenbH1M BunpasneHo TexHiuHy NOMUIIKY B IHCTPYKLLT
fosatopom Ta AN MeAUYHOro 3acTOCyBaHHS NikapCbKoro
KPULLIKOHO, WO 3acoby, a came y Ha3Bi po3giny:
3arByHYY€ETLCS; MO 1 3areepkeHo: MicLe3HaxomKeHHs BUPOOHMKa
dhnakoHy y nayuj Ta iloro agpeca MicLA NpoBaXeHHs Moro
LiSiNbHOCTI.
3anponoHoBaHo: MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca MicLsa NpoBaKeHHS
oro gisnbHOCTI.
3a3HaueHe BUMpaB/IeHHs BiNOBIAAE
marepianam peecTpauiiHoro foche.
140. | NYNbMIKOPT | nopowok ans AcTpa3eHek Lseuis BWUIOTOB/IEHHS, LLsewis BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/5552/02/02
TYPBYXANE iHranaujn, 200 a Ab HamnoBHEHHS, 3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWIA peyenmom
P MKr/no3a; no 100 KOHTPO/b SKOCTI, nikapcbkuii 3aci6. KOHTpOb roToBOro
[03 Y N1acTUKOBOMY MapKyBaHHS, nikapcbkoro 3acoby (iHwi 3MiHM) - OHOB/IEHHS
iHranaTopi; no 1 BTOPUHHE BXe 3aTBePAKEHNX METO/iB KOHTPO/IIO AKOCTI
iHranaTopy y nakyBaHHA Ta nikapcbkoro 3acoby, a came: BUKNAAEHHS
KapTOHHI Kopoobui BWMNYCK Cepil: TEKCTY AepXaBHO MOBOHO 3riHO Cy4acHWX
AcTpa3eHeka AB, BUMOT 3 BHECEHHSAM KOPEKTOPCbKMX NPaBOK
LLBeuis BifNOBIAHO A0 OPUTIHANIbHUX LOKYMEHTIB.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
141. | NYNbMIKOPT | nopowok ans AcTpa3eHek Llseuis BUrOTOB/IEHHS, LLseuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/5552/02/01
TYPBYXANE iHranauin, 100 a Ab HanoBHEHHH, 3MiHY | TUny - 3MiHK 3 skocTi. FoToBWMiA peyenmom
P MKr/go3a; no 200 KOHTPO/b SKOCTI, nikapcbkuii 3aci6. KOHTponb roToBoro
003 y N1acTUKOBOMY MapKyBaHHS, nikapcbKoro 3acoby (iHLwi 3MiHM) - OHOB/IEHHS
iHransaTopi; no 1 BTOPVHHE B)XE 3aTBEPKEHNX METOAIB KOHTPO/IHO AKOCTI
iHranaTopy y nakyBaHHA Ta nikapcbkoro 3acoby, a came: BUKNaAEeHHS
KapTOHHIl KopooLi BUNYCK cepil: TEKCTY [iepXXaBHOK MOBOHO 3riHO CyYacHUX
AcTtpa3eHeka Ab, BUMOT 3 BHECEHHAM KOPEKTOPCbKMX MpaBokK
LBewis BifNOBIAHO A0 OPUTIHANIBHUX LOKYMEHTIB.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
142. | NYMNAH® Kpansi opasibHi, No TOB YkpaiHa Pixapg BittHep Al ABCTpis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/1973/02/01
20 mn a6o 50 mn, «MEPPIFO 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peyenma
a6o0 100 mny YKPAIHA» peecTpavuiitHoro noceig4eHHs) (3rigHO Hakasy
donakoHax- MO3 Big 23.07.2015 Ne 460). BBefeHHSA 3MiH
KpanesnbHUuAax; no 1 NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMXKEHHS;
onakoHy y 3MiHK | TUny - 3MiHN Woao

KapTOHHIA ynakoBsL,i

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefeHHs ab0 3MiHU [0 y3araslbHeHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3arasibHeHVX AaHnx Npo cucTemy
thapmakoHarnagy, 3miHa ynosHOBaXeHol
0co6w, BignoBigasbHOI 3a 34jiNCHEHHS]
thapmakoHarnsay; KOHTakTHOi 0cobm 3
hapmakoHarnsgy 3asBHuKa A5 34iCHEHHS
hapmakoHarnsay B YKpaiHi, KLU0 BOHA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

BiAMiHHa Bif, YNOBHOB&XeHOi 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA
hapmakoHarnsagy (Bkaoyaouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-dhaiina
cuctemn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3anBHNIKa,
BiANOBIAa/IbHOI 32 hapmakoHarnsg. [iroya
pepakuisi: George Nicolas. MNponoHoBaHa
pefakuis: ®apuHelp OkcaHa MakcMiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT
0cobu 3as1BHUKa, BIAMNOBIAA/ILHOT 38
hapmakoHarnag

143.

PAMINPUN-
TEBA

Tabnetkv no 2,5 wr;
no 10 TabneTtok y

6nictepi, no 3 abo 6
6nicTepiB y kopobui

TOB «TeBa
YKpaiHa»

Ykpaina

Mepkne 'mM6X,
HimeuyunHa
(Bupo6HuyTBO
Hepo3dacoBaHOro
NpoAyKTy, A03BIN Ha
BWMNYCK Cepil;
MNepBuHHa Ta
BTOPWHHA YMNaKoBKa,
KOHTPO/1b SIKOCTI)

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis:
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTta BiZ4NOBIgHOCTI a60 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEChKIl
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOr0 NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMDKHOI pevoBuHM (cepTudiikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
OHOB/eHWii cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOGHMKa. MogaHHsA
OHOBJ/IEHOrO cepTudikarta BifgnoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2003-
050 - Rev 08 (3atBepaxeHo: R1-CEP 2003-
050 - Rev 07) ana A®| paminpuny Bif Bxe
3aTBepxeHoro Bupo6bHuka Dr. Reddy's
Laboratories Limited, IHgis. 3miHu | TUNY -
3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBNeHoro ceptudiikaTa BigNOBIAHOCTI
ab0 BUyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
BUPOOHUUTBI ADI; An1a AONOMDKHOT peqyoBUHN
(cepTuddikaT BignoBigHOCTI €BpONeEnCchKii
hapmakonei) - OHoBIeHWIA cepTudikar Big
y)Xe 3aTBepKeHoro BUpobHuka. rogaHHs
OHOBJ/IEHOrO cepTudikara BifnoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2003-
050 - Rev 09 gns A®I paminpuny Big, BXe
3arBepkeHoro BupobHvka Dr. Reddy's

3a
peyenmom

UA/16689/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

Laboratories Limited, IHais.

144.

PAMINPUN-
TEBA

Tabnetku no 5 mr;
no 10 TabneTtok y
6nicTepi, no 3 abo 6
6nictepiB y Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne 'vbX,
HimeuunHa
(Bupo6HuuTBO
Hepo3ghacoBaHOro
npoaykTy, A03BIN Ha
BWMYCK Cepil;
MNepBuHHa Ta
BTOPWHHA ynakoBkKa,
KOHTPO/Ib SKOCTI)

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MogaHHA HOBOrO ab0 OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI a60 BUIyYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEiChKIlt
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCSH Y BUPOOHMLTBI AdI;
ANs AONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BMPOOHUKa. [MogaHHA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2003-
050 - Rev 08 (3atBepgxeHo: R1-CEP 2003-
050 - Rev 07) ans A®| paminpuny Bif Bxe
3aTBepxeHoro Bupo6bHuka Dr. Reddy's
Laboratories Limited, IHgis. 3miHn | TUnY -
3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. NogaHHs HOBOrO
abo oHoBMEHOro cepTuddikaTa BigNOBIAHOCTI
abo BUNy4YeHHs cepTudpikata BianoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BMXigHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI API; NS 4ONOMIXHOT PEYOBUHN
(cepTudpikaT BignoBigHOCTI EBpoNechkii
hapmakonei) - OHOB/IEHWIA cepTudikar Big
yXe 3aTBepKeHOro BUpoGHUKaA. MoaaHHs
OHOBJ/IEHOrO cepTudikaTta BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2003-
050 - Rev 09 gnsa A®l paminpuny Big Bxe
3aTBepxeHoro Bupo6bHuka Dr. Reddy's
Laboratories Limited, IHAais.

3a
peyenmom

UA/16689/01/02

145.

PAMINPUN-
TEBA

Tabnetkn no 10 mr;
no 10 Tabnetok y
6nictepi, no 3 abo 6
6nicTepiB y kopoobLi

TOB «TeBa
YKpaiHa»

Ykpaina

Mepkne 'mM6X,
HimeuunHa
(BMpo6HULITBO
Hepo3chacoBaHoro
NpoAYyKTY, A03BiN Ha
BUNYCK Cepil;
MepBuHHA Ta
BTOPWHHA ynakoBKa,
KOHTPO/b SKOCTI)

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis:

3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHoCTI/TE-cepTucpikat signosigHoCTI
€Bponeiicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTuduikaTa BiZANOBIAHOCTI a60 BUNYYEHHS
cepTuguikaTa BignoBigHOCTI €EBpoNechbkiii
thapmakonei: gna A®l; ans BUXigHOro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;

3a
peuyerimom

UA/16689/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
ANs AONOMDKHOT peyoBuHK (cepTuddikat
BiANoOBIgHOCTI EBponelickkili hapmakonei) -
OHOBEeHWIA cepTUdikar Bif yxe
3aTBEPKEHOr0 BUPO6HMKa. MogaHHA
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI
€sponeiicbkili hbapmakonei Ne R1-CEP 2003-
050 - Rev 08 (3atBepmxeHo: R1-CEP 2003-
050 - Rev 07) ans A®I paminpuny Big BXxe
3arBepxeHoro B1upobHvika Dr. Reddy's
Laboratories Limited, IHgis. 3miHn | TUnY -
3MiHu 3 sKocTi. CepTudikat BignosigHoOCTI/lE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/mMmoHorpadii. NogaHHs HOBOTO
abo oHOBMEHOrO cepTudpikaTa BiANOBIAHOCTI
abo BUNyYeHHA cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCA Y
BMPOGHULTBI A®I; AN 4ONOMIXHOT PEYOBUHU
(cepTudpikaT BignoBigHOCTI EBponeichkiii
thapmakonei) - OHoBNEeHWI cepTudikar Big,
yXe 3aTBeppKeHoro BUpobHuka. rNogaHHs
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI
€sponeiicbkili hbapmakonei Ne R1-CEP 2003-
050 - Rev 09 gnsa Adl paminpuny Big Bxe
3aTBepxeHoro Bupo6bHuka Dr. Reddy's
Laboratories Limited, IHAis.
146. | PEBIBAN® Kancynu Mepokemi Kinp BMPOGHMLTBO Kinp BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a He UA/17932/01/01
racTpopesnCTeHTHi nTa roToBOro 3MiHM | TUNYy - 3MiHK Woao peyenmom | nidsisizae
TBepAi no 30 mr; no nikapcbKkoro 3acooby, 6e3nekn/edpekTBHOCTI Ta hapMakoHarisagy
10 kancyny KOHTPO/b AKOCTI, (iHWWi 3MiHK).
6nictepi; no 3, 6 abo BUNYCK cepil: 3MiHV BHECEHO Y TEKCT MapKyBaHHS
9 6nictepiB y Mepokemi 1T NepBUHHOT Ta BTOPVMHHOT YNakoBKN CTOCOBHO
Kopobui (UeHTpanbHuii [aTv BUpO6HULTBA, AaTh TepPMiHY
3aBop), Kinp npuAaaTHoOCTI, HOMepy cepii Ta Homepy
BVMPOGHMLTBO peecTpauiiiHoro nocsig4yeHHss BeeaeHHS 3MiH
roToBOro NPOTAroM 3-X MiCALiB NiCNA 3aTBEPKEHHS.
nikapcbKoro 3acoby, 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
nepBuHHE Ta Ha3BW Jlikapcbkoro 3acoby. 3miHa Ha3sm MN13.
BTOPUHHE 3aTtBepmkeHo: PEBIBAJ]. 3anponoHoBaHo:
nakyBaHHs: PEBIBA/I®
Mepokemi 1T BBefeHHs 3MiH npoTarom 3-x MicAuiB nicns
(3aBog AZ), Kinp 3aTBEPKEHHS.
147. | PEBIBANI® Kancynm Megokemi Kinp BUPOGHMLTBO Kinp BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a He UA/17932/01/02
racTpope3nCTeHTHI nTa roTOBOr0O 3MiHu | TUny - 3MiHK Woao peyernmom niosnsiecae
TBEpAi no 60 mr; no nikapcbKoro 3acoby, 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy
10 kancyny KOHTPO/b SKOCTI, (iHWi 3MiHW).

6nictepi; no 3, 6 abo

BWMNYCK Cepil:

3MiHM BHECEHO Y TEKCT MapKyBaHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

9 6nictepiB y
KopooLi

Megokemi NTA
(UeHTpanbHuii
3asop), Kinp
BMPOGHMLTBO
roToBOro
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Megokemi NTA
(3aBog AZ), Kinp

NEepPBUHHOI Ta BTOPUHHOI YNaKOBKN CTOCOBHO
AaTtu BUPO6GHMLTBA, AaTu TePMiHY
npuaaTHoOCTI, HOMepy cepii Ta Homepy
peecTpauiiiHoro noceig4yeHHss BBeaeHHS 3MiH
NpoTArom 3-X MicAUiB NicNA 3aTBEPKEHHS.
3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW nikapcbkoro 3acoby. 3miHa Ha3su [13.
3arsepaxeHo: PEBIBAJ]. 3anponoHoBaHo:
PEBIBANI®
BBefeHHs 3MiH npoTarom 3-x MicAuiB nmicas
3aTBEPMKEHHS.

148.

PEKCETUH®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 20
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI/ ynakosL,i

BAT
"lepeoH
PixTep"

YropwmHa

BAT "l'epeoH
PixTep"

YropLmHa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAo
6e3nekn/edpekTBHOCTI Ta thapMakoHarnagy
(iHLWi 3MiHW). 3MiHWM BHECEHO A0 IHCTPYKLii AN1A
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po3ginu: "B3aemopisa 3 iHWMMK NiKapCbKUmu
3acobamu Ta iHWi BUAK B3aemogiii",
"Ocob6nMBOCTI 3acTOCyBaHHS" BiANOBIAHO 40
OHOB/EHOT iHGhopMaLii 3 6e3neku Aito4oi
peyoBuHN. BBEAEHHSA 3MiH NPOTArOM 6-TK
MicALiB nicnsA 3aTBepAKeHHs. 3MiHu | Tiny -
3MiHV Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHN BHECEHO
[0 IHCTPYKLIT 415 MEJUYHOIO 3aCTOCYyBaHHS
nikapcbKoro 3acoby y po3sgin "OcobnnBocTi
3acTocyBaHHsA" BifMoBigHO [0 OHOBMNEHOI
iHchopmaii 3 6e3nekun AjtoHoT peyoBUHU.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMKEHHS. 3MiHKM | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3MiHM). 3MiHWM BHECEHO [0 IHCTPYKLUT Ans
MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
y po3gin "MNo6ivHi peakuii” WoA0 BaX/IMBOCTI
3BiTyBaHHSA Npo Nob6iuHi peakLii. BBegeHHsS
3MiH NpOTArom 6-Tn micsuis nicns
3aTBEPAKEHHS.

3a
peyernmom

He
niosisieae

UA/3911/01/02

149.

PUBABIPUH-
DAPMEKC

kancynu Tepgi no
200 wr; no 10
kancyn y 6nictepi,
no 3 abo 6 6nictepis
y nayui 3 KApTOHY

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reyn"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo focnigpkeHs 3
6e3nekn 3acTocyBaHHA NlikapCbKoro 3acoby B
nicnsipeecTpaLiiHuii nepiog, abo sk
pe3ynbTaT OLUiHK/ 3BITY 3 AOC/IHKEHD,

3a
peyenmom

He
niosnsiecae

UA/10004/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
npoBefeHnX BigNoBIAHO A0 NnaHy
negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHVUM
opraHom).
3MiHV BHECEHO B IHCTPYKLiO AN MeAUYHOro
3acTOoCyBaHHS MikapCbKOro 3acoby Ao po3gainy
"Mo6iuHi peakwyji" BigNOBIAHO [,O OHOBMEHOI
iHbopmauii Wwoao 6e3nekn 3acTocyBaHHS
[i040T PEYOBVHY 3riAHO 3 peKoOMeHaLlieto
PRAC. TepMiH BBeAE€HHS 3MiH NpOTArom 6
MicALiB nicnsa 3aTBepAKeHHs
150. | PUBOKCWH- PO34MH A1 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a He UA/6209/01/01
AAPHULSA 20 mr/mn, no 5 mn B "®apmaueBT "®apmavneBTUYHa 3MiHM | TUNY - 3MiHK WoAo peyenmom | niosis2ae
amnyni; no 5 amnyn n4yHa dhipma hipma "OapHuus” 6e3nekn/edpekTBHOCTI Ta thapMakoHarnagy
Y KOHTYpHiIl "NapHuus" (iHLWWi 3MiHKW) - 3MiHWN BHECEHI B TEKCT
YapyHKOBIl MapKyBaHHS1 yMakoBKM MiKapCbKoro 3acoby
ynakosLi; no 2 LLOA0 BUNYYEHHS iHChopmaLii, BUknageHol
KOHTYPHI YapyHKOBI pociiicbkolo MOBOIO, Ta 3a3HavyeHHA QR-koay y
yMakoBKM y nadi; no n. 17 IHWE BTOPVHHOI yNakoBKW J1ikapCbKoro
10 mn B amnyni; no 3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
5 amnyn y KOHTYpHil nicnsa 3aTBEpAKEHHS
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
YNaKoBKM y nauLi
151. | PUUNHOBA onis opasbHa no 30 MPAT YkpaiHa BiAnoBiganbHUIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 He UA/9198/01/01
onAa rabono 100 ry "®ITOPAPM BMPOGHMLITBO, 3MiHY | TRy - AAMIHICTPaTMBHI 3MiHU. 3MiHa peyenma nionisi2ae
dhnakoHax " nepBuHHE HalimeHyBaHHs Ta/abo agpecy 3asBHMKa
nakyBaHHs, (BNacHvKa peecTpauiiHoro nNocBig4YeHHs1)
KOHTPO/b AKOCTi Ta 3MiHa agpecu 3asBHUKa. BBeAeHHs 3MiH
BUNYCK cepil: NPOTAroM 6-Tu MiCALIB MiCNA 3aTBEPKEHHSA
MNPAT
"®ITOPAPM",
YkpaiHa
BiAnoBiganbHUIA 3a
BMPOGHMLTBO,
nepBuHHE
nakyBaHHSA Ta
KOHTPO/b AKOCTI:
TOB "®apma
Yepkac", YkpaiHa
152. | CEAA®PITOH Kpansi opasibHi; No MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 niossieae UA/18257/01/01
® 50 mn 'y dhnakoHax 3MiHY | TUNy - AAMIHICTPaTUBHI 3MiHX. 3MiHa peuyenma

CKMSAHMX Ta
noniMepHux, 3
npobkamu-
KpanesibHUUAMY,

"®ITOPAPM

HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHUKa
(BNacHvKa peecTpauiiHoro NocBig4YeHHs)
3MiHa agpecy 3asBHUKa. BBeeHHsA 3MiH
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KpyILLKaMm NPOTAroM 6-TW MiCALiB NiCNA 3aTBEPLKEHHS
noniMepHUMm 3
KOHTPOMEM NepLuoro
BigkpuTTH, no 1
doNakoHy B nauui
153. | CETETrMC® Tabnetku no 1 mr; 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 3a - UA/4608/01/01
no 10 Tabnetok y dapmaneBT dapmaleBTUYHNI 3MiHM | TURY - 3MiHK 3 sKocTi. CepTudikar peyenmom
6nictepi; no 3 NYHWIA 3aBO, 3aBop ElC BignosigHoCTI/TE-cepTudpikat BignosigHoCTi
6nicTepu B KOPOO6L ETIC €Bponeiicbkin hapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
y BiANOBIAHICTb A0 MOHOrpacii APY abo
€Bponeiicbkoi hapmakonei, abo iHLWoi
HaujioHanbHOT chapmakonei aepxasu €C
(3MmiHa y cneumdikauii HedhapmakoneiHoro
A®| ona npuBedeHHs y BIANOBIAHICTb A0
Bumor [IdY abo €sponelicbkoi hapmakoner,
a60 IHWOT HalioHanbHOT hapmakonel
aepxasun €C) - A®I. 3miHM BHOCATbCA A0
Marepianis peecTpauljiiiHoro AOChe Yy 3B'A3Ky i3
npuBefeHHAM cneuudikauii APl TepasosnHy
rigpoxnopuay aurigpaTy y BignoBigHICTb [0
BMMOr MoHorpadii Terazosin hydrochloride
dihydrate €.
154. | CETETMC® TabneTky no 2 mr, 3AT YropwumHa 3AT YropwuHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a - UA/4608/01/02
no 10 Tabnetok y dapmaueBT dapmaleBTUYHNI 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peyenmom
6nictepi; no 3 WNYHWIA 3aBOf, 3aBop ElC BignosigHocCTI/IE-cepTucpikart signosigHoCTI
6nicTepy B KOPOOL ETIC €Bponeiicbkiin hapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
y BiANOBIAHICTb A0 MoOHOrpacii APY abo
€Bponeiicbkoi hapmakonei, abo iHLWoi
HauioHas1bHOT hapmakonei gepxasun €C
(3miHa y cneumdikauii HedhapmakoneiHoro
A®| ona npuBedeHHs y BIANOBIAHICTb A0
Bumor [IdY abo €sponelicbkoi hapmakoner,
a60 iHWOT HaLioHanbHOT hapmakonei
aepxasun €C) - A®I. 3miHM BHOCATLCSA A0
MarepianiB peecTpaujiiiHoro AOChbE Yy 3B'A3KY i3
npuBefeHHAM cneuudikauii APl TepasosnHy
rigpoxnopuay auriapaTy y BignoBigHICTb f0
BMMOr MoHorpadii Terazosin hydrochloride
dihydrate €.
155. | CETEFMC® TabneTtkn no 5 mr, 3AT YropwumHa 3AT YropwumHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a - UA/4608/01/03
no 10 Tabnetok y $apmaueBT dapmayleBTUYHNI 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peyenmom
6nicTepi; no 3 NYHUIA 3aBOA, 3aBog ElC BignosigHocTi/l E-cepTudikar signosigHocTi
6nictepn B KOPOOLi ETlIC €Bponeiicbkiii hapmakonei/MmoHorpadii.

