MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

22 0BTH#A 2026 poKy Ne 1624

IIpo pep>kaBHY peecTpariiio (mepepeecTpaniio) JiKapcbKHX 3aco0iB (MeJUYHHX
iMyHOOio/10riuHMX MpenapaTiB) Ta BHeCeHHS 3MiH /I0 peecTpaliifHUX MaTepiasiiB

BignoBigHo o crarti 9 3akoHy Ykpainu «IIpo sikapchki 3acobu», MyHKTIB 3,
26, 30, 49 Tlopsiaky mep>kaBHOI peectpariii (TiepepeecTpaiiii) JIiKapCbKUX 3aco0iB,
3aTBep/PKeHOro TocTaHoBo KabiHety MiHicTpiB Ykpainu Bizg 26 TpaBHsa 2005 poky
Ne 376 (B pepakuii moctaHoBu KabiHety MinicTpiB Ykpainu Bif 26 kBiTHs 2024
poky Ne 529), ab3aily ABaflsaTh I’ATOr0 MANYHKTY 12 myHKTY 4 [Tosio’keHHsS TIpo
MiHicTepcTBO OXOpPOHHM 37]0pOB’si YKpaiHH, 3aTBep/)KeHOro MocTaHoBow KabiHety
MinictpiB Ykpainu Big 25 Gepesns 2015 poky Ne 267 (B pejakiiii 1ocTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciuna 2020 poky Ne 90), Ha mizcrasi
pe3y/bTaTiB eKCIIePTHU3U PeeCTpalliiiHMX MaTrepiaiiB TiKapCchbKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapariB), 1[0 TOJaHi Ha /Jep)KaBHy  peECTpaILlifo
(mepepeecTpaliito) Ta BHECEeHHS 3MiH [0 peeCcTpaLiiiHUX MaTepiajiB, TpOBeJeHUX
Jlep)KaBHUM  IMiANPUEMCTBOM  «/lep>KaBHMM eKCHepTHUU LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’ST YKpaiHW», BHUCHOBKIiB I[0fI0 e(heKTUBHOCTi, 0e3rmeuyHoCcTi Ta
SIKOCTI, II0J0 EeKCIIepTHOI OLIHKWA CIIiBBiJHOIIIEHHS KOPUCTL/PU3MK JIIKAPCHKOIO
3aco0y, 10 TIPOTIOHYETHCS A0 [JepkKaBHOI peectpalii (mepepeecTtpariii), 00
BHECEHHsI 3MiH [0 PeeCTpalliiHUX MaTepia/iiB Ta peKoMeHJallii Moro 0 Jep>kKaBHOI
peectpatiii (Tiepepeectpariii) abo BHeCeHHS 3MiH /I0 peecTpalliiHuX MaTepiasiB, II[0
HaJidlM o MiHicTepcTBa OXOpPOHM 3/0POB’St YKpaiHU JIMCTOM /[lep>KaBHOTO
nirprueMcTBa «/lep)kaBHUM eKCTrepTHUM 1ieHTp MiHicTepcTBa OXOPOHU 3/10pOB’S
Ykpainu» Bif 16 x0BTHA 2026 poky Ne 4441/22.2-26,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiUHI TIperapaTy) Ta
BHECTH /10 []ep>KaBHOTO Pe€eCTPy JliKapChbKHUX 3aC00iB 3TiiHO 3 foAaTKOM 1.

2. TlepepeecTpyBaty JiKapchKi 3acobu (MefuuHi iMyHOOio/OTiUHI TTperiapaTy)
Ta BHECTH /10 JlepKaBHOTO peeCTPY JIiKapChbKUX 3aco0iB 3rifiHO 3 I0JaTKOM 2.



3. BHecTH 3MiHU /10 peecTpalliiHUX MaTepiasiiB Ha JiikapCbKi 3acobu (MeanuHi
iMyHobGionoriuHi rpemnapaTtH) Ta Ao JJep>XKaBHOTO peeCTpy JiKapChbKUX 3ac00iB 3rigHO
3 04aTKOM 3.

4. dapmaieBTHUHOMY yrpaBiaiHHio (Onekcanzapy ['pitileHKy) 3abe3rneunTu
OTIPWIIO/IHEHHSI IIhOT0 Haka3y Ha odiliiiHomy BeOcaiiTi MiHicTepcTBa OXOPOHHU
3[0pOB’d YKpaiHu.

5. KOHTpO/1b 32 BUKOHAaHHSAM LIbOT'O HaKa3y TOKJ/IaCTH Ha 3aCTylHUKa MiHicTpa

€sreHida ['oHuapa.

MinicTp BikTop JIAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEANYHUNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCATBHCHA 1O AEPKABHOI'O PEECTPY JIIKAPCbKHUX 3ACOBIB

Hoparox 1
[0 Haka3y MiHicTepcTBa 0X0poHH
3p0poB’st Ykpainu «IIpo gepxxaBHy

peecTpanii (mepepeecTpanii) JiKapCbKHUX

3aco0iB (MeAHYHHUX IMyHOOi0/TOriUYHHX
npenapariB) Ta BHeCeHHsI 3MiH 10
peecTpaniiHiX MaTepianxiB»

Bij 22 sxoBTHS 2026 poky Ne 1624

Ne Hassa MixxHapoo Ha3ssa Koo Popma 3assBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha diroyoi ATX BuUnycky 3asi8HU BUPOGHUK npoyedypa BionycKy aHHs peecmpayjiliHo2o
3acoby HerlameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢opma,
Hassa* ynakoska)
1. | BPOTMIH metformin meTchop | A10B Tabnetkn, BKpuTi | Megokemi Kinp BVPOGHNLTBO B’eTtHam/ PeecTpauia Ha 5 3a peyernmom He UA/21483/01/01
MiHy A02 NNiBKOBOIO nTa roToBOro Kinp pokiB nionsieae
rigpoxno 060/10HKOI0 NO nikapcbkoro
pua 1000 wr, no 10 3acoby, Pestome MyP
Tabnetok y nepBuHHE Ta Bepcia 0.1
6nictepi; no 3, 6 BTOPUHHE [opaeTtbes.
abo 12 nakyBaHHS: MepiognyHicTb
6nictepis B Mepokemi (da nofaHHA
KapTOHHIi leT) NTg., perynapHo
KopooLi B’eTHawm; OHOB/1OBAHOroO
KOHTPO/1b 3BiTYy 3 6e3neku,
SIKOCTi, BUNYCK BIAMOBIAHO A0
cepi: Mopsaky
Megokemi 3[jiiCHEHHS
Nimitea, Kinp hapmakoHarnsgy,
3aTBEPAKEHOrO
Haka3oMm

MiHicTepcTBa
OXOPOHW 3[J0POB’A
Ykpaiuu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HOCTULT YKpaiHu
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'A
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Ne Hassa MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGHUK npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
3acoby HerameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢hopma,
Hassa* ynakoska)
Ykpaiuu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3rifHO
3i cTpokamu,
3a3HaveHIMn y
nepioguyHocCTi
nofaHHs
perynsipHux 3BiTiB
3 6e3neku.
2. | AIOKOP KOP valsartan caky6iTp | C09D TabneTkn, BKPUTI AciHo Al Himeuun EnneH Ipeuis PeecTpauia Ha 5 3a peyenmom He UA/21484/01/01
and un (y X04 NiBKOBOIO Ha dapmachbioTika pokiB nionsizae
sacubitril BUrNAMI 060/10HKO10, 24 n Ko. IHkK.
caky6iTp mr/26 mr, no 14 IHCTpYKUis ans
uny TabneToky MeAnYHOro
HaTpito) 6nictepi, no 2 3acTOCyBaHHS
Ta 6nictepu B NiKapcbkoro
BasicapT KapTOHHI nayui 3acoby Ta TekCT
aH (y MapKyBaHHS
BUrNAAI ynakosku (eCTD
BasnicapT Bepcis 0017).
aHy MeToau KOHTponto
HaTpito) AKOCTI NiKapCbKoro

3acoby (eCTD
Bepcia 0017).
TeKCT MmapKyBaHHS
yNakoBKn
NiKapcbkoro
3acoby: ans
[03yBaHHA 24
mr/26 mr (eCTD
Bepcist 0012). 3BiT
3rigHo Jopatky 29
Mopsiaky (eCTD
Bepcist 0014). 3siT
3rigHo gopatky 30
Mopsiaky (eCTD
Bepcis 0014).
MnaH ynpasniHHA
pv3nkamm Bepcis
2.2 norogxeHa
(eCTD
nocnifgoBHICTb Ne
0013).
MepiognyHicTb
nojaHHs
perynsipHo
OHOB/II0BAHOTO
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3zsa*

Hazsa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢gopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

Kpaina
BUPOGHUK
a

PeecmpayjitiHa
npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

3BiTYy 3 6e3neku,
BiAnosigHO Ao
Mopaaky
3[jiiCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO
Haka3oMm
MiHicTepcTBa
OXOPOHW 30POB’A
Ykpaiuu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuna 2007
poKy 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 30POB'A
Ykpaiuu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3rifHO
3i cTpokamu,
3a3HavYeHIMn y
nepioguyHoCTi
noAaHHsA
perynsipHux 3BiTiB
3 6esneku.

AIOKOP KOP

valsartan
and
sacubitril

cakybiTp
nn (y
BUrNAI
cakybiTp
uny
HaTpito)
Ta
BasicapT
aH (y
BUrNAAI
BasicapT
aHy
HaTpito)

C09D
X04

TabneTkun, BKPUTI
NNiBKOBOO
060/10HKOI0, 49
mr/51 mr, no 7
Tabnetoky
6nictepi, no 4
6nictepu B
KapTOHHI nayui

AciHo Al

Himeyun
Ha

Ennex
dapmachbioTika
n Ko. IHk.

Ipeuis

PeecTpauia Ha 5
pokiB

IHCTpYKUis ans
MeAnYHOro
3acTocyBaHHSA
NiKapcbkoro
3acoby Ta TekCcT
MapKyBaHHS
ynakosku (eCTD
Bepcis 0017).
MeToau KOHTponto
SIKOCTi JliKapCbKOro
3acoby (eCTD
Bepcia 0017).
TeKCT MmapKyBaHHS
yNakoBKmM

3a peyenmom

He
nionsieae

UA/21484/01/02
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Ne Hassa MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGHUK npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
3acoby HerameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢hopma,
Hassa* ynakoska)

niKapcbkoro
3acoby: ans
[03yBaHHA 49
mr/51 mr (eCTD
Bepcist 0012). 3BiT
3rigHo Jopatky 29
Mopsaky (eCTD
Bepcist 0014). 3BiT
3rigHo gopatky 30
Mopsaky (eCTD
Bepcis 0014).
MnaH ynpasniHHA
pv3nkammn Bepcis
2.2 norogyxkeHa
(eCTD
nocnifgoBHICTb Ne
0013).
MepiognyHicTb
nojaHHa
perynsipHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3neku,
BiAnosigHo Ao
Mopaaky
3[jifiCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO
Haka3oMm
MiHicTepcTBa
OXOPOHW 30POB’A
Ykpaiuu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuna 2007
poKy 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 30POB'A
Ykpaiuu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHUMU Y
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Ne Hassa MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGHUK npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
3acoby HerameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢hopma,
Hassa* ynakoska)
nepioguyHocCTi
nofaHHs
perynsipHux 3BiTiB
3 6esneku.
4. | OIOKOP KOP valsartan caky6iTp | C09D TabneTkn, BKPUTI AciHo Al Himeuun EnneH Ipeuis PeecTpauia Ha 5 3a peyenmom He UA/21484/01/03
and un (y X04 NiBKOBOIO Ha dapmachbioTika pokiB nionsizae
sacubitril BUrNAMI 060/10HKO10, 97 n Ko. IHk.

caky6iTp mr/103 wmr, no 7 IHCTpYKUis ans
uny TabneTtoky MeAnYHOro
HaTpito) 6nictepi, no 4 3aCcTOCyBaHHS
Ta abo no 8 NiKapcbkoro
BasnicapT 6nicTepis B 3acoby Ta TeKCT
aH (y KapTOHHIN nayui MapKyBaHHS
BUrNAAI ynakosku (eCTD
BasnicapT Bepcis 0017).
aHy MeToau KOHTponto
HaTpito) AKOCTI NiKapCbKOro

3acoby (eCTD
Bepcia 0017).
TeKCT MapKyBaHHS
yNakoBKn
NiKapcbkoro
3acoby: ans
[03yBaHHA 97
mr/103 mr (eCTD
Bepcist 0018). 3BiT
3rigHo Jgopatky 29
Mopsiaky (eCTD
Bepcist 0014). 3siT
3rigHo gopatky 30
Mopsaky (eCTD
Bepcis 0014).
MnaH ynpasniHHA
pv3nkamm Bepcis
2.2 norogxeHa
(eCTD
nocnifgoBHICTb Ne
0013).
MepiognyHicTb
nojaHHs
perynsipHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3neku,
BiANoBiAHO A0
Mopaaky
3[jiiCHEHHS
hapmakoHarnagy,
3aTBEPAKEHOrO
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Ne Hassa MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGHUK npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
3acoby HerameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢hopma,
Hassa* ynakoska)
Haka3oMm
MiHicTepcTBa
OXOPOHW 30POB’A
Ykpaiuu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainm
29 ciyHa 2007
poKy 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 30POB'A
Ykpaiuu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHIMn y
nepioguyHocCTi
nofaHHsa
perynsipHux 3BiTiB
3 6e3neku.
5. | IBPYHAT 140 ibrutinib i6pytnHi | LO1E Kancynu TBepai, Hatko IHais HaTko ®apma IHais peecTpauisi Ha 5 3a peyenmom He UA/21489/01/01
6 LO1 no 140 mr, no 10 dapma Nimiten pokiB nionsieae
Kancyn TBepamx Nimiteq
y 6nicTepi; no 3 Pestome NYyP
6nictepu B Bepcis 0,3
KapTOHHil [0A3€ETbCA
Kopo6ui; no 30 MepiognuHicTb
Kancyn Teepaux nofaHHa
y thnakoHi; no 1 perynsipHo
donakoHy B OHOB/IOBAHOrO
KapTOHHil 3BITYy 3 6e3neku,
Kopoobui BiANOBIAHO A0

Mopsaky
3[iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHW 3[10POB’A
Ykpainu Big 27
rpyaHa 2006 poky

Ne 898

3apeecTpoBaHoro
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Ne Hassa MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGHUK npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
3acoby HerameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢hopma,
Hassa* ynakoska)
B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuna 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 34,0pPOB'A
Ykpainu Big 26
BepecHAa 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUn y
nepiognyHocCTI
nofjaHHs
perynspHux 3BiTiB
3 6esneku.
6. | METAPA mometaso | mometas | RO1A cnpei TOB YkpaiHa BUNYCK cepil: YkpaiHa PeecTpauia Ha 5 3a peyernmom He UA/21485/01/01
ne, OHY D59 HazasbHWUNA, «BANAPTI TOB pokiB nionsieae
combinatio | dypoary [030BaHwuit; no H «BANAPTIH
ns MOHOTif, 18 r (140 po3) y PAPMA» DAPMA», Pestome MNyP
pat nonieTuIeHoBoM YKkpaiHa,; Bepcis 0.2
MIKPOHI3 y do1akoHi 3 BMPOGHMLTBO, [opaeTbes.
oBaHwi Hacocom- nakyBaHHs, MepiognyHICTb
Ta fo3aTopom Ta KOHTPO/b noAaHHs
okcumeT HacagKoto- AKOCTI: perynsipHo
asoniHy po3nuioBavyem TOB OHOB/1OBAHOr0
rigpoxno i3 32X1CHUM «Mikpodhapm», 3BITY 3 6e3sneku,
pug, KOBMaykom; no 1 YKpaiHa BiANOBIAHO A0
chnakoHy B Mopsiaky
KapTOHHIN navuj 3[iiCHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO
Haka3om

MiHicTepcTBa
OXOPOHW 30POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HoCTULT YKpaiHu
29 ciuHa 2007
poKy 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
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Ne Hassa MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGHUK npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
3acoby HerameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢hopma,
Hassa* ynakoska)
OXOPOHW 30POB'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HayveHIMn y
nepioguyHoCTI
nofjaHHa
perynsapHux 3BiTiB
3 6esneku.
7. | CYFTAPE/Nb sugamma | cyramag | VO3A po34nH Ans TOB YkpaiHa TOB "tOpis- YkpaiHa PeecTpauis Ha 5 3a peyernmom He UA/21486/01/01
IHTEPA dex eKc B35 iH’exuili, 100 "lOpis- Papm"” pokiB niossieae
HaTpito Mr/MA, Mo 2 MA B Papm”
amnynax Pestome nnaHy
CKMSAHKX, No 5 ynpaBiHHA
amnyny pu3nkamu Bepcis
YapyHKOBIli 0.1 pogaeTbcs.

ynakosLi, no 1
abo 2
yapyHKOBUX
yNaKkoBOK Y
Kopo6Li 3
KapToHY

MepiognyHicTb
nojaHHs
perynsipHo
OHOB/IIOBAHOr0
3BiTY 3 6e3neku,
BiANOBIAHO A0
Mopaaky
3[iiCHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO
Haka3om
MiHicTepcTBa
OXOPOHW 30POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HoCTULl YKpaiHu
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 30POB'SA
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBUTb: 3rifHO
3i cTpokamu,
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3zsa*

Hazsa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢gopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

Kpaina
BUPOGHUK
a

PeecmpayjiliHa
npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

3a3HaveHIMn y
nepioguyHoCTI
nofaHHsA
perynsapHux 3BiTiB
3 6esneku.

®OCMIBEH

fosfomycin

chocdom
iLmH
HaTpito

JO1XX
01

NOPOLLOK ANA
pO34nHy Ans
iHcpy3ii no 2,0 1
y hnakoHi, no 1
donakoHy B
nauuj; no 10
h/1aKoHIB y
KOHTYPHili
YapyHKOBIl
ynakosLi, no 1
KOHTYPHili
YapyHKOBIl
yMakoBLi B mauLi

TOB
"APTEPIY
MNTA"

YkpaiHa

MNAT
"KviBmegnpen
apat”

YkpaiHa

PeecTpauis Ha 5
pokiB

Pestome MNyP
Bepcia 0.1
[0Ja€ETbCA.
MepiognyHicTb
nojaHHs
perynsipHo
OHOB/II0BAHOTO
3BiTYy 3 6e3neku,
BiAnoBigHO A0
Mopaaky
3[jiiCHEHHS
hapmakoHarnagy,
3aTBEPAKEHOrO
Haka3oMm
MiHicTepcTBa
OXOPOHW 30POB’A
Ykpaiuu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuHa 2007
poKy 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 30POB'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y
nepioguyHocCTi
noAaHHs
perynsipHux 3BiTiB
3 6e3neku.

3a peuyerimom

He
nionsiecae

UA/21487/01/01

XONNAHETA® 250

ursodeoxy

ypcoges

AO05A

TabneTkun, BKpUTI

AT

YKkpaina

AT "®apmak”

YKpaiHa

PeecTpauis Ha 5

3a peyenmom

He

UA/21488/01/01
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Ne Hassa MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGHUK npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
3acoby HerameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢hopma,
Hassa* ynakoska)
cholic acid | okcuxon | A02; nNiBKOBOO "papmak” pokiB niossieae
eBa A05B 060/10HKOI0, N0
KucnoTa 250 wmr; no 10 IHCTpYKUis gns
TabneToky MeAnYHOro
6nicTepi, no 3 3acTocyBaHHs
abo 5 6nicTepis nikapcbkoro
y nauui 3acoby (eCTD
Bepis 0011) TekcT
MapKyBaHHS
yNakoBKn
NiKapcbkoro
3acoby (eCTD
Bepis 0008)

MeToAun KOHTpoNo
AKOCTI NTiKapCbKoro
3acoby (eCTD
Bepcis 0009) 3siT
3rigHo Jopatky 29
Mopsaky (eCTD
Bepcis 0000) 3siT
3rigHo gopatky 30
Mopsaky (eCTD
Bepcis 0000)
MnaH ynpasniHHA
pv3nkammn Bepcis
2.0 norogykeHa
(eCTD
nocnifgoBHiCTb Ne
0005).
MepiognyHicTb
nojaHHa
perynsipHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3neku,
BiAnosigHoO Ao
Mopaaky
3[jiiCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO
Haka3oMm
MiHicTepcTBa
OXOPOHW 30POB’A
Ykpaiuu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HCTULT YKpaiHu
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Ne Hassa MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGHUK npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
3acoby HerameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢hopma,
Hassa* ynakoska)
29 ciuna 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 30POB'A
Ykpaiuu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3rifHO
3i cTpokamu,
3a3HavYeHIMn y
nepioguyHocCTi
nofaHHs
perynsipHux 3BiTiB
3 6esneku.
10. | UEPYPOKCUM cefuroxim uedypo | joldcO | nopowok gns TOB YkpaiHa | BUpPOGHWULTBO ITanisa peecTpauisf Ha 5 - He UA/21490/01/01
OPIA-®APM e KCUM 2 po3uunHy ans "HOpis- in bulk, pokiB nionsizae
iH’exuild, no 750 dapm” nepBuHHe
Mmr, no 750 mr nakyBaHHs, Pe3tome nnaHy
MOPOLLKY Y KOHTPO/b ynpasiHHA
donakoHi; in bulk: AKOCTi Ta pusmkKamu Bepcis
no 207 BWMNYCK Cepil: 0.3 popaetbes.
h1aKoHIB y Auc [lo6chap MepiognyHicTb
Kopobui 3 C.n.A. nofaHHsA
KapToHYy perynsipHo
OHOB/IIOBAHOTO

3BiTYy 3 6e3neku,
BiANoBiAHO A0
Mopaaky
3[jiiCHEHHS
hapmakoHarnagy,
3aTBEPAKEHOrO
Haka3oMm
MiHicTepcTBa
OXOPOHW 30POB’A
Ykpaiuu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuHa 2007
poKy 3a Ne
73/13340 (3i
3MiHamu),
CTaHOBUTb: 3rifHO
3i cTpokamu,
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Ne Hassa MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGHUK npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
3acoby HerameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢hopma,
Hassa* ynakoska)
3a3HaveHIMn y
nepioguyHoCTI
nofaHHsA
perynsapHux 3BiTiB
3 6esneku.
11. | UE®YPOKCUM cefuroxim uedypo | joldcO | nopowok ans TOB YkpaiHa | BUpOGHMLTBO ITanisa peecTpauis Ha 5 - He UA/21490/01/02
HOPIA-®APM e KCUM 2 pO3unHy aons "lOpis- in bulk, pokiB niossieae
iH’exuili, no 1500 Papm” nepBuHHE
mr, no 1500 mr nakyBaHHs, Pestome nnaHy
NOPOLLKY Y KOHTPO/b ynpasniHHA
chnakoHi; in bulk: AKOCTI Ta pu3nkamun Bepcis
no 119 BWMYCK Cepil: 0.3 popaeTbes.
hnakoHiB y Auc flo6dhap MepiognyHicTb
Kopobui 3 C.n.A. nofaHHs
KapToHY perynsipHo
OHOB/IIOBAHOr0
3BiTY 3 6e3neku,
BiANOBIAHO A0
Mopaaky
3[iiCHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO
Haka3om
MiHicTepcTBa
OXOPOHW 30POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HoCTULl YKpaiHu
29 ciuHa 2007
poKy 3a Ne
73/13340 (3i
3MiHamu),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHMUN y
nepiognyHocCTI
nojaHHs
perynspHux 3BiTiB
3 6esneku.
12. | UE®YPOKCUM cefuroxim uecypo | JO1DC | nopoluok ons TOB YkpaiHa TOB "tOpis- YkpaiHa peecTpauist Ha 5 3a peyernmom He UA/21491/01/02
HOPIA-®APM e KCUM 02 PO3UunHY 18 "lOpis- Papm" pokiB nionsieae
iH'ekyin no 1500 Papm” (KOHTpOJIb
mr, no 1500 mr AKOCTI); Pestome nnaHy
NMOPOLLKY Y TOB "HOpis- ynpas/iHHA
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Ne Hassa MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX BUMYCKY 3as8HU BUPOGHUK npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
3acoby HerameH | pe4yosu (nikapcbka Ka a nocsioYyeHHs
mosaHa HU ¢hopma,
Hassa* ynakoska)
donakoHi, no 10 Papm" pusmkKamu Bepcis
h1aKkoHiB y (nakyBaHHs i3 0.3 popaeTbes.
Kopo6ui 3 chopmu in MepiognyHicTb
KapToHy bulk,cpipmu- nofaHHs
BMPOGHMKA perynapHo
Auc flo6chap OHOB/THOBAHOTIO
C.n.A., Itanis) 3BiTYy 3 6e3neku,
BiAnosigHoO Ao
Mopaaky
3[jiiCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO
Haka3oMm
MiHicTepcTBa
OXOPOHW 30POB’A
Ykpaiuu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuna 2007
poKy 3a Ne
73/13340 (3i
3MiHamu),
CTaHOBUTb: 3riHO
3i cTpokamum,
3a3HaveHIMn y
nepioguyHoCTI
nofaHHsA
perynsapHux 3BiTiB
3 6esneku.
13. | ULE®YPOKCUM cefuroxim uedypo | JO1DC | nopowlok ans TOB YkpaiHa TOB "tOpis- YkpaiHa peecTpauis Ha 5 3a peyernmom He UA/21491/01/01
HOPIA-®APM e KCUM 02 pO3unHy aons "lOpis- Papm"” pokiB nionsieae
iH'ekujin no 750 Papm” (koHTpOsb
mr, no 750 mr AKOCTi); Pesiome nnany
NOPOLLKY Y TOB "tOpis- ynpas/iiHHSA
donakoHi; no 10 dapm" pusmkKamm Bepcis
h1aKoHIB y (nakyBaHHS i3 0.3 pogaeTbcs.
Kopobui 3 dhopmm in MepiognyHicTb
KapToHy bulk,ipmu- nofaHHsA
BUPOOHYKa perynsipHo
Auc flo6dhap OHOB/IOBAHOIO

C.n.A., Itanis)

3BiTY 3 6e3neku,
BiANOBIAHO A0
Mopaaky
3[iiCHEHHS
hapmakoHarnsay,
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3zsa*

Hazsa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢gopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

Kpaina
BUPOGHUK
a

PeecmpayjiliHa
npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

3aTBEPAKEHOrO
Haka3om
MinicTepcTBa
OXOPOHW 3[0POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HCTULT YKpaiHu
29 ciuHa 2007
poky 3a Ne
73/13340 (3i
3MiHamu),
CTaHOBWTb: 3rifHO
3i cTpokamu,
3a3HaveHMn y
nepiognyHoCTI
nofjaHHs
perynspHux 3BiTiB
3 6esneku.

* gidnosidHo do iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)

HavyanbHUK

dapMaueBTUYHOro yrnpasJiHHA
Onekcangp NPILEHKO



https://www.whocc.no/atc_ddd_index/

ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEJVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AIKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

JoaaTok 2

Ao Haka3y MiHicTepcTBa 0X0poHH
30poB’st YKpainu «IIpo fep>xaBHy
peecTpaniio (mepepeecTpani) JiKapcbKHX
3aco6iB (MegMUHNX iMYHOOi0/TOriuHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHIX MaTepiatiB»

Bijx 22 )xoBTHA 2026 poky Ne 1624

Ne Ha3ssa MixHapooHa Ha3ssa Koo Popma 3asasHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapcbKo20 | HenmameHMosB diroyoi ATX BUMYCKY 3asa8HU BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby aHa Hassa* peyoBuUHU (nikapcbka Ka nocsio4yeHHs
¢hopma,
ynakoska)
1. | IHCYKOMB Metformin and | meTdopmiHy | A10B Tabnetku, TOB YkpaiHa yopPna TypeyunHa MepepeecTpavis 3a He UA/19200/01/02
sulfonylureas rigpoxnopug | D02 BKPWTI «YOPN[, MEANLIH Ha HeobMeXeHwi peyernmom nionsi2ae
Ta NNiBKOBOIO MEAMLN ITAY CAH. TEPMIH
rni6eHknami 060/10HKOI0, H» BE TIOX. OHoB/EHO
a no 500 mr/5 A.LL. iHchopmalito B
mr; no 15 IHCTpYKLUii gns
TabneTok y MeAMYHOro
6nicTepi, no 2 3aCcTOCyBaHHSA

abo 4
6nictepu B
KapTOHHii
Kopo6ui; no 20
Tabnetoky
6nictepi, no 3
6nictepu B
KapTOHHIl
Kopoo6Li

nNikapcbKoro
3acoby B po3ginax
"MpoTunokasaHHA"
, "B3aemogis 3
HLWIMK
nNiKapcbkumun
3acobamu Ta iHLi
BMAW B3aemogii”,
"OcobnuBocTi
3acToCyBaHHSA",
"Mo6ivHi peakuir”
BiANOBIAHO A0
iHchopmauii
pedepeHTHOro
nikapcbkoro
3acoby
(Glucovance 500
mg/2.5 mg, 500
mg/5 mg film-
coated tablets,
Merck B.V.,
Netherlands).
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapooHa
HernameHmMos
aHa Hazsa*

Hasga
diroyoi
peyosuHU

Koo
ATX

dopma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asa8HU
Ka

Bupo6HuUKk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeodypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Pestome nnany
ynpaBniHHA
pr3nkammn Bepcis
2.0 popaeTbea.
MepiognyHicTb
nofaHHs
perynspHo
OHOBJ/1H0BAHOIO
3BITY 3 6e3nekn
Bi4NoBigHO A0
Mopsaaky
3[iiCHEHHS
dhapmakoHarnsgy,
3aTBePKEHOr0
Hakasom
MiHicTepcTBa
O0XOPOHU 3[,0POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HOCTULIT YKpaiHm
29 ciyna 2007
poky 3a Ne
73/13340 (3i
3MiHamu),
CTaHOBUTb: 3rifAHO
3i cTpokamu,
3a3HayveHumn y
nepiognyHocTi
noAaHHs
perynsipHux 3BiTiB
3 6esneku.

IHCYKOMB

Metformin and
sulfonylureas

MeTdOopMiHY
rigpoxnopug
Ta
rnibeHknami
a

A10B
D02

TabneTku,
BKPUTI
NNiBKOBOO
060/10HKOI0,
no 500 mr/2,5
Mmr; no 15
TabneToky
6nicTepi, no 2
abo 4
6nictepu B
KapTOHHIi
Kopob6ui; no 20
TabneToky
6nicTepi, no 3

TOB
«YOPNL
MEAVUMN

H»

YKpaina

YOPI],
MEAULINH
INIAY CAH.
BE TIZX.

A.LL.

TypeyunHa

MepepeecTpavis
Ha HeobMeXeHwi
TepMiH
OHoB/EeHO
iHchopmaLito B
IHCTPYKLUiT AnA
MeLNYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby B po3ginax
"MpoTunokasaHHa"
, "B3aemogis 3
IHLWMMK
NiKapCbKUMun

3a
peyernmom

He
nionsieae

UA/19200/01/01
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Ne Ha3ssa MixHapooHa Hassa Koo Popma 3asasHUK Kpaina Bupo6HuUKk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapcbKo20 | HenmameHMoB diroyoi ATX BUMYCKY 3asa8HU BUPOGHUKa npoyeodypa Bionycky aHHs1 peecmpayiliHo2o
3acoby aHa Hassa* peyoBuUHU (nikapcbka Ka nocsio4yeHHs
¢hopma,
ynakoska)

6nictepu B 3aco6amu Ta iHLWi

KapTOHHii BUAMN B3aeMoSii",

KopooLi "Oco6nmnBOCTi

3acTocyBaHHs",

"Mo6iuHI peakwi"
Bi4NOBIAHO A0
iHdbopmauit
pedepeHTHOro
nNikapcbKoro
3acoby
(Glucovance 500
mg/2.5 mg, 500
mg/5 mg film-
coated tablets,
Merck B.V.,
Netherlands).

Pestome nnany
ynpas/iHHA
pv3vkammn Bepcis
2.0 popa€eTbCA.
MepiognyHiCTb
noAaHHs
perynspHo
OHOBJ/II0BAHOI0
3BiTY 3 6e3nekn
Bi4NOBIAHO A0
Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU 30POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HoCTULT YKpaiHu
29 ciuna 2007
poky 3a Ne
73/13340 (3i
3MiHamu),
CTaHOBUTb: 3rifAHO
3i cTpokamu,
3a3HayYeHMn y
nepiognyHocTi
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Ne Ha3ssa MixHapooHa Hassa Koo Popma 3asasHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapcbKo20 | HenmameHMoB diroyoi ATX BUMYCKY 3asa8HU BUPOGHUKa npoyeodypa Bionycky aHHs1 peecmpayiliHo2o
3acoby aHa Hassa* peyoBuUHU (nikapcbka Ka nocsio4yeHHs
¢hopma,
ynakoska)
nofaHHs
perynsipHux 3BiTiB
3 6e3neku.
3. | XJIOPAM®EH | chloramphenic | xnopamMdeHi - KpucTaniyHmi MpAT YkpaiHa HopsicT Kutaii MepepeecTpavis - He UA/19617/01/01
IKONn ol Kon nopoLLoK abo "dapmaue dapmac'iotu Ha HeobMeXeHui nionsizae
(NEBOMILEET (neBomiueTn Kpuctanu BTUYHA kan poyn TEPMIH
NH) H) (cybeTaHuis) y ipma Ko., N14.
nakeTtax "AapHnus”
noABINHMX
nosieTuneHoB
nx ans
thapmavneBTuy
Horo
3acTocyBaHHs

* gidnosioHo do iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)

HauvannbHukK

dapmMarieBTUYHOI0 YIIpaBJ/IiHHS

Onexkcangp I'PINEHKO



https://www.whocc.no/atc_ddd_index/

IIEPEJIIK

Joparok 3

[0 Haka3y MiHicTepcTBa 0X0poHH
3p0poB’st Ykpainu «IIpo gepxxaBHy
peecTpanii (mepepeecTpanii) JiKapCbKHUX
3aco0iB (MeAHYHHUX IMyHOOi0/TOriUYHHX
npenapariB) Ta BHeCeHHsI 3MiH 10
peecTpaniiHiX MaTepianxiB»

Bij 22 sxoBTHS 2026 poky Ne 1624

JITIKAPCBKHMX 3ACOBIB (MEJMYHNX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IITIOJ0 AKX BYJIN
BHECEHI 3MIHU /0 PEECTPAIIMHNX MATEPIAJIIB, IKI BHOCATECA 10 JEP)KABHOI'O PEECTPY
JIIKAPCBKHX 3ACOBIB

Ne Hassa MixHapod | Hasga ditoyoi Koo Popma 3asaBHuUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha peyosuHU ATX BUIMYCKY 3asiBHUKa BUPOGHUKA Bionycky aHHSI** peecmpayjitiHo
3acoby HenameH (nikapcbk 20
mosaHa a ¢hopma, nocsioYyeHHs
Hassa* ynakoska)
1. | ABUTPO azithromyc | asuTpomiumHy | JO1FA | Tabnetku, CaHpo3 CnoBeHia | nepsuHHa Ta | HimeuyunHa/ BHECEHHS 3MiH 0 3a He UA/11332/01/02
CAHAO3® in dopmi 10 BKPUTI dapmacbHoTi BTOPMHHA TypeuuunHa/ peecTpauiiHnx MaTepiasis: peyenmom nionsieae
asnTpPoMILMHY NNiBKOBOO Kan3 a.a. ynakoBkKa, PymyHis 3MiHu | TUNYy - 3MiHK Wwoa0
avrigpaty 060/10HKO KOHTPO/b 6e3nekn/ehekTUBHOCTI Ta
10, no 500 cepii, £0O3BIN hapmakoHarnagy. 3miHa y
Mrno 3 Ha BMNycK KOPOTKIill XapakTepucTuui
a6o 6 cepii: NiKapcbKoro 3acoby, TekcTi
TabneTok Canotac MapKyBaHHS Ta IHCTPYKLT
y 6nicTepi; dapma ONs MeanyHOoro
nol m6X, 3acToCyBaHHA Ha niacTasi
6nictepy B HimeyuunHa; perynsapHo OHOB/TOBAHOIO
KopooLi BVPOGHMLTB 3BITYy 3 6e3neku NnikapcbKoro
o] 3acoby, abo gocnimkeHnb 3
Hepo3dacoB 6e3Mekn 3aCTOCyBaHHS
aHoT nikapcbKkoro 3acoby B
NpoAYyKLil: nicnsipeecTpauiiiHuii nepiog,
CaHpos lnak ab0 K pesynbTar OLiHKK
CaHaii Be 3BiTY 3 JOCNIMKEHD,
TikapeT npoBeAeHVX BignoBigHO A0
A.C., nnaHy negiaTpuyHux
TypeyunHa, pocnigpkeHb (PIP) (3MiHy
BMPOGHNLTB Y3rO[PKEHO 3 KOMMETEHTHUM
0 3a NOBHUM YNOBHOB&XEHVM OpraHom).
LMKIOM: 3MiHV BHECEHO [0 IHCTPYKLUT
CaHpo3 4Nsi Men4HOro
C.p.N., 3aCTOCYBaHHS JlikapCbKOro
PyMyHis 3acoby y po3gim

"PapmMakoorivHi
BnacTueocTi", "lMokasaHHs",
"lNpoTunokasaHHs",
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
"B3aemogis 3 iHWMmn
nikapcbknumy 3acobamm Ta
iHWIi BUAW B3aemogijin”,
"Oco6nmnBOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaa", "3aartHictb
BMN/IMBATY Ha LIBWAKICTb
peaxuii npun kepyBaHHi
aBTOTpPaHCNoOpTOM abo
iHLWMMK MexaHi3mamn',
"Cnoci6 3acTocyBaHHsA Ta
fosun”, "Aitn",
"Mepepno3yBaHHs", "MobiuHi
peaxkui’™ BignosigHo A0
OHOB/IEHOI iHChopmaLii 3
6e3neku fjtoyoi pevyoBUHU.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi
3MiHK). 3MiHW BHECEHO [0
IHCTPYKLii ANns MeguyHoro
3aCTOCYBaHHSA NiKapCcbKoro
3acoby y po3gain "To6iuHi
peakuii" WoA0 BaX/IMBOCTI
3BiTyBaHHSA NPO NOGiyHi
peakuii
2. | ASUTPO azithromyc | asuTpomiumHy | JO1FA | Tabnetku, CaHpo3 CnoBeHia | nepsuHHaTa | HimeuunHa/ BHECEHHS 3MiH [0 3a He UA/11332/01/01
CAHAO03® in dhopwmi 10 BKpUTI dapmachbHoTi BTOPUHHA TypeuunHa/ peecTpauiiiHux maTepiasiis: peyenmom nionsizae
asnTPOMILMHY NAiBKOBOO Kan3 a.4. ynakoBKa, PymyHis 3MiHu | TUNYy - 3MiHK Woa0
avrigpaty 060/10HKO KOHTPO/Ib 6e3nekn/edeKTMBHOCTI Ta
10, no 250 cepii, fo3BiN thapmakoHarnsgy. 3miHa 'y
Mr o 6 Ha BMMNyCK KOpOTKili XapakTepucTui
TabneTok cepii: NiKapcbKoro 3acoby, TeKCTi
y 6nicTepi; Cantotac MapKyBaHHs Ta IHCTPYKLUiT
nol Papma AN19 MefnyHoro
6nictepy B v6X, 3aCTOCyBaHHSA Ha MigcTasi
KOpoo6L; HimeuyuunHa; perynsipHoO OHOB/IHOBAHOTO
BUPOGHMLTB 3BiTy 3 6e3nekun NiKapcbkoro
o] 3acoby, abo gocnigpkeHnb 3
Hepo3dhacos 6e3nekn 3acTocyBaHHs
aHoi niKkapcbKoro 3acoby B
NPOAYKUIT: nicnspeecTpauiinHuii nepiog,
CaHpos lnak abo Ak pesynbTar OLiHK/
CaHaii Be 3BiTY 3 LOCNIKEHD,
TikapeT npoBefeHnX BignoBigHO A0
A.C., naaHy negjiaTpuyHnx
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

TypeyuunHa;

BVPOGHULTB

0 3a NOBHUM
LMKNOM:
CaHpo3
C.p.N,
PyMyHis

pocnigpkeHb (PIP) (3MiHY
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&)XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLUT
015 MeyyHOro
3aCTOCYBaHHSA NiKapCcbKoro
3acoby y po3ginu
"apMaKkoIorivHi
BractveocTi", "MNokasaHHsa",
"MpoTunokasaHHsa",
"B3aemogis 3 iHWKMK
nikapcbknMn 3acobamu Ta
iHLWi BMAW B3aemogiin"”,
"OcobnuBocTi
3acTocyBaHHsA",
"3acTocyBaHHA y nepiog,
BariTHocTi abo rofyBaHHsA
rpy4at”, "3partHicTb
BN/MBATY Ha LIBWAKICTb
peakujii npy KepyBaHHI
aBTOTPaHCNopToM abo
HWMKU MeXaHi3mamn®,
"Cnocib 3acTocyBaHHA Ta
nposun”, "Litn",
"Mepeno3syBaHHs", "Mo6IYHI
peakuii" BignosigHo A0
OHOBJIEHOT iHChopMmaLii 3
6e3nekun 4ito4voi pevyoBuHN.
3MiHn | TURY - 3MiHK LWoAao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi
3MiHM). 3MiHV BHECEHO A0
IHCTPYKL|i 4S8 MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro
3acoby y po3gain "MoGiyHi
peakujii" WoA0 BaX/IMBOCTI
3BiTyBaHHSA NPo NoGiyHi
peakujii

AIPTEK

salmeterol
and
fluticasone

casibMeTeposn
(y Burnsagj
ca/ibMeTepos
y kcuHadpoarty)
i onyTrKa3oHy
nponioHar

RO3A
K06

aepososib
ans
iHransujn
[030BaHn
i, 25/250
MKI/[03y,
no 120
[03 B
IOMIHIEB
omy

rneHmapk
PapmacbioT
vkans Jitg,.

IHais

rneHmapk
®apmacbioT
vkans Jita,.

IHais

BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiais:
3MiHn | TUnY - 3MiHn 3
AKocTi. [0TOBWIA NikapCbKuii
3aci6. 3MiHM Y BUPOBGHULLTBI.
3miHa imnopTepa/aminu, Wwo
CTOCYIOTbCS BUMYCKY cepii Ta
KOHTPO/II0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa
ab0 AofaBaHHA BUPOOHMKA,

3a
peyenmom

UA/13756/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
KOHTeliHep LU0 BiANOBifAE 3a BBE3EHHSA
i3 Ta/abo Bunyck cepii) - He
[03yI0UnMm BK/THOHAI0UM
KnanaHom KOHTPO/b/BUNPOBYBaHHSA
i cepii. lo matepianis
pO3MuIoH peecTpavuiiHoro Jockbe
Cle]le] BHOCUTBLCSA iH(hOpMaLis Npo
Hacafkow iMmnopTepa ToBapucTBO 3
3 06MEXEHOI0
3aXUCHUM BiAMNOBIAA/ILHICTIO
KOBMaukom «FNIEHMAPK YKPAIHA».
;mol 3MiHM BHOCATbCS 3rigHO
KOHTeliHep BUMOT nocTaHoBu KabiHeTy
yB MiHicTpiB YkpaiHu Ne 287 Big,
KapTOHHIi 14.03.2025 p. Npo
Kopoo6Li 3aTBEPMKEHHS Mopsaaky
BBE3EHHS Ha TEpUTOPI0
YKpaiHu nikapcbKknx 3acobis.
4. | AKANENNA® - 1- NO5B TabneTtku AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 3a He UA/21001/01/01
(rigpasvHokap | A no 0,02r; "®papmak” "®apmak” peecTpauiiHux maTepiais: peyenmom nionsi2ae
6OHiInM)- no 10 3aTBEPMKEHHS CMiNTbHOT
MeTun-7- Tabnetok IHCTPYKLiT ANna MegnyHoro
6pom-5- y 6nicTepi; 3aCTOCyBaHHSA Nikapcbkoro
theHin-1,2- no 1 a6o 2 3acoby ansa fosysaHHsa 0,05
aurigpo-3H-1, 6nictepu y [ Ta BXe 3apeecTpoBaHoro
4- nauuj po3syeaHHA 0,021 3
6eH3aiaseni- OHOBJ/IEHHAIM iHdpOpMaLi y
2-0H po3sginax «Cknag»,
«Jlikapcbka ghopma»
BiANOBIAHO A0 MaTepianis
peecTpaLiiHoro Aocbe Ta
iHhopmalii pecbepeHTHOro
nikapcbKoro 3acoby
lNpasenam® IC, TabneTku.
IHCTPYKUiA AN MeanYHOro
3aCTOCYBaHHSA NiKapCcbKoro
3aco6y (eCTD Bepist 0009)
5. | AKAMENNA® - 1- NO5B TabneTtkn AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH g0 3a UA/21001/01/01
(rigpasvHokap | A no 0,02r; "Ppapmak” "papmak” peecTpaujiiiHux maTepiaiis: peyenmom
60HiIN)- no 10 3MiHu | TUNYy - 3MiHK Woa0
MeTun-7- TabneTok 6e3nekn/eheKTUBHOCTI Ta
6pom-5- y 6nicTepi; thapmakoHarnagy (iHwi
eHin-1,2- no 1 a6éo 2 3MiHM) BHECEHO 3MiHUN y
avrigpo-3H-1, 6nictepu y TEKCT MapKyBaHHSA
4- naui BTOPVHHOI ynakoBsku (n. 4,

6eH3iaseniH-
2-0H

12, 17) nikapcbkoro 3acoby
Ta 06'eAHAHO TEKCT
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
MapKyBaHHS A1 BCiX
po3mipiB ynakosok (no 10 Ta
no 20 TabneTok y nauu)
(eCTD Bepcis 0012).
BBefieHHs1 3MiH npoTArom 6-
TV MicauiB nicnsa
3aTBEPAKEHHS.
6. | AKAMENNA® - 1- NO5B TabneTkn AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH g0 3a He UA/21001/01/02
(rigpasuHokap | A no 0,05r; "®apmak” "®apmak” peecTpauiiiHux maTepiaiis: peyenmom nionsizae
60HiIN)- no 10 3MiHW, Lo NOTPebyTh
MeTun-7- TabneTok HOBOI peecTpaw,i
6pom-5- y 6nicTepi; (reHepwunwnin N3) (3rigHo
eHin-1,2- no 1 a6o 2 Haka3y MO3 Big 23.07.2015
avrigpo-3H-1, 6nictepn y Ne 460). 3miHa cunu gii,
4- nauuj nikapcbkoi hopmu Ta

6eH3iaseniH-
2-0H

€noco6y 3aCTOCyBaHHS:
[oAaBaHHsS HOBOI cum gji
0,05 r (3aTBEpAKEHO:
AKAMENNA®, Tabnetku no
0,02 r 3anponoHoBaHo:
AKAMNENNA®, TabneTtkm no
0,05 r). Ak Hacnigok
3aTBEPKEHHS CMibHOT
IHCTPYKL|i 4Ns MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro
3acoby ans gosysaHHs 0,05
I Ta BXe 3apeecTpoBaHoro
po3yBaHHA 0,021 3
OHOBJ/IEHHAM iHdOpMaLi y
po3ginax «Cknag»,
«Jlikapcbka ghopmax»
BIANOBIAHO A0 MaTepianis
peecTpavuiiiHoro Aocke Ta
iHhopmawii pecbepeHTHOrO
nikapcbKoro 3acoby
lpgasenam® IC, TabneTkn.