3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS
Yy BifnoBigHicTb A0 MoHorpacii APY abo
€Bponeicbkoi hapmakonei, abo iHWoi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

HaujioHasbHOT chapmakonei aepxasu €C
(3miHa y cneumdikauii HedhapmakoneiHoro
A®| ana npuBeAeHHs y BIANOBIAHICTb A0
Bumor [IdY abo €sponelicbkoi hapmakoner,
a60 iHWOT HalioHanbHOT hapmakonel
aepxasun €C) - A®I. 3miHM BHOCATLCA A0
Marepianis peecTpaujiiiHoOro AOChE Yy 3B'A3KY i3
npuBefeHHAM cneuudikauii APl TepasosnHy
rigpoxnopuay auriapaTy y BifgnoBigHICTb [0
BMMOr MoHorpadii Terazosin hydrochloride
dihydrate €.

156.

CETEINC®

Tabnetkn no 10 wmr;
no 10 Tabnetok y
6nictepi; no 3
6nicTepu B KOPOO6L

3AT
dapmaueBT
WNYHWIA 3aBO,

ErIC

YropwmHa

3AT
dapmaleBTUYHNI
3aBog ElC

YropLmHa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkin hapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
y BiANOBIAHICTb A0 MOHOrpacii 4PY abo
€Bponeiicbkoi hapmakonei, abo iHLWoi
HaujioHanbHOT chapmakonei aepxasu €C
(3miHa y cneumdikauii HedhapmakoneiHoro
A®| ona npuBeAeHHs y BIANOBIAHICTb A0
Bumor [IdY abo €sponelicbkoi hapmakoner,
a60 iHWOT HalioHanbHOT hapmakonel
aepxasun €C) - A®I. 3miHM BHOCATLCA A0
MarepianiB peecTpauljiiiHoro AOChe Yy 3B'A3Ky i3
npuBefeHHAM cneuudikauii APl TepasosnHy
rigpoxnopuay aurigpaty y BignoBigHICTb [0
BMMOr MoHorpadii Terazosin hydrochloride
dihydrate €.

3a
peyernmom

UA/4608/01/04

157.

CIO®OP®
1000

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO, No 1000
Mmr; no 15 TabneTok
y 6nicTepi; no 2 abo
4 6nictepun B
KapTOHHI KopoobLi

Nab6opaTtopi
rigoTTi
C.n.A.

ITanis

Bupo6HuyTBO "in
bulk”, nepBrHHe Ta
BTOPWUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: MeHapiHi-®oH
XengeH N'm6X,
HimeuunHa,
MNepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: BEP/TIH-XEMI
Ar, HimeuuunHa,;
Bupo6bHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpPO/b cepii:

HimeuunnHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasiis:
3MiHuW | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo foCnifkeHb 3
6e3nekun 3aCTocyBaHHA NiKapcbkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BifnoBigHO A0 NaHy
neaiatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO B IHCTPYKL,it0 ANns
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby
[0 po3giniB "Oco6nBOCTi 3aCTOCYBaHHA",
"Mo6ivHI peakuii" BiANOBIAHO 4O OHOBAEHOI
iHchopmawii woao 6e3nekn 3acTocyBaHHs

3a
peuyerimom

He
nionsieae

UA/3734/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep

peecmpayiliHo2o

nocsBi0O4YeHHs

[pareHocapm
Anotekep Mwowwn
m6X, HimeuunHa;
Bupo6HuyTBO "in
bulk" Ta KOHTpOb
cepii: BEP/TIH-XEMI
AT, HimeuunHa;
lNepBuHHe Ta
BTOPUHHE
nakysaHHs: CBICC
KAMC rméxX,
HimeuumnHa,;
KoHTposb cepii: KANN
Na6opaTtopieH 4-p
®peiitar FM6X,
Himeyumna; ANC
Yecbka Pecny6rnika,
C.p.o., Yecbka
Pecny6nika; ANC
Yecbka Pecny6rika,
C.p.o., Yecbka
Pecny6nika

Ai040T PEYOBVHN

158.

CIO®POP®
500

TabneTku, BKPUTI
NNiBKOBOO
o60onoHkot, no 500
Mmr; no 10 TabneTok
y 6nicTepi; no 6
6nicTepiB y
KapTOHHIlA KOpooLi

BEP/IH-
XEMI Al

HimeyunH
a

MNepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii: BEPJTIH-XEMI
A, HimeuuunHa;
Bupo6HMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Cepili:
MeHapiHi-®oH
XeligeH Mv6X,
HimeuunHa,;
Bupo6HuyTBO "in
bulk" Ta KOHTpO/b
cepiii: BEPJTIH-
XEMI AT,
HimeuuunHa;
KoHTponb cepiii:
AJ1C Yecbka
Pecny6nika c.p.o.,
Yecbka Pecny6nika;
KoHTponb cepiii:
AJIC Yecbka
Pecny6nika c.p.o.,

Himeuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/iHKEHD,
npoBefeHnX BigNoBiAHO 40 NnaHy
negiatpuyHmx gocnimxkers (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO B IHCTPYKLilo ANns
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby
00 po3ginis "Oco6/MBOCTi 3aCTOCYBaHHS",
"Mo6iyHi peakwyji" BigNOBIAHO [0 OHOBMNEHOI
iHbopmaii Wwoao 6e3nekn 3acTocyBaHHs
L0401 pevyoBUHN

3a
peyenmom

He
nionsieae

UA/3734/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Yecbka Pecny6nika
159. | CIO®OP® TabneTku, BKPUTI BEPNIH- HimeuuunH MepBuHHE Ta HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a He UA/3734/01/03
850 N1iBKOBOIO XEMI Al a BTOPVHHE Yecbka 3MiHM | TMny - 3MiHK Wwoao peyenmom | nidsisg2ae
o060n10HKot0, Nno 850 nakyBaHHs, Pecny6nika 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
Mmr; no 15 Tabnetok KOHTPONb Ta BUMYCK 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
y 6nicTepi; no 4 cepii: BEP/TIH-XEMI 3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
6nictepu y A, HimeuuunHa; MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi
KapTOHHIlA KOpooLi Bupo6HMLTBO "in perynsipHoO OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
bulk" Ta KOHTPONb nikapcbkoro 3acoby, abo gocnimxeHb 3
cepiii: BEP/IH- 6e3nekn 3acTocyBaHHS Jlikapcbkoro 3acoby B
XEMI AT, nicnsipeecTpadiiHuii nepiog, abo sk
HimeuunHa; pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
[OpareHocapm npoBefeHnX BigNoBIAHO A0 NnaHy
Anotekep Mown negiatpnyHmx gocnimxkers (PIP) (3MiHy
v6X, HimeuunHa; Y3ropKeHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
BMPOGHMLTBO "in opraHom) - 3MiHV BHECEHO B IHCTpYKLilo ANs
bulk", nepBrHHe Ta MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
BTOPVIHHE 00 po3ginis "Oco6/MBOCTi 3aCTOCYBaHHS",
nakyBaHHs, "Mo6iyHi peakwyji" BigNOBIAHO [0 OHOBMEHOI
KOHTPO/b Ccepili: iHbopmaLii Wwoao 6e3nekn 3acTocyBaHHS
MeHapiHi-®oH Lit0YOT PEYOBUHN.
XeinpgeH M'v6X,
HimeuumnHa,
KoHTponb cepiii:
AJIC Yecbka
Pecny6nika c.p.o.,
Yecbka Pecny6nika;
KoHTponb cepiii:
AJ1C Yecbka
Pecny6nika c.p.o.,
Yecbka Pecny6nika
160. | CIPHAHA Ma3b 33% no40ry MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 nionsicae UA/8061/01/01
MA3b Ty6ax "®ITOPAPM 3MiHM | TRy - AAMIHICTPaTMBHI 3MiHU. 3MiHa peyenma
MPOCTA " HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs)
3MiHa agpecu 3asBHUKa. BBeAeHHs 3MiH
NPOTArom 6-T1 MicsAUIB Nicns 3aTBEPAKEHHS
161. | CKUNUWAAPH | ma3b no 30 ry Ty6ax MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 6e3 nions2ae UA/8177/01/01
A MA3b "®ITOPAPM 3MiHM | TMNy - AgGMiHICTPaTUBHI 3MiHN. 3MiHa peuyenma
" HalimeHyBaHHs Ta/abo agpecy 3asBHMKA
(BnacHuka peecTpauiliHoro NocBigYeHHs)
3MiHa agpecu 3asBHIKa. BBeeHHsA 3MiH
NPOTArom 6-T1 MicsAUIB Nicns 3aTBEPAKEHHS
162. | COBIKOMBI Tabnetku, 10 mr/10 KPKA, a.4., CnoBeHis BMPOBHMUTBO "in CnoseHis/ BHECEHHS 3MiH 40 peecTpaviiiHux maTepianis: 3a He UA/14880/01/02
mr, no 10 Tabnetok HoBo mecTo bulk", nepBuHHe Ta HimeuunHa 3MmiHu | TUnYy - 3MiHK Woao peyenmom | miosisg2ae

y 6nicTepi, no 3 abo
no 6, abo no 9
6nicTepiB y

BTOPNHHE
nakyBaHHS,
KOHTPOJ1b Ta BUNYCK

6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapaKTepucTuL NikapcbKoro
3aco6y, TeKCTi MapKyBaHHs Ta IHCTPYKLUIT Ans
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHI KopoobLi cepiii: MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi
KPKA, a.4., Hoso perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
mecTo, CnoBeHis nikapcbKoro 3acoby, abo gocnimxeHb 3
nepBuHHe Ta 6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
BTOPVHHE nicnsipeecTpadiiHuii nepiog, abo sk
nakyBaHHs, BUMYCK pe3ynbTaT OUiHKV 3BITY 3 AOC/IKEHD,
cepiii: npoBefeHnX BigNOBIAHO 40 NnaHy
TAL ®apma MM6X, negiatpuyHmx gocnimpxkeHb (PIP) (iHwi 3MiHW)
HimeuyunHa 3MiHWN BHECEHO [0 IHCTPYKLi 415 MegUUYHOro
KOHTPO/Ib Cepiii: 3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainy
KPKA, a.4., Hoso "Mepefo3yBaHHA" BiANOBIAHO 4O OHOBMEHOT
mecTo, CnoBeHis iHchopmawii 3 6e3neku 3acToCcyBaHHSA
TAL dapma M'vM6X, nikapcbKoro 3acoby. BBeeHHS 3MiH NpOTArom
HimeyunHa 6-T1 MicAUiB Nicnsa 3aTBEPKEHHS
KoHTposib
Mikpo6ionoriyHoi
ynucToTU cepii (y
BUNaAKy KOHTPOO
cepii TA[ d®apma
v6X):
Na6op /1C CE & Ko.
KI, HimeyunHa
163. | COBIKOMBI Tabnetku, 5 mr/10 KPKA, a.4., CnoBeHis BMPOBHUUTBO "in CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a He UA/14879/01/01
mr, no 10 TabneTok Hoso mecTo bulk", nepBrHHe Ta HimeuunHa 3MiHu | TUny - 3MiHK Woao peyernmom nionsieae
y 6nicTepi, no 3 a6o BTOpPUHHE 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
no 6, abo no 9 nakyBaHHs, 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro

6nictepiB y
KapTOHHIA Kopoo6Li

cepiii:
KPKA, a.4., Hoso
mecTo, C/ioBeHis
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepiii:

TAL ®apma 'M6X,
HimeuunHa
KOHTPO/b Ccepiii:
KPKA, a.4., Hoso
mecTo, C/ioBeHis
TAL d®apma M'M6X,
HimeuyunHa
KoHTposib
Mikpo6ionoriyHoi
ynucToTU cepii (y
BUMaKy KOHTPOO
cepii TA[ ®apma
v6X):

Jlabop JIC CE & Ko.

KOHTPO/b Ta BUMYCK

3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/iHKEHD,
npoBefeHnX BigNoBiAHO 40 NnaHy
negiatpuyHmx gocnimpxkeHs (PIP) (iHwi 3MiHK)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainy
"Mepefo3yBaHHA" BiANOBIAHO 4O OHOBMEHOT
iHhopmalii 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby. BBeeHHS 3MiH NPOTArom
6-Tn MicAUIB NicNsA 3aTBEPKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KI, HimeyunHa
164. | COBIKOMBI Tabnetku, 5 mr/5 mr, KPKA, a.4., CnoBeHis BMPOBHUUTBO "in CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a He UA/14880/01/01
no 10 TabneTtok y HoBso mecTo bulk", nepBrHHe Ta HimeuunHa 3MiHu | TUny - 3MiHK Woao peyernmom nionsieae
6nicTepi, no 3 abo BTOpPUHHE 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
no 6, abo no 9 nakyBaHHs, 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
6nicTepis y KOHTPO/b Ta BUMYCK 3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
KapTOHHIA KopoobLi cepiii: MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi
KPKA, a.4., Hoso perynsipHoO OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
mecTo, CrnoBeHis nikapcbkoro 3acoby, abo gocnimxeHb 3
nepBuHHe Ta 6e3nekn 3acTocyBaHHA /likapCbKoro 3acoby B
BTOPVHHE nicnsipeecTpadiiHuii nepiog, abo sk
nakyBaHHs, BUMYCK pe3ynbTaT OUiHKV 3BITY 3 AOC/IHKEHD,
cepiii: npoBefeHnX BigNoBIAHO A0 NnaHy
TAL ®apma 'M6X, negiatpuyHmx gocnimpxkers (PIP) (iHwi 3MiHK)
HimeuunHa 3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
KOHTPO/b cepiii: 3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3ainy
KPKA, a.4., Hoso "Mepefo3yBaHHA" BiANOBIAHO 4O OHOBMEHOT
mecTo, CnoBeHis iHchopmawii 3 6e3neku 3acTocyBaHHS
TAL d®apma M'M6X, nikapcbKoro 3acoby. BBeeHHS 3MiH NPOTArom
HimeyunHa 6-Tn MicAUIB NicnsA 3aTBEPKEHHS
KoHTposib
Mikpo6ionoriyHoi
ynucToTU cepii (y
BMNaAKy KOHTPO/O
cepii TA[ d®apma
v6X):
Na6op JIC CE & Ko.
KI, HimeyunHa
165. | COBIKOMBI Tabnetku, 10 mr/5 KPKA, a.4., CnoBeHis BMPOBHULTBO "in CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a He UA/14878/01/01
mr, no 10 TabneTok HoBso mecTo bulk”", nepBrHHe Ta HimeuunHa 3MiHu | TUny - 3MiHK Woao peyernmom niosnsiecae

y 6nicTepi, no 3 abo
no 6, abo no 9
6nictepiB y
KapTOHHI KopoobLi

BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii:

KPKA, a.4., Hoso
mecTo, CnoBeHis
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepiii:

TAL ®apma 'M6X,
HimeuunHa
KOHTPO/b Ccepili:
KPKA, a.4., Hoso
mecTo, CnoBeHis
TAL d®apma MM6X,
HimeuyunHa
KoHTpo/ib

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHA NlikapCbKoro 3acoby B
nicnsipeecTpaLiiHuii nepiog, abo sk
pe3ynbTaT OLUiHKV 3BITY 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
negiatpuyHmx gocnigpxkers (PIP) (iHwi 3MiHK)
3MiHVN BHECEHO A0 IHCTPYKLii 415 MegUyYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"Mepefo3yBaHHA" BiANOBIAHO A0 OHOBEHOT
iHhopmalii 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby. BeefeHHs1 3MiH NpoTsArom
6-Tn MicsAUIB Nicns 3aTBEPKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Mikpob6ionoriyHoi
ynucToTU cepii (y
BUNaAKy KOHTPOO
cepii TA[ d®apma
v6X):
Nab6op N1C CE & Ko.
KI, HimeyunHa
166. | CNNPTON® pO34uH Ans MPAT YkpaiHa BiAnoBiganbHUIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a He UA/12877/01/01
30BHILUHBOTO "®ITOPAPM BMPOGHMLTBO, 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom | nidsis2ae
3acTocyBaHHsA 96 %, " nepBuHHE HaliMeHyBaHHs Ta/abo agpecu 3asBHMKA
no 100 mny nakyBaHHs, (BNacHvKa peecTpauiiHoro nNocBigYeHHs)
chnakoHax KOHTPO/b AKOCTi Ta 3MiHa agpecu 3asiBHMKa 3MiHN BHECEHI B
BWMYCK Cepii: po3gin "Micue3HaxomKeHHs 3asBHUKA" B
MPAT IHCTPYKLiO 4119 Me4UYHOro 3aCTOCyBaHHsA
"PITOPAPM", NiKapCcbKoro 3acoby y 3B'A3Ky 3 YTOUHEHHSIM
Ykpaina agpecy 3asBHVKa. BBegeHHs 3MiH mpoTsarom 6-
BiAnoBiganbHUIA 3a TV MiCALIB NicNa 3aTBEPAXKEHHS.
BMPOGHMLTBO,
nepBuHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
AT "Nly6HMdhapm",
YKpaiHa
167. | CTEATE/NDb PO34MH A5 iH'EKLIN, NMPO®APM ManbTa XENM C.A. peuis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/12945/02/01
1r/5mn,no5mnB A 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peuyenmom
amnyni; no 5 amnyn IHTEepHeLHN BignosigHocTi/l E-cepTudikar BignosigHocTi
B KapTOHHI navi TperguHr €Bponeiicbkiit hapmakonei/MmoHorpadii.
NimiTen MofaHHA HOBOrO abo OHOB/IEHOTO
cepTudikaTta BiZ4nNoBigHOCTI ab0 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEiChKili
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMDKHOI pevoBuHM (cepTudiikat
BiANoOBIAHOCTI €Bponeiichbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEpPAKEHOr0
BMPOGHMKA - NOAaHHA HOBOro cepTudpikaty
BiANOBIAHOCTI E€Bponeiickkil hapmakonei RO-
CEP 2019-293-Rev 00 Big BXe
3aTBepxeHoro Bupo6Hrka Chengda
Pharmaceutical Co., Ltd., Kutai gitouoi
pPEeYOBUHM NEBOKaPHITUH (3aTBepaxeHo: SMF
for API Levocarnitine, version 3, REF
NUMBER: 1623, July 28, 2013;
3anponoHoBaHo: RO-CEP 2019-293-Rev 00)
168. | CTEATE/b PO34MH opasbHUii MPO®APM ManbTa XENMN C.A. Ipevyis BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 6e3 - UA/12945/01/01
no 1 /10 mn, no 10 A 3MiHuM | TMNy - 3miHK 3 sikocTi. CepTudpikat peyenma
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

My chriakoHi; no 10
onakoHiB y
KapTOHHIA navui

IHTepHeLwHN
TpeguHr
Nimiteq

BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MofaHHA HOBOrO ab0 OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI a60 BUYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEiCHKIlt
thapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCH Y BUPOOHMLTBI AdI;
ANs AONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEPAXEHOr0
BMPOGHMWKA - MOAaHHSA HOBOro cepTudikaty
BiANOBIAHOCTI E€Bponeiickkiit hapmakonei RO-
CEP 2019-293-Rev 00 Big, BXe
3aTBEpAXEHOro Bupo6Hrka Chengda
Pharmaceutical Co., Ltd., Kutaii gitouoi
pPEeYOBUHM NEBOKAPHITUH (3aTBepakeHo: SMF
for API Levocarnitine, version 3, REF
NUMBER: 1623, July 28, 2013;
3anponoHoBaHo: RO-CEP 2019-293-Rev 00)

169.