IHCTPYKUiA AN MeanvHOro
3aCTOCYBaHHSA NiKapCcbKoro
3aco6y (eCTD Bepist 0009)
TeKCT MapKyBaHHS yNnakoBKu
nikapcbkoro 3acoby (eCTD
Bepis 0011) MeToam
KOHTPOJIO SIKOCTI
nikapcbkoro 3acoby (eCTD
Bepcis 0001) 3BiT 3rigHO
popatky 29 Mopsagky (eCTD
Bepcia 0001) 3BiT 3rigHO
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
popatky 30 Mopsaaky (eCTD
Bepcisa 0004) Pesiome MYP
Bepcis RMP-PV-000282/6
norogpxeHa (eCTD
nocnigosHicTb Ne 0001).
MepiognyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOIO
3BITYy 3 6e3neku, BignoBsigHO
o MNopsaaky 34jiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOrO HAKa3oM
MiHicTepcTBa OXOPOHHK
3[,0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuUuit
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340POB'sA YKpaiHK
Bif 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HaveHMmn y
nepiognNYHOCTI MOAaHHS
perynsipHux 3BiTiB 3
6e3neku.
7. | ANAKOP - etunmeTurig | NO7X pO34nH ToBapucTBo YkpaiHa BVPOGHMLTB YkpaiHa BHECEHHS 3MiH 0 3a He UA/18493/01/01
pokcuNipuanH X ans 3 0, NepBuHHEe peecTpauiiiHux maTepiais: peuyenmom niossieae
y CyKumuHar iH'eKUin, 06MEXEHOI0 Ta BTOPUHHE 3MiHu | TUNY - 3MiHK 3
50 mr/mn Bignosigaib nakyBaHHs, AKocTi. [oTOBWIA NikapCbkuii
no2mns HiCTIO KOHTPO/b Ta 3aci6. 3MiHM Y BUPOBHULLTBI.
amnyni; no | "®APMAXE BUMYCK Cepii: 3miHa imnopTepa/aminu, Wwo
5amnyny ne MpuBatHe CTOCYITbCS BUMYCKY cepii Ta
6nictepi; akuioHepHe KOHTPO/IH0 IKOCTi FOTOBOro
no 2 TOBapuCTBO niKapcbKoro 3acoby (3amiHa
6nictepn B "Nlekxim- abo gofaBaHHS BUPOOHUKA,
nauui Xapkis", LLlO BiANOBiAA€E 3a BBE3EHHSA
YKkpaiHa, Ta/abo Bunyck cepii) - He
BUMYCK cepii, BK/IKOHa0UN
He KOHTPOb/BUNPOGYBaHHSA
BKJ/THOYA0UN cepii.
KOHTPO/b [JofaBaHHs BUPOGHUKA
cepii: ToBapunCcTBO 3 06MEXEHOI0
ToBapucTeBo BiAMOBIAA/IbHICTIO
3 «®APMAXE/IC», YkpaiHa B
06MEXEHOI0 SAKOCTI 04aTKOBOT
BignoBiga b BMPOBHMYOT AiNbHULI, WO
HICTHO 3[iicHIOE BMNYCK cepil, He
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
"OPAPMAXE BK/THOYAI0UMN KOHTPO/Ib Cepii.
nee, 3MiHM BHECEHO B IHCTPYKLiitO
YkpaiHa AN MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro
3acoby y po3ginm
"Brpo6HuK",
"Micue3HaxoKeHHs
BMpO6HMKa Ta agpeca micus
NPOBaKEHHS N0ro
AisnbHOCTI" 3 BignoBigHUMMN
3MiHamMu B TEKCTI
MapKyBaHHS YNakoBOK.
BBefeHHA 3MiH NpoTSArom 6
MicsuiB nicns
3aTBEPMKEHHS.
8. | AN3AHLEP donepezil [oHenesnny NO6D Tabnetku, HOBEN TypeuuunH HOBEN TypeyuunHa BHECEHHS 3MiH 0 3a He UA/20093/01/02
ISITAB rigpoxnopvg A02 o INAY CAHAI a INIAY CAHAI peecTpaujiiHux maTepianis: peuyenmom nionsizae
avcnepry BE BE 3MmiHu | TUnYy - 3MiHK 3
H0TbCA B TIDKAPET TIDKAPET sIKOCTi. FOTOBWMIA NikapCbKuii
poTOBIV A.LL. A.LL. 3aci6. CtabinbHicTb. 3MiHa 'y
MOPOXHUHI TepMiHax npuaaTHocTi abo
no 10 mr ymMoBax 36epiraHHs roToBOro
no7 nikapcbKoro 3acoby
TabneTok (36iNbLUEHHS TEPMiHY
y 6nicTepi; nNpWAAaTHOCTI FOTOBOTO
no 4 nikapcbKoro 3acoby) - Ansa
6nictepn B TOProBoi ynakoBKu
KapTOHHIl (niaTBEPAKYETHCA AAHUMU
ynakoBLi peasibHOro vacy)
36inbLUEHHSA TEPMIHY
npugatHocTi MN3. Ajtoya
pegakuis: TepMmiH
NPUAATHOCTI: 2 POKU.
MponoHoBaHa peaakuis:
TepMmiH NpuaaTHOCTI: 3 POKW.
3MiH1 BHECEHO B pO3A4in
"TepmiH npugaTHoCTI" B
IHCTPYKLi0 ANS MenyHOro
3aCTOCYBaHHSA NiKapCcbKoro
3aco6y. BBeieHHs 3MiH
NpoTArom 6-Tn MicAUIB micns
3aTBEPAKEHHS.
9. | AN3AHLEP donepezil [oHenesnny NO6D Tabnetku, HOBEN TypeuuunH HOBEN TypeyuunHa BHECEHHS 3MiH 0 3a He UA/20093/01/01
IBITAB rigpoxnopua A02 wo IIAY CAHAT a INIAY CAHAT peecTpavjiiiHnx peyenmom nidssizae
avcnepry BE BE mMarepianis:3miHu | Tuny -
10TbCH B TIIKAPET TIIKAPET 3MiHu 3 sikocTi. FoToBMIA
poTOBiii A.LL. A.LL. nikapcbkuii 3aci6.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
NOPOXHUHI CrabifnbHicTb. 3miHa y
no 5 mr no TepmiHax npuaaTHOCTI abo
7 ymoBax 36epiraHHsi roTOBOro
TabneTok nikapcbKoro 3acoby
y 6nicTepi; (36iNbLUEHHS TEPMIHY
no 4 NPUAATHOCTI FOTOBOrO
6nictepu B nikapcbkoro 3acoby) - Ans
KapTOHHii TOProBoi ynakoBKu
ynakoBLi (nigTBEPAXYETLCA AaHUMN
peasibHOro yacy)
36iMbLUEHHS TEPMIHY
npugatHocTi [N3. fitoua
pepakuisa: TepmiH
nNpuAATHOCTI: 2 POKU.
MponoHoBaHa pegakuis:
TepMmiH NpuaaTHOCTI: 3 POKU.
3MiHM BHECEHO B PO34in
"TepMiH npuaaTHocTi" B
IHCTPYKLi0 ANA MeguyHOro
3acTOCyBaHHSA Nikapcbkoro
3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS.
10. | AMBPOKCO/ | ambroxol ambpokcony RO5C Tabnetkun TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 6e3 UA/1587/02/01
rigpoxnopug B06 no 30 wmr, "TepHodhap "TepHodhap peecTpauiiiHux maTepiaiis: peyenma
no 10 Mm" Mm" 3MiHn | TUnY - 3MiHn 3
TabneTok akocTi. CepTudpikat
y 6nicTepi; BignosigHoCTI/TE-
no 2 cepTudikart BiANOBIAHOCTI
6nictepn B €Bponeiicbkii
nauui 3 thapmakonei/MoHorpadii.
KapToHy MoaaHHA HoBOro abo

OHOBJ/IEHOTO cepTudiikata
BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoOnechbkili
thapmakonei: gna A®l; ana
BUXiAHOIO
Marepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPWUCTOBYHOTLCS Y
BMPOGHMLUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiit hapmakonei)
- OHOBNEHWIA cepTudpikaT
Bif y)Xe 3aTBepA)KEHOro
BUPOGHMKA - NOAaHHSA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
oHosneHoro CEP 2004-201-
Rev 06 Big, yxe
3aTBEPKEHOI0 BUPOGHUKA
A®| ambpokcony
rigpoxnopugy, ipmu Shilpa
Pharma Lifesciences
Limited, IHgis, wo
NpU3BOANTL A0 3MiHK
po3ginis 3.2.5.4.1 Ta
3.2.5.4.2, pepakuiiiHi
npasku. 3atsepakeHo: CEP
R1-2004-201-Rev 05
3anponoHosaHo: CEP 2004-
201-Rev 06
11. | AMNOAMNIH/ | valsartan amnoguniHy C09D TabneTku, Aypo6iHao IHais Aypo6iHao IHais BHECEeHHS 3MiH g0 3a He UA/16657/01/01
BANCAPTAH | and 6ecunar Ta BO1 BKPUTI dapwma /114 dapma peecTpauiiiHux maTepiais: peuyenmom niossieae
AYPOBIHAO amlodipine | BancapTtaH N1iBKOBOIO Nimitea- 3MiHn | TURY - 3MiHK LWoAao
060/10HKO HOHIT VII 6e3nekn/edeKTMBHOCTI Ta
0, N0 5 hapmakoHarniagy. 3miHn y
mr/160 mr KOPOTKIill xapaktepucTuui
no 10 nikapcbKoro 3acoby, TEKCTi
Tabnetok MapKyBaHHS Ta IHCTPYKLT
y 6nicTepi; 015 MegU4YHOro
no 3 3aCTOCYyBaHHSA
6nictepu B reHepuYHNX/riopnaHux/6iono
KapTOHHIi Ai6HNX nikapcbknx 3acobis
naui nicss BHECEHHS TiET camoi

3MiHU Ha pechepeHTHWi
npenapar (3miHa He
noTpebye Hafl@aHHS XOAHUX
HOBWX AOAATKOBUX AaHUX).
3MiHN BHECEHO A0 IHCTPYKLUi
ON8 MeguyHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby y po3ginu
"®apmakonoriyHi
BnactueocTi", "B3aemopis 3
HLUIMMKW NiKapCbKUMn
3aco6amu Ta iHLWi BUAn
B3aemogiit",
"Mepeno3yBaHHA", "MoOGIYHI
peakuji" 3rigHo 3
iHhopmaieto Wwoao
MeJMNYHOro 3aCTOCYBaHHS
pechepeHTHOro fikapcbKoro
3acoby (EKCPOPX).
BBefeHHs1 3mMiH npoTsArom 6-
TV MicauiB nicns
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3aTBEPAKEHHS.

12. | AMIOAWMNIHI | valsartan amnoauniny C09D Tabnetkn, Aypo6iHao IHAaisn Aypob6iHao IHAis BHECEHHS 3MiH [0 3a He UA/16657/01/02
BA/ICAPTAH | and 6ecunar Ta BO1 BKpUTI dapma NlTg dapma peecTpauiiiHux maTepiasiis: peyenmom nionsizae
AYPOBIHAO amlodipine | BancaptaH NAiBKOBOO Nimiten- 3MiHu | TUNYy - 3MiHK Woa0

060/10HKO HOHiIT VII 6e3nekn/eheKkTUBHOCTI Ta
10, no 10 thapmakoHarnsagy. 3miHu y
Mr/160 mr KOPOTKIill XapakTepucTuLi
no 10 NiKapcbKoro 3acoby, TeKCTi
TabneTok MapKyBaHHs Ta IHCTPYKLUiT
y 6nicTepi; 0N MeU4YHOro
no 3 3acToCyBaHHA
6nictepn B reHepuyHuX/ribpngHnx/6iono
KapTOHHIi Li6HMX NiKapCcbkMX 3ac06iB
nauui nics1s BHECEHHS TiEl camoi
3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He
noTpebye HagaHHS XXOLHMX
HOBWX AOAATKOBUX AaHUX).
3MiHV BHECEHO [0 IHCTPYKLUT
4N MegUYHOro
3aCTOCYBaHHSA NiKapCcbKoro
3acoby y po3ginu
"dapMakosIorivHi
BNacTUBOCTI", "B3aemopis 3
IHLWIMMK NiKapCbKUMn
3aco6amu Ta iHwWi BUAN
B3aemogijin",
"MepepnosyBaHHA", "MOGIYHI
peakuji" 3rigHo 3
iHchopmauieto woao
MeAUYHOrO 3aCTOCYBaHHs
pethepeHTHOrO /ikapCbKoro
3acoby (EKCHPOPX).
BBefeHHs 3MiH NpoTArom 6-
TV Micauis nicns
3aTBEPAKEHHS.
13. | AHTAPEC® tiazotic mopdponiHieso | CO1E po34nH MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 3a UA/16819/01/01
acid i coni TiasotHa | B23 ans "rannudap "Mannudap peecTpauiiHux maTepianis: peyenmom
Kucnota iH EKUN, m" m" 3MiHu | TURY - 3MiHK 3
50 mr/mn; SKOCTi. FOTOBWMIA NikapCbKuii
no2wmne 3aci6. KoHTposib rotoBoro
amnyni, no nikapcbkoro 3aco6y. 3miHa
10 amnyn napameTpiB cneuudikauiii
y Ta/abo fonyCTUMUX MEX
KOHTYPHIl roToBOrO NikapCbKoro
YapyHKOBI 3aco6y (iHwWi 3MiHK) CynyTHSA

n

3MiHa - 3MiHU 3 SKOCTI.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
ynakoBLi, [OTOBWIA NNikapcbKuii 3aci6.
nol 3MiHN Yy BUPOGHULTBI. 3MiHK
KOHTYPHIl BMNpobyBaHb abo
YapyHKOoBi [OMYyCTUMUX MEX,
7 ynakoBu, BCTAHOB/EHWX Y
B nauuj; cneuudikauisix, nig yac
no 4 mn B BMPOOHWLTBA FOTOBOrO
amny”ni, no nikapcbkoro 3acoby (iHwWi
5amnyny 3MiHW) NPVYBEAEHHAM
KOHTYPHIl crneundikaLii Ta meToais
YapyHKOBI KoHTponto N3 AHTAPEC®,
7 ynakosBui pO3uuH A1 iH'ekyinn, 50
NoKpUTIli Mr/mn, 40 MOHorpadil
NnNiBKOIO, "MOP®O/IHIKO TIASOTAT
no 2 PO3YMH O/ IH'EKLLIN®,
KOHTYPHUX Loy, pitove BuAaHHsA. 3MiHK
YapyHKOBU BHOCATbCSA B po3din 3.2.P.5.
X "KOHTpOsb nlikapcbKoro
yNakoBKW, 3aco6y" y NoKa3HUKU:
NOKPUTUX «lpeHTndikayis», «pH»,
N/1iBKOI B «CynpoBigHi AOMILLKM» Ta
naui «KinbkKicHe BU3HaYeHHs» Ta

BiANOBIAHI 3MiHW BHOCATLCSA
B po3gin 3.2.P.3.4
"KOHTPOSb KPUTUUYHUX
CTagji i NpPOMiXHOI
npoaykuii”. 3minu Il Tuny -
3MiHu 3 AkocTi. API. (iHLwi
3MiHM) OHOBNEHHSA DMF
BMpo6HMKa AN «3aBog
XiMiyHMX peakTusiB» HTK
«IHCTUTYT MOHOKpUCTaniB»
HauioHanbHOI akagemii Hayk
YKpainu», YkpaiHa, ansa A®l
MopdoniHieBa cinb
Tia30THOT KMCOTK, a came B
po3ginax: "3.2.S.1 3aranbHa
iHhopmauis”, "3.2.S.2
Brpo6HuyTBO", "3.2.S.3
Onuc xapakrepuctuk Adl",
3.2.S.4 KoHTponb Ad®I",
"3.2.S.5 CtaHgapTHi 3pasku
abo npenapatn”, "3.2.S.6
Cuctema ynakoska-
yKkynopka", "3.2.S.7.
CrabinbHicTb".
3arsepmxeHo: DMF
Pepakuisi 001 Ha AdI
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

MopdoniHieBa cinb
Tia30THOT KMCNOTN
BMpo6HMKa AN «3aBog
XiMiyHMX peakTusiB» HTK
«IHCTUTYT MOHOKpUCTaniB»
HauioHanbHOI akagemii Hayk
Ykpainu», YKkpaiHa.
3anponoHosaHo: DMF
Pepakuisi 002 Ha AdI
MopdoniHieBa cinb
Tia30THOT KMCNOTN
BMpo6HuKa Al «3aBog
XiMiyHMX peakTusiB» HTK
«IHCTUTYT MOHOKpUCTaniB»
HauioHanbHOI akagemii Hayk
YkpaiHu», YkpaiHa. 3miHu Il
IRy - 3MiHu 3 skocTi. AdI.
(iHLWi 3MiHW) OHOBNEHHSA
DMF Bupo6HuKa
«Menadiona,S.L.», IcnaHis,
ans A®l MopdoniHieBa cinb
Tia30THOT KUCNOTK, a came B
posginax: "3.2.S.1 3arasbHa
iHcbopmauis®, "3.2.S.2
Bupo6HuyTBO", "3.2.S.3
Onuc xapakrepuctuk Adl",
3.2.S.4 KoHTponb Ad®I",
"3.2.S.5 CtaHaapTHI 3pas3ku
abo npenapatn”, "3.2.S.6
Cuctema ynakoBska-
yKynopka", "3.2.S.7.
CrabinbHicTb".
3aTtBepaxeHo: DMF Version
02/2011-01-30 Ha A®I
MopdoniHieBa cinb
Tia30THOT KNCOTK
BMpOo6GHMKa «Menadiona,
S.L.», IcnaHis.
3anponoHoBaHo: DMF
Version 02/2018-03-22 Ha
A®| MopdponiHiesa cinb
Tia30THOT KNCOTK
BMpO6HMKa «Menadiona,
S.L.», IcnaHis. oHOBNEHHSA
DMF Bupo6Huka [N «3aBog
XiMiyHMX peakTusiB» HTK
«IHCTUTYT MOHOKpUCTaniB»
HauioHanbHOT akagemii Hayk
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
YKpainu», YkpaiHa, ansa A®l
MopdoniHieBa cinb
Tia30THOT KncnoTu. 3minu Il
TMNy - 3MiHK 3 AKocTi. API.
(IHLWi 3MiHK)
nogaHHs oHossieHoro DMF
BiZ Ajtoyoro BUpo6Huka AdI
«Erregierre S.p.A.» Itanis.
[itouy pegakuito DMF Big
2011 poky NponoHyeTbLCA
3aMiHuTK Ha pegakuito DMF
Big 2021 poky.
3arBepmxeHo: DMF Version
- September 2011.
3anponoHoBaHo: DMF
Version - February 2021.
14. | ACAKON® Mesalazin | mecanasunH AO7E Tabnetkn, Tinotc Lseiiuapi | BupobHuuTte | HimeuunHa/ BHECEHHS 3MiH [0 3a UA/4770/01/02
e Cco02 BKpUTI dapma Al a o] LLiBeiiuapis peecTpaujiiiHux maTepiaiis: peyenmom
060/10HKO Hepo3dacoB 3MiHu | TUnNY - 3MiHK 3
10, aHoi AKOCTI. [0TOBWIA NikapCbKuii
KWLLKOBOP NpoAyKuUii, 3aci6. KoHTposnb rotoBoro
034YMHHI NO nepBrHHa Ta nikapcbKoro 3acoby. 3miHa y
800 mr no BTOPVHHA mMeTodax BUNPO6yBaHHSA
10 ynakoska: rOTOBOrO /iKapCbKOro
Tabnetok Xaynt 3acoby (He3HayHa 3miHa y
y Papma 3aTBepHKEHNX MeToAax
6nicTepi; BronbgoiHr BMNpo6yBaHHA) OHOB/IEHHS
no 5 a6o mM6X, MEeTOAMKM BU3HAUYEHHS
no 6 HimeyumHa; PO3UMHEHHA Npn
6nicTepis Brpo6HMK, BUMYCKHOMY KOHTPOTI, ke
y Kopoo6uj Bignosiganb 6y/10 BNPOBaKEHO
3 KapTOHY HWi1 3a BMPOGHMKOM 3 METOH
BUMYCK YTOYHEHHSI OKpeMUX eTanis
cepiii: BMKOHaHHA BUNPOOYBaHHS
Tinotc Ta rapMoHisauii npoueaypu
dapma Ar, KOHTPOJI0 AKOCTi. 3MiHu |
LLiBeiiuapis TMNYy - 3MiHU 3 AKOCTI.

[oTOBWMIA NiKapcbkuin 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y
mMeTodax BUNPOGyBaHHSA
rOTOBOrO /iKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTogax
BMNpoOyBaHHA) 3MiHa BUMOT
[0 BUNPOGYBaHHSA
npuaaTHoOCTI
XpomartorpagiyHoi cuctemm
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
(SST) meTopgj BU3HAUYEHHS
CyNyTHiX AoMiwok ans M3.
15. | ATOH3UN® - 6eH3unguver | DO8AJ | po3suuH TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 6e3 nionsizae UA/18639/01/01
nn[3- OpPOMYKO3 "BANTAPTIH "Cnasis peecTpauiiiHux maTepiaiis: peyenma
(mipicToinamin Huia, 0,1 PAPMA" 2000" 3wmina 3anBHuKa /13 (MIBIM)
o)nponisijamoH mr/Mn no (BnacHvka peecTtpaujiiHoro
0 xnopuay 20 mn abo nocBiJYeHHs) (3rigHO Hakasy
MOHoOrigpat 50 mny MO3 Big 23.07.2015 Ne
chnakoHi 460). 3MiHn | TUny - 3MiHN
nosiMepHo woao
My 3 6e3nekn/edheKTMBHOCTI Ta
po3nunios thapmakoHarnsgy.
auem, rno BBegeHHA abo 3MiHM A0
100 mny y3araJlbHeHUx AaHux npo
chnakoHi cuctemy chapmakoHarnsgy
noniMepHo (BBEAEHHS y3araslbHEHNX
my; [aHuX Npo cuctemy
nol thapmakoHarnsgy, 3miHa
dhnakoHy B YNOBHOBaXeEHOT 0cobu,
KapTOHHIW BiANOBIAA/IbHOI 32
nauui 3[iliCHEHHS
thapmakoHarnsgy;

KOHTaKTHOI 0co6u 3
dhapmakoHarnsgy 3asaBHUKa
ANA 30iACHEHHS
hapmakoHarnsagy B Ykpaii,
SIKLL0 BOHA BiAMIHHA Bif
YNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a
3[iliCHEHHS
chapmakoHarnsgy
(BK/IHOYAKOYUMN KOHTAKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
yMOBHOBaXeHOT 0cobm
3asBHMKa, BiANOBIAAIbHOT
3a 3[iliCHEHHSA
hapmakoHarnsgy: Qitoua
pepakuis: CaBYeHKo
Haranis BitaniiBHa.
MponoHoBaHa pegakuis:
[asnposa OneHa
MukonaiBHa. 3miHa
KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6U
3asBHVKa, BigNOBiAaIbHOI
3a 3iiCHEeHHs
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
thapmakoHarnagy. 3miHa
Micus 34iiCHEHHS OCHOBHOT
LisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLie3HaxXoMKEHHS MacTep-
thaiina cuctemm
chapmakoHarnsgy Ta oro
Homepa.
16. | BAPATOH® ramipril paminpun CO09A Tabnetkun TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 3a He UA/18781/01/01
AO5 no 5 wr; "KyCyM" «KYCYM peecTpauiiiHux maTepiaiis: peyenmom nionsi2ae
no 14 DAPM», 3MiHn | Tuny -
TabneTok YkpaiHa AZMiHICTPaTWBHI 3MiHU.
y 6nicTepi, abo 3MiHa HaliMeHyBaHHS
no 2 a6o 6 TOB Ta/abo agpecy 3asBHMKa
6nicTepis «KYCYM», (BnacHvka peecTtpaujiiHoro
y YkpaiHa NocCBiAYEHHS)- 3MiHa
KapTOHHIi HallMeHyBaHHS 3asiBHUKa
ynakoBLi (BnacHvka peecTtpaujiiHoro

NocBiJYEHHST), 6€3 3MiHU
HOPUANYHOT 0CObN.
BBegeHHS 3MiH NpoTArom
12-Tn micauis nicna
3aTBEpMKEHHS. 3MiHK | Tuny
- AgMIHICTpaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS AiSANbHOCTI
BMpOGHUKa/iMnopTepa
roTOBOrO /liKapCbKOro
3aco0y, BkoYatoun
LinbHULI BUNYCKY cepii abo
MicLe NpoBeaeHHs
KOHTPO/THO AKOCTI.
(AisNbHICTb, 3a Ky
Bignosigae
BMPOGHMK/iMnopTep,
BK/IOUAOUM BUMYCK Cepilf).
3MiHa HalimeHyBaHHSA
BMPOGHMKa, 6e3 3MiHM Micus
BMPOGHULTBA. 3MiHU
BHECEHO B po3ain
"BrUpOGHVK" B iIHCTPYKL,it0
ONA MeauyHOro
3aCTOCYBaHHS Y 3B'A3KY 3i
3MiHOI Ha3BW BMPOGHMKA 3
TOB «I'MIEA®APM NTO» Ha
TOB «KYCYM» 6€e3 3MiHn
aApecu MicLis NPOBaIKEHHS
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Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
LisNbHOCTI Ta 3
BiANOBIAHUMW 3MiHaMK B
TEKCTi MapKyBaHHS
nepBuHHOI (n. 5) Ta
BTOPUHHOI (N. 11) ynakoBoK
nikapcbKoro 3acooby.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBEPMKEHHS.
17. | BAPATOH® ramipril paminpun CO09A TabneTtku TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 3a He UA/18781/01/02
AO5 no 10 wr, "KyCym™m" «KYCYM peecTpauiiHx MaTepiasis: peyenmom nionsieae
no 14 DAPM», 3MiHn | Tuny -
Tabnetok YkpaiHa AAMIHICTPaTUBHI 3MiHW.
y 6nicTepi, abo 3MiHa HaliMeHyBaHHS
no 2 a6o 6 TOB Ta/abo agpecy 3asBHMKA
6nictepis «KYCYM>», (BnacHvka peecTpaujiiHoro
y Ykpaina noceigyYeHHs)- 3MiHa
KapTOHHIi HalilMeHyBaHHS 3asiBHUKa
ynakoBLii (BnacHwvka peecTtpaujiiHoro

noceifyeHHs), 6e3 3MiHu
HOPUANYHOT 0CcobU.
BBegeHHS 3MiH NpOTAromM
12-tn micauis nicns
3aTBepPMKEHHSA. 3MiHu | Tuny
- AOMIHICTpaTUBHI 3MiHW.
3MiHa HalimeHyBaHHSA
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMpOGHUKa/imMnopTepa
rOTOBOrO /iKapCbKOro
3acoby, Bkoyatoun
OinbHWL BUNYycKy cepii abo
MicLie NpoBeAEeHHSA
KOHTPO/THO AKOCTI.
(aisnbHICTb, 3a AKy
Bignosigae
BUPOGHMK/IMNopTep,
BK/IOYA0UM BUMYCK CEPIlf).
3MiHa HalimeHyBaHHS
BUPOGHMKa, 6e3 3MiHW MicLsa
BMPOGHMLTBA. 3MiHK
BHECEHO B pO34iN
"BUPOBHUK" B IHCTPYKLLIO
015 MegNyHOro
3aCTOCYyBaHHSA Yy 3B'A3KY 3i
3MiHOI0 Ha3BM BUPOGHMKA 3
TOB «MEA®APM NTA» Ha
TOB «KYCYM>» 6€3 3MiHu
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
afpecun MicLis NPOBaKEHHS
AisNbHOCTI Ta 3
BiANOBIiAHMMM 3MiHAMK B
TEKCTi MapKyBaHHS
nepBuHHOI (N. 5) Ta
BTOPUWHHOI (N. 11) ynakoBoK
nikapcbKkoro 3acoby.
BBefieHHs 3MiH NpoTArom
12-Tn MicsiyiB nicnsa
3aTBEPAKEHHS.
18. | BAPBITOH vinpocetin | BiHMOUETVH NO6B TabneTkn MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 3a He UA/3218/01/01
e X18 no 0,005 r akKujioHepHe akujioHepHe peecTpauiiHux maTepiaiis: peyenmom nionsizae
no 10 TOBapUCTBO TOBapUCTBO 3MiHu | TUNYy - 3MiHK Woa0
TabneTok "Nlekxim- "Nlekxim- 6e3nekn/edeKTMBHOCTI Ta
y 6nicTepi; XapkiB" Xapkis" thapmakoHarnagy (iHwi
no 3 abo5 3MiHuM). 3MiHMN BHECEHO B
6nicTepis IHCTPYKLi0 ANS MenyHOro
B mau; 3aCTOCYBaHHS NiKapCcbKoro
no 10 3acoby B po3ginv
TabneTtok "MpoTunokasaHHsa",
y 6nicTepi; "Oco6nmnBoCTi
no 50 a6o 3acTocyBaHHs",
100 "3acTocyBaHHA y nepiog
6nicTepis BariTHoCTi abo rogyBaHHs
B nauLi rpyaar”, "3aaTHicTb
BN/IMBATY Ha LIBWAKICTb
peakujii npy KepyBaHHi
aBTOTPaHCNoOpTOM abo
iHWKMK MexaHi3mammn”,
"Aitn", "MNepenosyBaHHs",
"Mo6iyHI peakuii" Bi4NOBIAHO
[0 OHOB/EHOI iHdhopMmaLi 3
6e3nekn 3acTocyBaHHs
Lit040T pevyoBuHN
nikapcbkoro 3acoby. TepmiH
BBEJEHHS 3MiH - NPOTArom 6
MicALIB Nicia 3aTBepKEHHS
19. | BIOBEH Immunogl| iMyHOrno6yniH | JO6BA | po3suuH TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 3a UA/14526/01/02
obulins, NIOAVHN 02 ans "BIO®PAPMA "BIO®APMA peecTpaujiiiHux maTepiaiis: peyenmom
normal HOpMaU1bHWiA iHpy3iii 10 MNA3MA" MNA3MA", 3MiHu | TUnNY - 3MiHK 3
human, for %; no 50 YkpaiHa AKOCTI. [O0TOBWIA NikapCbKuii
intravascul M abo (BMpPOGHMLT 3aci6. KoHTposnb rotoBoro
ar adm. 100 mny BO, nikapcbKoro 3acoby. 3miHa y
chnakoHi; nepBrHHe Ta mMeToAax BUNPO6yBaHHSA
no 1l BTOPVHHE roTOBOrO /iKapCbKOro
dhnakoHy B nakyBaHHS, 3aco6y (iHLWi 3MiHK Y
nauui 3 KOHTPOJ1b MeToJax BUNpobyBaHb
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
KapToHy AKOCTI, (BKKOYAOUM 3aMiHy a60
BUNYCK [0NOBHEHHS)) OHOB/IEHHSA
cepii) MeToAy BUNpobyBaHHsA
nokasHuka skocTi «Cknag,