CYBETTA

Tabnetku no 20

TabneTok y 6nictepi;
no 1 a6o 2 6nictepu
Y KapTOHHIi kopobu,i

TOB
"Martepia
Meguka-
YkpaiHa"

YkpaiHa

3AT CaHTOoHiKa

NntBa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHu | TUNY - 3MiHu 3 axkocTi. A®l. KoHTponb
A®| (iHLWi 3MiHW) - BHECEHHS 3MiH B
n.3.2.S.4.Control of drug substance, a came
BBE/EHHS KOHTpoo A®| «AHTUTINA Ao C-
KiHLleBOro doparmeHTa 6eta-cyboauHuLi
peuenTopa iHCyniHy adiHHO OUULLLEHI»: CYMiLLl
romMeonaTnyHux posseseHb C12, C30 Ta
C200; «AHTUTINA A0 eHaoTenianbHoi NO
CMHTa3M atpiHHO OYMLLIEHI»: CyMiLL
romeonaTnyHux possegeHb C12, C30, Ta
C200). 3asBneHa peecTpauiiiHa npoueaypa
obymoBneHa Bumoramv GMP Ta
nonoxeHHamu Aupektren 2001/83/€C. 3miHn
Il Tuny - 3miHn 3 AkocTi. APl KoHTponb AdI
(iHLWi 3MiHW) 3MiHa AONYCTUMMX MEX ANS
nokasHuka «lgeHtudikauis», BUSHa4eHoro y
cneumdikauii Ha BUXiZHWUIA NPOAYKT «AHTUTING
[0 C-kiHueBoro thparmeHTa 6eTa-cyboanHuL,i
peuenTopa iHcyniHy adiHHO OUMLLEHI», L0
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
A®I|, 06ymOBIEeHa BHECEHHAM YTOYHEHHS
LLIOAI0 MOX/IMBOCTI MOSIBM [OLATKOBOI CMYTH,
Lo sBignosigae py-cmysi IgM, nig yac
BUKOHaHHA meToavkn OCH-MAI
enekTpodhopesy Yy BiAHOBHNX yMOBaXx
(Reducing SDS-PAGE, Ph.Eur., 2.2.31) 3MiHn
Il Tvny - 3miHK 3 skocTi. A®I. KoHTponb AdI

6e3
peyenma

UA/18297/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

(iHLWi 3MiHW) 3MiHa AONYCTUMMX MEX A5
nokasHuka «4ucToTa», BUSHAUYEHOro y
cneumdikauii Ha BUXigHUIA NPOAYKT «AHTWTINA
0o C-kiHueBoro thparmeHTa 6eta-cy6oamHnL
peuenTopa iHCyNiHy apiHHO OUNWLLEHI», WO
BMKOPUCTOBYETLCA Y NpoLeci BUPOGHMLTBA
A®I, 06ymOBEHa BHECEHHAM YTOUYHEHHS
LLIOZI0 MOX/IMBOCTI NOSABU CMYTU BiOMOT
KOHTPONbOBAHOI JOMILLKW - KPONSYOr0
anbbyMiHy Ta raMma-CMyrn Kposisyoro
iMyHOrno6yniHy nig yac ACH-MAI
enekTpodopesy y HeBigHOBHNX ymoBax (Non-
reducing SDS-PAGE, Ph.Eur., 2.2.31).
Hes3HauHi pegakuiiiHi NpaBku WoA0 NEBHUX
nokasHukis cneuudikaLii BUXiAHOro NPoAyKTy
«AHTUTINA go C-kiHUeBOro hparmeHTa beta-
cyboavHMLj peuenTopa iHcyniHy achiHHO
OYMLLEHI», LLIO BUKOPUCTOBYETLCA Y NPOLLECI
BMPOGHMLTBA ADI, 30kpema «laeHTudikayis»
(Non-reducing SDS-PAGE), «ANnb6yMiH»
(Reducing SDS-PAGE), siki He TArHyTb 3a
€06010 3MiH, 3asB/1EHI 3 METOI NPUBEAEHHSA Y
BIANOBIAHICTb pefakuii MaTepianis
peecTpauiiHoro Aockbe 3 OKYMEHTaLED
BVMPOGHMKA BUXIAHOTO NMPOAYKTY. 3miHu I Trny
- 3MiHK 3 AkocTi. APL. KoHTposnb AP (iHLwui
3MiHM) 3MiHa A0NYCTUMUX MEX A/15 MOKa3HMKa
«lgeHTudikalis», BU3Ha4YeHoro y cneumdikaw,i
Ha BUXIiQHWIA NpPoaYKT «AHTWTINA JO
eHgoteniasibHoi NO cuHTasn adiHHO
OUWLLIEHI», L0 BUKOPUCTOBYETLCSA Y NPOLEC
BUpo6HUUTBa API, 06YMOB/IEHI BHECEHHSM
YTOYHEHHS W00 MOX/IMBOCTI NOABU
[04aTKOBOT CMyrH, L0 BignoBigae p-cMysi
IgM, nig yac BukoHaHHA meToanku ACH-MAI
enekTpodopesy y BiAHOBHUX yMOBax
(Reducing SDS-PAGE, Ph.Eur., 2.2.31). 3miHu
Il Tuny - 3miHn 3 AkocTi. A®l. KoHTponb APl
(iHLWi 3MiHK) 3MiHa AONYCTUMUX MEX ANA
nokasHuka «4uctoTa», BUSHAUYEHOTO y
cneumdikauii Ha BUXiZHWUIA NPOAYKT «AHTUTINA
no eHgotenianbHoi NO cuHTasun adpiHHO
OUWLLIEHI», L0 BUKOPUCTOBYETLCSA Y NPOLEC
BUpo6HMUTBA API, 06YMOB/IEHA BHECEHHAM
YTOUHEHHS LLI0A0 MOX/IMBOCTI NOSABU CMYTU
BiZIOMOI KOHTPO/IbOBAHOI JOMILLKU - KPONSHOTr0
anbbymiHy nig yac ACH-MAI enektpodhopesy
y HeBigHoBHMX ymoBax (Non-reducing SDS-
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

PAGE, Ph.Eur., 2.2.31). He3HauHi pefakuiiHi
npaBkK LLLOA0 NEBHNX NOKA3HUKIB cnewundikauii
BUXIAHOIO NPOAYKTY «AHTUTINA A0
eHgoteniasibHoi NO cuHTas3n adiHHO
OUWLLIEHI», L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHULTBA ADI, 30kpeMa «laeHTudikauis»
(Non-reducing SDS-PAGE), «ANb6yMiH»
(Reducing SDS-PAGE), siki He TArHyTb 3a
€06010 3MiH, 3asB/1EHI 3 METOIO NPUBEAEHHA Y
BiANOBIAHICTb peaakuii maTepianis
peecTpauiiHoro AoCbe 3 OKyMeHTaLlieto
BVMPOGHMKA BUXIAHOTO NPOAYKTY. 3MiHu Il Tuny
- 3MiHu 3 gKocTi. A®l. Bupo6HMLTBO. 3MiHa
BMPOGHMKA BUXiAHOr0/MPOMIXXHOTO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3miHa
BUpOGHMKa (BK/THOYaoUn, e HeobxigHo, Micue
NpoBefEeHHs KOHTPOIO skocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANoOBIgHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocke)(iHLWi 3MiHW) BBEAEHHA [04aTKOBOI
AiNbHML NPOBEAEHHS KOHTPO/TIO NEBHUX
napameTpiB BUXiZHOro NpoaykTy «AHTUTING J0
C-kiHLeBOro goparmeHTa 6eTta-cyboanHuLi
peuenTopa iHCyniHy adiHHO OYULLEHI» ANA
BMpOGHMLTBA ADI, a came: Tepnel Pharma
Services Limited (Parameters: «Distribution of
Molecular Size» and «Microbiological
quality»).
3MiHn Il Tuny - 3MiHn 3 akocTi. AdL.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXiAHOro/NPOMXXHOrO NPOAYKTYy/peareHTy, Lo
BMKOPVCTOBYIOTHCS Y BUPOOHNYOMY NpoLieCi
A®I, abo 3MiHa BMpPOGHMKa (BKIOYaouu, e
HeobXifHO, Micue NPoBeLeHHS KOHTPOSI0
akocTi) AP (3a BifcyTHOCTI cepTuddikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei y
3aTBepXeHOMY A0Cbe)(iHLWi 3MiHW) BBEA,EHHS
[0AAaTKOBOI [i/TbHUL NPOBEAEHHS KOHTPOIIO
NeBHUX NapameTpiB BUXiAHOTO NPOAYKTY
«AHTUTINA fo eHpoTenianbHOl NO cuHTasu
ahiHHO ouuLeHi» ons BUpobHMuTBa AdI, a
came: Tepnel Pharma Services Limited
(Parameters: «Distribution of Molecular Size»
and «Microbiological quality»).

170.

CyMILW Ans
IHFANALIN

po34uH, no 40 mn y
dhnakoHax

MPAT
"®ITOPAPM

Ykpaina

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa

6e3
peyenma

niosisieae

UA/0272/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
(BNacHvka peecTpauiiHoro NocBig4YeHHs)
3MiHa agpecu 3asBHUKa. BBeeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHS
171. | TEHOMIO® niodpinizat gns EnEnCi Ipysis NPUroTyBaHHs PymyHis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/19388/01/01
pO34unHy Ans Pomdpapm PO34KHY, PO3NUB Y 3MiHu | TUnYy - 3MiHK Woao peyenmom | nidsisicae
iH'ekuji, no 20 Mr no KomnaHi chnakoHu, nioginbHa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
1 donakoHy 3 [xopmpxus CyLLKa, rOfI0BHUIA 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
niogpinizatom Ta 1 cknag;: 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
amnyni 3 2 mn K.T. Pomdhapm MeJMYHOro 3aCTOCyBaHHA Ha nigcTasi
pO34MHHKKA (BoAa KomnaHi C.P.J1., perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3nekn
Ans iH'ekuiii) B PymyHis nikapcbKoro 3acoby, abo focnimpkKeHs 3
KOHTYPHIi KOHTPO/b AKOCTI, 6e3nekn 3acTocyBaHHs /likapCbKoro 3acoby B
YapyHKOBIl BTOpPUHHE nicnspeecTpauiiHuii nepiog, abo sk
ynakosLi, no 3 nakyBaHHs1, BUNYCK pesynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb,
KOHTYPHUX cepii: npoBefeHnX BigNoBiAHO 40 nnaHy
YapyHKOBUX K.T. Pomdhapm nepjatpnyHux gocnigxkeHs (PIP) (3miHy
YyNakoBKW B KomnaHi C.P.J1., Y3ro»KeHo 3 KOMMETEHTHUM YNOBHOBaXEHNM
KapTOHHIW nayu,i PymyHis opraHom)
3MiHU BHECEHI A0 iHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHS NikapcbKoro 3acoby y po3gain
"3acTocyBaHHA y nepiog BarirTHocTi abo
roflyBaHHs rpyaar” BiANoBiAHO 4O OHOBMEHOT
iHhopmalii 3 6e3nekn AitoHoi peHOBUHMN.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPMKEHHA. 3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edekTBHOCTI Ta thapMakoHarnagy
(iHWi 3mMiHW) 3MiHM BHECEeHi o IHCTPYKLUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby
y po3gin "Mo6iuHi peakwii" 3rigHoO 3
iHhopMmaui€to LL0A0 BaX/IMBOCTI 3BITyBaHHSA
npo NoGiyHi peakuii. BBeAeHHS 3MiH NPOTAroM
6-TU MicsAUIB Nicns 3aTBEPKEHHS
172. | TEHOPIK™ TabneTku, BKpUTI Inka IHAis Inka SlabopaTopi3 IHAiA BHECEHHS 3MiH 40 peecTpaLiinHux MmaTepiasis: 3a - UA/2902/01/02
nniBKOBOKO Na6opatopis Nimitepn, IHAia 3MiHY | TUnNYy - 3MiHK Woao peyenmom
060/10HKO0, 100 NimiTen Inka Na6opatopi3 6e3nekn/edpekTBHOCTI Ta thapMakoHarnagy
mr/25 mr; no 14 nra., IHgis (iHLWi 3MiHW) 3MiHW BHECEHO [0 TEKCTY
TabneTok y 6nictepi; MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT
no 2 6nictepu B yNakoBOK NiKapCbKoro 3acoby CTOCOBHO KOy
KapTOHHI ynakosL,i nakyBa/lbHOro Matepiasty Ta Takox
pefakLiiH1X NpaBoK.
173. | TEHOPIK™ TabneTku, BKPUTI Inka IHAis Inka SlabopaTopi3 IHAis BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a - UA/2902/01/01
NAiBKOBOIO JlabopaTtopi3 Nimiteq, IHAisa 3MiHu | TMNy - 3MiHK Woa0 peyenmom
060n0HkKot, 50 Nimiten Inka SlabopaTopi3 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy

mr/12,5 mr; no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIiA ynakoBL,i

Nta., IHaia

(iHLWi 3MiHW) 3MiHV BHECEHO [0 TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOI
yMakoBOK NMiKapCbKOro 3acoby CTOCOBHO KoAy
nakyBaslbHOro Matepiasty Ta Takox
pefakuiiHuX NpaBoK.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
174. | TEHOYEK® Tabnetku; 14 Inka IHgis Inka SlabopaTopi3 IHAis BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a - UA/8615/01/01
Tabnetok y 6nictepi; | Jlaboparopi3 NimiTen 3MiHuM | TUNY - 3MiHK Woa0 peyenmom
no 2 6nictepu B Nimiteq 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy
KapTOHHI ynakoBsL,i (iHWi 3MiHW). 3MiHV BHECEHO [0 TEKCTy
MapKyBaHHS MepBUHHOT Ta BTOPUHHOT
yNaKoBOK NiKapCbKoro 3acoby CTOCOBHO KOAy
nakyBaUIbHOTO MaTepiasly Ta Takox
pefakLiiH1X NpaBoK.
175. | TIAPA YO TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/16280/01/03
N/1iBKOBOIO "®apmaueBT "®apmavneBTUYHa 3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA peyenmom
060/10HKO10, Mo 80 n4yHa dhipma hipma "OapHuus” nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
mr/12,5 mr no 7 "AapHnus” peyoBuH. 3MiHa napameTpiB cneuudikaui
Tabnetok y Ta/abo fonycTMMUX MeX A1 [ONOMIXHOT
KOHTYPHIl pevoBUHM (BUTyYEHHSA 3i cneumdikaui
YapyHKOBIl He3HayHOoro nokasHuka (Hanpvknag
ynakoBLi; no 2 Ta no 3acTapisioro NokasHvka))
4 KOHTYPHI BrnyyeHHs1 nokasHuka «Badxki MmeTanu» 3i
YapyHKOBI YNakoBKM cneundikauii Ha OMOMiIXHY PEYOBUHY
B nauuj; no 14 KpemHito giokcug KonoigHwii 6e3BogHWiRA,
Tabnetok y BiANOBIAHO 40 MaTepiasliB BUPOBHMKA 3riHO 3
KOHTYPHIi ICH Q3D Guideline for Elemental Impurities Ta
YapyHKOBIl BMMOT fjtoyoi moHorpadii E® «Silica, colloidal
ynakosLi; no 1, no 2 anhydrous». 3miHu | TUny - 3MiHK 3 SKOCTI.
ab0 No 6 KOHTYPHUX [oTOBWIA Nikapcbknit 3aci6. KoHTposb
YapyHKOBUX ZJOMNOMDKHUX PeyoBVH. 3miHa napameTpis
ynakoBKU B nayLi cneuudikayii Ta/abo AoNycTUMUX MEX A5
[OMNOMDKHOT peyoBUHYM (iHLWi 3MiHW) CynyTHA
3MiHa - 3MiHM 3 SKOCTi. [0TOBWIA NikapcbKuii
3aci6. KOHTposib AONOMDKHUX peYOBUH. 3MiHa
y MeTogax BUnpobyBaHHSA AOMOMDKHOT
PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPLKEHNX
mMeToAax BUNpo6yBaHb) NPMBEAEHHS
cneumdikauii Ta METOAIB KOHTPOO AKOCTi Ha
[OMNOMDKHY peqyoBuHy KpemHito giokeng,
KONOoifHW 6e3BOAHWIA 40 Ai0UMX BUMOT Ta
pekomeHgauin AdY, 3 BpaxyBaHHSIM BUMOT
€® 3a NOKa3HNKOM «PO3UYMHHICTb», AKWIA
nepeHeceHo [0 po3Ainy 3arasibHi BNacTUBOCTI,
OCKINIbKN Ma€e pekoMeHAaUINHNIA xapakTep Ta
3a nokasHUKoM «MikpobionoriyHa yncrtoTa»
BHECEHO NOCWNaHHSA Ha EP, ajloye BUAAHHS,
6€3 3MiHM HOPMyBaHHS Ta METOANKMN
KOHTPOJ0 SKOCTI.
176. | TIAPA YO TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/16280/01/02
N1iBKOBOIO "®bapmauesT "®apmMaueBTnYHa 3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMIA peyenmom
060510HKOH0, No 160 M4yHa hipma hipma "JapHuus” nikapcbkuii 3aci6. KOHTPOob AONOMIXHMX
mr/12,5 mrno 7 "NapHuus" peyoBuH. 3MiHa NapameTpiB cneuudikauiii

TabneTok y

Ta/abo gonycTMMNX MeX ANs1 AONOMIXHOT
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTYPHIi pevoBUHM (BUNYyYEHHS 3i cneuudikawii
YapyHKOBIl He3Ha4yHOro MokasHuka (Hanpuknag,
ynakoBLi; no 2 Ta no 3acTapisioro NokasHuka))
4 KOHTYpHI BunyueHHst nokasHuka «Baxki meTanm» 3i
YapyHKOBI YNaKoBKU cneumaikavii Ha ONOMDKHY PeyYOBUHY
B nauuj; no 14 KpeMHito giokeug, KonoigHwii 6e3BoaHUiA,
Tabnetok y BiANOBIAHO A0 MaTepiasniB BUPOOHUKA 3TigHO 3
KOHTYPHIl ICH Q3D Guideline for Elemental Impurities Ta
YapyHKoBili BMMOT fitoyoi moHorpadii EP «Silica, colloidal
ynakosui; no 1, no 2 anhydrous». 3miHu | TUny - 3MiHK 3 AKOCTI.
a60 no 6 KOHTYPHUX [oTOBWIA Nikapcbkmii 3aci6. KoHTposb
YapyHKOBMX [OMNOMDKHUX PeYoBUH. 3MiHa napameTpis
yMakoBKU B mavi cneuudikauin Ta/abo AoNyCTUMUX MEX AN1s
[0NOMDKHOT peYoBMHM (iHLLI 3MiHK) CynyTHS
3MiHa - 3MiHW 3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. KOHTpo/ib AOMOMDKHMX PEYOBYH. 3MiHa
y MeTogax BunpobyBaHHA 4OMNOMIXKHOI
PEeYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
mMeToAax BUNpobyBaHb) NPMBEAEHHS
crneuudikauii Ta MeToAiB KOHTPOO AKOCTi Ha
[OMNOMDKHY peqoBuHY KpemHito giokeug,
KO/101QHWIA 6E3BOAHUIA 4O AiK0YMX BUMOT Ta
pekomeHpauilii DY, 3 BpaxyBaHHSIM BUMOT
€® 3a NOKa3HUKOM «PO3UYNHHICTb», AKUIA
nepeHeceHo A0 pPo34iny 3arasbHi BNacTUBOCTI,
OCKiNbKN Ma€e pekoMeHAaLiiHWiA xapakTep Ta
3a nokasHukom «MikpobionoriyHa yncrtoTa»
BHECEHO NOCWNaHHA Ha EP, ajtoye BUAAHHS,
6e3 3MiHWM HOPMYBaHHSA Ta METOAMKN
KOHTPOJO SKOCTI.
177. | TIAPA AYO TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3a - UA/16280/01/01
NNiBKOBOO "®GapmaueBT "®apmaueBTnyHa 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peyernmom
060n10HKot0, No 160 nyHa chipma tipma "AapHuug" nikapcbkuii 3aci6. KOHTPOb AONOMDKHMX
mr/25 mr; no 7 "NapHuus" peyoBuH. 3MiHa NapameTpiB cneuwudikauiii

Tabnetok y
KOHTYPHIi
YapyHKOBIl
ynakoBLi; no 2 abo
N0 4 KOHTYpHI
YapyHKOBI YNaKkoBKu
B nauuj; no 14
Tabnetok y
KOHTYPHIi
YapyHKOBIl
ynakosLi, no 1 a6o
M0 2 KOHTYpHI
YapyHKOBI yNakoBKu
B nauuj

Ta/abo [onyCcTUMUX MeX A5 LONOMIXHOT
peyoBuHM (BUNYYEHHS 3i cneuudikawii
He3HauyHOro MoKasHuKa (Hanpuknag,
3acTapisioro NokasHuka))
BunyueHHs nokasHuka «Baxki metanm» 3i
cneumdikauii Ha fOMOMiIXKHY PEYOBUHY
KpemHito giokcug KonoigHwii 6e3BoaHURA,
BIANOBIAHO A0 MaTepianis BUPOOHMUKA 3rigHO 3
ICH Q3D Guideline for Elemental Impurities Ta
BMMoOr fitoyoi moHorpadii €P «Silica, colloidal
anhydrous». 3miHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KoHTposb
[ONOMDKHUX peyoBUH. 3MiHa napameTpis
cneumdikaLin Ta/abo AoNycTUMUX MeX ANns
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

[OMNOMDKHOT peyoBUHYM (iHLWi 3MiHW) CynyTHS
3MiHa - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpo/ib AONOMDKHUX PEYOBUH. 3MiHa
y MeTogax BunpobyBaHHsA [JOMNOMiDKHOI
peyoBUHM (HE3HAYHI 3MiHU Y 3aTBEPKEHNX
mMeTofax BUNpobyBaHb) NpUBeAEHHS
cneumdikauii Ta MeToAiB KOHTPOJIO SKOCTi Ha
O0NOMKHY peqoBuHY KpemHito giokeus,
KONOifHWI 6e3BOAHWIA A0 AiOUMX BUMOT Ta
pekomeHAauin AdY, 3 BpaxyBaHHAM BUMOT
€d 3a NOKA3HMKOM «PO3UMHHICTb», AKWiA
nepeHeceHo A0 pPo34iny 3arasibHi BAacTMBOCTI,
OCKi/TbKM Ma€e pekoMeHgauiiHniA xapakrep Ta
3a nokasHukoM «MikpobiosoriyHa ynctoTa»
BHECEHO NnocunaHHA Ha EP, giloue BUAaHHS,
6e3 3MiHM HOPMYBaHHSA Ta METOAVKN
KOHTPO/IHO AKOCTI.