6inkiB», a came
TpaauUiiHNiA 30HaNbHWIA
enekTpogopes Ha niBkax 3
auerary Lesonosm
3aMiHEHO Ha 30HaJ1bHUI
enekTpogopes B
arapo3HoMy refi.
MpuBefeHHA KpuTepio
NPUAHATHOCTI NOKa3HUKa
«Cknag, 6inkis» y
BiANOBIAHICTb A0
hopMy IOBaHHS,
HaBefeHoro y MoHorpadil
LoY/Ph. Eur. 0918.
CynyTHS 3MiHa - 3MiHN 3
akocTi. A®l. KoHTponb AdI.
3miHa y meToAax
BMNpobyBaHHA A®Il abo
BUXifHOIO
Marepiasy/MpoMiXXHOro
npoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y
npoueci BupobHuutea AdI
(iHWi 3miHW y MeTofax
BUNpoOGYBaHHSA (BK/IHOYaOUM
3amiHy ab0 JOMOBHEHHS)
A®| abo
BWXiAHOr0/MPOMIXHOro
npoayKTy) OHOBEHHS
MeToAy BUNPOGYBaHHS
nokasHuka sikocTi «Cknag
6inKiB» AN PO3UNHY
iMyHOrno6yniHy nognHn
10%, a came TpaguLiiHuii

Ha nniBkax 3 auerary
LLeNt0/1031 3aMiHEHO Ha

araposHomy reni.
3MiHn | TUnY - 3MiHK 3

30HasIbHWIA enekTpochopes

30HasIbHMIA enekTpodopes B

AKOCTi. [0TOBWIA NikapCbKuii
3aci6. KOHTpO/b roTOBOrO
nikapcbKoro 3acoby. 3miHa y

MeTofjax BUNPOGYyBaHHS
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

rOTOBOrO /iKapCbKOro
3aco6y (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPO6YBaHHS) 3MiHW 10
mMeToAy BMUNpobyBaHHA 3a
NOKa3HNKOM «3arasibHui
6iN10K», & caMe YTOYHEHHS
(haKTUYHO 3aCTOCOBYBAHOI
npoueaypu Ta npruBefeHHs
aHaniTMYHOT AOKyMeHTaUiT y
BiANOBIAHICTb 40 BUMOT
[OoY/Ph. Eur. i peanbHoi
nabopaTopHOT NPaKTUKN
KOHTPOJIO SIKOCTi. BHECEHHSsA
YTOYHEHHS W00
3acTocyBaHHs in-house
MEeTOAY Ha OCHOBI
pekomeHgauiii AdY/Ph. Eur.
2.5.33, meTog, 7 meToamka A
Ta APY/Ph. Eur. 2.5.9
3aMiCTb NOCUIAHHA Ha
OoY/Ph. Eur. 259 Ta
A®Y/Ph. Eur. 2.5.33, meTop,
7. CynyTHS 3MiHa - 3MiHu 3
AKOCTi. A®I. KoHTponb AdL.
3MiHa y meTogax
BMNpobyBaHHA A®| abo
BUXiAHOIO
MaTepiasny/npoMiXHOro
npoAyKTy/pearenTy, Lo
BUKOPUCTOBYETLCA Y
npoueci BupobHuutea APl
(He3HauHi 3MiHn y
3aTBEPAKEHNX METOAAX
BMNPOO6YBaHHA) 3MiHM [0
MeToAy BUNPOOyBaHHSA 3a
NOKa3HWKOM «3arasibHuii
6iNOK» 4719 PO3UUHY
iMyHOr106yniHy NoAVHA
10%, a came yTOYHEeHHs
(haKTUYHO 3aCTOCOBYBAHOI
npoueaypu Ta npruBefeHHs
aHaniTMYHOT AOKyMeHTaUiT y
BiANOBIAHICTb 40 BUMOT
OoY/Ph. Eur. i peanbHoi
nabopaTopHOT NPaKTUKN
KOHTPOJIO SIKOCTi. BHECEHHSA
YTOYHEHHS 00
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

3acTocyBaHHs in-house
MEeTOAY Ha OCHOBI
pekomeHgauiii AdY/Ph. Eur.
2.5.33, meTog, 7 meToamka A
Ta APY/Ph. Eur. 2.5.9
3aMiCTb NOCUIAHHA Ha
OoY/Ph. Eur. 259 Ta
A®Y/Ph. Eur. 2.5.33, meTop,
7. 3MiHn | TURY - 3MiHK 3
SKoCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposb rotoBoro
nikapcbkoro 3aco6y. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX
rOTOBOrO /iKapCbKOro
3aco0y (BMyYeHHN
He3Ha4HOro nokKasHuka
(Hanpwvknag 3actapinoro
MoKa3HWKa, Takoro K 3anax
Ta cmak, abo igeHTudikauisn
6apBHYKIB YN CMaKOBMX
[o06aBok)) BunyyeHHs
MeTO/y KOHTPOJIIO 3a
nokasHukom "MiporeHn”
BiANoBigHO 40 BUMOr
npuHumny 3R (Replace —
3amiHa, Reduce —
ckopoyeHHsi, Refine —
BLIOCKOHa/IEHHS) Ta
€Bponeiicbkoi Papmakonei.
CynyTHS 3MiHa - 3MiHN 3
AKocTi. FOTOBUIA Nikapcbkuii
3aci6. KoHTposnb rotoBoro
nikapcbKoro 3acoby. 3miHa y
mMeTofax BUNPO6yBaHHSA
rOTOBOrO /iKapCbKOro
3acoby (He3HauyHa 3MiHa 'y
3aTBEPMKEHNX MeTofax
BMNpoGyBaHHSA) BHeCeHHS
3MiH y cneuudpikauito 13 3a
noKasHUKOM «BakTepiaibHi
€HA0TOKCUHWN», BU3HAYEHHS
AKOro 34iNCHI0ETLCS
XPOMOT€HHUM KiIHETUYHUM
meTogom (meTog D,
O®Y/Ph. Eur. 2.6.14), a
came-BUIy4YeHHS OnnMcoBoi

yacTMHU meTogy. OckKifibku
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3a3HayeHuii meTog,
KOHTPOJO AKOCTi €
KOMMNEeHAia/IbHUM, BiH He
noTpebye feTasnbHOro onucy
B MaTepiasiax po3giny
3.2.P.5.2 peecTtpauijitHoro
[0CbE.
MKS (Bepcist 0003)
20. | BIOBEH Immunogl| iMyHorno6yniH | JO6BA | po3uuH TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 3a UA/14526/01/01
MOHO® obulins, NI0AVHN 02 ans "BIO®PAPMA "BIO®APMA peecTpauiiiHux maTepiaiis: peuyenmom
normal HOPMaU1bHWi iHpy3in 5 MNA3MA" MNA3SMA", 3MiHn | TUnY - 3MiHn 3
human, for %; no 50 YkpaiHa AKocTi. [0TOBWIA NikapCbKuii
intravascul M abo no (BUpOBHULT 3aci6. Cuctema
ar adm. 100 mny BO, KOHTeliHep/3aKynopoBasibH1
chnakoHi; nepBuUHHe Ta 1 3aci6 (iHWi 3MiHK) 3miHa
no 1 BTOPVHHE Ha3BW BUPOGHMKa AN
pNakoHy y nakyBaHHs, CKAAHMX dhnakoHis Tun 1l 3
nauuij 3 KOHTPO/Tb Bormioli Pharma S.p.A.,
KapToHy AKOCTI, ITania Ha Gerresheimer
BMMYCK Moulded Glass ltaly S.r.1.,
cepii) ITanis.

3MiHu | TUnNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapCbKuii
3aci6. KoHTposnb rotosoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaui
Ta/abo [oMyCTUMUX MeX
roTOBOrO /iKapCbKOoro
3aco6y (BU/TyUYEHHSI
He3Ha4yHOro NokKasHvka
(Hanpuknapg, 3actapinoro
noKasHuKa, Takoro sik 3anax
Ta cmak, abo igeHTudikayis
6apBHYIKIB Y/ CMaKOBUX
[06aBoK)) BunyyeHHs
MeToAy KOHTPO/IIO 3a
nokasHukom "riporeHn"
BiANOBIAHO A0 BMMOT
npuHumny 3R (Replace —
3amiHa, Reduce —
CckopoueHHsi, Refine —
BAJOCKOHaJIeHHS) Ta
€Bponeiicbkoi ®apmakonei
CynyTHSA 3MiHa - 3MiHK 3
AKocTi. [oTOBWIA NikapCbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHs
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

rOTOBOrO /iKapCbKOro
3aco6y (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUMPOBYBaHHS) - BunyyeHHs
OMM1COBOI YaCTUHU MeToay
AN NOKa3HUKa AKOCTI
«BbakTepianbHi
€HIOTOKCUHM». 3MiHu | Tuny
- 3MiHK 3 aKocCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOrO
nikapcbKoro 3acoby
(He3HauHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNpo6yBaHHA) 3miHa [0
mMeToAdy BUNPOOyBaHHSA 3a
NOKa3HWKOM «3arasibHuii
6iNoK», a cCaMe YTOYHEHHSA
haKTU4YHO 3aCTOCOBYBaHOI
npoueaypu Ta npuBeAeHHs
aHanNiTUYHOI AOKyMeHTaLii y
BigNOBIAHICTb 40 BUMOT
[OoY/Ph. Eur. i peanbHoi
nabopaTopHOT NPaKTUKN
KOHTPOJIH0 AKOCTi. BHeceHHs
YTOYHEHHS W00
3acTocyBaHHs in-house
MeToAy Ha OCHOBI
pekomeHgauiii AdY/Ph. Eur.
2.5.33, meTog 7 meToamka A
Ta A®Y/Ph. Eur. 2.5.9
3aMiCTb NOCUIAHHA Ha
O®Y/Ph. Eur. 2.5.9 Ta
LoY/Ph. Eur. 2.5.33, meTop,
7. CynyTHA 3MiHa -- 3MiHV 3
akocTi. A®l. KoHTponb AdI.
3miHa y meToAax
BMNpobyBaHHA A®I| abo
BUXifHOIO
Marepiasy/MpoMiXXHOro
npoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y
npoueci BupobHuutea AdI
(He3HauHi 3miHn y
3aTBEPAKEHNX METOAAX
BMNPOOGYBaHHS) - 3MiHa A0
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

MeToay BUNPOOyBaHHS 3a
NOKa3HWKOM «3arasibHui
6isTOK» 4719 PO3UUHY
iMyHOrno6ynivy noguHu 5%,
a caMe YTOYHEHHS
haKTU4YHO 3aCTOCOBYBaHOI
npoueaypu Ta npruBeaeHHs
aHanNiTUYHOI AOKyMeHTaLii y
BigNOBIAHICTb 40 BUMOT
[OoY/Ph. Eur. i peanbHoi
nabopaTopHOT NPaKTUKN
KOHTPOJIH0 AKOCTi. BHeceHHs
YTOYHEHHS W00
3acTocyBaHHS in-house
MeToAy Ha OCHOBI
pekomeHgauii AdY/Ph. Eur.
2.5.33, meTog 7 meToamka A
Ta A®Y/Ph. Eur. 2.5.9
3aMiCTb NOCUIAHHA Ha
L®Y/Ph. Eur. 2.5.9 Ta
LoY/Ph. Eur. 2.5.33, meTop,
7. 3MiHn | TUNY - 3MiHK 3
AKocTi. FOTOBUMIA Nikapcbkuii
3aci6. KoHTposnb rotoBoro
nikapcbKoro 3acoby. 3miHa y
mMeTofax BUNPO6yBaHHSA
rOTOBOrO /iKapCbKOro
3aco06y (iHLWWi 3MiHN Y
mMeTojax BUnpobysBaHb
(BKTtOvatouM 3amiHy abo
[0MoBHEHHS)) OHOBNEHHSA
MeToAy BUNpobyBaHH:A
nokasHuka skocTi «Cknag,
6inkiB», a came
TpaauUiiHnii 30HaNbHWA
enekTpodhopes Ha niBkax 3
auerary Lenonosmn
3aMiHEHO Ha 30HasIbHUI
enekTpochopes B
araposHomy reni.
MpvBeaeHHs kpuTepito
NPWIAHATHOCTI NOKa3HUKa
«Cknag, 6inkis» y
BIANOBIAHICTb A0
hopmMy oBaHHS,
HaBeAeHoro y MoHorpadii
L®Y/Ph. Eur. 0918.
CynyTHS1 3MiHa -- 3MiHK 3
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

AKOCTi. A®I. KoHTponb AdL.
3MiHa y meTogax
BMNpobyBaHHA A®I| abo
BUXiAHOIO
MaTepiasny/npoMiXHOro
npoayKTy/pearenty, Lo
BUKOPUCTOBYETLCA Y
npoueci BupobHuutea API
(iHWi 3MiHM y MeTogax
BMNPOB6YBaHHS (BK/ItOYa0UM
3amiHy abo [JOMNOBHEHHS)
Adl abo
BVXiZAHOr0/NPOMIXHOro
npoaykTy) - OHOBNEHHSA
MeToZy BUNPO6YBaHHSA
nokasHuka skocTi «Cknag,
6inkiB» Ans
Hepo3dacoBaHOro NPOAYKTY
(po3uuH imyHOrnobyniHy
NOANHN ONs
BHYTPILLHHOBEHHOTO
BBeJEHHS 5%), a came
TpaguUiiHnii 30HaNbHWA
enekTpodhopes Ha nniBkax 3
auerary Lenonosmn
3aMiHEHO Ha 30HasIbHUI
enekTpochopes B
araposHomy reni.
MpvBeaeHHs kpuTepito
NPWAHATHOCTI NOKa3HUKa
«Cknag, 6inkis» y
BIANOBIAHICTb A0
hopmMy oBaHHS,
HaBeAeHoro y MoHorpadii
A®Y/Ph. Eur. 0918. MNpoekt
MKH (Bepcis eCTD 0006)

21.

B/IOKMAKC
PAMIA,

ibuprofen

i6ynpodheHy
Ni3vH

MO1A
EO1

Tabnetkun,
BKPUTI
NNiBKOBOIO
060/10HKO
10, No 684
mr; no 10
TabneTtok
y 6nicTepi,
no 1 a6o 2
6nictepu y
KapTOHHIi
Kopo6ui

AJIKANOIL,
A/, Ckon'e

Pecny6nik
a MiBHivyHa
MakefoHist

ANKANOIL
A[, Ckon'e

Pecny6nika
MiBHi4YHa
MakefoHis

BHECEHHSA 3MiH [0
peecTpauiiHx MaTepiasis:
3MmiHu | TUnY - 3MiHK 3
sIKoCTi. FOTOBWIA NikapCbKuii
3aCi6. 3MiHVN Y BUPOOHULITBI.
3MiHa po3mipy cepil
(BK/KOYALOUM fiana3oH
po3Mipy cepii) roToBOro
nikapcbKoro 3acoby
(36inbLeHHs fo 10 pasis
NOPIBHSIHO i3 3aTBEPIKEHUM
PO3MipOM) - BeEHHS

bes
peyenma

UA/17954/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
[0aTKOBOro po3mipy cepil
815 000 kr a6o 1 000 000
TabneToK B AONOBHEHHS [0
BXe 3aTBepKeHOro po3mipy
cepiii 81 500 kr a6o 100 000
Tabnetok Ta 366 750 kr abo
450 000 TabneTtok ons
BMpO6HMLUTBA 13
22. | BEKTUBIKC panitumu naHiTymymat LO1FE | koHUeHTpa AmMIKeH HigepnaH | MapkyBaHHs | Higepnangn BHECEHHS 3MiH 0 3a UA/10806/01/01
mab 02 T AnA €spona b.B. an , BTOPUHHE / peecTpauiiiHux maTepiaiis: peuyenmom
pO3YnHYy nakyBaHHs CLWA 3MiHn | TURY - 3MiHK LWoAao
ans Ta BMNycK 6e3nekn/edeKTMBHOCTI Ta
iHdy3ilA, cepii: thapmakoHarnagy.
20 mr/mn; AMIXKeH BeefeHHs abo 3MiHn fo
no5mny €spona y3ara/ibHeHUX JaHnx npo
hNaKoHi; B.B., cuctemy thapmakoHarnsgy
nol Higepnangn (BBEAEHHSA Y3araslbHEHUX
donakoHy B ; AaHux Npo cuctemy
KapTOHHIl Brvpo6bHuuTB thapmakoHarnagy, 3miHa
Kopoo6uLi 0, NepBuHHEe YNOBHOBaXEHOI 0co6M,
nakyBaHHs: BiANOBiAa/IbHOI 32
AMXeEH 3AiicHeHHA
MaHydakTy hapmakoHarnsgy;
piHr flimiteq, KOHTaKTHOT 0cobu 3
NnNnc, CWA thapMakoHarnagy 3asBHuKa

ONs1 30iNCHEHHSA
hapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXXEHOT 0co6U,
BiANOBiAa/IbHOI 32
3[iiCHEHHS
hapmakoHarnisgy
(BK/THOYAKOYM KOHTAKTHI JaHi)
Ta/ab0o 3MiHN Y PO3MILLLEHHI
MacTep-haina cuctemm
hapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
yMOBHOBaXeHOT 0co6bm
3asBHYKA, BignoBiAa/IbHOI
3a (papmakoHarnsg. 3MiHa
KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBIAANbLHOI 32
thapmakoHarnsg B Ykpaii.
3MiHa MicLle3Hax0omKEHHS
macTep-chaiina cuctemm
thapmakoHarnsagy. 3miHa
Micus 3AiiCHEHHS OCHOBHOI
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
LisNbHOCTI 3
dhapmakoHarnsgy.
23. | BEPOHA - eKCTpakT A16A Kancynu, XepbioH MakunctaH XepbioH MaknctaH BHECEHHS 3MiH 0 6e3 UA/9023/01/01
Aakipuis X no 20 a6o MaknctaH MaknctaH peecTpauiiiHux maTepiaiis: peyenma
CMaHKnX 60 kancyn MpaiseT MpaiiseT 3MiHn | TURY - 3MiHK WoAao
n04iB Cyxoro y th1akoHi; Nimiten Nimiten 6e3nekn/edeKTMBHOCTI Ta
(Tribulus nol hapmakoHarnagy (iHwi
terrestris); poNakoHy y 3MiHW). OHOB/IEHHSI TEKCTY
eKCTpaKT KapTOHHIi MapKyBaHHS ynakoBKu
BiTaHil Kopobui niKkapcbKoro 3acooby,
CHOZiiHOT 30Kpema BHECEHHS
KOPIHHSA pefakuifiHuX NpaBokK no
cyxoro TEKCTY Ta YTOUHEeHHSA
(Withania norotuny. TepmiH BBeAEHHSA
Somnifera); 3MiH npoTarom 3 micsLiB
eKCTpakT nicns 3aTBepKeHHs
MYKYHU
neky4vor
HaCiHHSA
Cyxoro
(Mukuna
Pruriens);
eKCcTpakT
apripei
Kpacusoi
HaCiHHSA
Cyxoro
(Argyreia
speciosa)
24. | BIATPA® sildenafil cungeHadiny G04B Tabnetku, Biatpic CWA dapeBa PpaHuin BHECEHHS 3MiH 0 3a UA/0313/01/02
unTpat EO3 BKPUTI CnewenTi Ambya3s peecTpaujiiiHux maTepianis: peuyenmom
N/1iBKOBOIO nnc 3MiHn | Tuny -
060/10HKO ALMIHICTpaTUBHI 3MiHW.
10, no 50 3MiHa HaliMeHyBaHHS
mr; no 1 Ta/abo agpecu micus
abo no 4 NPOBaPKEHHA AiS/IbHOCTI
TabneTtku BMPOGHMKa (BKIKOYaKouK, 3a
y 6nicTepi; Heob6XigAHOCTI, Micue
no 1l NpPOoBeAeHHS KOHTPOO
6nictepy B SIKOCTI), 260 BfiacHuKa
KapTOHHIi macTtep-aiina Ha Adl, abo
Kopoo6Li noctavasnibHuKa

Adl/BnxigHoro
MaTepiany/peareHTy/Mpomix
HOro NPOAyKTY, L0
3aCTOCOBYHOTLCA Y
BMPO6HMLTBI ADI (sKLLIO
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

3a3HayeHo y AOCbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei 'y
3aTBEpPMKEHOMY [JOCbE, abo
BMPOOHUKA HOBOI
[0MOMIDKHOT peYOBUHN
(AKLLLO 3a3HAYEHO Y A0CHE)
3MiHa agpecy BUPOGHUKa
BUXifHOI cupoBunHN UK-143,
108 (wnsx 2 i 3) Megafine
Pharma (P) Ltd , India.
3arBepmkeHo: Plot No.31 to
35 & 48 to 51/201,
Lakmapur Tal. Dindori
Nashik-422 202 India.
3anponoHoBaHo: Plot No.1
to 5, 31 to 35, 48 to 51, 26 &
K/201, Lakmapur Tal.
Dindori Nashik-422 202
India. ®akTuuHe
MicL,epo3TaLlyBaHHs
3aMwaeTbes 63 3MiH.
3MiHu | Tuny -
ALMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AiSSIbHOCTI
BMPOGHMKa (BK/O4aouH, 3a
HeobxigHoCTi, Micue
NPOBeAEHHS KOHTPOSO
AKOCTi), @60 BnacHvka
MacTep-chaiina Ha A®l, abo
nocravasnibHuKa
Adl/BnxigHoro
MaTepiany/peareHTy/npomix
HOro NPoAyKTY, LU0
3aCTOCOBYHOTLCA Y
BUPOOHULTBI ADI (AKLW0
3a3HayeHo y oCbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelichkiit
hapmakonei 'y
3aTBEpPMXEHOMY [OCbE, abo
BMPOGHMKA HOBOI
[L0MOMIDKHOT PEYOBUHM
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n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
(AKLW0 3a3HaYeHo Y A0CbE)

3MiHa Has3Bu
a/IbTEPHATUBHOIO
BMPOBGHMKA BUXiIAHOT
cuposuHn UK-143, 108
(wnsax 2 i 3) 3 Euticals SAS
(Zone industrielle de Laville,
Bon Encontre, 47240,
®paHuin) Ha Curia France
SAS Ta BignoBigHi
OHOBJ/IEHHSA Y PO3ini
«3.2.S.2.3 KoHTpOsb
MaTepianiB»
peecTpavuiiHoro fochE.
Appeca 3amwaeTbea 6e3
3MiH. 3MiHu | TUNY -
ALMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEHHS AISSIbHOCTI
BMPOGHMKa (BK/O4aouH, 3a
HeobxigHoCTi, Micue
NpoBefEHHS KOHTPO/O
AKOCTi), @60 BnacHvka
MacTep-haiina Ha A®l, abo
nocTavasnbHvKa
Adl/BnxigHoro
MaTepiany/peareHTy/npomix
HOro NPoAyKTY, LU0
3aCTOCOBYHOTLCA Y
BUPOOHULTBI ADI (AKLW0
3a3HayeHo y JoCbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelichkiit
hapmakonei y
3aTBEpPMXEHOMY [OCbE, abo
BMPOGHMKA HOBOI
[O0MOMIXHOT pEYOBUHU
(AKLW0 3a3HaYeHo Y A0CbE)
3MmiHa agpecu micua
NPOBaKEHHS AiSNbHOCTI
BMPOGHMKA BUXiIAHOT
peyoBunHn UK-84, 443-01
(Route 3 and Route 4) -
Megafine Pharma (P) Ltd.,
India. 3aTBepmxeHo: Plot