178.

YBIPOME],

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOt0, No 1000
Mr; No 7 TabneTok y
6nicTepi, no 3 abo 6
6nictepiB y
KapTOHHI Kopo6Lyj;
no 10 Tabnetok y
6nictepi, no 1
6nictepy B
KapTOHHIA Kopoo6Li

TOB
"YOP/I]
MENLIH"

YkpaiHa

YOPJA, MEO/LMH
INIAU CAH. BE
TIAK. A.LLL

TypeuunHa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOTIO 3BITy 3 6e3nekn
nikapcbKoro 3acoby, abo AocnimKeHb 3
6e3nekun 3aCTocyBaHHA NiKapcbkoro 3acoby B
nicnspeecTpauiiiunii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iHKEHD,
npoBeAeHuX BifnoBigHO 40 naHy
negiatpnyHux gocnigpkeHs (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHN BHECEHO B IHCTPYKLiHO 415 MeANYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainy
"Oco611BOCTI 3acTOCyBaHHA" BiANOBIAHO A0
OHOBJIEHOI iHhopMaLii LWoao 6e3nekn
3aCTOCYBaHHSA [il040T PEYOBUHY 3riHO 3
pekomeHpadieto Health Canada. TepmiH
BBE/lEHHS 3MiH NMpPOTAroM 6 micauis nicns
3aTBEPAKEHHS

3a
peyerimom

He
niosisieae

UA/19156/01/01

179.

YDANA3A

Tabnetku no 20

TabneTtok y 6nictepi;
no 1 a6o 2 6nictepn
Y KapTOHHii1 kopobui

TOB
"MaTepia
Mepuka-
YkpaiHa"

YkpaiHa

3AT CaHToHika

NntBa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | Tuny - 3MiHK 3 akocTi. A®l. KoHTposb
A®| (iHWi 3MiHW) — BHECEHHS 3MiH B
n.3.2.S.4.Control of drug substance, a came
BBE/leHHS KOHTpoo AD| «AHTUTING A0
eHgoTenianbHoi NO cMHTasun adhiHHO
OUMLLEHI»: CYMilLl TOMEONaTNYHNX PO3BeAeHb
C12, C30 1a C200; «AHTUTINA A0

6e3
peuyenma

UA/18563/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

npocTarocneumgivyHoro aHTureHy agiHHo
OUVILLIEHI»:CYMill TOMEONaTUYHNX PO3BeAeHb
C12, C30, Ta C200). 3asBneHa peecTpadiiiHa
npoueaypa obymosneHa sumoramv GMP Ta
nonoxeHHsMM Aupektusm 2001/83/€C. 3MiHn
| TNy - 3MiHK 3 AKOCTI. FOTOBUIA NiKapcbkuii
3aci6. KOHTpOo/ib AONOMDKHMX PEYOBYH. 3MiHa
y MeTogax BunpobyBaHHA JOMNOMIKHOI
peyoBUHM (iHLLI 3MiHK Yy MeToAax
BMNpPo6YyBaHHSA (BK/IHOYAtOUM 3amiHy abo
[ofaBaHHs)) - BBEL,EHHA A0AATKOBOrO MeToAy
BMNpobyBaHHA Ans igeHTudikauii ans
[IOMOMDKXHOI PeYOBMHM 1aKTO3M MOHOTIApaT, a
came meTogy Raman spectrophotometry,
Ph.Eur. 2.2.48). 3miHu Il Tvny - 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I (iHWi 3MiHN) — 3MiHa
[OMYyCTUMUX MEX A1 NOKa3HUKa
«lgeHTudikalis», BU3HaYeHoro y cneumdikadii
Ha BUXIiAHWIA NpoAyKT «AHTWTINA JO
eHpoTeniansHoi NO cMHTasun adhiHHO
OUWLLIEHI», L0 BUKOPUCTOBYETLCS Y NPOLEC
BUPO6HMLTBA ADI, 06YMOB/IEHA BHECEHHAM
YTOYHEHHS LLIOAO MOX/MBOCTi NOSIBM
[04aTKOBOT CMyTH, LLLO Bignosigae p-cMysi
IgM, nig yac BukoHaHHs meTogukn ACH-MAI
enekTpochopesy Yy BiAHOBHNX yMOBaXx
(Reducting SDS-PAGE, Ph.Eur., 2.2.31).
3miHu |l Tuny - 3MiHn 3 akocTi. A®L. KoHTposb
A®I (iHWi 3MiHK) - 3MiHa JOMNYCTUMUX MEX A5
nokasHuka «4mcrtota», BU3HAYEHOrO y
cneumdikauii Ha BUXiZHWNIA MPOAYKT «AHTUTINA
[o eHgotenianbHoi NO cuHTasun adiHHO
OUMLLIEHI», L0 BUKOPUCTOBYETLCS Y NPOLEC
BUPO6HMLTBA ADI, 06YMOB/IEHA BHECEHHAM
YTOYHEHHS LLOAO MOXMBOCTI NOSIBU CMYTW
BiZIOMOI KOHTPO/IbOBAHOI JOMILLKN - KPONSAYOTr0
anbbymiHy nig yac ACH-MATI enektpodopesy
y HeBigHoBHMX yMoBax (Non-reducting SDS-
PAGE, Ph.Eur., 2.2.31). He3HauHi pegakuiiiHi
npaBkK LWOA0 NEBHMX NOKa3HWKIB cneuudikauii
BUXIAHOIO NPOAYKTY «AHTUTINA A0
eHgoteniasibHoi NO cuHTasn adiHHO
OUWLLIEHI», L0 BUKOPUCTOBYETLCSA Y NPOLEC
BUpo6HULUTBa AP, 30Kpema «laeHTudikawis»
(Non-reducting SDS-PAGE), «AnbbyMiH»
(Reducting SDS-PAGE), siki He TArHyTb 3a
CO60t0 3MiH, 3asiB/1EHI 3 METOI MPUBEAEHHS Y
BiANOBIAHICTb peAakuii maTepianis
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

peecTpauiiHoro AoCbE 3 JOKYMEHTALE
BMPOGHMKA BUXIAHOrO NPOoAyKTy. 3MiHu Il Tuny
- 3MiHK 3 AKocTi. APl. KoHTponb API (iHLi
3MiHM) — 3MiHa JOMYCTVMUX MeX A/1s
nokasHuka «lgeHTudikalis», BU3Ha4eHoro y
cneumdikauii Ha BUXigHUIA NPOAYKT «AHTUTINA
[0 npocTarocneumgivyHoro aHTureHy agpiHHo
OUWLLIEHI», L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPO6HMLTBA ADI, 06yMOBNEHI BHECEHHAM
YTOYHEHHS LLIOAO MOX/IMBOCTI NOSIBY
[04aTKOBOI CMyTH, Lo BignoBigae p-cMysi
IgM, nig yac BukoHaHHS meTogukn CH-MAI
enekTpodhopesy y BiAHOBHNX yMOBaX
(Reducting SDS-PAGE, Ph.Eur., 2.2.31).
HesHauHi pefakLiiiHi npaBkK LLOAO NEBHUX
nokasHuKiB cneuudikauii BUXiZHOro NpoayKTy
«AHTUTINa Ao npocTarocneLlungiyHoro
aHTUreHy adiHHO OUULLEHI», L0
BUKOPVCTOBYETLCA Y NPOLIECI BUPOBHMLITBA
A®I, 30kpema «lgeHTUdikavis» (Non-reducting
SDS-PAGE, competition ELISA),
«CneuundivuHa aKTMBHICTb» (competition
ELISA), «dnctoTta» (Non-reducting SDS-
PAGE), «Anbbymin» (Reducting SDS-PAGE),
AKi HE TArHYTb 3a coO0t0 3MiH, 3aBNeHi 3
MEeTOI NpUBeAEHHS Y BiANOBIAHICTb pefakuil
mMarepianis peecTpauiiiHoro Aockbe 3
OOKyMeHTaLielo BUPO6HUKa BUXiZHOTO
npoaykty. 3MiHu 1l Tuny - 3MiHu 3 AkocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BVIXiLHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECi
A®I, ab60 3miHa BUpO6HMKa (BKIOUalOum, e
HeobXxiHO, MicLe NPOBEAEHHS KOHTPOJII0
AKocTi) A®I (3a BiagcyTHOCTI cepTudpikata
BifNOBigHOCTI E€Bponelickkili hapmakonei y
3aTBEPMAKEHOMY A0ChE)(iHLWi 3MiHW) BBEAEHHS
[08aTKOBOI AiNIbHNLi NPOBEAEHHS KOHTPO/IO
NeBHWX NapameTpiB BUXiLHOIO NPoAyKTY
«AHTUTINA fo eHgoTenianbHoi NO cuHTasn
ahiHHO oumLLeHi» Ana BUpobHuyTBa AdL, a
came: Tepnel Pharma Services Limited
(Parameters: «Distribution of Molecular Size»
and «Microbiological quality»). 3minu Il TUny -
3MiHu 3 sKocTi. A®l. BupobHMLTBO. 3MiHa
BVMPOGHMKA BUXIZHOr0/MPOMIXKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y

BMPOGHMYOMY npoLeci A®l, abo 3miHa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BMPOGHMKa (BK/TOYaouM, Ae HeobXxigHo, micue
npoBeAeHHs KOHTPOo AkocTi) APl (3a
BiICYTHOCTI cepTucpikata BiANoBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CbE)(IHLWi 3MiHW) - BBEAEHHS [04aTKOBOI
OiNbHUL| NPOBEAEHHA KOHTPOSIO NEBHUX
napamMeTpiB BMXiZHOro NPOAyKTY «AHTUTINA 40
npocrarocneuungiyHoro aHTureHy agiHHo
ounLeHi» Ansa BupobHuuTBa Adl, a cave:
Tepnel Pharma Services Limited (Parameters:
«Distribution of Molecular Size» and
«Microbiological quality»).
180. | PAPMAAON TabneTku, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 6e3 nionsi2ae UA/20050/01/01
® MAKC NNiBKOBOO "®Papmak” 3MiHu | TUNy - 3MiHK 3 siKoCTi. FoTOBMIA peuenma
060n0HkKot0, Mo 10 nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y
TabneTok y 6nictepi, cKnagj (oNOMiXKHNX pe4yoBMHaX) roTOBOro
no 1 6nictepy y nikapcbKoro 3acoby (iHLWi 3MiHM) YTOYHEHO
nauui SKICHWIA CKNag, NNiBKOBOrO MOKPUTTS, a came 3i
cKnafy nniBkoBOi 060/TOHKN BUyHEHO TauTbK.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS
181. | PEHTABEPA | nnactup AciHo Al HimeuuunH Brpo6HMUTBO HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/15831/01/05
100 MKF/rOf, | TpaHcaepMmanbHWiA a Hepo3hacoBaHol 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBMIA peuyenmom
no 100 mkr/rog no 1 npoAyKLuii, NnepBuUHHa nikapcbkuii 3aci6. KOHTponb roToBoro
nnactupy Ta BTOPUHHa nikapcbKoro 3acoby (iHWi 3MiHN) nepeknag,
TpaHcaepMasibHOMY ynakoBKa, KOHTPO/1b TekcTy MKS yKpaiHCbKO MOBOK. 3MiHK | Tuny
y cawle 3 chyHKUie SAKOCTI: - 3MiHM 3 AIKoCTi. FOTOBWIA NiKapcbkuii 3acio.
3axucTy Bif Nyiie ®apma AT, KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
BiAKPUBAHHSA AITbMU; HimeyuunHa napameTpiB cneuudikauii Ta/abo gonycTuMmx
no 5 cawey Bunyck cepii: MEX roTOBOr0 NiKapCbKoro 3acoby (iHLui 3MiHW)
KapTOHHIA Kopobui 3 AciHo AT, npusBeAeHHs iHdhopMaui LWoao Mex
KOHTpONEM MepLuoro HimeyunHa crneuudikaLii 3a nokasHUKOM «laeHTudikaLis
BIAKPUTTSA B» y BifNOBIAHOCTI A0 OpUriHANIbHNX
mMarepianis BUpo6HMKa, N.3.2.P.5.2. AHaniTnyHi
MEeTOAUKMN (3aTBEpAKEHO: YP-cnekTp 200-400
HM; 3anponoHoBaHO: Y®-cnektp 200-350 HMm).
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTuMmnx Mex
roTOBOrO Nikapcbkoro 3acoby (iHLUi 3MiHK)
[0AaBaHHA NMPUMITKN [0 po3ainy
3.2.P.5.1.Cneuudikauis, sika BU3Havae
npoBefieHHs BUNPO6YBaHHA 3a NokasH1Kamu
«lpeHTudpikauis», «OAHOPIAHICTb [O30BaHNX
OANHULb>» Ta «3a/INWKOBI PO3YNHHUKN» NnLLe
npv BUNYCKY.
182. | PEHTABEPA | nnactup AciHo Al HimeuumnH Bupo6bHMuTBO HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a - UA/15831/01/01




122

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
12 MKrirop, TpaHcaepMasibHWI a Hepo3dacoBaHoi 3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMiIA peyenmom
no 12 mkr/rog no 1 npoAayKuii, nepBnuHHa nikapcbkuii 3aci6. KOHTpOnb roToBoro
nnacTupy Ta BTOPUHHA nikapcbKoro 3acoby (iHLi 3MiHW) nepeknag,
TpaHcaepMasibHOMY ynakoBKa, KOHTPO/1b TekcTy MKSA ykpaiHCbkoto MOBO. 3MiHu | Tuny
y cawle 3 (pyHKuieo AKOCTI: - 3MiHK 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
3axuUCTy Big, Nyite ®apma AT, KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
BiAKpMBAHHS AiTbMY; HimeuunHa napameTpiB cneuudikauiii Ta/abo JonycTUMMX
no 5 cawey Bunyck cepii: MeX roTOBOro NikapcbKoro 3acoby (iHLi 3MiHW)
KapTOHHIlA Kopo6Lii 3 AciHo AT, npuBefeHHs iHchopmau,ii LWoao Mex
KOHTPO/IEM NEPLIOro HimeuyunHa cneumdikauii 3a NoKkasHUKOM «laeHTudikauis
BIAKPUTTA B» y BignoBigHOCTi 10 OpUriHa/IbHUX
marepianis BUpo6HUKa, N.3.2.P.5.2. AHaniTnyHi
MeToaAnKM (3aTBepaKeHo: Y®-cnektp 200-400
HM; 3anponoHoBaHo: Y®-cnektp 200-350 HMm).
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTuMmnx Mex
rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW)
[ofaBaHHA NPUMITKM 40 po3ainy
3.2.P.5.1.Cneuuddikaulisi, Ska Bu3Havae
npoBefieHHs BUNPO6yBaHHA 3a NoKasH1Kamu
«lpeHTudikauis», «OAHOPIAHICTb [O30BaHNX
OAMHNLb» Ta «3a/INLLKOBI PO3UYNHHUKN» NnLe
npvi BUMYCKY.
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMmnX Mex
rOTOBOrO /1iKapCbKOro 3acoby (iHLLi 3MiHW)
BMMNpaB/iEHHS NOMUIIKU B cneuudikauii 13
$eHTaBepa 12mkr/rog, nnactup
TpaHcAepMasbHWI Ans nokasHuka «KinbkicHe
BM3HAYEHHS peHTaHiNy» Ta NpuBeAeHHs Moro
y BignosigHicTb n.3.2.P.1.0nuc i cknag N3.
3areBepmxkeHo: 2,6 mr/TAC (90-110%, T.e. 2,3-
2,8mr/TAC)
3anponoHosaHo: 2,55 mr/TAC (90-110%, T.e.
2,3-2,8vr/TAC)
183. | ®EHTABEPA | nnactup AciHo Al HimeuuunH Brpo6HMLUTBO HimeuunHa BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3a - UA/15831/01/02
25 MKriroa TpaHCcAepMasTbHUi a Hepo3hacosaHol 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peyenmom
no 25 wmkr/rog no 1 NpoAyKuii, NnepBuUHHa nikapcbkuii 3aci6. KOHTpob roToBoro
nnacTtupy Ta BTOpPMHHA nikapcbKoro 3acoby (iHWi 3MiHM) nepeknag,
TpaHcaepMmasibHOMY ynakoBKa, KOHTPO/1b TekcTy MKSA yKpaiHCbkoo MOBOK. 3MiHK | Tuny
y cawle 3 (pyHKUie SIKOCTI: - 3MiHM 3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6.
3axuCTy Big, Nyiie ®apma AT, KOHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
BiAKPUBAHHSA AITbMU; HimeyunHa napameTpiB cneuudikauii Ta/abo gonycTUMmx
no 5 cawey Bunyck cepii: MEX rOTOBOr0 NiKapCbKOro 3acoby (iHLwi 3MiHn)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHI Kopo6Li 3 AciHo AT, npuBeLeHHs iHchopmavii LLoao Mex
KOHTpONEeM nepLioro HimeyunHa cneuudikaLii 3a NnokasHUKOM «laeHTuikauisa
BIAKPUTTSA B» y BiNOBIAHOCTI 4,0 OpUriHANIbHNX
marepianis BUPO6HMKa, N.3.2.P.5.2. AHaniTnyHi
MEeTOAUKM (3aTBepKeHO: YP-cnekTp 200-400
HM; 3anponoHoBaHo: Y®-cnektp 200-350 Hm).
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTuMmnx Mex
roTOBOro Nikapcbkoro 3acoby (iHLUi 3MiHK)
[ofaBaHHA NPUMITKN [0 po3ainy
3.2.P.5.1.Cneuudoikauisi, Ska BU3Ha4YaE
npoBefeHHs BUNPo6yBaHHA 3a NokasH1Kamu
«lpeHTudpikauis», «OAHOPIAHICTL [O30BaHNX
OANHULIb» Ta «3a/INLLKOBI PO3UMHHUKN» nLe
npv BUNYCKY.
184. | ®EHTABEPA | nnactvp AciHo Al HimeuumnH Brpo6HMUTBO Himeuunna BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/15831/01/03
50 MKriroa TpaHcaepMasbHWi a Hepo3dacoBaHoi 3MiHu | TUnYy - 3MiHK 3 sKocTi. FoToBMIA peyenmom
no 50 mkr/rog no 1 nNpoAayKLUii, nepBnHHa nikapcbkuii 3aci6. KOHTpOb roToBOro
nnacTupy Ta BTOpPUHHA niKkapcbKoro 3acoby (iHLwi 3MiHK) nepekniag,
TpaHcaepMmasibHOMY ynakoBKa, KOHTPO/1b TekcTy MKA ykpaiHCbkoto MOBO. 3MiHu | Tuny
y cawle 3 (pyHkuie SAKOCTI: - 3MiHU 3 sIKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3axuUCTy Big, Nyiie ®apma AT, KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
BiAKpMBaHHS AiTbMY; HimeuunHa napameTpiB cneuudikauiii Ta/abo JonycTUMMX
no 5 cawey Bunyck cepii: MeX roTOBOro NikapcbKoro 3acoby (iHLi 3MiHK)
KapTOHHI Kopo6Li 3 AciHo AT, npuBefeHHs iHchopmau,ii LWoao mex
KOHTPO/IEM NepLIOro HimeuyunHa cneumdikauii 3a NoKasHUKOM «laeHTudikauis
BIAKPUTTSA B» y BignoBigHOCTi 0 OpUriHa/IbHUX
marepianis BUPo6HMKa, N.3.2.P.5.2. AHaniTnyHi
MeToAMKM (3aTBepaKeHo: Y®-cnektp 200-400
HM; 3anponoHoBaHo: Y®-cnektp 200-350 Hm).
3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneundikauii Ta/abo 4ONYyCTUMUX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW)
[ofaBaHHA NPUMITKM 0 po3ainy
3.2.P.5.1.Cneuudpikaulisi, Ska Bu3Havae
npoBefieHHs BUNPo6yBaHHA 3a NoKasH1Kamu
«lpeHTudikauis», «OAHOPIAHICTL [O30BaHNX
OAMHNLb» Ta «3a/INLLKOBI PO3UYMHHUKN» NnLe
npv BUNYCKY.
185. | ®EHTABEPA | nnactup AciHo Al HimeuumnH Bupo6bHmuTBO HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/15831/01/04
75 MKrirop, TpaHcaepMasibHW a Hepo3chacoBaHol 3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMIA peyenmom
no 75 mkr/rog no 1 NpoAayKuii, nepBnHHa nikapcbkuii 3aci6. KOHTponb roToBoro
nnactupy Ta BTOPUHHA nikapcbKoro 3acoby (iHLi 3MiHW) nepeknag,
TpaHcaepMasibHOMY ynakoBKa, KOHTPO/1b TekcTy MKA ykpaiHCbKolo MOBOH. 3MiHW | Tuny
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep

peecmpayiliHo2o

nocsBi0O4YeHHs

y caule 3 yHKLi€t
3axucTy Bif
BiIKPMBAHHSA AiTbMU;
no 5 cawey
KapTOHHIA Kopobui 3
KOHTPO/1EM MEepPLUOro
BiKpUTTA

SIKOCTi:
Nyiie ®apma AT,
HimeyunHa
Bunyck cepii:
AciHo AT,
HimeyunHa

- 3MiHu 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo gonycTuMmx
MEX roTOBOrO NiKapCbKOro 3aco6y (iHLi 3MiHW)

npusBefeHHs iHhopMaui LWoao Mex
cneumdikaLii 3a NoKasHUKOM «laeHTudikauisa
B» y BifNOBIAHOCTI A0 OpUTriHANIbHNX
mMaTtepianis BUpo6HuKa, n.3.2.P.5.2. AHaniTnyHi
METOAMNKMN (3aTBEPLKEHO: YD-cnekTp 200-400
HM; 3anponoHoBaHo: Y®-cnektp 200-350 Hm).
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMmnX Mex
rOTOBOrO /liKapcbkoro 3acoby (iHLUi 3MiHW)
[0AaBaHHA MPUMITKU [0 po3ainy
3.2.P.5.1.Cneuudikauis, sika BU3Havae
npoBefieHHs BUNPOGYBaHHSA 3a NoKasH1Kamu

«lgeHTudikayis», «OQHOPIAHICTL A030BaHKX
OAMHULIb» Ta «3a/INLLKOBI PO3UYMHHUKU» nLle

npy BUNYCKY.

186.

DECIo®

PO34MH A5 iH'EKLN,
1200 mr/600 mr, no
15 mn y pnakoHi, no
1 donakoHy y
KapTOHHIlA KOpooLi

®.XodhdpmaH
H-J13 Pow
nTg

LLisefiuapi
A

®.XochdmaHH-/15
Pow NTg,

LLiBefuapis

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis:
3MiHU | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa
Ha3BW /ikapCbKoro 3acoby. 3MiHEHO Ha3By
NiKapCcbKoro 3acoby B iHCTPYKL,iT An1s
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby,
a came, 0A4aHO 3HaK OXOPOHHOrO MapKyBaHHS
B HanncaHHi Ha3BW aHr/iNCbKO MOBOIO
(3aTBEpAXEHO: Pecro® (Phesgo),
3anponoHoBaHo: ®ecro® (Phesgo®)).
3a3HayeHHs cumBosty "®" AN HanucaHHA
Ha3BW Ha aHrnincbkili mosi B MKA [itoua
pepakuis: PECIO®. NponoHoBaHa peAakuis:
PECIrO®. BBefeHHsi 3MiH NpoTArom 6-u
MicaLiB nicnsa 3aTBepmpKeHHs. 3MiHu Il Tuny -
3MiHu Wwopao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMK 3
AKOCTI, AOKMIHIYHUMM, KIHIYHMU AaHUMK Ta
AaHvMu 3 chapmakoHarnagy. 3miHM BHECEHO
[0 IHCTPYKUiT NS MeAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainy "MobivHi
peakuii" BiANoBigHO A0 MaTepianis
peecTpauiiiHoro Aocbe. BBeaeHHS 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/19640/01/02

187.

DECIo®

PO3YMH ANS iH'EKLIN,

®.XothbdpmaH

LLsefiuapi

®.XothbdmaHH-15

LLiBeiuapis

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:

3a

He

UA/19640/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
600 mr/600 mr, no H-/15 Poww A Pow /Tg, 3MiHM | TUny - AAMiHICTPaTUBHI 3MiHU. 3MiHa peyenmom | niosisg2ae
10 M1y pnakoHi, no nrh Has3BW NiKapcbKoro 3acoby. 3MiHeHO Ha3By
1 donakoHy y NikapcbKoro 3acoby B iHCTPYKLT An1A
KapTOHHI KopoobLi MeJMNYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby,
a came, OfaHO 3HAaK OXOPOHHOTO MapKyBaHHs
B Han1caHHi Ha3BW aHr/iCbKO MOBOIO
(3atBepaxeHo: ®ecro® (Phesgo),
3anponoHoBaHo: ®ecro® (Phesgo®)).
3a3HayeHHs cumBosly "®" Ans HanucaHHA
Ha3BW Ha aHriicbkii MoBi B MKA itoua
pegakuis: PECIO®. NMponoHoBaHa pefakuis:
PECIO®. BBefieHHs1 3MiH NpoTAroM 6-Tu
MiCALIB Mic/1A 3aTBepKEHHSA. 3MiHu Il Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOoTKili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCyBaHHS Y 3B’AI3KY i3 HOBUMUW AaHUMK 3
SKOCTIi, AOKMIHIYHUMM, KIHIYHMK gaHUMK Ta
AaHumu 3 chapmakoHarnagy. 3MiHu BHeCEHO
[0 IHCTPYKUIT ANA MeAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3ainy "MobiyHi
peakuii” BignoBigHO A0 MaTepianis
peecTpaujiiiHoro gocke. BBeAeHHS 3MiH
NpPOTSArom 6-T MicsILiB MicNsi 3aTBEPAKEHHS.
188. | ®ITOCENT® pO34MH ANs1 pOTOBOT MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a He UA/11306/01/01
NMOPOXHWHKM, no 100 "®ITOPAPM 3MiHW | TNy - AOMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom | nidsis2ae
My ch/1aKoHi " HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
CKnsiHomy abo (BNacHvKa peecTpauiiHoro nNocBigYeHHs!)
nonimepHomy, no 1 3MiHa agpecu 3asBHUKa. BBeAeHHs 3MiH
chnakoHy B nauuj 3 NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPMAKEHHS
KapToHy; no 100 mn
y hriakoHax
CKNAHMX abo
nosliMepHuX
189. | ®TAMOIPEN | Ttabnetkun, BKpUTI AHaHTa Benuka dnamiHro IHAiA BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3a - UA/7441/01/01
b 75 NNiBKOBOO Megikeap BpuTaHis dPapmacbloTukanc 3MmiHu 1l TUny - 3MiHn 3 AkocTi. AdI. peyenmom
060/10HKOI0, M0 75 nra. Nta., IHais; ApTypa Bupo6HMLTBO. 3MiHA BUPOGHMKA

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

dapmacbioTikans
MeT. /114., IHAIA

BVIXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECi
A®l, a60 3miHa BUpO6HMKa (BKIKOUatoum, ae

HeobXxifHO, MicLie NPOBEAEHHS KOHTPO/II0
AKocTi) AD| (3a BiACyTHOCTI cepTudpikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [OChE)(BBEAEHHS HOBOrO
BMpoGHUKa A®| 3 HaaaHHAM MacTep-taiina
Ha A®Il) BBeeHHS1 HOBOrO BUPOOHUKa AD|
Knonigorpento 6icynsdarty Aarti Drugs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Limited, IHgja 3 HagaHHAM MacTep-chaiina Ha
A®I (version 08, June 2019) ans BUPOGHMKA
N3 ApTypa ®apmacbtoTikans MBeT. /1T4., IHAiS.
BBefeHHA 3MiH NpoTArom 3-x micsuis nicns
3aTBEPKEHHS.
190. | PNAYUUHAP® | ma3sb no 15 ry Ty6i; TOB YkpaiHa dapmsaBog Enbha Monbwa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/2879/01/01
N no 1 1y6i B «BAYLU AT. 3MiHY | Tuny - 3MiHK 3 AkocTi. FoToBMIA peyenmom
KapTOHHI Kopoobui XEJIC» nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb
(BKTrOYatoUM 3aMiHy abo AOMOBHEHHS)) - 3MiHK
B MeToAuLi BUNPOGYBaHHS BMICTY
CYNPOBIAHMNX AOMILLOK HEOMILWHY cynbdarty,
LLIO NO/IAraloThb B 3MiHi Npo60NiAroToBKM, 3MiHi
iHTepnpeTaLii xpomarorpam i cnoco6i
nigpaxyHKy BMICTY CynpoBigHVX AOMILIOK. Mpu
LibOMY 3arasibHi BUMOr# 0 BMICTY JOMILLOK
3MiH He 3a3Han
191. | POPMIAPOH | po3uuH gns MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasiis: 6e3 nionsi2ae UA/8184/01/01
30BHILIHLOIO "®ITOPAPM 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuyenma
3aCTOCYyBaHHS, " HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKa
cnupToBuiA no 50 mn (BNacHvka peecTpauiiHoro nNocBig4YeHHs)
y chnakoHax 3MiHa agpecu 3asABHVKa. BBeeHHA 3MiH
noniMepHux abo NPOTArom 6-TW MiCALIB NiCNA 3aTBEPAKEHHS
CKNSIHWX
192. | XJIOPIrEKCU po34uH Ans MPAT YkpaiHa BiANOBiAabHNIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 niosisieae UA/18022/01/01
ANH 30BHILLHLOrO "®ITOPAPM BMPOGHULITBO, 3MiHU | TUNy - AAMIHICTPaTUBHI 3MiHU. 3MiHa peuyenma
3acTocysaHHs, 0,05 " nepBuHHE HaliMeHyBaHHs Ta/abo afpecu 3asiBHUKA
% no 100 mn a6o nakyBaHHs, (BNnacHvKa peecTpauiiHoro NocBig4YeHHs)
200 mny KOHTPOb AKOCTi Ta 3MiHa afpecu 3asBHUKa. BBefeHHA 3MiH
nosliMepHux BUNYCK cepil: NPOTSArom 6-TV MiCAILB MiCN1A 3aTBEPAKEHHS
donakoHax 3 MPAT
Hacafikolo Ans "®OITOPAPM",
CrnpsiMoOBaHoro YKpaiHa
BBEJEHHA BiANOBiAabHNIA 3a
nikapcbKoro 3acoby BMPOGHULITBO,
nepBuHHE

nakyBaHHA Ta
KOHTPO/b SIKOCTI:
TOB "®apma
Yepkac", YkpaiHa
BiNOBIAaNbHUIA 3a
BUPOBHMLTBO,
nepBuHHE
nakyBaHHA Ta
KOHTPO/1b SIKOCTI:
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

Mn "Kinadpcp",
YKpaiHa

193.

Xnoprooinin
T

PO34MH CINPTOBMUIA,
10 mr/mn, no 100 mn
y hnakoHi
(cknaHomy abo
nosniMmepHomy), rno 1
chnakoHy B nauwyj; no
100 mn y 6aHui, no 1
6aHui B naywi

NAT
"Tanuuchap
"

Ykpaina

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUnNY - 3MiHKM 3 aKocTi. A®Il. KoHTposb
A®|. 3miHa y meTogax BunpobysaHHsa A®| abo
BMXiQHOrO Marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHN Y
MeToAax BUMPOOyBaHHS (BK/HOHAKUN 3aMiHy
abo fonoBHeHHs)) APl abo
BWXi4HOrO/MPOMIXHOro NPOAYKTY) - BHECEHHS
3MiH [0 MaTepiasliB peecTpauiliHoro 4ocbe
N3 XAOPO®ININT, po3ynH cnnpTosuii, 10
Mr/MA, @ came 3MiHU BHOCSATbCA Ans Ad|
EKCTPAKT 3 INCTSH EBKAMIINTY FYCTUN,
eKCTpaKT rycTuii (cybeTaHuis) B po3gin 3.2.S.4
KoHTponb A®I, n. «Baxki meTanun», Skuii
pernameHTye rpaHnyHuii BMicT Kagmito,
CBuHLI0 | PTyTi. BU3Ha4YeHHS rpaHU4HOro
BMiCTy PTyTi npoBOAATb 3a AONOMOro
METOAVKN NPAMOro BU3HAYEHHS METOA0M
aTOMHO-eMICiiHOT cnekTpoMeTPIl 3 iHAYKTUBHO
3B’A3aHOI0 M/1a3mMol0. [11s JaHOT MEeTOAMKM,
[AjanasoH KOHUEHTpaUili € Ha MeXi KiflbkiCHOro
BM3HAYEHHS, | IK HACNIAOK, ICHYE MMOBIPHICTb
BWICOKOI NMOXMOKM BU3HAYEHHSA PTyTi. Y 3B'A3Ky
3 UMM, A7 OTPUMaHHS KOPEKTHUX
pe3ynbTatiB, NPONOHYETLCA 3MIHUTU METOAMKY
NPSIMOr0 BU3HAYEHHS HA METOAMKY TifpnaHOro
BM3HAYEHHSA PTyTi METO40M aTOMHO-eMICiiHOT
cnekTpoMeTpil 3 iHAYKTUBHO 3B’A3aHOI0
naasmMoto, fAka Mae HKXYMIA nopir
[eTeKTyBaHHA Ta [03BO/IUTb BU3HaYaTh
KOHLLEHTpaLit0 PTYTi B AOCiLKYBaHiiA
cybCcTaHLUil 3 GiSIbLIOK TOYHICTHO,
Ce/IeKTUBHICTIO Ta BiATBOPHOBAHICTIO

3a
peyenmom

UA/4551/02/01

194.

XorPooinin
T

PO34MH CINPTOBMUIA,
10 mr/mn; in bulk: no
100 mn y cpnakoHi
cknsiHomy abo
nonimepHomy, abo
6aHUi; no 48 6aHOK
a60 dhnakoHIiB y
KOpoo6i

MAT
"Tanuudpap
"

YkpaiHa

MAT "lanuudapm”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHn | TURY - 3MiHn 3 aKocTi. A®l. KoHTponb
A®I. 3miHa y meTogax BunpobyBaHHs AD| abo
BMXiAHOro MaTepiany/npomiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpo6HuuTBa AP (iHWi 3MiHN Y
MeTofax BUNpo6yBaHHA (BKIOYAKUYN 3aMiHy
ab0 fonoBHeHHs) Adl abo
BUXiZAHOr0/NPOMIXHOr0 NPOAYKTY) - BHECEHHSA
3MiH 10 MaTepiasiiB peecTpauiliHoro focke
N3 XAOPODIINT, po3ynH cnmpToBuid, 10

UA/9519/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Mr/M, a came 3MiHM BHOCATbCS gnst Ad|
EKCTPAKT 3 JINCTS EBKANIMTY FYCTURA,
EKCTpaKT rycTuii (cybctaHuis) B po3gin 3.2.S.4
KoHTponb A®L, n. «Bakki MeTanu», SKnii
pernameHTye rpaHuyHuiA BMicT Kagmito,
CBuHUI0 i PTyTi. BU3HaYeHHS rpaHn4Horo
BMICTY PTyTi npoBOAATbL 3a [JOMNOMOro
METOAVKN NPAMOro BU3HAYEHHA METOA0M
aTOMHO-eMiCiliHOT cnekTpoMeTpii 3 iHAYKTUBHO
3B’A3a@HOI0 N1a3moro. [nsA faHoi MeTOANKN,
[nianasoH KOHLUEHTpaLili € Ha MeXi KinbkicHOro
BU3HAYEHHS, i SIK HACNiAOK, iICHyE AMOBIPHICTb
BVICOKOI MOXUOKM BU3HAYEHHSA PTyTi. Y 3B'A3Ky
3 UMM, A4719 OTPUMaHHA KOPEKTHUX
pe3ynbTaris, NPONOHYETLCA 3MIHUTU METOANKY
NPSIMOr0 BU3HAYEHHA Ha METOAMKY TifpuaHOro
BM3HAYEHHSA PTyTi METO40M aTOMHO-eMiCiiHOT
CneKTpoMeTpil 3 iHAYKTVBHO 3B’A3aHO0
N1asmMolo, ika Ma€ HKYMIA nopir
[eTeKTyBaHHSA Ta [03BO/IUTbL BU3Ha4YaTh
KOHLLeHTpaL,ito PTYTi B AOC/iLKYBaHili
cy6cTaHUii 3 6ibLIOK TOYHICTHO,
CEJIEeKTUBHICTIO Ta BiATBOPHOBAHICTIO
195. | XYMANOre po3unH ANs iH'ekui, | Jlinni dpaHc ®paHuis Brpo6HMLTBO 3a CLIA/ 3MiHM /13 (MIBM), wo noTpebytoTb HOBOI 3a He UA/4750/01/01
100 MO/mn no 3 mn NOBHUM LMK/IOM: ®paHuis peecTpadii (3rigHo Hakaly MO3 Big peyenmom | niosis2ae
y CKISIHOMY Eni Ninni eHg 23.07.2015 Ne 460) - 3miHa y [P, fki He
KapTpuaxi; no 5 KomnaHi, CLUA nNpu3BOAATL A0 HOBOT [1P: HE3HAYHI 3MiHU
KapTpuaxis y Brpo6HMLTBO 3a 6i0N0rivyHOI pe4yoBUHN abo GiOTEXHOSOTIYHOIO
KapTOHHI nauui; no MOBHUM LK/IOM: NPOAYKTY - HE3HaYHa ONTKMI3aLlis mpoLiecy
3 My CKISiHOMY Ninni ®paHc, OQUUCTKM iHCY/iHY Ni3Npo
KapTpuaXi, ®paHuia
BK/1afieHoMy Y MepiognyHICTb NoAaHHA PerynspHo
LUNPUL-PYYKY OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
KBikleH; no 5 Mopsaky 3A4iicHeHHs hapMakoHarisay,
LUMPULL-PYYOK Y 3aTBEPAXEHOr0 Haka3oM MiHicTepcTea
KapTOHHI/ nayvj; no OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
10 MmNy cknstHomy 2006 poky Ne 898, 3apeecTpoBaHoro B
donakoHi; no 1 MiHicTepcTBi tocTuuii Ykpainu 29 ciuHs 2007
donakoHy B poky 3a Ne 73/13340 (y pefaxuii Hakasy
KapTOHHIA ynakoBsL,i MiHicTepcTBa OXOpOHM 340POB'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKaMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
196. | XYMIPA® PO34MH A1 iH'EKLIN, E66Bi LLsefiuapi BMPOGHMLTBO HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis: 3a - UA/16818/01/02
40 mr/0,4 mn; no 0,4 | biodhapmach A nikapcbKoro 3acoby, TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
M1 PO3YMHY Y oTikan3 nepBuHHE 23.07.2015 Ne 460)
nonepeaHL0 v6X nakysaHHs: BetTtep BMMNpPaB/IEHHS TEXHIYHOI NOMW/IKHM, 3rigHO N.2.4.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
HanoBHEHOMY dapma-depTiryHr po3giny VI Hakasy MO3 Ykpainu Big
0HOL1030BOMY 'm6X i Ko. KI, 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3
wnpuyi; no 1 HimeuunHa; Ykpaium Big 23.07.2015 p Ne 460) —
wnpudy pasom 3 1 BTOPUHHE BrinpaBneHHs TeXHIYHOT MOMUIIKM NOB’A3aHO 3
CepBeTKOI, nakyBaHHs: BeTtep HeBipHUM Mepeknafom B cneuudikauii Ta
npocskHyToto 70 % Papma-depTiryHr MeTOAAaxX KOHTPO/I0 HaiMEHYBaHHS NMOKa3HUKa
i3onponinosum v6X i Ko. KT, «Purity, Size Exclusion HPLC». 3a3HaueHe
cnupTom (B HimeuunHa; BUNpPaB/IEHHS BignoBigae apXiBHUM
namiHoBaHoOMy TecTyBaHHs: E66BI MarepiasiaM peecTpaLiiHoro AockLe
noslieTnaeHom Loiiuneng Mv6X i
nanepi), BMiLLeHi y Ko. KI', HimeuunHa;
KOHTYPHY YapyHKOBY BUNyCK cepii: E66BI
ynakoBKy; no 2 BioTekHonomxi
wnpuum (y v6X, HimeuunHa
KOHTYpHiIlA
YapyHKOBIli ynakoBLyi
3 1 cepBeTKOI
KOXEH) Y KapTOHHil
Kopobu,i
197. | XYMIPA® PO34UH A5 iH'EKLLN, E66BI LLiBeiiuapi BUPOGHMLTBO HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/16818/01/01
20 mr/0,2 mn; no 0,2 | Biochapmack A nikapcbKoro 3acooby, TexHiyHa nomuka (3rigHo Hakasy MO3 Big peyenmom
M1 PO3YUHY Y toTikan3 nepBuHHE 23.07.2015 Ne 460) - BUNpaB/IeHHS TEXHIYHOT
nonepeaHL0 meX nakysaHHs: BeTTep NOMWJIKK, 3rigHOo N.2.4. po3gainy VI Hakasy MO3
HanoBHeEHOMY Papma-depTiryHr Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
04HOA030BOMY v6X i Ko. KT, Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460)
wnpuyi, no 1 HimeuuunHa; — BunpaBnieHHsA TEXHIYHOT MOMWUSIKN MOB’SA3aHO
wnpuuy pasom 31 BTOPUHHE 3 HEBIpHMM Nepek1agom B cneymdikadii Ta
CEepBETKOIO, nakyBaHHS: MeToAax KOHTPOJI0 HaiMeHYBaHHS NOKa3HUKa
npocsikHyToto 70 % BetTtep dapma- «Purity, Size Exclusion HPLC». 3a3HauyeHe
i3onponinosum ®eptiryHr F'm6X i Ko. BWMpaB/IEHHS BigMNoBigae apXiBHUM
cnupTom (B Kr, HimeuunHa; MarepianamM peecTpauiiHoro Jockbe
namiHoBaHoOMy TecTyBaHHs: E66BI
nonieTuaeHom [Jonuneng MrméX i
nanepi), BMiLLyOTb Y Ko. KI', HimeuunHa;
KOHTYPHY YapyHKOBY BUMYCK cepii: E66BI
ynakoBky; no 2 BioTekHonoaxi
wnpuum (y v6X, HimeyunHa
KOHTYPHIl
YapyHKOBIli ynakoBLyi
3 1 cepBeTKO
KOXEH) Y KapTOHHili
Kopobui
198. | UE3EPA® TabneTku, BKpUTI KPKA, a.4., CnogeHis BiANOBiAA/IbHWIA 3a CnoseHis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/11692/01/01
nNiBKOBOIO HoBo mecTo BMPOBHULITBO «in 3MiHu | TYNY - 3MiHK 3 aKoCTi. AdI. peyenma