No0.31 to 35 & 48 to 51/201,
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Lakmapur Tal. Dindori
Nashik-422 202 India.
3anponoHoBaHo: Plot No.1
to 5, 31 to 35, 48 to 51, 26 &
K/201, Lakmapur Tal.
Dindori Nashik-422 202
India. ®akTuuHe
posTaLlyBaHHSA BUPOGHWYOT
OiNbHUL He 3MiHMocS.
3MiHu | Tuny -
ALMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaPKEHHS AISSIbHOCTI
BMPOGHMKa (BK/IO4aKouH, 3a
HeobxigHoCTi, Micue
NpoBeLEHHS KOHTPO/O
AKOCTi), ab0 BnacHvka
MacTep-chaiina Ha A®l, abo
nocTavasnbHvKa
Adl/BnxigHoro
MaTepiany/peareHTy/npomix
HOro NPoAyKTY, LU0
3aCTOCOBYIOTLCA Y
BUPOOHULTBI ADI (AKLW0
3a3HayeHo y [0CbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata
BiZiNOBIAHOCTI E€Bponelichkit
hapmakonei y
3aTBEpPMXEHOMY [OCbE, abo
BMPOGHMWKA HOBOI
[0MOMIXHOT pEYOBUHU
(AKLW0 3a3HaYeHOo Y A0CbE)
3MiHa HaliMeHyBaHHS Ta
afipecun MicLs NPOBaKEHHS
[iSNbHOCTI BUPOBHUKA
L0401 PeYOBUHN.
3aTtBeppxeHo: Pfizer Ireland
Pharmaceuticals
Ringaskiddy API Plant P.O.
Box 140 Ringaskiddy
County Cork Ireland.
3anponoHoBaHo: Pfizer
Ireland Pharmaceuticals
Unlimited Company
Ringaskiddy API Plant
Ringaskiddy County Cork




Brpo6HMUTBO. 3MiHa
BUPOGHMKa
BWXiAHOr0/MPOMIXHOro
npoayKTy/pearenty, Lo
BUKOPWUCTOBYHOTHLCS Y
BMPOGHMYOMY npotieci AdI,
ab0 3miHa BUpOGHYMKa
(BKOYatoum, ae HeobxigHo,
MicLe NpoBeAeHHs
KOHTpOsIto sikocTi) AdI (3a
BiCYTHOCTI cepTudpikata
BiZiNOBIAHOCTI E€BpoONeichkit
hapmakonei y
3aTBEPAKEHOMY [OCHE)
(3anponoHoBaHwuit BUPOBHUK
Ha/IeXuTb A0 Tiel camoi
BMPOBHUYOT rpynu
niANPUEMCTB, O i
3aTBepMXeHWIA) BBeaeHHs
aflbTepHaTUBHOIO
BMpOo6HUKa Pfizer Asia
Manufacturing Pte Ltd,
CiHranyp ans gito4oi
peyoBuHN cungeradiny
uutpart. 3MiHu | TUny - 3MiHK
3 AkocTi. APl BupobHMUTBO.
3MiHa BUPOGHMKa
BUWXiAHOr0/MPOMiXXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMYOMY npoteci AdI,
a60 3MiHa BUpPOGHMKa
(BKnoOUatoum, ae HeobxigHo,
MicLie NpoBeAEeHHSA
KOHTPO/I0 AKOCTi) AP (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y
3aTBEPAKEHOMY [OCHE)
(3miHn po 3axogis,
MOB'A3aHNX 3 KOHTPONEM
A®l, abo gofasaHHA
AiNbHULI, fe NPOBOAUTLCS
KOHTPONb/BUNPOGYBaHHSA
cepii) BBegeHHs

a/lbTepHaTnUBHOIO
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3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
P43 X336 Ireland. 3miHn |
IRy - 3MiHu 3 skocTi. AdI.
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BMpOGHUWKa Pfizer Asia
Manufacturing Pte Ltd,
CiHranyp BignoBigasbLHOro
3a KOHTPO/Ib SIKOCTi Ta
BUMNYCK cepii Aitoyoi
peyoBuHN cungeHadiny
uuTpat. 3MiHu | Tuny - 3MiHu
3 AKocTi. A®l. Bupo6HMLTBO.
3MiHM B mpoveci
BMpo6GHULTBA API
(He3HauyHa 3MiHa y npoueci
BMPOGHMLUTBA ADI) HesHauHi
3MiHW Y BUPOGHUYOMY
npoteci A®| ana suganeHHs
NOCWNaHHSA y [OCbE LOA0
BUKOPVICTaHHSA BifHOBNEHUX
PO3UYMHHVKIB 3i 3MiLLIAHNX
NPOLIECHMX MOTOKIB. 3MiHu |
TMNy - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y
napameTpax cneuudikauii
Ta/abo fonycTMMUX Mex,
BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BUKOPWUCTOBYHOTBLCSA Y
npoueci BupobHuuTea AdI
(BUNYYEHHS HE3HAYHOTO
nokasHuKa AKoCTi
(Hanpvknag BUNYyYeHHN
3acTapifioro NokasHuka))
BunyyeHHs He3HauHOro
rokasHuka sKocTi ana
PO3YMHHMKA TONYEH , L0
BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTea AdI.
3MiHn | TUNY - 3MiHK 3
akocTi. A®l. KoHTposnb AdI.
3MiHa y napameTpax
cneumdikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikalisix Ha A®l, abo
BUXIigHWIA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYHOTLCS Y

npoueci Bupo6bHuutea AdI
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(BMNYyYEHHSI HE3HAYHOTO
nokKasHuka siKocTi
(Hanpvknag BUIyYeHHSN
3acTapifioro NokasHuka))
BunyyeHHs He3HavyHoro
rokasHuka sKocTi Ans
PO34MHHYKKA 2-6yTaHOH, L0
BMKOPUCTOBYETLCA Y
npoteci Bupo6Huutea AdI.
3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb AdI.
3miHa y meTodax
BMNpobyBaHHA A®I| abo
BUXifHOIO
Marepiasy/mpoMiXXHOro
npoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y
npoueci BupobHuutea AdI
(He3HauHi 3miHn y
3aTBEPMKEHNX MeTofax
BMNpo6yBaHHsA) HesHauHi
3MiHW 0 aHaNiTUYHOI
npoueaypu Test Method:
TM-0932A - Determination
of Identity, Potency and
Purity of Sildenafil Citrate By
HPLC. 3okpema BHeCEeHHsA
YTOYHEHb LLIOAO PO3PaxyHKy
BMICTY OMILLIOK, chopmynn
po3paxyHKy
HeigeHTuikoBaHnx
[LOMILLOK Ta BHECEHHS
YTOYHEHb [0 dhopmynn
po3paxyHKy BMICTY
iHAVBIAYabHUX AOMILLOK 3a
BUK/OYEHHAM AOMiLLKu D.
3MiHu | TUnNY - 3MiHK 3
akocTi. A®l. KoHTponb AdI.
3miHa y meToAax
BMNpobyBaHHA A®I| abo
BUXifHOIO
Marepiasy/MpoMiXXHOro
npoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y
npoueci BupobHuutea AdI
(iHWi 3miHW y MeTofax
BUNpoOGYBaHHSA (BK/IHOYaOUM
3amiHy ab0 AOMOBHEHHS)
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A®| abo
BWXiHOr0/MPOMIXHOro
NpoAayKTy) OHOBEHHS

aHaniTM4HoI npoueaypu Ans
mMeToAy BUNpobyBaHHsA
BU3HAYEHHSA PO3Mipy
yacTuHok P47.95, akuii
BUKOPUCTOBYETLCA Y
BVMPOGHMYOMY NpoLeci
LitoY0i peqyoBuHN Ha
AinbHuui Ringaskiddy API,
06 BKIKOUUTY
MoZepHi3oBaHe 061afHaHHsA
Malvern Mastersizer 3000 Ta
OHOBWTK BiAMNOBIAHI
npoueaypHi iIHCTPYKLi.
3MiHn | TUNY - 3MiHK 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKynopoBasibHN
71 3aci6. 3miHa y
6e3nocepeHiin ynakosLi
A®I (sKicHi Ta/abo KinbKicHi
3MiHV cknady) 3miHa onucy
AKICHOro cknagy
6e3nocepeHbOl YyNnakoBKu
LiH040i pevyoBuHN
cungeHadiny uutpart, a
cave fofaBaHHSA
iHchopmauii wopo
ocywyBaya (cusikareno) y
NakyHOK MiX BHYTPILLUHbOO
Ta 30BHILLHbLOI YacTVHaMM
YNaKoBKM Yy 3B’A3KY 3
BUPOBHNYOI HEOBXIAHICTIO.
3MiHn | TUnY - 3MiHK 3
akocTi. A®l. KoHTposnb AdI.
3miHa y meTogax
BMNpobyBaHHA APl abo

BUXiAHOIO
MaTepiasny/npoMiXHOro
npoAayKTy/peareHTy, LWo

BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl
(iHWi 3MiHM y MeTogax
BMNPOGYBaHHSA (BK/THOYaKOUM
3aMiHy abo [OMNOBHEHHS)

Ad| abo
BVXiAHOrO/NPOMiXXHOro
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npoaykTy) JoaasaHHs
MeToAy KOHTPOSI0
BU3HAYEHHSA PO3Mipy
YacTuHoK (TM-9420A) ans
aKTMBHOI pevyoBUHU
CungeHadin uutpar
BMpo6HUUTBa Pfizer Asia
Manufacturing Pte Ltd,
CiHranyp. 3miHu | Tuny -
3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro
3aco6y (iHLi 3MiHKn)
Mepeknapg 3aTBEpIXKEHNX
MeTopjiB KOHTPO/IIO SKOCTI 3
pocilicbkoi MOBY Ha
YKpaiHCbKy MOBY BifinoBigHO
no sumor Hakasy MO3
Ne1528 Big 27 yepsHA 2019
POKY 3rigHO SIKOro HEO6XiAHO
HajaBat JOKYMEHTN
YKpPaiHCLKOIO Yun
aHrnilicbkoo MoBaMM.
npoekt MKA /13 (eCTD
Bepcis 0001)
25. | BIATPA® sildenafil cungeHadiny G04B Tabnetkn, Biatpic CLIA dapeBa PpaHuis BHECEHHS 3MiH [0 3a UA/0313/01/03
unTpat EO3 BKpUTI CrewenTi Ambya3 peecTpauiiiHux maTepiaiis: peyenmom
NAiBKOBOO nnc 3MiHu | TNy -
060/10HKO ALMIHICTPaTWBHI 3MiHW.
10, no 100 3MiHa HalimeHyBaHHS
Mr; 1o 1, Ta/abo agpecu micus
abo no 2 NPOBaKEHHS AiSANbHOCTI
Tabnetkun BMPOGHMKa (BK/O4aouH, 3a
y 6nicTepi; Heob6XiAHOCTI, Micue
nol NpoBeAeHHA KOHTPOH
6nictepy B AKOCTi), abo BnacHvka
KapTOHHIl MacTep-haiina Ha A®l, abo
KOpoo6L; nocTavasnbHvKa
no 4 Adl/BnxigHoro
TabneTtku mMaTtepiany/peareHTy/npomix
y 6nicTepi; HOro NPOAYKTY, WO
no 1 a6o 3aCTOCOBYIOTLCA Y
no 2 BUPOOHULTBI ADI (AKLW0
6nictepn B 3a3HayeHo y [0CbE Ha
KapTOHHIi nikapcbkuii 3acib) 3a
Kopo6ui BiACYTHOCTI cepTucpikata

BIANOBIAHOCTI EBpONeNnchbkili
chapmakonei y
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3aTBEpPMXEHOMY [OCbE, abo
BMPOGHMKA HOBOI
[O0MOMIXHOT pEYOBUHU
(AKLW0 3a3HaYeHOo Y A0CbE)
3MiHa agpecu BMPO6GHUKa
BVXiZHOI cnpoBunHN UK-143,
108 (wnsax 2 i 3) Megafine
Pharma (P) Ltd , India.
3aTtBeppxeHo: Plot No.31 to
35 & 48 to 51/201,
Lakmapur Tal. Dindori
Nashik-422 202 India.
3anponoHoBaHo: Plot No.1
to 5, 31 to 35, 48 to 51, 26 &
K/201, Lakmapur Tal.
Dindori Nashik-422 202
India. ®akTnuHe
MicLiepo3TaLlyBaHHS
3a/MWAETLCA 63 3MiH.
3MiHn | Tuny -
AZMiHICTPaTWBHI 3MiHU.
3MiHa HalilMeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS AiSNbHOCTI
BMPOOHMKa (BKtOYatoun, 3a
HeobxigHoCTi, micue
NPOBefAEHHS KOHTPOSO
AKOCTI), ab0 BnacHuKa
macTep-haiina Ha A®l, abo
noctavasibHuKa
Adl/BnxigHoro
MaTepiany/peareHTy/npomix
HOro NPOAyKTY, L0
3aCTOCOBYIOTLCA Y
BMPO6HULTBI ADI (AKLLLO
3a3HayeHo y AOCbE Ha
nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y
3aTBEPAKEHOMY 1OCbE, 260
BMPOGHMKaA HOBOI
[L0MOMDKHOT peYOBUHU
(AKLL0 3a3HAYEHO Y A0CLE)
3MiHa Ha3BK
aflbTepHaTUBHOIO
BMPOGHMKA BUXIAHOT
cuposuHn UK-143, 108
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(wnsx 2 i 3) 3 Euticals SAS

(Zone industrielle de Laville,
Bon Encontre, 47240,
®paHuisn) Ha Curia France
SAS Ta BignosigHi
OHOBJIEHHS Y pO3ini
«3.2.5.2.3 KoHTponb
marepianis»
peecTpauiiHoro JocCheE.
Appeca 3anmwaeTbea 6e3
3MiH. 3MiHn | TUny -
AZMIHICTPaTWBHI 3MiHU.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEHHS AiSNIbHOCTI
BMPOOHWKa (BKItOYatoun, 3a
HeobxigHoCTi, micue
NPOBeAEHHS KOHTPOSO
AKOCTI), ab0 BnacHuKa
macTep-haiina Ha A®l, abo
noctavasibHuKa
Adl/BnxigHoro
mMaTepiany/peareHTy/Mpomix
HOro NPOAyKTY, L0
3aCTOCOBYIOTLCA Y
BMPO6HULTBI ADI (AKLLLO
3a3HayeHo y AOCbE Ha
nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y
3aTBEPAKEHOMY [1OCbE, 260
BMPOGHMKaA HOBOI
[L0MOMDKHOT peYOBUHU
(AKLL0 3a3HAYEHO Y A0CLE)
3miHa agpecu micua
NPOBaPKEHHA AiS/IbHOCTI
BMPOGHMKA BUXIAHOT
peyoBunHn UK-84, 443-01
(Route 3 and Route 4) -
Megafine Pharma (P) Ltd.,
India. 3aTBepmxeHo: Plot
No.31 to 35 & 48 to 51/201,
Lakmapur Tal. Dindori
Nashik-422 202 India.
3anponoHoBaHo: Plot No.1
to 5, 31 to 35, 48 to 51, 26 &

K/201, Lakmapur Tal.
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Dindori Nashik-422 202
India. ®akTnuHe
po3TallyBaHHS BUPOGHMYOT
OinbHUL He 3MiHWIoCA.
3MiHn | Tuny -
AZMiHICTPaTWBHI 3MiHU.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI
BMPOOHMKa (BKItOYatoun, 3a
HeobXxigHoCTI, micue
NPOBefAEHHs KOHTPOSO
AIKOCTI), ab0o BnacHuKa
macTep-haiina Ha A®l, abo
noctavasibHuKa
Adl/BnxigHoro
mMaTepiany/peareHTy/npomix
HOro NPOAYKTY, L0
3aCTOCOBYIOTLCA Y
BMPO6HULTBI ADI (KLLLO
3a3HayeHo y JOCkbE Ha
nikapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONenchbkili
thapmakonei y
3aTBEPAKEHOMY OCbE, 260
BMPOGHMKaA HOBOI
[L0MOMDKHOT peYOBUHU
(AKLL0 3a3HAYEHO Y A0CLE)
3MiHa HaliMeHyBaHHS Ta
afpecun MicLis NPOBaKEHHS
[AiSNbHOCTI BUPOOHUKA
Ail040T PEYOBYHY.
3arsepoxeHo: Pfizer Ireland
Pharmaceuticals
Ringaskiddy API Plant P.O.
Box 140 Ringaskiddy
County Cork Ireland.
3anponoHoBaHo: Pfizer
Ireland Pharmaceuticals
Unlimited Company
Ringaskiddy API Plant
Ringaskiddy County Cork
P43 X336 Ireland. 3miHu |
Tuny - 3miHu 3 skocTi. AdI.
Brpo6HMUTBO. 3MiHa
BMPOGHMKa
BVXiAHOrO/NPOMiXXHOro




58
Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYIOTLCA Y

BMPO6HMYOMY npoteci AdI,
a60 3miHa BUpPOGHMKa
(BKnOUatoum, ae HeobxigHo,
MicLie NpoBeAEeHHSA
KOHTPO/H0 SKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONenchbkili
thapmakonei y
3aTBEPAKEHOMY [OCHE)
(3anponoHoBaHwmit BUPOBHUK
HanexuTb Ao Tiel camol
BMPOGHMYOI rpynu
nigNpPYEMCTB, WO
3aTBepmxeHnin) BeegeHHs
albTEPHATUBHOIO
BMpOGHMKa Pfizer Asia
Manufacturing Pte Ltd,
CiHranyp gns giroyoi
peyoBuHN cungeHadiny
uutpat. 3MiHu | Tuny - 3MiHu
3 AKocTi. A®l. Bupo6HMLTBO.
3miHa BUpOGHMKa
BWXiZAHOr0/NPOMiXHOro
npoAayKTy/peareHTy, LWo
BUKOPWUCTOBYHOTBLCSA Y
BMpOGHUYOMY npoueci AdI,
ab60 3miHa BUpPOGHYMKa
(BktOvaKoun, ge HeobxigHo,
MicLie NpoBeAEeHHSA
KOHTPO/H0 SIKOCTi) AdI (3a
BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei'y
3aTBEPKEHOMY [OCHE)
(3miHn po 3axogis,
NOB'A3aHNX 3 KOHTPOJIEM
Adl, abo goaaBaHHs
OinbHUL, e NpoBOAUTLCA
KOHTPO/b/BMNPOGYBaHHSA
cepii) BBegeHHs
aflbTepHaTUBHOIO
BMpOo6HUKa Pfizer Asia
Manufacturing Pte Ltd,
CiHranyp BignosigasbHoOro
3a KOHTPOJ1b SKOCTI Ta
BMNYCK cepil giryoi
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peyoBuHU cungeHaciny
umutpat. 3MiHn | Tuny - 3MiHK
3 aKocTi. A®l. Bupo6HMLTBO.
3MiHM B npoLeci
BMpO6HMLTBA API
(He3HauHa 3miHa y mpoueci
BMPOGHMLUTBA ADI) HesHauHi
3MiHV Y BUPOOHUYOMY
npoueci A®| ana BuganeHHs
NOCWNaHHSA y [OCbE LWOA0
BUKOPVCTaHHSA BiHOBMEHUX
PO3YMHHVKIB 3i 3MiLLIAHWX
NPOLECHMX NOTOKIB. 3MiHM |
IRy - 3MiHu 3 skocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax cneupucikadiii
Ta/abo fonycTMMUX MeX,
BU3HAYEHNX Y
crneundikauisx Ha A®l, abo
BUXIZAHWUA/NPOMIXHWIA
npoayKT/pearenT, wo
BUKOPWUCTOBYHOTHLCSH Y
npoveci BupobHuutea API
(BMyYEHHSI HE3HAYHOTO
nokasHuKa sKocTi
(Hanpvknag BUy4YeHHS
3acTapifioro NokasHvka))
BunyyeHHs He3Ha4YHOro
nokasHuka sKocTi Ans
PO3YMHHVKA TOJTYEH , LLO
BUKOPUCTOBYETLCA Y
npoueci BupobHuutea AdI.
3MmiHu | TUnY - 3MiHK 3
AKOCTi. A®I. KoHTponb AdL.
3MiHa y napameTpax
cneundikauii Ta/abo
JOMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BUKOPWUCTOBYHOTBCSA Y
npoueci BupobHuuTea APl
(BUNYYEHHS HE3HAYHOTO
nokasHuKa AKoCTi
(Hanpviknag BUIYyYeHHN
3acTapifioro NokasHuka))
BuiyyeHHs He3Ha4YHOro
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Hassa

MixHapod

Hassa dirouyoi

Koo Popma 3asiBHUK KpaiHa Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

rokasHuka sKocTi na
PO34YMHHIKKA 2-6yTaHOH, L0
BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTea AdI.
3MiHn | TUNY - 3MiHK 3
akocTi. A®l. KoHTposnb AdI.
3miHa y meTogax
BMNpobyBaHHA APl abo
BUXiAHOIO
MaTepiasny/npoMiXHOro
npoAayKTy/peareHTy, LWo
BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl
(He3HayHi 3MiHn y
3aTBEPAKEHNX METOAAX
BUNpo6yBaHHsA) HeaHauHi
3MiHV 40 aHaniTUYHOI
npouenypu Test Method:
TM-0932A - Determination
of Identity, Potency and
Purity of Sildenafil Citrate By
HPLC. 3okpema BHeceHHs
YTOYHEHbD W00 PO3pPaxyHKy
BMICTY AOMILLIOK, hopMynn
po3paxyHky
HeigeHTUdikoBaHNX
[OMILLOK Ta BHECEHHSA
YTOYHEHb [0 hopMynn
po3paxyHKy BMICTY
iHAMBIQYa/TbHUX AOMILLOK 3a
BUK/OYEHHAM AOMiLLKu D.
3MiHn | TUNY - 3MiHK 3
akocTi. A®l. KoHTposnb AdI.
3miHa y meTogax
BMNpobyBaHHA APl abo
BUXiAHOIO
MaTepiasny/npoMiXHOro
npoAayKTy/peareHTy, LWo
BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl
(iHWi 3MiHM y meTogax
BMNPOGYBaHHSA (BK/THOYaKOUM
3aMmiHy abo [OMNOBHEHHS)
Ad| abo
BUWXiAHOr0/MPOMiXXHOrO
npoaykTy) OHOBNEHHS
aHaniTMYHOI Npoueaypw Ans
MeToAy BUNPO6YBaHHS
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

BU3HAYEHHSA PO3Mipy
YacTUHOK P47.95, sikuii
BUKOPUCTOBYETLCA Y
BUPOBHNYOMY MPOLLECi
Lit0Y0i pe4yoBMHN Ha
ainbHuui Ringaskiddy AP,
06 BKIHOUUTHU
MOA€epHi30oBaHe 061afHaHHSA
Malvern Mastersizer 3000 Ta
OHOBWTK BIANOBIAHI
npoueaypHi iIHCTPYKLi.
3MmiHu | TUnY - 3MiHK 3
akocTi. A®l. Cuctema
KOHTelHep/3aKynopoBasibHU
1 3aci6. 3miHa y
6e3nocepeHiit ynakosLi
A®| (akicHi Ta/abo KinbKicHI
3MiHM ckniagdy) 3miHa onucy
AKiCHOro cknagy
6e3nocepeHLOl yNnakoBKu
LjtoY0T peyoBuHN
cungeHadiny unTtpart, a
came fofaBaHHs
iHchopmauii wopao
ocyulyBaya (cunikarenio) y
NaKyHOK MK BHYTPILLHbOO
Ta 30BHILUHBOIO YaCTUHaMM
yNaKkoBKM Y 3B'A3KY 3
BMPOGHNYOK HEOOXIAHICTIO.
3MmiHu | TUnY - 3MiHK 3
AKOCTi. A®I. KoHTponb AdL.
3MiHa y meTogax
BMNpobyBaHHA A®I| abo
BUXiAHOIO
MaTepiasny/npoMiXHOro
npoayKTy/pearenty, Lo
BUKOPUCTOBYETLCA Y
npoueci BupobHuutea APl
(iHWi 3MiHM y MeTogax
BMNPOBYBaHHS (BK/ItOYa0UM
3amiHy ab0 [JOMNOBHEHHS)
Adl abo
BVXiZAHOr0/NPOMiXHOro
npoaykTy) foaasaHHsA
MeTOAY KOHTPO/I0
BU3HAYEHHSA PO3Mipy
yacTuHok (TM-9420A) ans
aKTUBHOI pe4yOoBUHU
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
CungeHadin yutpat
BMpob6HuuTBa Pfizer Asia
Manufacturing Pte Ltd,
CiHranyp. 3MiHu | Tuny -
3MiHK 3 iKOCTi. TOTOBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro
3aco6y (iHLi 3MiHK)
Mepeknag 3aTBepaKeHnx
MeToziB KOHTPOO AKOCTi 3
pocilicbkoi MOBY Ha
YKpaiHCbKy MOBY BiAMoOBigHO
[0 Bumor Hakasy MO3
Ne1528 Big, 27 yepsHs 2019
POKy 3rigHO SIKOTO HeobXigHO
HajaBaTn JOKYMEHTN
YKParHCLKOH 4K
aHrNifCbKO MOBaMM.
npoekt MKA 13 (eCTD
Bepcisa 0001)
26. | BIATPA® sildenafil cungeHadiny G04B Tabnetkn, Biatpic CLIA dapeBa PpaHuis BHECEHHS 3MiH 0 3a UA/18004/01/01
unTpat EO3 BKPUTI CnewwenTi Ambya3s peecTpauiiiHux maTepiaiis: peuyenmom
N/1iBKOBOIO nnc 3MiHn | Tuny -
060/10HKO AZMiHICTPaTWBHI 3MiHU.
10, no 25 3MiHa HaliMeHyBaHHS
Mmr; o 4 Ta/abo agpecu micusa
TabneTtkn NPOBaKEHHS AiSANbHOCTI
y 6nicTepi; BMpPOGHMKa (BK/THOYaKoUK, 3a
nol Heob6XigHOCTI, Micue
6nictepy B NpoBefEeHHS KOHTPOSTO
KapTOHHIi SIKOCTI), 260 BfiacHuKa
Kopoo6ui macTtep-haiina Ha A®l, abo

noctavasnibHuKa
Adl/BnxigHoro
MaTepiany/peareHTy/Mpomix
HOro NPOAYKTY, L0
3aCTOCOBYHOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOCbE Ha
nikapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoOnechbkili
thapmakonei y
3aTBEPLKEHOMY [OCbE, 260
BMPOGHMKaA HOBOI
[L0MOMDKHOT PeYOBUHU
(IKLL0 3a3HAYEHO Y AOCLE)
3MmiHa agpecyn BUPO6GHUKa
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

BUXigHOT cupoBmHN UK-143,
108 (wnsax 2 i 3) Megafine
Pharma (P) Ltd , India.
3arBepmxeHo: Plot No.31 to
35 & 48 to 51/201,
Lakmapur Tal. Dindori
Nashik-422 202 India.
3anponoHoBaHo: Plot No.1
to 5, 31 to 35,48 t0 51, 26 &
K/201, Lakmapur Tal.
Dindori Nashik-422 202
India. akTnyHe
MicLiepo3TaLlyBaHHS
3aMWaeTbes 63 3MiH.
3MiHn | Tuny -
AAMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI
BMPOGHMKa (BK/OYaouu, 3a
Heob6XigAHOCTI, Micue
NpoBeAeHHS KOHTPO/O
AKOCTI), ab0o BnacHuka
MacTep-chaiina Ha Adl, abo
nocravasnbHuka
Adl/BuxigHoro
Marepiany/peareHTy/npomix
HOro NPOAyKTY, L0
3aCTOCOBYHOTLCA Y
BMPOGHULTBI ADI (KLL0
3a3HayeHo y AOCbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei'y
3aTBepMKEHOMY [JOCbE, abo
BMPOOHUKA HOBOI
[0MNOMDKHOT peYOBUHN
(AKLLLO 3a3HAYEHO Y A0ChE)
3MiHa Ha3Bu
albTEPHATUBHOIO
BMPOGHMKaA BUXIAHOT
cuposuHn UK-143, 108
(wnax 2 i 3) 3 Euticals SAS
(Zone industrielle de Laville,
Bon Encontre, 47240,
®paHuin) Ha Curia France
SAS Ta BignoBigHi
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

OHOB/EHHSA Y po3ini
«3.2.S.2.3 KoHTpO/1b
mMarepianis»
peecTpaLjiiHoro Aocbe.
Appeca 3anmwaeTbesa 6e3
3MiH. 3MiHn | Tuny -
AAMIHICTpaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPoBaPKEHHA AiS/IbHOCTI
BMPOGHMKa (BK/OYaouu, 3a
HeobXigAHOCTI, Micue
NpOoBeAeHHS KOHTPO/O
AKOCTI), ab0 BnacHuka
mMacTtep-chaiina Ha Adl, abo
nocravasnbHuka
Adl/BuxigHoro
mMarepiany/peareHTy/npomix
HOro NPOAyKTY, L0
3aCTOCOBYHOTLCA Y
BMPOGHULTBI ADI (KLL0
3a3HayeHo y AOCbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei'y
3aTBepMKEHOMY [JOCbE, abo
BMPOOHUKA HOBOI
[0MNOMDKHOT peYOBUHN
(AKLLLO 3a3HAYEHO Y A0ChE)
3MiHa agpecu micusa
NPOBaPKEHHS AISSIbHOCTI
BMPOGHMKaA BUXIAHOT
peuosnHu UK-84, 443-01
(Route 3 and Route 4) -
Megafine Pharma (P) Ltd.,
India. 3aTBepaxeHo: Plot
No.31 to 35 & 48 to 51/201,
Lakmapur Tal. Dindori
Nashik-422 202 India.
3anponoHoBaHo: Plot No.1
to 5, 31 to 35,48 t0 51, 26 &
K/201, Lakmapur Tal.
Dindori Nashik-422 202
India. akTnyHe
po3TallyBaHHS BUPOGHMYOT
AiNbHUL He 3MiHUIoCS.
3MiHu | TNy -
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

AAMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus

NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa (BK/OYaouu, 3a
HeobXigAHOCTI, Micue

NpOoBeAeHHS KOHTPO/O

AKOCTI), ab0 BnacHuKa
MacTep-aiina Ha Adl, abo
nocravasnbHuka
Adl/BuxigHoro
Marepiany/peareHTy/npomix
HOro NPOAyKTY, L0
3aCTOCOBYHOTLCA Y

BMPOGHMLTBI ADI (KLL0
3a3HayeHo y AOCbE Ha
nikapcbkuii 3acib) 3a

BiACYTHOCTI cepTudpikata

BiANOBIAHOCTI EBpoNechkili
thapmakonei 'y
3aTBepMKEHOMY [JOCbE, abo
BMPOOHUKA HOBOI
[0MOMIDKHOT peYOBUHN
(AKLLLO 3a3HAYEHO Y A0CHE)
3MiHa HalimeHyBaHHs Ta
azpecy Micus NPoOBaKEHHS

[ISNIbHOCTI BUPOBHUKA

L0401 pevyoBUHN.
3arsepoxeHo: Pfizer Ireland
Pharmaceuticals
Ringaskiddy API Plant P.O.
Box 140 Ringaskiddy
County Cork Ireland.
3anponoHoBaHo: Pfizer

Ireland Pharmaceuticals

Unlimited Company
Ringaskiddy API Plant
Ringaskiddy County Cork
P43 X336 Ireland. 3miHu |
TMNy - 3MiHK 3 AKocTi. API.
Brpo6HuuUTBO. 3MiHa
BMPOGHMKa

BVXiZAHOr0/NPOMiXHOro

npoAayKTy/peareHTy, LWo
BUKOPWUCTOBYHOTBLCSA Y

BMpOGHUYOMY npoueci AdI,
ab60 3miHa BUpPOGHYMKa
(BKAKOYaOuM, e HeobxigHo,
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
MicLie NpoBEAEHHS
KOHTPO/I0 SIKOCTi) AdI (3a
BiACYTHOCTI cepTudpikata

BiANOBIAHOCTI EBpoNechkili
thapmakonei 'y
3aTBEPKEHOMY [OCHE)
(3anponoHoBaHwWit BUPOBHUK
HanexuTb J0 Tiel camoi
BMPOGHMWYOI rpynu
niaNpUEMCTB, WO
3aTBepAXeHN) BBeaeHHs
a/IbTEPHATUBHOIO
BMpOGHUWKa Pfizer Asia
Manufacturing Pte Ltd,
CiHranyp gns gito4oi
peyoBuHM cungeHacdiny
umutpart. 3MiHn | Tuny - 3MiHK
3 aKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpo6HMKa
BWXiHOr0/MPOMIXHOro
npoAyKTy/pearenTy, Lo
BUKOPWUCTOBYHOTHLCSH Y
BMPOGHMYOMY npotieci AdI,
ab0o 3miHa BUpOGHMKa
(BKOYatoum, e HeobxigHo,
MicLe NpoBeAeHHs
KOHTpOsIto sikocTi) A®I (3a
BiCYTHOCTI cepTudpikata
BiZiNOBIAHOCTI E€Bponelichkit
hapmakonei y
3aTBEPAKEHOMY [OCHE)
(3MiHn po 3axoais,
MOB'A3aHNX 3 KOHTPONEM
A®l, abo gofaBaHHs
AiNbHULI, fe NPOBOANTLCA
KOHTPO/1b/BMNPOGYBaHHS
cepii) BBefeHHs
albTEPHATUBHOIO
BMpOGHMKa Pfizer Asia
Manufacturing Pte Ltd,
Cinranyp BignosigaibHoro
3a KOHTPO/Ib IKOCTi Ta
BMNYCK cepil gitoyoi
peyoBuHN cungeradiny
uutpart. 3MiHu | TUny - 3MiHK
3 AkocTi. APl BupobHMUTBO.
3MiHM B npoLeci
BMpo6HULUTBa AdI
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

akocTi. A®l. KoHTponb AdI.

crneundikauisx Ha A®l, abo

npoueci BupobHuutea APl

PO3YMHHUKA 2-6YTaHOH, L0

npoueci BupobHuutea AdI.

(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA ADI) HesHauHi
3MiHW Y BUPOGHUYOMY
npoueci A®I| ana BuaaneHHs
NOCWNaHHSA y [OCbE W00
BUKOPVCTaHHSA BifjHOBNIEHUX
PO3UYMHHYKIB 3i 3MiLLIAHNX
NPOLECHMX NOTOKIB. 3MiHN |
Tuny - 3miHu 3 AkocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikaLiii
Ta/abo fonyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikalisx Ha A®l, abo
BVXIiAHWIA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSH Y
npoueci BupobHuutea AdI
(BMNyYEHHSI HE3HAYHOTO
nokKasHuka siKocTi
(Hanpvknag BUIyYeHHSN
3acTapifioro NokasHuka))
BunyyeHHs He3HavyHoro
rokasHuka sKocTi Ans
PO3YMHHVKA TOMYEH , LU0
BMKOPUCTOBYETLCA Y
npoteci Bupo6Huutea AdI.
3MiHu | TUnNY - 3MiHK 3

3MmiHa y napameTpax
cneuudikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHNX Y

BUXIZAHWUA/NPOMIXHWIA
npoayKT/peareHT, Wwo
BUKOPUCTOBYIOTLCS Y

(BMNyYEHHSI HE3HAYHOTO
nokasHuKa AKoCTi
(Hanpuknag, BUy4YeHHs
3acTapifioro NokasHvka))
BunyyeHHs He3Ha4YHOro
nokasHuka sKocTi Ans

BYKOPUCTOBYETLCS Y

3MiHM | TMNYy - 3MiHKn 3
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

AKOCTi. A®I. KoHTponb AdL.
3MiHa y meTogax
BMNpobyBaHHA A®I| abo
BUXiAHOIO
MaTepiasny/npoMiXHOro
npoayKTy/pearenty, Lo
BUKOPUCTOBYETLCA Y
npoueci BupobHuutea API
(He3HauHi 3MiHn y
3aTBEPAKEHNX METOAAX
BUNpobyBaHHA) HesHauHi
3MiHM [0 aHaNiTUYHOI
npoueanypu Test Method:
TM-0932A - Determination
of Identity, Potency and
Purity of Sildenafil Citrate By
HPLC. 3okpema BHeCeHHs
YTOYHEHb LLIOAO PO3PaxyHKy
BMICTY AOMILLOK, hopmynu
po3paxyHKy
HeigeHTUdikoBaHNX
[OMILLOK Ta BHECEHHSA
YTOUYHEHb A0 hopmynn
po3paxyHKy BMICTY
iHAMBIAYyabHMX LOMILLOK 3a
BVK/TIOYEHHAM AOMiLLku D.
3MmiHu | TUnY - 3MiHK 3
AKOCTi. A®I. KoHTponb AdL.
3MiHa y meTogax
BMNpobyBaHHA A®I| abo
BUXiAHOIO
MaTepiasny/npoMiXHOro
npoayKTy/pearenty, Lo
BUKOPUCTOBYETLCA Y
npoueci BupobHuutea API
(iHWi 3MiHM y MeTogax
BMNPOB6YBaHHS (BK/ItOYa0UM
3amiHy abo [JOMNOBHEHHS)
Adl abo
BVXiZAHOr0/NPOMIXHOro
npoAykTy) OHOBMEHHSA
aHaniTM4HOI Npoueaypv ANs
MeToAy BUNPOGYBaHHS
BM3HAYEHHA PO3Mipy
yacTnHok P47.95, akuii
BUKOPUCTOBYETLCA Y
BMPOGHMYOMY NpoLeci
LjiH0Y0i PeYOBMHN Ha
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
ainbHuui Ringaskiddy AP,

LLO6 BKIHOUNTH
MOJepHi3oBaHe 061agHaHHSA
Malvern Mastersizer 3000 Ta

OHOBUTM BifNOBIAHI
npoLeaypHi iHCTPYKL;T.
3MiHu | TUnNY - 3MiHK 3
akocTi. A®l. Cuctema

KOHTeliHep/3aKyrnopoBasibH1
1 3aci6. 3MiHa y
6e3nocepeHili ynakosLj
A®| (sKicHi Ta/abo KisbKicHi
3MiHM cknagy) 3miHa onucy
SIKICHOrO cknagy
6e3nocepeaHbOl yNakoBKu
Lir040T pevyoBuHU
cungeHadiny unitpart, a
cave fofaBaHHSA
iHchopMaLii Wwoao
ocyllyBaya (cunikarenio) y
NakyHOK MK BHYTPILUHbOO
Ta 30BHiLUHbOIO YaCTUHaMM
yMNaKoBKW Y 3B'A3KY 3
BMPOGHNYOK HEOOXIAHICTIO.
3MiHu | TUnNY - 3MiHK 3
akocTi. A®l. KoHTponb AdI.
3miHa y meTodax
BMNpobyBaHHA A®Il abo
BUXifHOIO
Marepiasy/MpoMiXXHOro
npoayKTy/peareHTy, Lo

BUKOPWUCTOBYETLCA Y

npoueci BupobHuutea AdI

(iHWi 3miHW y MeTofax

BUNpoOGYBaHHSA (BK/IHOYaOUM
3amiHy ab0 JOMOBHEHHS)
A®| abo

BWXiAHOr0/MPOMIXHOro

npoaykTy) [logasaHHs

MeTOAY KOHTPOSI0

BM3HAYEHHA PO3Mipy
yacTuHok (TM-9420A) ans
aKTUBHOT PEYOBUHN
CungeHnadin yutpar
BMpo6HMLTBa Pfizer Asia
Manufacturing Pte Ltd,
Cinranyp. 3miHu | Tuny -
3MiHK 3 SIKOCTi. FOTOBWIA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3aco06y (iHWi 3MiHN)
Mepeknag 3aTBepaKeHnx
MeTopjiB KOHTPO/IIO AKOCTI 3
pocilicbKoi MOBY Ha
YKpaiHCbKy MOBY BifnoBigHO
no sumor Hakasy MO3
Ne1528 Big, 27 yepsHs 2019
POKyY 3riiHO IKOro HeobXigHO
Ha/faBaTu JOKYMEHTN
YKPaiHCbKOIO Yun
aHrnilicbkoo MoBaMu.
npoekt MKA /13 (eCTD
Bepcisa 0001)
27. | BIATPA® sildenafil cunpeHadiny G04B Tabnetku, Biatpic CWA dapeBa PpaHuin BHECEHHS 3MiH 0 3a UA/0313/02/01
oDT uutpar EO3 Lo CrewenTi Ambyas peecTpauinHux maTepianis: peyenmom
avcnepry nnc 3MiHn | Tuny -
10TbCH B AAMIHICTPaTUBHI 3MiHW.
poTOBIV 3MiHa HalimeHyBaHHSA
MOPOXHUHI Ta/abo agpecu micus
, o 50 wmr; NPOBaPKEHHSA AiSSIbHOCTI
no 2 aéo BMPOGHMKa (BK/IKOUAOUM, 3a
no 4 HeobXiAHOCTI, Micue
TabneTku NpoBeAeHHS KOHTPO/O
y 6nicTepi; SIKOCTi), @60 BflacHuKa
nol MacTep-chaiina Ha Adl, abo
6nictepy B nocravanibHuka
KapTOHHIi Adl/BnxigHoro
Kopoo6Li Marepiany/peareHTy/npomix

HOro NPOAYKTY, L0
3aCcTOCOBYIOTLCS Y
BMPOGHULTBI A®I (SKLLO
3a3HayeHo y AOChbE Ha
nikapcbkuii 3acib) 3a
BiAICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponechkili
hapmakonei'y
3aTBepMKEHOMY [OCbE, abo
BMPOOHUKA HOBOI
[0MNOMIKXHOT PEYOBUHN
(AKLLLO 3a3HAYEHO Y A0CHE)
3MiHa agpecu BUPOGHMKa
BUXifHOI cnpoBunHn UK-143,
108 (wnsx 2 i 3) Megafine
Pharma (P) Ltd , India.
3arsepgxeHo: Plot No.31 to
35 & 48 to 51/201,
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

Lakmapur Tal. Dindori
Nashik-422 202 India.
3anponoHoBaHo: Plot No.1
to 5, 31 to 35, 48 to 51, 26 &
K/201, Lakmapur Tal.
Dindori Nashik-422 202
India. ®akTuuHe
MicL,epo3TaLlyBaHHs
3aMwaeTbes 63 3MiH.
3MiHu | Tuny -
ALMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaPKEHHS AISSIbHOCTI
BMPOGHMKa (BK/IO4aKouH, 3a
HeobxigHoCTi, Micue
NpoBeLEHHS KOHTPO/O
AKOCTi), ab0 BnacHvka
MacTep-chaiina Ha A®l, abo
nocTavasnbHvKa
Adl/BnxigHoro
MaTepiany/peareHTy/npomix
HOro NPoAyKTY, LU0
3aCTOCOBYIOTLCA Y
BUPOOHULTBI ADI (AKLW0
3a3HayeHo y JoCbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata
BiZiNOBIAHOCTI E€Bponelichkit
hapmakonei y
3aTBEpPMXEHOMY [OCbE, abo
BMPOGHMWKA HOBOI
[0MOMIXHOT pEYOBUHU
(AKLW0 3a3HaYeHOo Y A0CbE)
3MiHa Has3Bu
a/IbTEPHATUBHOIO
BMPOGHMKA BUXiAHOT
cuposuHn UK-143, 108
(wnsax 2 i 3) 3 Euticals SAS
(Zone industrielle de Laville,
Bon Encontre, 47240,
®paHuin) Ha Curia France
SAS Ta BignosigHi
OHOBJ/IEHHSA Y pPO3ini
«3.2.S.2.3 KoHTpOsb
MaTepianiB»
peecTpavuiiHoro fochE.
Appeca 3amwaeTbesa 6e3
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3MiH. 3MiHu | TUNY -

ALMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus

NPOBaKEHHS AISSIbHOCTI
BMPOGHMKa (BK/O4aouH, 3a
HeobxigHoCTi, Micue

NpoBefEHHS KOHTPOO

AKOCTi), @60 BnacHvka
MacTep-haiina Ha A®l, abo
nocTavasnbHvKa
Adl/BnxigHoro
MaTepiany/peareHTy/npomix
HOro NPOAyKTY, LU0
3aCTOCOBYHOTLCA Y

BUPOOHULTBI ADI (AKLW0
3a3HayeHo y JOCkbE Ha

nikapcbkuii 3acib) 3a

BiCYTHOCTI cepTudpikata

BiZiNOBIAHOCTI €BpoONelichkit
hapmakonei y
3aTBEpPMXEHOMY [OCbE, abo
BMPOGHMKA HOBOI
[0MOMIXHOT pEYOBUHU
(AKLW0 3a3HaYeHOo Y A0CbE)
3MmiHa agpecu micua

NPOBaKEHHS AiSNIbHOCTI

BMPOGHMKA BUXiAHOT

peyoBunHn UK-84, 443-01
(Route 3 and Route 4) -

Megafine Pharma (P) Ltd.,

India. 3aTBepmxeHo: Plot

No.31 to 35 & 48 to 51/201,
Lakmapur Tal. Dindori
Nashik-422 202 India.

3anponoHoBaHo: Plot No.1
to 5, 31 to 35, 48 to 51, 26 &
K/201, Lakmapur Tal.
Dindori Nashik-422 202
India. ®akTnuHe
posTaLlyBaHHSA BUPOGHNYOT
OiNbHUL He 3MiHMocS.
3MiHu | Tuny -
ALMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AiSSIbHOCTI

BMPOGHMKa (BK/IKOYAKOUM, 3a
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

HeobxigHoCTi, Micue
NpoBefEHHS KOHTPO/O
AKOCTi), @60 BnacHvka

MacTep-chaiina Ha A®l, abo
nocTavasnbHvKa
Adl/BnxigHoro

MaTepiany/peareHTy/npomix

HOro NPoAyKTY, LU0

3aCTOCOBYHOTLCA Y
BUPOOHULTBI ADI (AKLW0
3a3HayeHo y JOCbE Ha

nikapcbkuii 3acib) 3a

BiCYTHOCTI cepTudpikata

BiZiNOBIAHOCTI E€BpoONeichkit
hapmakonei y

3aTBEpMXEHOMY [OCbE, abo
BMPOGHMWKA HOBOI
[O0MOMIXHOT pEYOBUHA
(AKLW0 3a3HaYeHo Y A0CbE)
3MiHa HaliMeHyBaHHS Ta
afpecun MicLs NPoBaKEHHS
[iSNbHOCTI BUPOBHUKA
L0401 PeYOBUHN.
3aTtBeppxeHo: Pfizer Ireland
Pharmaceuticals

Ringaskiddy API Plant P.O.

Box 140 Ringaskiddy

County Cork Ireland.
3anponoHoBaHo: Pfizer
Ireland Pharmaceuticals

Unlimited Company
Ringaskiddy API Plant

Ringaskiddy County Cork
P43 X336 Ireland. 3minHu |
IRy - 3MiHK 3 skocTi. AdI.

Brpo6HMUTBO. 3MiHa

BUPOGHMKa
BWXiAHOr0/MPOMIXHOro
npoAyKTy/pearenTy, Lo

BUKOPWUCTOBYHOTHLCSH Y

BMPOGHMYOMY npotieci AdI,
ab0o 3miHa BUpOGHMKa
(BKOYatoum, e HeobxigHo,
MicLe NpoBeAeHHs
KOHTpOsIto sikocTi) A®I (3a
BiCYTHOCTI cepTudpikata
BiZiNOBIAHOCTI E€Bponelichkit
chapmakonei y
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

3aTBEPAKEHOMY [OCHE)
(3anponoHoBaHwuit BUPOBHUK
Ha/IeXuTb A0 Tiel camoi
BMPOBHUYOT rpynu
niANPUEMCTB, O i
3aTBepMXeHWIA) BBeaeHHs
aflbTePHaTUBHOIO
BMpOo6HUKa Pfizer Asia
Manufacturing Pte Ltd,
CiHranyp ans gito4oi
peyoBuHN cungeHadiny
uutpart. 3MiHu | TUny - 3MiHK
3 AkocTi. APl BupobHMUTBO.
3MiHa BUPOGHMKa
BUWXiAHOr0/MPOMiXXHOrO
npoayKTy/peareHTy, Lo
BUKOPWUCTOBYHOTLCS Y
BMPO6HMYOMY npoteci AdI,
a60 3miHa BUpPOGHMKa
(BKnovatoum, ae HeobxigHo,
MicLie NpoBeAEeHHSA
KOHTPO/I0 AKOCTi) AP (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONenchbkili
thapmakonei y
3aTBEPAKEHOMY [OCHE)
(3miHn po 3axogis,
MOB'A3aHNX 3 KOHTPONEM
Adl, abo goaaBaHHsA
AiNbHULI, fe NPOBOAUTLCS
KOHTPONb/BUNPOGYBaHHSA
cepii) BBegeHHs
a/IbTEPHATUBHOIO
BMpOGHUWKa Pfizer Asia
Manufacturing Pte Ltd,
CiHranyp BignoBiganbLHOro
3a KOHTPO/Tb SIKOCTi Ta
BUMYCK cepii Aitoyoi
peyoBuHN cungeHadiny
uutpat. 3MiHu | Tuny - 3MiHu
3 AKocTi. A®l. Bupo6HMLTBO.
3MiHM B mpoveci
BMpo6HULTBA API
(He3HauyHa 3MiHa y npoueci
BMPOGHMLUTBA ADI) HesHauHi
3MiHW Y BUPOBHUYOMY
npoteci A®| ana suganeHHs
NOCWNAHHSA Y [OCLE L0A0
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BUKOPWCTaHHS BiHOBMEHUX

PO3UYMHHVKIB 3i 3MiLLIAHNX
NPOLIECHMX MOTOKIB. 3MiHu |
TMNy - 3MiHK 3 AKocTi. API.

KoHTponb A®I. 3miHa y
napameTpax cneuudikauii

Ta/abo fonycTUMUX Mex,

BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BUKOPWUCTOBYHOTBCSA Y
npoueci BupobHuuTea APl

(BUNYYEHHS HE3HAYHOTO

nokasHuKa sKoCTi

(Hanpvknag BUNYyYeHHN
3acTapifioro NokasHuka))

BunyyeHHs He3HauyHOro

rokasHuka sKocTi na
PO3YMHHVKA TONYEH , L0

BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTea AdI.