0060/10HKO10, N0 5 ™,
no 10 Tabnetok y
6nictepi; no 1, a6o
no 2, abo no 3

bulk», nepsrHHe Ta
BTOPWHHE
nakyBaHHs,

KOHTPO/1b Ta BUMYCK

CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHs A®I (3a BigCyTHOCTI y
3aTBEPKEHOMY [0OChE cepTudikara
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6nictepu B cepii BiANOBIAHOCTI E€Bponeiickbkili hapmakonei, wo
KapTOHHilA KopooLi KPKA, a.4., Hoso BK/IHOUAE Nepiof, NOBTOPHOr0 BUNPOGYBaHHS)
mecTo, CnoBeHis (nepios noBTOPHOro BUNPOBYBaHHA/NEPIOA
BiANOBIAA/IbHWIA 32 36epiraHHs) - 36iNblUEHHS ab0 BBEAEHHS
nepBuHHE Ta nepiogy NOBTOPHOro BUNpobyBaHHs/nepiogy
BTOPVHHE 36epiraHHA Ha OCHOBI pe3ynbTaTiB AOCIMKEHD
nakyBaHHS y peasibHOMy vaci - 3MiHa nepiogy NOBTOPHMX
KPKA, a.4., Hoso BUNPo6yBaHb A®P| nesoLeTUPU3NHY
mecTo, CnoBeHis avrigpoxnopug 3 2-x pokis Ao 3-X poKiB.
BiANOBIAA/IbHWIA 32 BBefeHHs 3MiH NpoTArom 6-Tm MicAui 3 gatn
BUPOGHMLITBO «in 3aTBEPMKEHHS.
bulk», nepsrHHe Ta
BTOPUHHE
nakyBaHHs
KPKA, a.4., Hoso
mecTo, C/1oBeHist
199. | UENECTOAE | ma3sb, no 30 r B Ty6i; OpraHoH LLiBeiiuapi OpraHoH XelicT 68 Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a He UA/3403/02/01
PM-B® 3 no 1 1y6iy CeHTtpan IcT A 3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenmom | nidsisg2ae
FAPAMILVH KapTOHHIA Kopoo6Li M6X HaliMeHyBaHHs Ta/abo agpecu Micus
OoM NPOBaPKEHHSA AiSNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco6y, BK/1IOYAKUN [i/TbHUL BAMYCKY cepii
abo Mmicue NpoBefeHHs1 KOHTPOJHO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEP, BK/THOYAKOUM BUMYCK
cepiii) AgmiHicTpaT/BHa 3MiHa Ha3BM
BMPO6HUMKa /13. TakoX BHOCUTLCS HE3HAYHE
KoperyBaHHs [0 agpecu. BupobHuua ginbHuus
Ta yci BUpo6HMYi onepadii 3anumwwaTbes
HE3MiHHMMUW. 3MiHN BHECEHO B iHCTPYKLi0 ANns
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby
y po34inn «BUpo6HWK» Ta
«Micue3HaxomkeHHs BUPOGHMKa Ta agpeca
MiCLii MPOBaPKEHHS A0TO AiS/IBHOCTI» 3
Bi4NOBIAHVMM 3MiHAMU Y TEKCTi MapKyBaHHS
ynakoBKW nikapcbKoro 3acoby. TepMiH
BBEAEHHS 3MiH - NpOTAroM 6 micauis nicns
3aTBEPKEHHS.
200. | LE®PA3ONIH NMopoLUOK ANs MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis: 3a - UA/14477/01/01
PO34unHy Ana "Kuismegnp "Knismegnpenapar” 3MiHY | Tuny - 3MiHK 3 AkocTi. FoToBWiA peyenmom
iH exuii no 0,5 ; 10 enapat” nikapcbkuii 3aci6. Cuctema
hnakoHiB 3 KOHTeliHep/3akynopoBasibHWi 3aci6 (iHLWi
NOPOLLKOM Y 3MiHu). BunyuyeHHs 3 p. 3.2.P.7. Cuctema
KOHTYPHIl KOHTeliHep/ 3aKynoproBasibHWiA 3acio
YapyHKOBIl HaliMeHyBaHHS hipM-BMPOGHUKIB NEPBUHHNX
ynakosLi; no 1 nakyBaslbHUX MatepianiB (CKIAHMUX dO1aKOHIB,
KOHTYPHIl NPO6KM ryMOBI Ha OCHOBI ra/10reHi3oBaHoro

YapyHKOBIli ynakoBLyi

6GyTunkayyyka | Tuny Ta ryMmoBux npo6ok) Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
y nauui BMPOGHMKA NakyBaslbHOrO Matepiany (CKIsHi
donakoHn) BAT «MepcTekno», 1. KnvH, Pocis
Ta OAO «Tyilimasuctekno», Pocis.
201. | UE®A3ONIH MOPOLLIOK ANsi MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/14477/01/02
pPO34unHy Ana "Kuismegnp "KniBmegnpenapar” 3MiHY | Tuny - 3MiHK 3 AkocTi. FoToBMIA peyernmom
iHexuii no 1,0r, 10 enapat" nikapcbkuii 3aci6. Cuctema
chnakoHiB 3 KOHTeliHep/3aKynopoBasibHWi 3aci6 (iHLWi
NOPOLLKOM Y 3MiHu). BunyueHHs 3 p. 3.2.P.7. Cuctema
KOHTYpHili KOHTeliHep/ 3aKkynoptoBasibHWI 3acio
YapyHKOBIl HaliMeHyBaHHS hipM-BMPOGHUKIB NEPBUHHUX
ynakosLi; no 1 nakyBasibHUX Matepianis (CKIAHMUX O1aKoHIB,
KOHTYPHIi NPO6KM ryMOBi Ha OCHOBI Fa/10reHi30BaHOro
YapyHKOBIli ynakoBLyi 6yTunkaydyka | Tuny Ta ryMoBux npo6bok) Ta
y nauuj BUPOBHMKa NakyBaslbHOro Matepiany (CKNsHi
thnakoHn) BAT «MegacTtekno», r. KnuH, Pocis
Ta OAO «Tyiimasuctekno», Pocis.
202. | LE®DA3ONIH NnopoLUoK aNns MpusaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/15387/01/01
pO34uHy Ans akuioHepHe akuioHepHe 3MmiHu | TURY - 3miHk 3 sKocTi. CepTudikat peyenmom
iHekyinno 1,0r; 1 TOBapucTBo TOBapuCTBO BignosigHocTI/TE-cepTudpikar signosigHocTi
a6o 5, abo 50 «J1ekxim- «J1ekxim-Xapkis», €Bponeiicbkiit hapmakonei/MoHorpadii.
hnakoHiB 3 XapkiB» YkpaiHa 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
NMOPOLLUKOM Y nayi 3 (nakyBaHHA i3 Yy BignoBigHICTb A0 MoHorpacii 4dY abo
KapToHy; no 1 a6o 5 dopmum in bulk €Bponeiicbkoi thapmakonei, abo iHLWoi
chnakoHiB 3 ipMn-BUPOGHYMKa HaujioHanbHOT thapmakonei aepxasu €C
NOPOLLKOM Y Ksiny (3miHa y cneuudpikauisix, nos'asaHa 3i 3miHamu
6nictepi; no 1 dapmaueytikan Ko., B A®dY, abo Esponelickkiii thapmakonei, abo
6nicTepy B nauui 3 Nta., Kutai) iHLLIA HauioHanbHIV dhapmakonei fepxasu
KapToHy; 1 donakoH 3 TOB «Jlekxim- €C) CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
nopowukom Ta 1 O6yxiB», YKpaiHa CepTudpikat BignosigHocTi/lE-cepTucpikat
amnyna 3 (nakyBaHHs i3 BiANOBIAHOCTI EBpONenchbkili
PO34MHHMKOM (BOgA dhopmu in bulk hapmakonei/moHorpadii. 3miHu, NoB'a3aHi 3
Ans iH'ekuiin) no 10 ipMun-B1pobHMKa HeOobXifHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
mn B 6nicTepi; mo 1 Ksiny MoHorpadii JPY abo Esponeiicbkoi
6nicTepy B nauui 3 dapmaueytikan Ko., thapmakonei, abo iHLIOI HaLioHa/TbHOI
KapToHy Nta., Kutai) thapmakonei gepxasu €C (iHLLi 3MiHW)
npuBefeHHs cneundikauii Ta MeToais
KOHTPO/IH0 AKOCTi po34nHHUKa Bogda ans
iH'ekuili o BUMOr MoHorpadii «Water for
injections» €®, a TakoX BHECEHO 3MiHV B
po3gin «Cknag» MKA /13 (nogaetbea 1
amnyna 3 po3yMHHUKOM (Boga ans iH'ekuii, no
10 mn B amnyni)
203. | LE®A3O0MIH NopoLUoK AN MpuBaTHe YkpaiHa BMPOGHULITBO Ta YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/18375/01/01
KOMBI PO34MHY ANA iH'eKUili | aKuioHepHe nepsuHHe 3MiHu | TURY - 3MiHK 3 sKocTi. CepTudikar peyenmom
no 0,5r; mo 1 abo TOBapucTBO nakyBaHHsi BignosigHoCTI/IE-cepTucpikar BignosigHoCTi
10, a6o 50 "J1ekxim - PO3UYMHHNKIB, €Bponeiicbkiit hapmakonei/MoHorpadii.
hakoHiB y nauu; Xapkis" BTOPVHHE 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS
no 1 cpsiakoHy y nakyBaHHs, Y BiANOBiAHICTb A0 MoHorpacii A®PY abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6nictep, 1 6nictep y KOHTPO/b Ta BUMYCK €Bponeiicbkoi thapmakonei, abo iHLWoi
naJui; no 5 cepii rotoBoro HauioHas1bHOT hapmakonei gepxasn €C
thnakoHiB y 6nictep, nikapcbKoro 3acoby: (3miHa y cneumdikauisx, nos'asaHa 3i 3MiHaMu
no 2 6nictepu y MpuBaTtHe B JdY, abo Esponelicbkiii chapmakonei, abo
nadui; 1 dpnakoH 3 akuioHepHe iHLLIA HauioHaNbHI hapMakonel fepxasu
nopoLukom Ta 1 TOBapUCTBO "/lekxim €C) CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
amnyna po34ynmHHMKa - XapkiB", YkpaiHa CeptudpikaT BignosigHocTi/l E-cepTudikar
(Boga ans iH'exuin BMPOBHUUTBO Ta BiANOBIAHOCTI EBpoNechkili
no 5 mn B amnyni) y nepsuHHe thapmakonei/moHorpadii. 3mMiHun, nos'A3aHi 3
6nicTepi, 1 6nictep nakyBaHHS! MOPOLLKY: HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
y nauuj PetoHr MoHorpadii 4dY abo EBponeiicbkoi
PapmacbioTnKasl thapmakonei, abo iHLOI HaLioHa/IbHOI
Ko., NiTg., Kutavicbka thapmakonei gepxasu €C (iHLWi 3MiHW)
HapogHa npuBefeHHs cneuudikauii Ta meTogis
Pecny6nika KOHTPO/IIO AIKOCTI po3unHHKKa Boga ans
BTOPUHHE iH'exuili 4o BUMOr MoHorpadii «Water for
nakyBaHHs, injections» €®.
KOHTPO/b Ta BUMYCK
cepii rotoBoro
nikapcbKoro 3acoby:
TOB "Nlekxim-
Q6yxiB", YkpaiHa
204. | LE®A30MIH NopoLUoK ANns MpuBaTHe YkpaiHa BUPOBHMLTBO Ta YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/18375/01/02
KOMBI pO3unHy ANs iH'EKUili | aKuioHepHe nepBuHHE 3MmiHn | TURY - 3miHk 3 sKocTi. CepTudikar peyenmom
nolr;nola6ob5, TOBapUCTBO nakyBaHHs BignosigHocTi/l E-cepTudikar BignosigHocTi
a60 50 hnakoHiB y "Jekxim - PO3UMHHNKIB, €Bponeiicbkiit hapmakonei/MoHorpadii.
nauuj; no 1 a6o 5 Xapkis" BTOPVHHE 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
chnakoHiB y bnicTep, nakyBaHHs, y BignoBigHICTb A0 MoHorpacii AdY abo

1 6nictep y nayui; 1
h1aKkoH 3 NOPOLLKOM
Ta 1l amnyna
po3unHHuKa (Boga
Ans iH'ekuiii no 10
M B amnyrni) y
6nictepi, 1 6nictep
y naJui

KOHTPONb Ta BUMYCK
cepii roToBoro
nikapcbKoro 3acoby:
MNpuBaTtHe
akujioHepHe
TOBapuCTBO "JlekxiMm
- XapkiB", YkpaiHa
BMPOGHULITBO Ta
nepBuHHE
nakyBaHHS NOPOLLKY:
PetoHr
dapmMacbioTUKau
Ko., NiTg., Kutaiicbka
HapogHa
Pecny6bnika
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii rotoBoro
nikapcbKoro 3acoby:

€Bponeiicbkoi thapmakonei, abo iHLwoi
HaujioHanbHOT thapmakonei aepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i 3MiHaMu
B J®Y, abo Esponelickkiii thapmakonei, abo
iHLLIA HauioHanbHIV hapmakonei fepxasu
€C) CynyTHs 3MiHa - 3MiHW 3 SKOCTi.
CepTtudpikat BignosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI E€BpONeNnchbKili
thapmakonei/MoHorpadii. 3mMiHu, NoB'sA3aHi 3
HeOobXIifHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii AdY a6o €Bponencbkoi
thapmakonei, abo iHLOi HalioHa/TbHOI
thapmakonei gepxasu €C (iHLLi 3MiHW)
npuBefeHHs cneundikauii Ta MeTogis
KOHTPOJIH0 SKOCTi po3unHHUKa Bogda ans
iH’ekuili o BUMOr MoHorpadii «Water for
injections» €.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
TOB "Nlekxim-
O6yxiB", YKpaiHa
205. | UE®ENIM MOPOLLIOK AN MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/13564/01/01
pO34nHy ANA iH'EKUii | akuioHepHe akujioHepHe 3miHu | TUNYy - 3MiHu 3 sKocTi. CepTudikar peyenmom
no1,0r;1a6o 5, TOBapuCTBO TOBapuCTBO BignosigHoCTI/TE-cepTudpikat BignosigHoCTi
a6o 50 chnakoHis 3 "Jlexkxim- "Jlekxim-Xapkis", €Bponeiicbkin hapmakonei/moHorpadii.
MOPOLLKOM Yy nauui 3 XapkiB" YkpaiHa 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
KapToHy; 1 a6o 5 (nakyBaHHS i3 y BiANOBIAHICTb A0 MOHOrpacii 4PY abo
hnakoHiB 3 chopmu in bulk €Bponeiicbkoi hapmakonei, abo iHLWoi
MOPOLLKOM y ipMu1-BUPOGHIMKa HaujioHanbHOT chapmakonei aepxasu €C
6nictepi; no 1 Ksiny (3miHa y cneuudpikauisx, nos'asaHa 3i 3MiHamu
6nictepy y nauu,i 3 dapmaueyTikan Ko., B 1Y, abo E€Bponelicbkili thapmakonei, abo
KapToHy; 1 dpriakoH 3 Ntp., Kutai) iHLLIA HauioHanbHIV hapMakonel fepxasu
nopowukom Ta 1 TOB "/Nlekxim- €C) CynyTHSA 3MiHa: 3MiHM 3 IKOCTI.
amnyna 3 O6yxiB", YkpaiHa CeptucpikaT BignosigHocTi/l E-cepTudikar
pO34MHHMKOM Mo 10 (nakyBaHHS i3 BiANOBIAHOCTI EBpONechbkili
Mn (Boga ons dhopmu in bulk hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
iH exuili) y 6nicTepi; ipMn-BUPOGHYMKa HeOoOXiJHICTIO NPYBELEHHS Y BiANOBIAHICTb A0
no 1 6nictepy y KBiny MoHorpadii 4dY abo Esponeiicbkoi
naJi 3 KapToHy dapmaueytikan Ko., thapmakonei, abo iHLWOT HaLioHaNbHOT
Ntp, Kutai) thapmakonei gepxasun €C (iHLi 3MiHN)
MpuBeaeHHs cneundikadii Ta MmeToais
KOHTPOJIH0 AKOCTi po34nHHUKa Boga ans
iH'exuili Ao Bumor moHorpadii «Water for
injections» €®, a TakoX BHECEHO 3MiHN B
po3gin «Cknag» MKA N13 (nogaetbea 1
amnyna 3 po3uvMHHUKoM (Boga ans iH'ekuii, no
10 ma B amnyni)
206. | LE®POTAKCU | nopowlok ons MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/14375/01/01
M po3unHy Ans iH'ekuii | "Kuismegnp "Kuismegnpenapar" 3MiHW | TUny - 3MiHK 3 skocTi. FoToBWMiA peyenmom
no1,0r; 10 enapar” nikapcbkuii 3aci6. Cuctema
oNakoHiB 3 KOHTeliHep/3akynopoBasibHWi 3aci6 (iHLWi
NMOPOLLKOM Y 3MiHW) BUyYeHHs 3 p. 3.2.P.7. Cuctema
KOHTYPHIi KOHTeliHep/ 3aKynoproBasibHWiA 3aci6
YapyHKoBIl HaliMeHyBaHHs1 hipM-BMPOGHUKIB NEPBUHHUX
ynakosui; no 1 nakyBasIbHUX MaTepianis (CKISAHNX h1aKkoHIB,
KOHTYPHIl npo6ku rymoBi An15 niodinisadii Ha OCHOBI
YapyHKOBIli ynakoBLj rasioreHizoBaHoro 6ytunkaydyka | tuny ta
y nauuj ryMOBMX NPO60OK) Ta BUPOOHVKA NakyBasIbHOTO
martepiany (CknsHi donakoHn) BAT
"Megctekno", r.KnuH, Pocist
207. | ULE®POTAKCU | nopowok gns MpuBaTHe YKpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a - UA/13415/01/01
M pO34nHy ANs iH'eKUili | akuioHepHe akuioHepHe 3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudikaT peyenmom
no1,0r; 1 a6o 5, TOBapuCTBo TOBapuCTBO BignosigHocTi/l E-cepTudikar signosigHocTi
a60 50 chiakoHiB 3 "Jlekxim- "Jlekxim-Xapki", €Bponeiicbkiii hapmakonei/MmoHorpadii.
NMOPOLLUKOM Y navi 3 Xapkis" YkpaiHa 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS
KapToHy; 1 a6o 5 (nakyBaHHs i3 Yy BifnoBigHicTb A0 MoHorpacii APY abo
oNakoHiB 3 dopmu in bulk €Bponeicbkoi hapmakonei, abo iHWoi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
MOPOLLKOM y ipMKn-BUPOGHYMKa HaujioHasbHOT chapmakonei aepxasu €C
6nictepi; no 1 Qilu Pharmaceutical (3miHa y cneuudpikauisix, nos'asaHa 3i 3MiHamu
6nicTepy y nayui 3 Co., Ltd., Kutait) B [I®Y, abo EBponeiickkiii hapmakonei, abo
KapToHy; 1 dpriakoH 3 TOB «Jlekxim- iHLLIA HauioHanbHIV hapMakonel fepxasu
nopowkom Ta 1 O6yxiB», YKpaiHa €C) CynyTHSA 3MiHa: 3MiHM 3 SIKOCTI.
amnyna 3 (nakyBaHHs i3 CeptucpikaT BignosigHocTi/l' E-cepTudikart
PO34MHHMKOM Mo 10 chopmu in bulk BiANOBIAHOCTI €BpONenchbkili
mn (Bopa ans hipMun-BrpobHMKa hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
iH ekUili) y 6nicTepi; Qilu Pharmaceutical HEeObXIifHICTIO NPUBEAEHHS Y BIAMNOBIAHICTL A0
no 1 6nictepy y Co. Ltd., Kutaif) MoHorpadii JdY abo EBponeiicbkoi
naJui 3 KapToHy thapmakonei, abo iHLWOT HalioHaNbHOT
thapmakonei gepxasu €C (iHLWi 3MiHW)
MpuBeaeHHs cneundikadii Ta meToais
KOHTPOJIH0 SIKOCTi po3unHHUKa Boaa ans
iH'eKLji go BUMOr MoHorpadii «Water for
injections» €®, a TakoX BHECEHO 3MiHN B
po3gin «Cknag» MKA N13 (nogaetbea 1
amnysna 3 po34nHHUKOM (Boaa Ans iH'ekuiid, no
10 ma B amnyni)
208. | LE®OTAKCWU | nopowlok ons MpuBaTHe YkpaiHa BMPOBHUUTBO Ta YkpaiHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/18260/01/01
M KOMBI pO3unHy ANs iH'EKUili | akuioHepHe nepBuHHE Kutaiicbka 3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikar peyenmom
no 0,5r; 1 a6o 10, TOBapUCTBO nakyBaHHs HapogHa BignosigHocTi/l E-cepTudikar BignosigHocTi
a60 50 hnakoHiB 3 "Jlekxim- PO3UMHHNKIB; Pecny6nika €Bponeiicbkiit hapmakonei/MoHorpadii.
MOPOLLUKOM Y Maykax; Xapkis" BTOPVHHE 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
1 donakoH 3 nakyBaHHs, y BifgnoBigHICTb A0 MoHorpacii dY abo
nopoLukom Ta 1 KOHTPO/b Ta BUMYCK €Bponeiicbkoi thapmakonei, abo iHLwoi
amnyna 3 cepii rotoBoro HaujioHanbHOT thapmakonei aepxasu €C

po3unHHMKOM (Boga
Ans iH'ekuii no 5 mn
B amnyni) B 6nictepi;
no 1 6nictepy y
nadui; no 1 dpnakoHy
3 NMOPOLUKOM Y
6nicTepi, 1 6nictep
y nauuj; no 5
onakoHiB 3
MOPOLLIKOM Y
6nictepi, 2 6nictepn
y nayui

nikapcbKoro 3acoby:
MNpuBaTtHe
akujioHepHe
TOBapUCTBO
"Jlekxim-Xapkis",
YkpaiHa
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii rotoBoro
nikapcbKoro 3acoby:
TOB "Nlekxim-
O6yxiB", YkpaiHa
BUPOBHMLTBO Ta
nepBuHHE
nakyBaHHS MOPOLLKY:
PetoHr
dapmacboTUKas
Ko., N1A., Kutalicbka
HapogHa
Pecny6nika

(3miHa y cneumdikauisix, nos'a3aHa 3i 3MiHaMu
B J®Y, abo Esponelickkiii thapmakonei, abo
iHLLIA HauioHanbHIV dhapmakonei fepxasu
€C). CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
CepTudpikat signosigHocTi/l E-cepTucpikat
BiANOBIAHOCTI E€BpONeNnchbKili
thapmakonei/MoHorpadii. 3mMiHu, NoB'sA3aHi 3
HeOobXIifHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLOi HalioHa/TbHOI
thapmakonei gepxasu €C (iHLi 3MiHW)
npuBefeHHs cneundikauii Ta MeTogis
KOHTPOJIH0 SKOCTi po3unHHUKa Boga ans
iH’ekuili o BUMOr MoHorpadii «Water for
injections» €.




135

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
209. | LE®POTAKCU | nopollok ans MpusaTHe YkpaiHa BMPOGHULITBO Ta YkpaiHa/ BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/18260/01/02
M KOMBI pO34nHy ANA iH'EKUii | akuioHepHe nepBuHHE Kutaiicbka 3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar peyenmom
no 1r; 1 chnakoH 3 TOBapuCTBO nakyBaHHs HapogHa BignosigHoCTI/TE-cepTudpikat BignosigHoCTi
nopoLukom Ta 1 "Jlexkxim- PO3UYNHHVIKIB; Pecny6nika €Bponeiicbkin hapmakonei/moHorpadii.
amnyna 3 XapkiB" BTOpPUHHE 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
po34MHHMKOM (Boga nakyBaHHs, y BiANOBIAHICTb A0 MOHOrpacii 4PY abo
Ans iH'ekuiii no 10 KOHTPO/b Ta BUMYCK €Bponeiicbkoi hapmakonei, abo iHLWoi
M B amnyri) B cepii rotoBoro HaujioHanbHOT chapmakonei aepxasu €C
6nictepi; no 1 niKkapcbKoro 3acoby: (3miHa y cneuudpikauisx, nos'asaHa 3i 3MiHamu
6nictepy y nauuyi; 1 MpuBaTHe B 1Y, abo E€Bponelicbkili thapmakonei, abo
h/1aKoH 3 MOPOLLKOM akujioHepHe iHLLIA HauioHanbHIV hapMakonel fepxasu
Ta 1l amnyna 3 TOBapuCTBO €C). CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
PO3YMHHMKOM "Jlekxim-Xapkis", CeptucpikaT BignosigHocTi/l E-cepTudikar
(NigokaiH, po3unH YKpaiHa; BTOpVHHE BiANOBIAHOCTI EBpONechbkili
ans iv'exuii 10 nakyBaHHs, hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
mr/mMn no 5 mn B KOHTPO/b Ta BUMYCK HeOoOXiJHICTIO NPYBELEHHS Y BiANOBIAHICTb A0
amnyni) B 6nicTepi; cepii rotoBoro MoHorpadii 4dY abo Esponeiicbkoi
no 1 6nictepy y nikapcbKoro 3acoby: thapmakonei, abo iHLWOT HaLioHaNbHOT
nauuj TOB "Nlekxim- thapmakonei gepxasun €C (iHLi 3MiHN)
O6yxiB", YkpaiHa; npuBefeHHs cneundikauii Ta MeTogis
BMPOGHMLTBO Ta KOHTPOJIH0 AKOCTi po34nHHUKa Boga ans
nepBuHHE iH'exuili Ao Bumor moHorpadii «Water for
nakyBaHHS! MOPOLLKY: injections» €.
PetoHr
PapmacboTnKau
Ko., N1A., Kutalicbka
HapogHa
Pecny6nika
210. | UE®TA3NAN | nopowok ons MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/13768/01/01
M PO34nHy ANs iH'EKUili | aKuioHepHe akuioHepHe 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peuyenmom
no 1,0r; 1 a6o 5, TOBapucTBO TOBapuCTBO BignosigHocTi/l E-cepTudikar BignosigHocTi
a6o 50 chnakoHiB 3 «J1ekxim- «J1ekxim-Xapkis», €Bponeiicbkiit hapmakonei/MmoHorpadii.
NMOPOLLUKOM Y navi 3 XapkiB» YKpaiHa (nakyBaHHs 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS

KapToHy; 1 a6o 5
oNakoHiB 3
NOPOLLKOM Y
6nictepi; no 1
6nicTepy B nauui 3
KapToHy;1 chnakoH 3
nopoLukom Ta 1
avnyna 3
PO34MHHMKOM (BOAA
Ans iH'ekui no 10
M B amnyni) y
6nictepi; no 1
6nicTepy B nayui 3

i3 hopmu in bulk
ipMun-BUPOGHIMKa
Ksiny
dapmaueyTikan Ko.,
NTp., Kutaii); TOB
"Nekxim-Obyxis",
YkpaiHa (nakyBaHHs
i3 popmu in bulk
ipMun-B1pobHMKa
Ksiny
dapmaueytikan Ko.,
Nta., Kutai)

y BignoBigHicTb A0 MoHorpacii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHasbHOT hapmakonei gepxasun €C
(3miHa y cneuucpikauisix, nos'sasaHa 3i 3MiHamu
B Y, abo EBponelicbkiii thapmakonei, abo
iHLLIA HawioHaNbHIV hapmMakonel fepxasu
€C). CynyTHS 3MiHa - 3MiHN 3 SKOCTI.
CepTudpikar signosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI €Bponeiichkili
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo Esponeiicbkoi
thapmakonei, ab0 iHLOi HaLioHa/IbHOI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapToHy thapmakonei gepxasu €C (iHLWi 3MiHN)
npueBefeHHs cneuudikauii Ta meTogis
KOHTPO/IIO AIKOCTI po34MHHKKa Boga ans
iH’exuili 4o BUMOr moHorpadii «Water for
injections» €®, a TakoXX BHECEHO 3MiHV B
po3gin «Cknag» MKA N3 (gogaetbes 1
amnyna 3 po3yvMHHUKOM (Boga ans iH'ekuii, no
10 mn B amnyni)
211. | UEDPTPUAKC | nopollok ans MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/13240/01/01
OH pO34nHy ANA iH'EKUili | akuioHepHe akujioHepHe 3MiHM | TURY - 3MiHK 3 sKocTi. CepTudikar peyenmom
no1,0r; 1, a6o 5, TOBapuCTBO TOBapuCTBO BignosigHoCTI/TE-cepTudpikat BignosigHoCTI
a6o 50 chnakoHis 3 "Jlexkxim- "Jlekxim-Xapkis", €Bponeiicbkiin hapmakonei/moHorpadii.
MOPOLLKOM Yy nauui 3 XapkiB" YkpaiHa (nakyBaHHs 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
KapToHy; 1 a6o 5 i3 popmu in bulk y BiZANOBIAHICTb A0 MOHOrpacii 4PY abo
hnakoHiB 3 ipMn-BUPOGHYMKa €Bponeiicbkoi hapmakonei, abo iHLWoi
MOPOLLKOM y Qilu Pharmaceutical HaujioHanbHOT chapmakonei aepxasu €C
6nictepi, no 1 Co., Ltd, KuTaid); (3miHa y cneuudpikauisx, nos'asaHa 3i 3MiHamu
6nicTepy y nauyj 3 TOB "Nlekxim- B JdY, abo Esponelicbkiii thapmakonei, abo
KapToHy; 1 dpriakoH 3 O6yxiB", YkpaiHa iHLLIA HauioHanbHIV hapMakonel fepxasu
nopowukom Ta 1 (nakyBaHHS i3 €C). CynyTHs 3MiHa- 3MiHM 3 SKOCTI.
amnyna 3 chopmm in CeptucpikaT BignosigHocTi/l E-cepTuddikart
PO3YMHHVKOM bulkchipmm- BiANOBIAHOCTI EBpoONechbkili
(NipokaiH, po3uunH BUpo6HMKa Qilu hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
ONs i ekuiin, 10 Pharmaceutical Co., HEeObXIifHICTIO MPUBEAEHHS Y BiAMNOBIAHICTE A0
mr/mn, no 3,5 mn) y Ltd, Kutai) MoHorpadii 4dY abo Esponeiicbkoi
6nictepi; no 1 hapmakonei, abo iHLWOT HaLioHaNbHOT
6nicTepy y nauyj 3 thapmakonei gepxasun €C (iHLi 3MiHN)
KapToHy;1 chnakoH 3 npuBefeHHs cneundikauii Ta MeTogis
nopotukom Ta 1 KOHTPOJIH0 AKOCTi po34nHHUKa Boda ans
amnyna 3 iH'exuili Ao Bumor moHorpadii «Water for
po3unHHMKOM (Boga injections» €.
ans iH'ekuiid, no 10
M B amnyni) y
6nicTepi; no 1
6nictepy y nayui 3
KapTOHY
212. | UE®TPUAKC | nopowok ons MpuBaTHe YkpaiHa BMPOGHULITBO Ta Ykpaina/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/17943/01/02
OH 1000 PO34nHy ANs iH'eKUili | aKuioHepHe nepBuHHE Kutaiicbka 3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT peuyenmom
nolr;1a6o5,abo TOBapucTBO nakyBaHHs HapogHa BignosigHocTi/l E-cepTudikar BignosigHocTi
50 chnakoHiB 3 "Jlekxim- PO3UYMHHNKIB; Pecny6nika €Bponeiicbkiit hapmakonei/MmoHorpadii.
NOpOLLUKOM Y navui; 1 Xapkis" BTOPVIHHE 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
h1akoH 3 NOPOLLKOM nakyBaHHs, y BifgnoBigHicTb A0 MoHorpacii AdY abo

Talamnyna 3

KOHTPOJ1b Ta BUNYCK

€Bponeiicbkoi thapmakonei, abo iHLwoi

PO3YUHHMKOM cepii rotToBoro HauioHasbHOT hapmakonei gepxasun €C
(nipokaiH, po3uuH nikapcbKoro 3acoby: (3miHa y cneumdikauisx, nos'asaHa 3i 3MiHaMu
ans iv'exuii, 10 MpuBaTtHe B Y, abo EBponelicbkiii chapmakonei, abo
mr/mn no 3,5 mn B akuioHepHe iHLLIA HauioHaNbHIV hapMakonel fepxasu
amnyni) y 6nictepi; TOBapUCTBO €C) CynyTHs 3MiHa - 3MiHM 3 SKOCTI.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 1 6nictepy y "Jlexkxim-Xapkis", CeptudpikaT BignosigHocTi/l E-cepTudikar
naJui; 1 dpnakoH 3 YkpaiHa BiANOBIAHOCTI EBpoNechkili
nopoLukom Ta 1 BTOPUHHE hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
amnyna 3 nakyBaHHs, HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICT A0
PO34MHHMKOM (BOOA KOHTPO/b Ta BUMYCK MoHorpadii 4dY abo EBponeiicbkoi
Ans iH'ekuiii no 10 cepii rotoBoro thapmakonei, abo iHLOI HalioHa/IbHOI
M B amnyni) y nikapcbKoro 3acoby: thapmakonei gepxasu €C (iHLWi 3MiHN)
6nictepi; no 1 TOB "/Nlekxim- npuBefeHHs cneuudikauii Ta meTogis
6nicTepy y nauy; 1 O6yxiB", YkpaiHa KOHTPO/IIO AIKOCTI po3unHHKKa Boga ans
abo 5 chnakoHiB 3 BMPOGHMLITBO Ta iH'exuili 4o BUMOr moHorpadii «Water for
NOPOLLKOM Y nepBuHHE injections» €®.
6nicTepi; no 1 nakyBaHHS MOPOLLKY:
6nicTepy y navui PetoHr
dapmMacboTUKa
Ko., T4, KnTaiicbka
HapogHa
Pecny6nika
213. | LE®PTPUAKC | nopowlok ans MpusaTHe YkpaiHa BMPOGHULITBO Ta YkpaiHa/ BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/17943/01/01
OH 500 pO34nHy ANA iH'EKUili | akuioHepHe nepBuHHE Kutaiicbka 3miHu | TUNYy - 3miHu 3 sKocTi. CepTudikar peyenmom
no0,5r; 1 a6o 10 TOBapuCTBO nakyBaHHs HapogHa BignosigHoCTI/TE-cepTudpikat signosigHocCTi
a6o 50 chnakoHis 3 "Jlexkxim- PO3UYNHHVIKIB; Pecny6nika €Bponeiicbkin hapmakonei/moHorpadii.
MOPOLLKOM Yy navui; 1 XapkiB" BTOpPUHHE 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
(pN1akoH 3 MOPOLLKOM nakyBaHHs, y BiANOBIAHICTb A0 MOHOrpacii APY abo
y 6nicTepi, no 1 KOHTPO/b Ta BUMYCK €Bponeiicbkoi hapmakonei, abo iHLWoi
6nicTepy y navyi; 5 cepii rotoBoro HaujioHanbHOT chapmakonei aepxasu €C
oNakoHiB 3 niKkapcbKoro 3acoby: (3miHa y cneuudpikauisx, nos'asaHa 3i 3MiHamu
MOPOLLKOM Y MpuBaTtHe B JdY, abo Esponelicbkiii thapmakonei, abo
6nicTepi; no 2 akujioHepHe iHLLIA HauioHanbHIV dhapMakonel fepxasu
6nictepn y nayuj; 1 TOBapuCTBO €C) CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
h1aKkoH 3 NOPOLLKOM "Jlekxim-Xapkis", CeptucpikaT BignosigHocTi/l E-cepTuddikart
Ta 1l amnyna 3 YkpaiHa BiANOBIAHOCTI EBpoONechbkili
PO34MHHMKOM (BO4A BTOPVHHE hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
Ans iH'ekuii no 5 mn nakyBaHHs, HeOoOXiJHICTIO NPYBELEHHS Y BiANOBIAHICTb A0
B amnyni) y 6nictepi; KOHTPO/b Ta BUMYCK MoHorpadii 4dY abo Esponeiicbkoi
no 1 6nictepy B cepii rotoBoro hapmakonei, abo iHLWOT HaLioHaNbHOT
nauuj nikapcbKoro 3acoby: thapmakonei gepxasun €C (iHLi 3MiHN)
TOB "Nlekxim- npuBefeHHs cneundikauii Ta MeTogis
O6yxiB", YKpaiHa KOHTPOSIO SIKOCTi po3ynHHMKa Boga ans
BMPOGHULITBO Ta iH'exuili Ao Bumor moHorpadii «Water for
nepBuHHE injections» €.
nakyBaHHS NOPOLLKY:
PetoHr
dapmMacbioTUKas
Ko., NiTg., Kutaiicbka
HapogHa
Pecny6rika
214. | UE®DTPIAKCO | nopowlok ons MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/6126/01/01
H po3unHy Ans iH'ekuii | "KuiBmegnp "KuiBmegnpenapar" 3MiHu | TMNY - 3MiHK 3 sKocTi. A®l. KoHTponb peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no0,5r, 10 enapat” A®I. 3miHa y meTogax BunpobyBaHHsa AD| abo
oNakoHiB 3 BMXiAHOro Matepiany/npomiKHOro
NOPOLLKOM Y NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
KOHTYPHIi npoueci BupobHuutea A®! (iHWi 3MiHN Y
YapyHKOBIl MeTofax BUNpo6yBaHHA (BK/IOYAKUYN 3aMiHy
ynakosui; no 1 abo gonosHeHHs)) A®I abo
KOHTYPHIi BVXifHOr0/MPOMIKHOro NPOAYyKTY) -

YapyHKOBIli ynakoBLyi
B nauuj; hnakoHu 3
MOPOLLIKOM

[OMNOBHEHHSI MeTOZIB BUNPobyBaHHA AD|
MeToAVKaMu BXiAHOrO KOHTPOSO AN
anbTepHaTMBHOIO BUPO6HMKa «LIVZON
SYNTPHARM CO., LTD. (ZHUHAI FTZ)»,
KnTaii ans nokasHukis «Mutome onTuyHe
obepTaHHsA», «CynpoBiHi AOMILLK/»,
«CTepubHICTb», «KinbkKiCHe BU3HAYEHHS».
MeToau koHTponto APl LiedhTpiakcoHy
HaTpieBOI COMi CTEPUIIBHOT alIbTEPHATUBHOIO
BMpo6HMKa «LIVZON SYNTPHARM CO., LTD.
(ZHUHAI FTZ)», Kutaii, BignoBigatots
BMMoram MoHorpadii EP 10.0
«CEFTRIAXONE SODIUM». 3MiHu Il Tuny -
3MiHu 3 sKocTi. A®l. BupobHMLTBO. 3MiHa
BVPOGHMKA BUXIZHOr0/MPOMIXXHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa
BMPOGHMKa (BK/TOYaouM, Ae HeobxigHo, micue
npoBeAeHHS KOHTPOo AkocTi) APl (3a
BiICYTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkilii hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPOOHUKa ADI 3
HafiaHHAM mMacTep-chaiina Ha Ad®l). CynyTHs
3MiHa - 3MiHuK 3 akocTi. ADI. KoHTposnb ADL.
3miHa y napameTpax cneuudikadii Ta/abo
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BVXiHWA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Yy MpoLeci BUpoBHULTBA
A®I (iHWi 3MiHN) - BBEAEHHS aNlbTEPHATUBHOIO
BUpo6HUKa A®I LiedbTpiakcoHy HaTpieBa Cinb
cTepunbHa "LIVZON SYNTPHARM CO., LTD.
(ZHUHAI FT2)", KuTaii. Ak Hacnifok BHECEHHS
3MiH B creuudikaLio Ta MeToam BXigHOro
KOHTPO/I10 32 NOoKa3HMKamu "3anLLIKOBI
KiNIbKOCTi OpraHi4HnX poO34MHHHUKIB",
«MexaHi4Hi BKIoYeHHs», «bakTepianbHi
€HOO0TOKCUHU».
3aTtBeppxeHo: Cneuundikauis BUpobHukiB Ad|
«Qilu Antibiotics Pharmaceutical Co., Ltd.»,
KuTali Ta «Aurobindo Pharma Limited», IHgjs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

n. "3aM1LWKOBI KiTbKOCTi OpraHivyHmx
PO34YMHHIMKIB": ALUETOH — He 6inbLe 0,5%; n.
«MexaHiyHi BK/THYEHHS» HEBUAMMI YaCTUHKN —
CepefHs KifbKIiCTb YaCTUHOK B BUMPOOYBaHUX
0AVHUUAX He Mae nepesuwysaty 6000 B 1
KOHTelHepi AN 4aCTUHOK PO3MipoM 10 MKm
ym BinbLue | He nepesuyBaTy 600 B 1
KOHTEHepi 415 4aCTUHOK 25 MKM 4 Ginblue,
BUANMI YaCTVHKN — BUAYMI YaCTUHKN NOBUHHI
MpakTU4HO ByTW BIACYTHI; N. «bakTepiasibHi
€HOO0TOKCUHN» — MeHLwe 0,05 MO/mr
LeTpiakcoHy; 3anponoHOBaHoO:
Cneuudpikauist BUpo6HukiB APl «Qilu
Antibiotics Pharmaceutical Co., Ltd.», Kutaii
Ta «Aurobindo Pharma Limited», IHgis n.
"3a/IMLLKOBI KifIbKOCTi OpraHiuyHmx
PO34YMHHIMKIB": AUETOH — He 6inbLe 0,5%; n.
«MexaHiyHi BK/THYEHHS» HEBUAWMMI YaCTUHKN —
CepefHs KiNbKIiCTb YaCTUHOK B BUMPOOYBaHUX
0AMHUUAX He Mae nepesuwysaty 6000 B 1
KOHTelHepi AN 4aCTUHOK PO3MipoM 10 MKM
ym BinbLue | He nepesuLyBaTy 600 B 1
KOHTEHepi 415 4aCTUHOK 25 MKM 4 Ginblue,
BUANMI YaCTVHKN — BUAUMI YaCTUHKN MOBUHHI
MpakTU4HO ByTW BIACYTHI; N. «bakTepiasibHi
€HOO0TOKCUHW» — MeHLwe 0,05 MO/mr
uedtpiakcoHy; Cneumdikanis BupobHuka AdI
"LIVZON SYNTPHARM CO., LTD. (ZHUHAI
FTZ)", Kutaii n. "3anuvwuKoBi KinbKocTi
opraHiyHUX po3ynHHUKIB": ETaHON — He Ginblue
0,5 %, AUEeTOHITPWN — He GinbLue 0,041 %,
AuLeTOoH — He 6inbLue 0,5 %, MeTuneHxnopug —
He 6inbLue 0,06 %, TpueTnnamiH — He GinbLue
0,625 %); n. «MexaHi4Hi BKIIIOUEHHS»
HeBUAMMI YaCTUHKN — YacTUHOK PO3MipoM =
10 MKM — He 6inbLue 3000 YacTUHOKIT.
YacTrHOK po3MipoM = 25 MKM — He GinbLue
300 YaCTUHOK/T.; BUAUMI YACTUHKN —
MpakTuyHo BiACYTHI; N. «bakTepiasibHi
€HO0TOKCMHU» — MeHwe 0,08 MO/mr)

215.