3MiHn | TUNY - 3MiHK 3

akocTi. A®l. KoHTposnb AdI.
3MiHa y napameTpax
cneumdikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIigHWIA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPUCTOBYIOTbCSH Y
npoueci BupobHuutea AdI
(BMNyYEHHSI HE3HAYHOTO
nokKasHuka sIKocTi
(Hanpvknag BUyYeHHs
3acTapifioro NokasHuka))
BunyyeHHs He3HavyHoro
rokasHuka sKocTi Ans
PO34MHHYKKA 2-6yTaHOH, L0
BMKOPUCTOBYETLCA Y
npoteci Bupo6Huutea AdI.
3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb AdI.
3miHa y meToAax
BMNpobyBaHHA A®I| abo
BUXifHOIO

MaTepiay/npoMixKHOro
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

npoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y
npoueci BupobHuutea AdI
(He3HauHi 3miHn y
3aTBEPMKEHNX MeTofax
BMNpo6yBaHHsA) HesHauHi
3MiHW [0 aHaNiTUYHOI
npoueaypu Test Method:
TM-0932A - Determination
of Identity, Potency and
Purity of Sildenafil Citrate By
HPLC. 3okpema BHECEHHsA
YTOYHEHb LLIOAO PO3PaxyHKy
BMICTY OMILLOK, chopmynn
po3paxyHKy
HeigeHTuikoBaHnx
[LOMILLOK Ta BHECEHHS
YTOYHEHb [0 hopmynn
po3paxyHKy BMICTY
iHAVBIAYaTbHUX AOMILLOK 3a
BUK/OYEHHAM AOMiLLKu D.
3MiHu | TUnNY - 3MiHK 3
akocTi. A®l. KoHTponb ADI.
3miHa y meToAax
BMNpobyBaHHA A®I| abo
BUXifHOIO
Marepiasy/MpoMiXXHOro
npoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y
npoueci BupobHuutea AdI
(iHWi 3miHW y MeTofax
BUNpoOGYBaHHSA (BK/IHOHaOUM
3amiHy ab0 JOMOBHEHHS)
A®| abo
BWXiHOr0/MPOMIXHOro
npoAayKTy) OHOBMEHHS
aHaniTM4HoI npoueaypu Ans
MeToAy BUNpobyBaHHsA
BU3HAYEHHSA PO3Mipy
yacTuHok P47.95, akuii
BMKOPUCTOBYETLCA Y
BVMPOGHMYOMY NpoLEeCi
LitoY0i peqyoBMHN Ha
AinbHuui Ringaskiddy API,
06 BKIHOUUTY
MoZepHi3oBaHe 061afHaHHsA
Malvern Mastersizer 3000 Ta
OHOBWTK BiANOBIAHI
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

npoueaypHi iIHCTPYKLi.
3MiHn | TUNY - 3MiHK 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKynopoBasibHN
71 3aci6. 3miHa y
6e3nocepeHiil ynakosLi
A®I (sKicHi Ta/abo KinbKicHi
3MiHV cknady) 3miHa onucy
AKICHOro cknagy
6e3nocepeHbOI YNakoBKu
LiH040i pevyoBuHN
cungeHadiny uutpart, a
cave fofaBaHHSA
iHchopmauii wopo
ocylwyBaya (cusikarento) y
NakyHOK MiX BHYTPILLUHbOO
Ta 30BHILUHbLOI YacTVHaMM
YNaKoBKM Yy 3B’A3KY 3
BUPOBHNYOI HEOOXIAHICTIO.
3MiHn | TUNY - 3MiHK 3
akocTi. A®l. KoHTposnb AdI.
3mMiHa y meTogax
BMNpobyBaHHA APl abo
BUXiAHOIO
MaTepiasny/npoMiXHOro
npoAayKTy/peareHTy, LWo
BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AdI
(iHWi 3MiHM y meTogax
BMNPOGYBaHHSA (BK/THOYaKOUM
3amiHy abo [OMNOBHEHHS)
A®| abo
BUWXiAHOr0/MPOMiXXHOrO
npoaykTy) oaasaHHs
MeToAy KOHTPOSI0
BU3HAYEHHSA PO3Mipy
YacTuHoK (TM-9420A) ans
aKTMBHOI pevyoBUHU
CunpgeHadin yuutpar
BMpo6HUuTBa Pfizer Asia
Manufacturing Pte Ltd,
CiHranyp. 3miHu | Tuny -
3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro
3aco6y (iHLi 3MiHKn)
Mepeknapg 3aTBEpIKEHNX

MeToziB KOHTPO/H0 SIKOCTi 3
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
pocilicbkoi MOBY Ha
YKpaiHCbKy MOBY BifinoBigHO
no sumor Hakasy MO3
Ne1528 Big 27 yepsHA 2019
POKY 3rigHO SIKOro HEO6XiAHO
HajaBat JOKYMEHTN
YKPaiHCLKOIO Yun
aHrnilicbkoo MoBaMM.
npoekt MKA /13 (eCTD
Bepcis 0001)
28. | BIKC AKTUB guaifenesi | reaideHesnHy | RO5C cupon; MpokTep LLiseiiuapi MpokTep HimeuunHa BHECEHHS 3MiH [0 6e3 UA/13741/01/01
MEAEKCMEK | n A03 200 mr/15 eHg Fem6n a eHa Fem6n peecTpauiiHux maTepiaiis: peyenma
TO M no 120 IHTepHeLwwHN MaHydekuy 3MiHu | TUNYy - 3MiHK Woa0
M abo OnepewH3 piHr MTM6X 6e3nekn/edheKTMBHOCTI Ta
180 mny C.A. hapmakoHarnsgy.
hNaKoHi; BBegeHHA abo 3MiHM A0
no 1l y3arasibHeHUX JaHnx npo
donakoHy 3 cuctemy dhapmakoHarnagy
MipHUM (BBEAEHHSA y3araslbHEHNX
KOBMaYKoM [aHuX Npo cuctemy
y Kopo6uj thapmakoHarnsgy, 3miHa

YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
dhapmakoHarnsgy 3asaBHUKa
ANA 34iACHEHHS
hapmakoHarnsagy B Ykpaii,
SIKLL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
3[iiCHEHHS
chapmakoHarnsgy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBIAANbLHOI 32
thapmakoHarnsg B Ykpaii.
[itoua pepakuis: Alina
Vovchuk / BoBuyk AniHa
BonognmupisHa.
MponoHoBaHa pegakuis:
Valentyna Yeremenko /
EpemeHko BaneHTtnHa
BikTopiBHa. 3MiHa
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBiAa/IbHOI 32
hapMakoHarnag B YKpaiHi.
29. | BIKC AKTUB paracetam | napauetamon, | NO2B cupon no MpokTep LLiseiiuapi MpokTep HimeuunHa BHECEHHS 3MiH [0 6e3 UA/13502/01/01
MEZAIHAAT ol fekctpomeTtop | E51 30 mn abo eHg lem6bn A eHg Femén peecTpauiiiHux maTepiaiis: peyenma
combinatio | dhaHy no 90 mn, IHTepHeLwwHN MaHydekuy 3MiHu | TUNYy - 3MiHK WoA0
ns excl. rigpobpomiga, abo no OnepeiiweH piHr MTM6X 6e3nekn/edheKTMBHOCTI Ta
psycholept | gokcunamiHy 100 mn, 3C.A. dhapmakoHarnsgy.
ics CcyKumuHaT abo no BBegeHHA abo 3MiHM A0
120 mn, y3arasibHeHux gaHnx npo
abo no cuctemy chapmakoHarnsgy
180 mn, (BBEAEHHSA y3araslbHEHNX
abo no [aHnX nNpo cuctemy
240 mny thapmakoHarnsgy, 3miHa
NAALIL; YNOBHOBaXEHOT 0cobu,
nol BiANOBIAa/IbHOI 3a
nAswWL 3[iiCHEHHS
pasom 3 thapmakoHarnsgy;
MipHUM KOHTaKTHOT 0cobu 3
CTakaHu4uK dhapmakoHarnsgy 3asaBHUKa
oMy Ans 34iiCHEHHA
Kopoo6ui hapmakoHarnsagy B Ykpaii,
SIKLL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6u,
BiANOBIAa/IbHOI 3a
3[iiCHEHHS
chapmakoHarnsgy
(BK/IHOYAKOYUMN KOHTAKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) 3miHa
KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBIAANbLHOI 32
thapmakoHarnsg B Ykpaii.
[itoua pepakuis: Alina
Vovchuk / BoBuyk AniHa
BonognmupisHa.
MponoHoBaHa pegakuis:
Valentyna Yeremenko /
EpemeHko BaneHTtnHa
BikTopiBHa. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asBHWKa,
BiANOBiAa/IbHOI 32
hapMakoHarnag B YKpaiHi.
30. | BIKC paracetam | napauetamon, | NO2B NMOpPOLLOK MpokTep LLIseiiuapi PadToH Benvka BHECEHHS 3MiH 10 3a UA/11414/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

AHTUIPUN
KOMMJIEKC

ol,
combinatio
ns excl.
psycholept
ics

realipeHesuH,
theHinedpury
rigpoxnopug,

E51

ansi
opasibHOro
PO3UMHY;
no 5 a6o
10 cawey
Kopoo6ui

eHp Fem6n

IHTepHeLLHN

OnepenwH3
CA

Nab6opaTopi3
Nimiten

BpuTaHis

peecTpauiiiHux maTepiaiis:
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy.
BeefeHHs abo 3MiHn [0
y3ara/ibHeHUX JaHnx npo
cuctemy hapmakoHarnagy
(BBEAEHHS y3araslbHEHNX
[AaHuX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6M,
BiANOBiAa/IbHOI 32
3[iiCHEHHS
hapmakoHarnsagy;
KOHTaKTHOT 0co6u 3
dhapmakoHarnsgy 3asaBHUKa
ONA 34iACHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BiANOBiAa/IbHOI 32
3[iiCHEHHS
thapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTtep-caiina cuctemu
hapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asBHWKa,
BiANOBiAa/IbHOI 3a
thapmakoHarnsg B Ykpaii.
[Oitoua pepakuisn: Alina
Vovchuk / BoBuyk AniHa
BonoavmupisHa.
MponoHoBaHa peaakuis:
Valentyna Yeremenko /
€pemeHko BaneHtuHa
BikTopiBHa. 3miHa
KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asBHNKA,
BiAMNOBIAAbLHOT 38
hapmakoHarnsg B Ykpaii.

peyenmom

31.

FEKCAKCUM
® | HEXAXIM
BAKLUWHA
ans
MPO®DINAKT
VKU
ANDTEPII,

Diphtheria
haemophil
us
influenzae
B-
pertussis-

andpTepinHnia
aHaTOKCWH;
npasLeBuit
aHaTOKCWH;
aHTUreHM
Bordetella
pertussis:

JO7CA
09

cycneHsis
ans
iH'EKLN;
no 0,5 mn
(1 po3a) B
nonepeaH
b0

CaHodi
BiHTpon
IHpacTpi

®paHujsa

BVPOGHMLTB
0 roToBOrO
Hepo3dacos
aHoro
npoAykTy,
BTOPVHHE
nakyBaHHs1

®paHuia/
YropumHa

BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiais:
3MiHn | TUnY - 3MiHn 3
akocTi. A®l. KoHTposnb AdI.
3miHa y napameTpax
cneundikauii Ta/abo
JOMYyCTUMUX MEX,

3a
peyenmom

UA/13080/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
MPABLSA, poliomyelit | kawntokoBuii 3arnoBHeH (wnpuuwn), BU3HAYEHUX y
KALUNMKOKY is-tetanus- | aHaTOKCWH; nx KOHTPO/1b cneundikauiax Ha A®l, abo
(ALUENONAP | hepatitis B | dhinameHTHUiA wnpuuax 3 AKOCTI, BUXIigHWIA/NPOMIKHWIA
HWNA remMartoTUHIH; 1-eto (a6o BUNYCK npoAayKT/peareHT, LWo
KOMMOHEHT iHaKTMBOBaHU 2-ma) cepiii: BUKOPUCTOBYIOTLCA Y
), TENATUTY ¥ noniosipyc®: OoKpeMumu CaHodi npoueci BupobHuutea AdI
B Tmny 1 rosikamu, BiHTpon (iHWi 3MiHN) -
PEKOMBIHA (wtam Mahon nol IHoacTpi, 3MiHM y cneumdikavii Ha
HTHA, ey); wnpuly B PpaHuis; CMPOBUWHY-KUC/IOTHWIA
noniomien Tmny 2 (wram KapTOHHii BUPOGHMLTB ripponisaT kaseiHy (CAH)(He
TY MEF-1); ynakoBL; 0 roTOBOr0O € ONOMIKHOI0 PEYOBVHOI),
IHAKTUBOBA Tmny 3 no 0,5 mn Hepo3dhacos a came BWUJIyYeHHSA
HA TA (wtam Saukett (1 po3a) B aHoro NOKa3HWKIB: 30BHILLHIl
3AXBOPIOB ); nonepeaH NPOAYKTY, BUrNag, "PO34nHHICTE" (B
AHb, NMOBEpPXHEBUI bO 3aMoBHEHHS, BOAji Ta eTaHoni), "pH"
CMPUYUNHEH aHTUreH 3anoBHeH BTOPUHHE (BogHOro po3uunHy 10 %
nx Bipycy nx nakyBaHHs, M/06), "CTyniHb rigponisy"”,
HAEMOPHIL renatuty B, wnpuuax 3 KOHTPO/1b "Xnopugn" (y nepepaxyHky
us Tuny B nonicaxapug 1-eto (a6o AKOCTI, Ha NaCl), "lcrtamiH",
KOH'IOrOBA Haemophilus i 2-ma) BUNYCK "lngon", "CynbthaTHa 301a"
HA, nfluenzae Tun OoKpeMumu cepii: Ta "MoxomKeHHs"
AACOPBOBA yb rosikamm, CaHodi (TBAPUHHOIO NOXOXEHHS -
HA, PIOKA (nonipu6osun nol BiHTpon 6uyaye/ceptudikar
pubiton drocd wnpuly B IHpacTpi, nocTavasibHvKa).
ar), KoH'toroea cTaHfapTH dpaHuis; 3aMwaloTbCs KPUTUYHI
HWiA 3 o- BUNYCK nokasHuku: "lageHTundikauis”,
npasLeBMM €KCMOopPTHi cepii: "BTpaTa npu BUCyLLIYBaHHI",
npoTeiHoM n CaHodhi- "3arasibHuii BMIiCT asoTy",
° KynbTuBOBaH ynakoBLii, ABeHTiC "BMmicT amiHHOro asoTty",
i Ha aka 3prt,, "MikpobionoriyHa uncrorta".
KniTnHax Vero. MICTUTbCSA YropLyHa; BHeceHHs pegakuintHnx
" OTpUMaHwii y KOHTPO/b npaBsok Ao po3giny 3.2.5.2.3
Ha KniTnHax KapTOHHIi AKOCTI «KoHTponb MaTtepianie» —
OpDKIXIB Kopobui 3 (wnpuuwn): KOHTPO/b [Kepena Ta
Hansenula IHCTpYKLji€e IHTepHeLLHN BUXifHVX MaTepianis
polymorpha 3a 0 ans [Opar 6i0/10MYHOr0 NMOXOMKEHHS.
ZJonomoroto mMeauyHor [Jesenonwve TepMiH BBeAEHHS 3MiH -
PEKOMBIHAHTH o] HT-Ekcnepr, nepLuuii keaptan 2028.
oi AHK- 3acrocyBa PpaHLis; 3MmiHu | TUnY - 3MiHK 3
TexHonorii HHS; no BTOPUHHE AKoCTi. A®Il. KoHTponb AdI
0,5mn (1 nakyBaHHs: (iHLWi 3MiHW) - BHeceHHs
[o3a) B KioHe + He3HayHVX 3MiH A0 po3ainis
nonepeaH Harenb 3T/, Taknx sK
b0 Kdpt., nepedopmMysItoBaHHS TEKCTY
3anoBHeH YropuwuHa AN KPaLLoro po3yMiHHA Ta
nx Y3ropKeHHs iHdhopmadii 3
wnpuuax 3 MEeTOH rapMoHi3aL,ii OCbE.

1-eto0 (a6o

TakoX BHECEHHSA HE3HAUYHUX
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

2-Ma)
oKpemmmu
rosikamu,
no 10
Lwnpuyis B
KapTOHHIi
ynakoBLi;
no 0,5 mn
(1 pos3a) B
nonepeaH
b0
3anoBHeH
nx
wnpumuax 3
1-et0 (abo
2-Ma)
oKpemmmu
rosikamu,
no 10
Lwnpuyis B
CTaHfapTH
0_
€KCMoPTHi
]
ynakoBLi,
Aaka
MICTUTBbCA
y 3
KapTOHHii
Kopo6ui 3
IHCTPYKUjE
0 pns
MeauyHor
o}
3acTocysa
HHS; No
0,5mn (1
fo3a) y
chnakoHax,
no 10
hnakoHiB
y I
KapTOHHIi
ynakoBL;
no 0,5 mn
(1 posa) y
donakoHax,
no 10

pefakuifiH1X 3MiH y po3gaini

3.2.S.2.3 «KoHTposb

MarepiasiiB» — KOHTPO/Ib
[xepena Ta BUXigHUX

marepianis 6i0n10riYHOro
NOXOMKEHHS. TepMiH

BBE/leHHS 3MiH - nepLunii

KBapTtan 2028.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
hnakoHiB
B
CTaHfapTH
0_
€KCMoPTHi
]
ynakoBLi,
aka
MICTUTBbCA
y 3
KapTOHHIi
KOpoo6Li.
MapkyBsaH
HA
yKpaiHCbK
ot Ta
aHrnilicbk
oo, abo
iHLWIMK
iHO3EMHUM
1 MOBamu.
32. | TEMNIBPA® emicizuma | emiuynsymab B02B po34nH TOB «Polu YkpaiHa BUPOGHMLTB AnoHis/ BHECEHHS 3MiH 0 3a UA/16914/01/01
b X06 ans YkpaiHa» o] Pecnybnika peecTpauinHux maTepiais: peyenmom
iH'eKLili MO Hepo3dhacos Kopes/ 3miHu |l Tuny - 3MiHn 3
30 mr/1 aHoi LLiBeiiuapis sKocTi. A®I. MpoeKTHWi
m; o 1 NPOAyKUii, npocTip Ta
mn (30 mr) nepBuHHE nicnsapeecTpauiiHnii
y hNakoHi; nakyBaHHS, NPOTOKON YNpaBniHHSA
nol BMNpobyBaH 3MiHaMun. BHeCEHHS 3MiH y
chnakoHy B HS nicnsapeecTpauiiHnii
KapTOHHIi KOHTPO0 NPOTOKON YNPaBAiHHSA
Kopobui; SKOCTI: 3MiHamu ana Adl -
no 0,4 mn Uyraii BnpoBagyxeHHs NpoToKoNy
(12 mr) y dapma ynpas/iiHHA 3MiHaMu nicns
chnakoHi; MaHydekTy 3arBepmxeHHs (PACMP) 3
nol puHr Ko, MEeTOI A04aBaHHSA
dhnakoHy B N1, AnoHis; anbTepHaTUBHOIO MeToay
KapTOHHIW CamcyHr iaeHTndikauyji nig vac
Kopoo6Li Bio/lomxuke BMNpobyBaHb Ha BUMYCK —
Ko, 114, NenTUAHOro KapTyBaHHA 3
Pecny6nika BMKOpUCTaHHAM Lys-C Ta
Kopes; Mac-CneKTpOMEeTPUYHOTo
BMNpobyBaH (MC) peTtekTyBaHHs ans
HA aKTVBHOrO
KOHTPO/0 dhapmaLeBTU4YHOro
AKOCTI: iHrpefieHTa Ta NPOMDKHUX
Uyrai aHTUTIA. 3MiHm Il Tuny -

Papma

3MiHM 3 siKoCTi. [oToBMIA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
MaHydekTy nikapcbkuii 3aci6.
puviHr Ko, MpoekTHWiA npocTip Ta
NTa, AnoHis; nicnapeecTpauiiHnii
BUNpobyBaH NPOTOKON YNpPaBAiHHSA
HA 3MiHaMWn. BHeCeHHs 3MiH
KOHTPO/0 nicns 3aTBepKeHHs
AKOCTI, NPOTOKO/Y YNpaBiHHSA
BTOPVHHE 3MiHaMu 151 TOTOBOrO
nakyBaHHs, nikapcbkoro 3acoby -
BMNYCK cepil: BnpoBagyxeHHs NpoToKoNy
®.XodpdpmaH ynpasiHHA 3MiHaMu nicns
H-/18 Poww 3atBepmxeHHs (PACMP) 3
n1g, MeTOI0 A0AaBaHHA
LBeliuapis aflbTepHATUBHOIO MeToAay
iaeHTudikauii rotoBoi
npoAyKuUii npu i BUNYycKy —
nenTWAHOrO KapTyBaHHS
Lys-C 3 MC-
[eTeKTyBaHHAM.
33. | TEM/NIBPA® emicizuma | emiunsymab B02B po3unH TOB «Pouu YkpaiHa BVPOGHWLTB Anoris/ BHECEHHS 3MiH [0 3a UA/16914/01/02
b X06 ans YkpaiHa» o] Pecny6nika peecTpauiiiHux maTepiasiis: peyenmom
iH exuili no Hepo3dacoB Kopes/ 3MiHu Il TUny - 3MiHK 3
150 mr/1 aHoi LLiseiuapis akocTi. A®L. MNpoekTHuiA
mn; no 0,4 NpoAyKuUii, npocTip Ta
mn (60 nepBuHHE nicnspeecTpauiiHnii
mr); no 0,7 nakyBaHHs, NPOTOKO/ YNPas/liHHA
mn (105 BMNpo6yBaH 3MiHaMu. BHeCEHHS 3MiH y
Mr); no 1 Hs1 nicnspeecTpauiiHnii
m (150 KOHTPO/0 NPOTOKOAN YNpaBAiHHSA
Mr) y AKOCTI: 3miHaMu ansa Adl -
donakoHi; Yyraii BnpoBagkeHHs NpoTokony
nol Papma ynpaBniHHA 3MiHaMu nicns
chnakoHy B MaHydekTy 3arBepmxeHHs (PACMP) 3
KapTOHHIi puvHr Ko, MeTOI0 A0AaBaHHA
Kopoo6ui NTa, AnoHis; aNbTepHaTMBHOIO MeToay
CamcyHr iaeHT1dikauii nig vac
BioJlopxukc BMNPO6YyBaHb Ha BUMYCK —
Ko, NTa, NenTuAHOro KapTyBaHHA 3
Pecny6nika BMKOpUCTaHHAM Lys-C Ta
Kopes; Mac-CneKTpoOMEeTPUYHOro
BMNpobyBaH (MC) peTtekTyBaHHa Ans
HA aKTUBHOTO
KOHTPO0 dhapmaLeBTUYHOro
AKOCTI: iHrpegieHTa Ta NPOMKHUX
Uyraii aHTUTIA. 3MiHm Il TNy -
dapma 3MiHu 3 siKocTi. FoToBWMIA
MaHydekTy nikapcbkuii 3aci6.