LE®TPIAKCO
H

NOPOLLIOK Ans
PO3unHy A5 iH'eEKUil
no1,0r, 10
oNakoHiB 3
NOPOLLKOM Y
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1

MAT
"Knismegnp
enapar”

YkpaiHa

MAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHn | TUNY - 3MiHn 3 sKocTi. A®l. KoHTponb
A®|. 3miHa y meTogax BunpobyBaHHs AD| abo
BMXiAHOro Matepiany/npomiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHWi 3mMiHW y
MeTofax BUNpo6yBaHHA (BK/IOYAKOUYN 3aMiHy
a60 AonoBHeHHs) APl abo

3a
peyenmom

UA/6126/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTYPHIi BVXifHOrO/MPOMIKHOro NPOAYyKTY) -

YapyHKOBIli ynakoBLyi
B nauuj; hnakoHu 3
MOPOLLKOM

[OMNOBHEHHSI MeTOZIB BUNPobyBaHHA AD|
MeToAVKaMu BXiHOrO KOHTPOSO AN
anbTepHaTMBHOIO BUPO6HMKa «LIVZON
SYNTPHARM CO., LTD. (ZHUHAI FTZ)»,
KnTaii ans nokasHukis «Mntome onTuyHe
obepTaHHs», «CynpoBiHi AOMILLK/»,
«CTepubHICTb», «KinbkKiCHe BU3HAYEHHS».
MeToau koHTponto APl LiedhTpiakcory
HaTpieBOI COMi CTEPUIIBHOT alIbTEPHATUBHOIO

BMpo6HuKa «LIVZON SYNTPHARM CO., LTD.

(ZHUHAI FTZ)», Kutai, BignoBigatots
BMMoram MoHorpadii EP 10.0
«CEFTRIAXONE SODIUM». 3MiHu Il Tuny -
3MiHu 3 sKocTi. A®l. BupobHMLTBO. 3MiHa
BVPOGHMKA BUXiZHOr0/MPOMIXKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa
BMPOGHMKa (BK/TOYaouM, Ae HeobXxigHo, micue
npoBeAeHHs KOHTPOo AkocTi) APl (3a
BiICYTHOCTI cepTucpikata BiANoBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPOOHUKa ADI 3
HafiaHHAM mMacTep-chaiina Ha Adl). CynyTHs
3MiHa - 3MiHK 3 akocTi. A®I. KoHTposnb ADL.
3miHa y napameTpax cneuudikadii Ta/abo
[ONYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BVXiAHWA/NPOMIDXHUIA NpOAYKT/pearexT, Lo
BMKOPUCTOBYIOTbCS Y MpOLEeci BUpoBHMLTBA
A®I (iHWi 3MiHN) - BBEAEHHS aNlbTEPHATUBHOIO
BUpo6HUKa A®I LiecbTpiakcoHy HaTpieBa Cinb
cTepunbHa "LIVZON SYNTPHARM CO., LTD.
(ZHUHAI FT2)", Kutaii. Ak Hacnifok BHECEHHS
3MiH B creuudikaLio Ta MeToam BXigHOro
KOHTPO/IH0 32 NOoKa3HMKamu "3anLLIKOBI
KiNIbKOCTi OpraHi4HnX poO34MHHHUKIB",
«MexaHi4Hi BKIoYeHHs», «bakTepianbHi
€HOO0TOKCUHU».
3aTtBeppxeHo: Cneuundikauis BUpobHukiB Ad|
«Qilu Antibiotics Pharmaceutical Co., Ltd.»,
Kutali Ta «Aurobindo Pharma Limited», IHgjs
n. "3a1LWKOBI Ki/TbKOCTi OpraHivyHmx
PO34YMHHIMKIB": ALUETOH — He 6inbLe 0,5%; n.
«MexaHiyHi BK/THYEHHS» HEBUAWMMI YaCTUHKN —
CepefHs KifbKIiCTb YaCTUHOK B BUMPOOYBaHUX
0AVHUUAX He Mae nepesuwysaty 6000 B 1
KOHTelHepi AN YaCTUHOK po3MipoM 10 MKm
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
YyBaHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs1

ym BinbLue | He nepesuyBaTy 600 B 1
KOHTElHepi 415 4aCTUHOK 25 MKM 4 Ginblue,
BUANMI YaCTVHKN — BUANMI YaCTUHKN NOBUHHI

NpakTU4HO ByTW BIACYTHI; N. «bakTepiasibHi
€HOO0TOKCUHW» — MeHLwe 0,05 MO/mr
LedTpiakcoHy; 3anponoHOBaHO:
Cneuudpikauist Bupo6HukiB APl «Qilu
Antibiotics Pharmaceutical Co., Ltd.», Kutaii
Ta «Aurobindo Pharma Limited», IHgis n.
"3a/IMLLKOBI KifIbKOCTi OpraHivyHmx
PO34YMHHIMKIB": ALETOH — He 6inbLie 0,5%; n.
«MexaHiyHi BK/THYEHHS» HEBUAWMMI YaCTUHKN —
CepefHs KifbKIiCTb YaCTUHOK B BUMPOOYBaHUX
0AMHUUAX He Mae nepesuwysaty 6000 B 1
KOHTelHepi AN 4aCTUHOK PO3MipoM 10 MKm

ym BinbLue | He nepesuyBaTy 600 B 1
KOHTEHepi 415 4aCTUHOK 25 MKM 4 Ginblue,
BUANMI YaCTVHKN — BUAUMI YaCTUHKN NOBUHHI

MpakTUYHO ByTW BIACYTHI; N. «bakTepiasibHi
€HOO0TOKCUHN» — MeHLwe 0,05 MO/mr
uedtpiakcony; Cneumdikanis BupobHuka AdI
"LIVZON SYNTPHARM CO., LTD. (ZHUHAI

FTZ)", Kutaii n. "3anuLuKoBi KinbKocTi

opraHiyHUX po3ynHHUKIB": ETaHON — He Ginblue
0,5 %, ALEeTOHITPWN — He GinbLue 0,041 %,

AuLeTOoH — He 6inbLue 0,5 %, MeTuneHxnopug —

He 6inbLue 0,06 %, TpueTnnamiH — He GinbLue

0,625 %); n. «MexaHiuHi BK/IIOUEHHS»
HeBUAMMI YaCTUHKN — YacTWHOK PO3MipoM =

10 MKM — He 6inbLue 3000 YacTUHOKIT.

YacTHOK po3MipoM = 25 MKM — He GinbLue
300 YaCTUHOK/T.; BUOUMI YACTUHKN —

MpakTuyHo BiACYTHI; N. «bakTepiasibHi

€HO0TOKCMHU» — MeHwe 0,08 MO/mr)

216.

LEPTYM®

NOPOLLIOK Ans
PO3unHy A5 iH'eEKUi
no1,0r, no 10
oNakoHiB 3
MOPOLLKOM Y
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLji
B nauuj

MAT
"Knismegnp
enapar”

YkpaiHa

MAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHn | TUnY - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWi 3aci6 (iHLi
3MiHW) - BUTyYeHHs 3 p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynopoBasibHWiA 3acio
HaliMeHyBaHHs1 (hipM-BMPOGHUKIB NEPBUHHUX
nakyBasibHUX MaTepianis (CKISAHNX h1aKoHIB,
amny/s1 Ta ryMoBuMX MPO60kK) Ta BUPOOHUKaA
nakyBa/lbHOro Matepiany (CKNsHiI dp1akoHw)
BAT «MegacTtekno», r. KnuH, Pocisa Ta OAO
«TyliMasncTekno», Pocis.

3a
peyenmom

UA/0967/01/01

217.

LE®YPOKCH
M

MOPOLLOK AN
pOo3uuHy Ansi

MNpuBatHe
akLioHepHe

YkpaiHa

MNpuBatHe
akuioHepHe

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MmiHu | TMNYy - 3miHu 3 siKocTi. CepTudikat

3a
peyenmom

UA/15365/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
iH ekuin no 0,75r; 1, TOBapuUCTBO TOBapUCTBO BignosigHocTi/l E-cepTudikar BignosigHoCTi
5 a6o 50 hnakoHis 3 "Jlekxim- "Jlekxim-Xapkis", €Bponeiicbkiit hapmakonei/MoHorpadii.
MOPOLLKOM Yy navi 3 Xapkis" YkpaiHa 3MiHK, NoB'A3aHI 3 HEOOXIAHICTIO NPVYBEAEHHS
KapToHy; 1 dpriakoH 3 (nakyBaHHsS i3 Yy BignoBigHICTb A0 MoHorpacii AdY abo
nopowkom Ta 1 dhopmu in bulk €Bponeiicbkoi thapmakonei, abo iHLWoi
amnyna 3 ipMun-BUPO6HYMKa HaujioHasibHOT thapmakonei gepxasu €C
PO34YMHHMKOM (BOAA Ksiny (3miHa y cneumdikauisx, nos'asaHa 3i 3MiHaMu
Ans iH'ekuii no 10 dapmaueyTikan Ko., B ®Y, abo Esponelicbkiii chapmakonei, abo
mn) y 6nictepi; no 1 NiTa., Kutaid) iHWIili HawioHanbHIl chapmakonel Aepxasu
6nicTepy y navyj 3 TOB "Nlekxim- €C) CynyTHs 3MiHa. 3MiHM 3 AKOCTI.
KapToHy; 1 a6o 5 O6yxiB", YKpaiHa CepTudpikat BignosigHocTi/l E-cepTudpikat
hakoHiB 3 (nakyBaHHs i3 BifNoBigHOCTI €Bponelicbkilt
MOPOLLKOM y chopmu in bulk thapmakonei/mMmoHorpadii. 3mMiHu, NoB'sA3aHi 3
6nictepi, no 1 hipMun-BrpobHMKa HeOoOXiHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
6nictepy y nauui 3 Ksiny MoHorpadii 4PY abo EBponeiicbkoi
KapToHy dapmaueyTikan Ko., thapmakonei, abo iHLOI HalioHa/TbHOI
Nta., Kutai) thapmakonei gepxasu €C (iHLLi 3MiHW)
MpuBegeHHs cneundikadii Ta meToais
KOHTPO/IH0 AKOCTi po3unHHUKa Bogda ans
iH'ekuili oo BUMor MoHorpadii «Water for
injections» €®, a TakoXX BHECEHO 3MiHV B
po3gin «Cknag» MKA N3 (gogaetbes 1
amnyna 3 po3yMHHUKOM (Boga ans iH'ekuii, no
10 mn B amnyni).
218. | UE®YPOKCWU | nmopollok ans MpuBaTHe YkpaiHa BMPOGHULITBO Ta YkpaiHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/18824/01/01
M KOMBI pO34unHy ans akuioHepHe nepBuHHE Kutaiicbka 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikat peyenmom
iH'ekuin, no 0,75 r; 1 TOBapucTBo nakyBaHHs HapogHa BignosigHocTi/l E-cepTudikar BignosigHocTi
chnakoH i3 «Jlekxim- PO3UYNHHNIKE; Pecny6nika €Bponeiicbkii hapmakonei/MmoHorpadii.
nopowukom Ta 1 XapkiB» BTOPVHHE 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
amnysa po3vymMHHNKa nakyBaHHs, y BiANOBiAHICTb A0 MoHorpacii 4dPY abo

(Boga ans iH'exuin
no 10 mn) y
6nictepi, 1 6nictep
y nauui

KOHTPO/b Ta BUMYCK
cepii rotoBoro
nikapcbKoro 3acoby:
MNpuBatHe
akuioHepHe
TOBapUCTBO
«Jlekxim-XapkiB» ,
YKpaiHa; BTOpUHHe
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii rotoBoro
nikapcbKoro 3acoby:
TOB "Jlekxim-
O6yxiB", YkpaiHa,;
BMPOGHULITBO Ta
nepBuHHE
nakyBaHHS NOPOLLKY:
PetoHr

€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHas1bHOT hapmakonei gepxasn €C
(3miHa y cneuucpikauisix, nos'sasaHa 3i 3MmiHamu
B JdY, abo Esponelicbkiii chapmakonei, abo
iHLLIA HauioHaNbHIV hapMakonel fepxasu
€C) CynyTHSA 3MiHa- 3MiHM 3 AKOCTi.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichkili
thapmakonei/moHorpadii. 3mMiHu, nos'A3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo EBponeiicbkoi
thapmakonei, abo iHLOI HaLioHa/IbHOI
thapmakonei gepxasu €C (iHLi 3MiHN)
npuBefeHHs cneuudikauii Ta meTogis
KOHTPOJTH0 SKOCTi po34nHHUKa Boaa ans
iH’exuili 4o BUMOr MmoHorpadii «Water for
injections» €®.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
PapmacboTnKas
Ko., NiTg., Kutaiicbka
HapogHa
Pecny6nika
219. | LWMHXOKAIHY | kpuctaniuHuii TOB "TK YkpaiHa BUPOBHULTBO, PpaHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: - - UA/16812/01/01
rAPOXNOPU | nopotLuok "ABPOPA" yrnakoBKa, KOHTPO/1b LLiseiuapis 3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikat
A (cy6eTaHuis) cepii: BignosigHocTi/l E-cepTudikar BignosigHocTi
MiKpOHi30BaHwuii abo dapmacuHTes, €Bponeiicbkii hapmakonei/MoHorpadii.
HeMIKpOHi3oBaHui, y ®paHuisa MoaaHHA HoBOro abo OHOBNEHOTO
nakeTax noABiNHUX MiKpOHi3av,jis: cepTudikaTa BiANOBIAHOCTI a60 BUYyYEHHS
nosnieTuIeHoBMX Mikpo-MaciHasiioHe cepTudikaTa BiANOBIAHOCTI EBPONEiChKIlt
ans C.A., WLseliuapis thapmakonei: ana A®l; gns suxigHoro
thapmaLeBTUYHOro MiKpOHi3av,jis: marepiany/peareHTy/npomMiKHOro NPoAyKTY,
3acTocyBaHHs Nab6-Cepsic C.A,, LLIO BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
®paHuisa ANs AONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHWMKaA - MogaHHsA
OHOBJ/IEHOTO cepTudikaTy BignosigHocTi EP Ne
R1-CEP 2007-117-Rev 02 (nonepefHs Bepcis
Ne R1-CEP 2007-117-Rev 01) ansa Adl
LInHxokaiHy rigpoxnopuay Bif Bxe
3aTBEPAKEHOIO BUPOBGHMKA
PHARMASYNTHESE, France, Ta sik Hacnigok
npuBeaeHHs cneyndikauii i MeToAiB KOHTPOSIO
3a NOKa3HWKOM «3a/INLLKOBI KiIbKOCTi
OpraHiyHnX po3umHHuKiB» (ETnayetar — He
6inblwe 5000 ppm) 3rigHo oHoBneHoro CEP Ta
BWUIYYEHHS i3 cnevumdikadii nokasHuka «Jpyra
iaeHTudikauis», a came: A. AbcopbuiiHa
CneKTpoMeTpis B y/IbTPadioneTo.ilt i BUAMMIN
obnactsx Ta D. TemnepaTypa nnaBfieHHs.
3miHa y nepeniky BUpo6HUYMX AiNbHULb, L0
BiANOBIAAOTL 3a MiKPOHi3aL,ilo Ta yTOUHEHHS
afpecu MicLe3HaxomKeHHS BUPOGHWKIB
(BignosigHo Ao npeactasneHoro CEP)
220. | LMNPO®NOK | nopowok Yemo IcnaHis Kimika CiHTeTika, IcnaHis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: - - UA/13611/01/01
CAUWVH (cybeTaHuin) y 16epika, C.A. C.A. 3MiHuM | TUNY - 3MiHK 3 AkocTi. CepTudpikat
noABiNHNX BignosigHocTi/l E-cepTudikar BignosigHocTi
nosnieTuIeHoBMX €Bponeiicbkiit hapmakonei/MmoHorpadii.
nakeTtax gns MofaHHA HOBOro abo OHOB/IEHOTO
BMPOGHULTBA cepTucbikaTa BiANOBIAHOCTI 260 BUIYUYEHHS
CTEepPU/IbHUX Ta cepTudikaTa BiANOBIAHOCTI EBPONEiChKIli
HecTepuIbHNX thapmakonei: gna A®l; ans BUXigHOTO

nikapcbknx hopm

marepiany/peareHTy/npomMiKHOro NPoAyKTY,

LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMDKHOI pevoBuHM (cepTudiikat

BiANoBigHOCTI €Bponeiichbkili hapmakonei) -
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KapTOHHIlA KOpooLi

3aaBHUKa (BNacHNKa peectpauiiiHoro
nocBifYeHHS) BiANOBIAHO A0 OpuriHanis

[OKYMeHTIB. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.

BeefeHHs abo 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, amMiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34jiNCHEHHS]
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsagy (Bkovauy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cuctemu dhapmakoHarnsagy) 3miHa KOHTaKTHUX

[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,

BignoBigabHOI 3a hapmakoHarnsg. 3MiHa
KOHTaKTHOI 0CO6U 3asBHWMKa, BiANOBIAA/IbHOI
3a (hapmakoHarnag B Ykpaini. ditoua
pegakuis: Dr. Menon Unni Parambath
Ramanan / jp. MeHOH PamaHaH YHHI
Mapam6ar.

MponoHoBaHa pepakuis: Stefanska Olga
Valeriivna / CtedhaHcbka Onbra BanepiiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu

3as1BHVIKa, BigNoBiganbHOI 3a chapMakoHarnsag
B YkpaiHi. 3MiHa MiCLie3HaxoMKeHHs1 MacTep-
thaiina cuctemu chapmakoHarnisgy. 3miHa

MicLA 34iACHEHHSI OCHOBHOI AisiNIbHOCTI 3

hapmakoHarnsgy.

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
HoBwuii cepTudpikar Bif BXe 3aTBEpPAKEHOr0
BMpo6HUKa. MogaHHs HOBOTO cepTudikaTa
BiZJNOBIAHOCTI €Bponeiichbkiin thapmakonei Ne
RO-CEP 2021-219 - Rev 01 (Ha 3amiHy CEP
Ne R1-CEP 2004-199 - Rev 05).
221. | UACTOH® Tabnetku no 100 Ximanas IHAis Ximanasa BenHec IHAis BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 6e3 - UA/2451/01/01
Tabnetok y BenHec Komnai 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
nnacTykoBoMy Komnari HalimeHyBaHHs1 Ta/abo agpecy 3asiBHMKA
thnakoHi; no 1 (BNacHvka peecTpauiiHoro nNocBig4eHHs)
donakoHy B YTOYHEHHs1 HaliMeHyBaHHs Ta agpecu

*y pa3i BHeCeHHs1 3MiH 00 iHCmpyKyii npo medu4yHe 3acmocysaHHs

HauvanbHHUK
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dapMaineBTUYHOTr0 yIIPaB/JIiHHA Tapac JIICKOBChKUI



IIEPEJIIK
JIIKAPCBKIX 3ACORIB, AKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIMHNX MATEPIAJIIB

Joparok 4
/0 Haka3zy MiHicTepcTBa 0X0poHH

3/10pOB’si Ykpainu «IIpo JepXXaBHY
peecTpanjito (mepepeecTpariifo) JTiKapChKHX
3aco0iB (MegUUHHNX iMyHoOGioToriuaNX

npenapariB) Ta  BHeceHH 3MiH [0
peecTpaniiiHuX MaTepiatiB»
Big 15 cepnas 2023 poky Ne 1462

dapmaLeBTUYHOIO ynpaB/liHHA

Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa rliocmasa lMpoyedypa
n/n 3acoby
1. LUMNPOD/IOKCALVH NMOPOLLOK Yemo IcnaHis Kimika IcnaHis 3acigaHHa HTP Ne BigMoBUTU y 3aTBEepPAKeHHi - 3MiHM | Tuny - 3MiHM 3 SIKOCTI.
(cybcTaHuis) y |6epika, C.A. CiHTeTika, 26 Big 27.07.2023 CepTudpikar BignosigHocTI/lTE-cepTudcpikar BignoBigHOCTI
noagiliHmMx C.A. €Bponelicbkii hapmakonei/MmoHorpadii. MogaHHs HoBoro a6o
nonieTuIeHoBMX OHOBJ/IEHOrO  cepTuddikata  BIgMOBIAHOCTI  abo  BW/IYYEHHSI
naketax gns cepTudpikata BignoBigHOCTI €Bponelickbkin hapmakonei: ana Adl;
BMPOGHULITBA ONs  BUXIAHOrO  MaTepiasny/peareHTy/NnpoMiKHOro MpoaykTy, Lo
CTepu/IbHUX Ta BMKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ANt AONOMIKHOT pevyoBUHN
HeCTepusIbHUX (ceptuchikat  BignosigHoCTi  €Bponeiicbkii  hapmakonei) -
nikapcbknx chopm OHOBMEHUI cepTuddikaT Bif Yyxe 3aTBEPAKEHOT0 BUPOBHUKA
(B.M.1. (a)-2 IA) - nogaHHS OHOBJIEHOTO  cepTudiikaTa
BignoBigHocTi €Bponelicbkin hapmakonei Ne RO-CEP 2021-219 -
Rev 01 (3atBepgxeHo: R1-CEP 2004-199 - Rev 05), ockiflbkn BXe
3asiBfieHa KOpekTHa npouedypa — HOBWIA cepTuddikat Big BXe
3aTBepmkeHoro Bupo6Huka (B.111.1. (a)-1,1AHN)
HavanbHUK

Tapac IACKOBCbKUIA
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