puHr Ko,

[MpoeKTHWA NpocTip Ta
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
NTa, AnoHis; nicnsapeecTpauiiHnii
BuNpobyBaH NPOTOKO/ YNpaB/liHHA
HA 3MiHaMun. BHeceHHs 3miH
KOHTpO/0 nicns 3aTBepKeHHs
AKOCTI, NPOTOKO/Y YNpasiHHA
BTOPVHHE 3MiHaMu 4151 FOTOBOro
nakyBaHHs, niKapcbkoro 3acooy -
BUMYCK Cepii: BnpoBagyKeHHss NpOTOKONYy
®.XohcpmaH yNpaB/iHHA 3MiHaMK Micns
H-/18 Poww 3aTBepxeHHsa (PACMP) 3
nra, MeTOl0 fofaBaHHA
Lseliuapis afbTepHaTUBHOIO MeToAy
iaeHTugikaLii rotoBoi
npoAykKuii npw ii BUNycKky —
NenTWAHOro KapTyBaHHSA
Lys-C 3 MC-
[eTEKTYBaHHAM.
34. | TEPLUENTUH trastuzum | TpacTty3symab LO1FD | po3uuH TOB «Pouu YkpaiHa Bvpo6Huute | LBeiiyapis BHECEHHS 3MiH 0 3a UA/14303/01/01
® ab 01 ans YkpaiHa» o] peecTpauiiiHux maTepiais: peyenmom
iH EKUN, Hepo3dhacos 3minu |l Tuny - 3MiHn 3
600 mr/5 aHoi AkocTi. A®L. MNpoekTHWiA
ma, 1 npoayKuii, npocrTip Ta
chnakoH 3 nakyBaHHs, nicnapeecTpauiiHnii
PO34YMHOM BUNpobyBaH NPOTOKON YNPaB/iHHSA
y HSA 3MiHamMW. BHECEHHS 3MiH Y
KapTOHHIi KOHTPO/0 nicnapeecTpauiiHnii
Kopoo6Li AKOCTI, NPOTOKO/ YNpaB/liHHSA
BMNYCK cepil: 3MiHamu ana Adl -
®.XothpmaH BnpoBagyKeHHss NpoTOKONYy
H-/13 Powwu yNpaB/iHHA 3MiHaMK Micns
nra, 3aTBepxeHHsa (PACMP) 3
LLiseiuapis; MeTO AofaBaHHA
BunpobysaH anbTepHaTUBHOIO MeToAy
HSA iaeHTudikauii nig vac
KOHTPO/I0 BMNpobyBaHb Ha BUMYCK —
AKOCTI: NenTWAHOro KapTyBaHHSA 3
®.XohpbmaH BMKOpPUCTaHHAM Lys-C Ta
H-/18 Poww Mac CnekTpPoMeTpPUYHOro
nrg, (MC) peTtekTyBaHHs Ans
LBeliuapis aKTMBHOTO
hapMaLeBTUYHOTO

iHrpegieHTa Ta NPOMKHUX
aHTUTIN. 3MiHn Il THny -
3MiHu 3 sKocTi. FoToBUiA
nikapcbkuii 3aci6.
MpoekTHWiA npocTip Ta
nicnapeecTpauiiHnii
NPOTOKO/ YNpPaB/iHHSA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3MiHaMW. BHeCeHHs 3MiH
nicns 3aTBepmpkeHHs
NPOTOKO/TY ynpaBiHHA
3MiHaMun 4151 FOTOBOro
niKapcbkoro 3acooy -
BnpoBagkeHHs npoTokosny
ynpas/iiHHA 3MiHaMu nicns
3arBepmxeHHs (PACMP) 3
METOI0 A0AaBaHHA
anbTepHaTUBHOIO MeToAay
iaeHTudikaLii rotosoi
npoAykuii npw ii BUNycKky —
nenTWAHOro KapTyBaHHA
Lys-C 3 MC AeTekTyBaHHAM.
35. | TNIYEPON glycerol rniuepviH AOBA cynosunTtop €Bpo Benuka Bignosiganb | Moptyranis/ BHECEHHS 3MiH 0 6e3 nionsizae UA/12050/01/02
€BPO X01 i Naiidokep BpuTaHis HWiA 3a: ITania peecTpauiiiHux maTepiais: peyenma
pexTasbHi nrp, KOHTPO/1b/BK 3MiHn | TURY - 3MiHK LWoAao
no no npobyBaHHs 6e3nekn/edeKTMBHOCTI Ta
2000 wr; ; BUNyCK hapmakoHarniagy. 3miHa y
no 6 cepii: KOPOTKIill xapaktepucTuui
cynosunTtop Na6opaTtopi nikapcbKoro 3acoby, TEKCTi
iiBYy yc baci - MapKyBaHHS Ta IHCTPYKLT
6nicTepi; IHaycTpia 015 MegNyHOro
no 1 a6o dapmachbHoTi 3aCTOCYBaHHS Ha MigcTasi
no 2 ka, C.A,, perynsapHo OHOB/1OBAHOIoO
6nictepu B MopTyranis; 3BiTy 3 6€3neKn NiKapcbkoro
KapTOHHIi BignoBiganb 3acoby, abo [OoC/iAKEHDb 3
ynakoBLi HWiA 3a: 6e3neky 3acTocyBaHHA
BVPOGHWLTB nikapcbkoro 3acoby B
o] nicnspeecTpauiiiHuii nepiog,
Hepo3dacoB a60 AK pe3ynbTaT OLiHK/
aHoro 3BITY 3 JOCAIAXEHD,
NPOAYKTY; npoBefeHux BignoBigHO [0
nepBuHHE nnaHy negiaTpuyHnx
nakyBaHHS, pocnigxeHb (PIP) (3MiHy
BTOPVHHE Y3rO[PKEHO 3 KOMMETEHTHUM
nakyBaHHS; YNOBHOB&XXEHUM OpraHom) -
KOHTPO/b/BY 3MiHV BHECEHO B IHCTPYKLiIO
npo6yBaHHsA ON8 MeguyHOro
cepii: 3aCTOCYBaHHSA NiKapcbKoro
Namn CaH 3acoby B po3ginu
Mpocnepo "MpoTunokasaHHa",
CNA, Itanisa "B3aemogis 3 iHWMmn

nikapcbknumy 3acobamm Ta
iHWIi BUAW B3aemogiii" Ta
"Mepepo3sysaHHA"
BiANOBIAHO [0 OHOBMEHOT
iHdbopMaLii woao 6esneku
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3acTOCyBaHHSA Aitoyoi
peyoBVHW. TepMiH BBeAEeHHS
3MiH - NpoTArom 6 micsuiB
nicns 3aTBepKeHHs. 3MiHN
| Tvny - 3miHK Woao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi
3MiHUM) - 3MiHN BHECEHO B
IHCTPYKLil0 ANS MegnyHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby B po3ain "Cknag"
(pepakuiiiHi npaBkn) Ta B
po3ain "Mo6iyHi peakujii™
LLLOA0 BaXKIMBOCTI
3BiTyBaHHSA NPO Nigo3poBaHi
no6iyHi peakuji. TepMiH
BBE[EHHS 3MiH - NPOTArom 6
MicsiLiB 3aTBEPAKEHHS
36. | MILEPON glycerol rnigepuH AOBA CynosuTop €Bpo Benuvka Bignosigans | MopTyranis/ BHECEHHS 3MiH 0 6e3 niossieae UA/12050/01/01
€BPO X01 ii Naiidkep BputaHis HWi1 3a: ITanisa peecTpauiiHux maTepiais: peyenma
peKTasbHi nTp KOHTPO/1b/BK 3MiHn | TURY - 3MiHN WoAao
no 1000 npo6yBaHHsA 6e3nekn/eheKTUBHOCTI Ta
Mr; Mo 6 ; BUMYCK thapmakoHarnsagy. 3miHa 'y
cynosunTtop cepii: KOPOTKIill XapakTepucTuui
iiBYy Na6opaTopi NiKapcbKoro 3acoby, TekcTi
6nicTepi; yc baci - MapKyBaHHS Ta IHCTPYKLT
no 1 aéo IHaycTpia 0N MeguyHoro
no 2 dapmachboTi 3acToCyBaHHA Ha niacTasi
6nictepu B ka, C.A,, perynsapHo OHOBJ/THOBAHOIO
KapTOHHIi MopTyranis; 3BITYy 3 6e3neku NikapcbKoro
ynakoBLii Bignosiganb 3acoby, abo gocnigpkeHb 3
HWA 3a: 6e3nekn 3aCTOCyBaHHS
BVPOGHMLTB nikapcbkoro 3acoby B
o] nicnsipeecTpauiiiHuii nepiog,
Hepo3dacos ab0 K pesynbTar OLiHKK
aHoro 3BITY 3 JOCNIOXEHD,
NPOAYKTY; npoBefeHuX BiAnoBigHO 0
nepBuUHHE nnaxy negjiaTpuyHUX
nakyBaHHs; pocnigxeHs (PIP) (3miHy
BTOPVHHE Y3rO[)KEHO 3 KOMMETEHTHUM
nakyBaHHS; YNOBHOB&XXEHUM OpraHom) -
KOHTPO/1b/BK 3MiHM BHECEHO B IHCTPYKLiO
npo6yBaHHsA ONA MeauyHOro
cepii: 3aCTOCyBaHHS Nikapcbkoro
Namn CaH 3acoby B po3ainv
Mpocnepo "MpoTnnokasaHHsa",
CIMA, Itanis "B3aemogis 3 iHWKMK

nNiKapcbknumun 3acobamu Ta
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
iHWI BMAOW B3aemogjin" Ta
"Mepepo3syBaHHA"
BiAMOBIAHO 4O OHOBMEHOT
iHbopMauii Wwoao 6esneku
3acTocyBaHHs Ajtoyol
peyoBvHW. TepMiH BBeAEeHHS
3MiH - NpOTArom 6 Micsauis
nicnsa 3aTBeppKeHHs. 3MiHN
| TMny - 3miHK Woao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi
3MiHW) - 3MiHN BHECEHO B
IHCTPYKLiO ANA MeguYHOro
3acToCyBaHHSA Nikapcbkoro
3aco6y B po3gain "Cknag”
(pepaxuilini npaBkn) Ta B
po3gin "MobiuHi peakuii”
LLOA0 BaXK/IMBOCTI
3BiTyBaHHS NPO Nig03pLoBaHi
no6iyHi peakuii. TepMiH
BBE/IeHHS 3MiH - NPOTArom 6
MicsLiB 3aTBEPAKEHHSA
37. | rNiyH glycine rAILMH - KpucTaniy TOB "TK YkpaiHa BVMPOGHWLTB AnoHis BHECEHHS 3MiH [0 - UA/20766/01/01
HWi "ABPOPA" 0, yNakoBKa, peecTpauiiiHux maTepiaiis:
NOpPOLLUOK nepBUHHNIA 3MiHu | TNy -
(cybeTaHui KOHTPO/1b AfMiHICTpaTMBHI 3MiHW. (HLi
q) B cepii: 3MiHM) MpuBeaeHHS
noaBiHMX HOki Foceit iHchopmauii y posaini
nonietune Korio Ko., «MapkyBaHHs» MKA:
HOBUX nTg., 3atBepakeHo: Ha eTukeTui
naketax BMPOGHWYMIA BKa3yloTb: IHGhopMaLio
ans MaligaHumnk LLIOA0 TOBAPHOrO 3HaKy
dhapmaues [bxobaH, 3anBHWKa, Ha3BYy NPOAYKTY,
TUYHOro ANoHis; HOMep napTii, Macy HeTTo,
3acTocyBa BUPOGHMK, macy 6pyTTo, faty
HHS Lo BWUrOTOBJIEHHS, KIHLEBWIA
Bignosinae TEPMiH BUKOPUCTaHHS,
3a HOMep peecTpauiiHoro
KOHTPO/b, nocBigYeHHs B YKpaiHi,
BUNYCK Ta BaHTaxoogepxyBay, Homep
NnepekoHTPo [0roBopy, yMOBU
Nb cepii: 36epiraHHs, KpaiHy
ADKIHOMOTO BUPOGHMK, hipMy BUPOBHWK
Ko., IHK., Ta agpecy po3rallyBaHHS.
AnoHis 3anponoHoBaHo: Ha

eTUKETLi BKa3ytoTb:
IHdopmavyito woao
TOBAPHOIO 3HaKy 3asiBHUKA,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

Ha3BY NPOAYKTY, KpaiHy
BUPOGHWK, hipMy BUPOOHUK
Ta agpecy posTallyBaHHs,

HOMep cepii, Macy HeTTo,
[aTy BUrOTOB/IEHHS, Nepios
NepeKoHTPO/I0, YMOBHU
36epiraHHs, Homep
peecTpadiiiHoro
NnocBigYEHHS B YKpaiHi.

38.

FNHOKO3A

glucose

T/10KO31
MOHoOrigpat

V06D
co1

pO34nH
ans
iHdY3iiA,
100 mr/mn;
no 200 mn
y NAsilKax
CKNSAHUX

TOB "tOpisi-
Papm”

YKpaiHa

TOB "tOpisi-
Papm”

YKpaiHa

BHECEHHSA 3MiH [0
peecTpauiiHx MaTepiasis:
3MiHn | Tuny -
AAMIHICTPaTUBHI 3MiHW.
BunyyeHHss BUpO6HUMYOT
OiNbHUUI (BKIOYaOUM
LinbHUUi ons Adl,
NPOMIXHOro NPoAYKTY abo
rOTOBOrO /iKapCbKOro
3aco0by, AinbHUL Ans
NpoBefEHHS NaKyBaHHS,
BMPOGHMKA,
Bi4NoBiAaIbHOro 3a BUMYCK
cepiii, MmicLie NpoBefeHHs
KOHTpO/to cepii) abo
noctayanbHuKa BUXiAHOrO
marepiany, peareHty abo
[0MOMIXHOT PEYOBUHU
(AKLW0 3a3HAYEHO Y [1OCLE) -
BunyyeHHs 3aTBepaXeHoro
BMpOGHMKa AP [toKo3n
MoOHorigpaty -TOB
«[IHINPOBCbKNIA
KpoXmasienaToKoBWii
KOMGiHaT», YKpaiHa.

3a
peyenmom

UA/6411/01/02

39.

JAP®EH®
EKCMPEC

ibuprofen

ibynpodeH

MO1A
EO1

cycneHsis
opasibHa,
200 mr/10
mn no 10
MmNy
calue; no
10 cawe B
nauui

MpAT
"®apmaueBT
nyHa pipma

"AapHnus”

YkpaiHa

BVPOGHWLTB
0 roTOBOrO
NPOAYKTY,

KOHTpO/b/Te
CTyBaHHS,

BUNYyCK cepii
roToBOro
NPOAYKTY:
EOEPAPM,

c.n,
IcnaHis;
KOHTpO/b/TE
CTyBaHHS Ta

IcnaHis

BHECEHHS 3MiH 0
peecTpauiiiHux maTepiaiis:
3MiHu | Tuny -
ALMIHICTPaTWBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO /liKapCbKOro
3acoby, BKIYaumn
OinbHWLU BUNYycKy cepii abo
MicLie NpoBeAEHHS
KOHTPOJIH0 SIKOCTi.

6e3
peyenma

nionsieae

UA/18783/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BUNYyCK cepii ([isANbHICTb, 3a Ky
roToBOro Bignosigae
NpoayKTy: BMPOGHMK/iMnopTep,
dapmanigep BK/1O4AK0UY BUMYCK CEpiid)
, C.A., 3miHa B agpeci BUpo6Huka
Icnanis; dapmanigep, C.A., Icnanis
Mikpo6ionori BiAMNoBiAa/IbLHOIO 3a
YHWI KOHTPO/Ib SIKOCTI (3a
KOHTPO/Ib: BMHATKOM MiKpOG6ios10riyHOro
Bionab, KOHTPO/I0) Ta BUNYyCK cepii
C.J1.,, IcnaHis 3 Kanne e AparoHecec 2,
MoniroHo lgacTpian
Kana6o3soc, AnkobeHzac,
28108, IcnaHia Ha Kanne e
Ioc AparoHecec 2,
AnkobeHaac, 28108,
Icnanis. 3MiHM BHECEHO B
po3ain "MicLe3HaxomKeHHs
BMpOOHUKa Ta agpeca micus
NpOoBaXEHHS oro
OiSNTBHOCTI" B IHCTPYKLUitO
ONA MeauyHoro
3acTocyBaHHA Ta 'y
BiANOBIAHWIA PO34iN KOPOTKOT
XapakTepucTuKn NikapcbKoro
3aco0by y 3B'A3Ky 3
YTOYHEHHAM afpecy O4HOrO
3 BUpOoOHUKiB (Papmanigep
C. A.) 3 BignosigHnmmn
3MiHaMK y TekcTi
MapKyBaHHS yNnaKkoBKu
nikapcbKoro 3acoby.
BeeeHHs1 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBEPAKEHHS
40. | AAP®PEH® ibuprofen ibynpodeH MO1A | cycneHsis MpAT YkpaiHa BMPOGHMUTB | HigepnaHam BHECEHHS 3MiH 0 6e3 He UA/18549/01/01
Kigc EO1 opasibHa, "®apmaueBT 0, NepBuHHEe / peecTpauiiiHux maTepiais: peyenma niossieae
100 mr/5 nyHa dipma Ta BTOPUHHE Icnanis 3MiHn | Tuny -
mn no 100 "OapHuus" nakyBaHHs, AZMiHICTPaTWBHI 3MiHU.
mny KOHTPO/b 3MiHa HaliMeHyBaHHS
chnakoHi AKOCTI, Ta/abo agpecu micus
abo no BMMNYCK cepii NPOBaKEHHS AiSNbHOCTI
200 mny roToBOro BMpOGHUKa/imMnopTepa
pNaKoHi; NPOAYKTY: roTOBOrO NiKapCbKOro
nol Oendapm 3acoby, BK/IoYaKun
dnakoHy y Bnagen LinbHULI BUNYCKY cepii abo
KOMMEKTI B.B.,, MicLe NpoBeaeHHs
3i Higepnanan KOHTPO/IH SIKOCTi.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
LUINPULOM- ; ([isANbHICTb, 3a Ky
[osatopo BVPOGHULTB Bignosigae
M B mauui 0, NEPBUHHE BMPOGHMK/iMnopTep,
Ta BTOPWHHE BK/THOHAI0UM BUMNYCK CEPii) -
nakyBaHHs, 3MiHa B agpeci BUpo6HUKa
BWMYCK cepii dapmanigep, C.A., Icnanis
roToBOro BiAMNoBiAa/IbLHOIO 3a
NPOAyKTY: KOHTPO/Ib AKOCTI (3a
Epedapm, BMHATKOM MiKpOG6ios10riyHOro
c.n, KOHTPO/I0) Ta BUNYCK cepii 3
Icnamis; Kanne [le AparoHecec 2,
KOHTPO/Tb MoniroHo lgacTpian
AKOCTI (3a Kana6o3soc, AnkobeHzac,
BUHATKOM 28108, IcnaHia Ha Kanne e
Mikpobiosori Noc AparoHecec 2,
YHOro AnkobeHaac, 28108,
KOHTPO/10), IcnaHisi. 3mMiHN BHECEHO B
BWMYCK cepii po3ain "MicLe3HaxomKeHHs
roToBOro BUpOGHMKa Ta agpeca micus
NPOAYKTY: NpOoBaXEHHS oro
dapmanigep OiSNTBHOCTI" B IHCTPYKLUitO
,C.A,, ONA MeauyHoro
Icnamis; 3acTocyBaHHA Ta 'y
Mikpobiosori BiANOBIAHWIA PO34iN KOPOTKOT
YHWi XapakTepucTuKn NikapcbKoro
KOHTPO/b 3aco0by y 3B'A3Ky 3
(cy6nigpsagH YTOYHEHHAM afpecu 04HOT0
MK KOMNaHii 3 BUpOoOHUKiB (Papmanigep
Farmalider, C. A.) 3 BignosigHnmmn
S.A): 3MiHaMK y TekcTi
Bionab, MapKyBaHHS yNakoBKu
C.J1.,, IcnaHis nNiKapcbKoro 3acooby.
BeeeHHs1 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBEPMKEHHS.
41. | AAP®PEH® ibuprofen 16ynpocheH MO1A | cycneHsis MpAT YkpaiHa BMPOGHMUTB | HigepnaHam BHECEHHS 3MiH 0 6e3 He UA/18550/01/01
KiAC ®OPTE EO1 opasibHa, "®apmaueBT 0, NepBuHHEe / peecTpauiiiHux maTepiais: peyenma niossieae
200 mr/5 nyHa dipma Ta BTOPUHHE Icnanis 3MiHn | Tuny -
mn no 100 "OapHuus" nakyBaHHs, AZMiHICTPaTWBHI 3MiHU.
mny KOHTPO/b 3MiHa HaliMeHyBaHHS
chnakoHi, AKOCTI, Ta/abo agpecu micus
nol BMMNYCK cepii NPOBaKEHHS AiSNbHOCTI
dnakoHy y roToBOro BMpOGHUKa/imMnopTepa
KOMMEKTI NPOAYKTY: roTOBOrO /iKapCbKOro
3i Oendapm 3acoby, BK/IoYaKun
LINPULOM- Bnagen LinbHULI BUNYCKY cepii abo
fosatopo B.B.,, MicLe NpoBeaeHHs
M B nayLii Higepnanan KOHTPO/IH SIKOCTi.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
; ([isANbHICTb, 3a Ky
BVPOGHULTB Bignosigae
0, NEPBUHHE BMPOGHMK/iMnopTep,
Ta BTOPWHHE BK/IHOHAK0UM BUNYCK Cepiit)
nakyBaHHs, 3MiHa B agpeci BUpo6HUKa
BWMYCK cepii dapmanigep, C.A., Icnanis
roToBOro BiAMNoBiAa/IbLHOIO 3a
NPOAyKTY: KOHTPO/Ib AKOCTI (3a
Epedapm, BMHATKOM MiKpOG6ios10riyHOro
c.n, KOHTPO/I0) Ta BUNYyCK cepii
Icnamis; 3 Kanne [le AparoHecec 2,
KOHTPO/Tb MoniroHo lgacTpian
AKOCTI (3a Kana6o3soc, AnkobeHzac,
BUHATKOM 28108, IcnaHia Ha Kanne e
Mikpobiosori Noc AparoHecec 2,
YHOro AnkobeHaac, 28108,
KOHTPO/10), IcnaHisi. 3mMiHN BHECEHO B
BWMYCK cepii po3ain "MicLe3HaxomKeHHs
roToBOro BUpOGHMKa Ta agpeca micus
NPOAYKTY: NpOoBaXEHHS oro
dapmanigep OiSNTBHOCTI" B IHCTPYKLUitO
" ONA MeauyHoro
Icnamis; 3acTocyBaHHA Ta 'y
Mikpobiosori BiANOBIAHWIA PO34iN KOPOTKOT
YHWi XapakTepucTuKn NikapcbKoro
KOHTPO/b 3aco0by y 3B'A3Ky 3
(cy6nigpsagH YTOYHEHHAM afpecu 04HOT0
MK KOMNaHii 3 BUpOoOHUKiB (Papmanigep
Farmalider, C. A.) 3 BignosigHnmmn
S.A): 3MiHaMK y TekcTi
Bionab, MapKyBaHHS yNakoBKu
C.J1.,, IcnaHis nNiKapcbKoro 3acooby.
BeeeHHs1 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBEPAKEHHS
42. | KXA3 NNKOC | Drospiren 1 Tabnetka GO3A | TabneTtku, Baiiep Al HimeuuunH MepBrHHA HimeuunHa BHECEHHS 3MiH 0 3a UA/12143/01/01
one and poxeBoro Al12 BKPUTI a Ta BTOPUHHA peecTpauiiiHux maTepiais: peuyenmom
ethinylestr | konbopy 060/10HKO ynakoBKa, 3MiHu | TURYy - 3MiHK WoA0
adiol MICTWTb: t0; Ne 28: [03BiN Ha 6e3nekn/edeKTMBHOCTI Ta
eTuHinecTpaai no 24 BMNYCK cepil: hapmakoHarnagy. 3miHa
on (y surnagj TabneTkn Baliep AT, yacToTy Ta/abo TepMmiHiB
Knatpary 3 pOXeBoro HimeuunHa, nofJaHHA perynspHo
b6eTaziekcom) KOnbopy i Brpo6bHuuTB OHOB/IOBaHWX 3BITIB 3
Ta no 4 0 3a NOBHUM 6e3nekn nikapcbkunx 3acobis
[POCMipeHoH, TabneTku LIMIK/TOM: - 3MiHa YacToTM NoAaHHSA
nesomedponar cBiTNO- Baiiep perynsipHo OHOB/IIOBAHOIO
KasibLjito; opaHXeBo Baiimap 3BITY 3 6esneku
1 Tabnetka ro 'm6X i Ko. [itoya pegakuis: Yactota
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
cBiTNO- KONnbopy B Kr, nofjaHHA perynsapHo
OpaHXeBoro 6nictepi; HimeuyunHa OHOB/IOBAHOIO 3BITY 3
KONbopy nol 6e3nekn 3 poku. KiHueBa
MICTUTb 6nictepy B Jarta ons BKIIOYEHHA JaHuX
nesomecponar KapTOHHii no PO3B - 06.09.2019 p.
KasibLiito naJui; no [ata nogaHHss PO3b6 -
1 05.12.2019 p. MNMponoHoBaHa
KapTOHHii pegfakuis: Yactota nogaHHs
nauyui B perynsipHO OHOB/IHOBAHOTO
ynakoBLi 3 3BiTYy 3 6e3nekun 5 pokis.
nonietune KiHueBa gata ans
Hy; Ne 84: BK/IOYEHHSA gaHnx go PO3b
no 24 - 06.09.2030 p. Aata
TabneTkn nogaHHa PO3b - 05.12.2030
OpaHXeBo p. PekomeHpgyeTbCa 0
ro 3aTBEpPKEHHSA BiANOBIAHO
KONbopy i [0 nepiognyHOCTI NoJaHHA
no 4 perynsipHO OHOBJIIOBAHWX
Tabnetkun 3BITiB 3 6e3neKku Nikapcbknx
CBITNO- 3acob6iBy €C
OpaHXeBo
ro
KONbopy B
6nicTepi;
nol
6nicTepy B
KapTOHHIi
naJui; no
3
KapTOHHWX
nayku B
ynakoBLii 3
nonietune
Hy
43. | AIANIPUA® glimepiride | rnimenipng A10B TabneTkn AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 3a He UA/16360/01/02
MiKpoHi3oBaHn | B12 no 3 mr, "®apmak” "®apmak” peecTpauiiiHux maTepiaiis: peyenmom nionsizae
n no 10 3MiHu | TUnNY - 3MiHK 3
TabneTok AKOCTI. [0TOBWIA NikapCbKuii
y 6nicTepi; 3aci6. CtabinbHicTb. 3MiHa 'y
no 3 abo 6 TepMiHax npuaaTHoCTi abo
6nicTepis yMoBax 36epiraHHsi rOTOBOrO
y nauui 3 nikapcbKoro 3acoby
KapToHy (36iNbLUEHHS TEPMIHY

NpWAAaTHOCTI FOTOBOTO
nikapcbkoro 3acoby) - Ans
TOProBoOi yrnaKoBKu
(nigTBEPAXYETLCA AaHUMM
peasibHOro yacy)
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

36i/IbLUEHHS TEPMIHY
NpuAAaTHOCTI FOTOBOTO
nikapcbKoro 3acoby
(3aTBEpPAXKEHO: TEPMIH
npuAaTHOCTI 2 POKuK;
3anpornoHOBaHO: TEPMIH
npuaaTHoOCTI 3 poku). 3MiHK
BHECEHO B iHCTPYKLit0 415
MeAMYHOrO 3aCTOCYBaHHS
nNiKapcbkoro 3acoby y po3ain
"TepMiH npuaaTHocTi".
BeeieHHs 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBEPKEHHS

45,

DIANIPUA®

glimepiride

rnimenipng
MiKpOHi30BaHW
]

A10B
B12

TabneTtkn
no 4 wr,
no 10
Tabnetok
y 6nicTepi;
no 3 abo 6
6nicTepis
y nauui 3
KapTOHY

AT
"®apmak”

YKpaiHa

AT
"®apmak”

YKpaina

BHECEHHS 3MiH [0
peecTpauiiiHux maTepiais:
3MiHn | TUnY - 3MiHn 3
AKocTi. [0TOBWIA NikapCbkuii
3aci6. CtabinbHicTb. 3MiHa Y
TepMmiHax npuaaTHOCTI abo
ymMoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY
NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - Ansa
TOProBoi ynakoBKu
(nigTBEPAXYETLCA AaHMU
peasibHOro yacy)
36iNbLUEHHS TEPMIHY
NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby
(3aTBEPAKEHO: TEPMIH
NPUAATHOCTI 2 POKU;
3anponoHOBaHO: TePMIH
npuaaTHOCTI 3 pokK). 3MiHK
BHECEHO B iHCTPYKLt0 Ans
MeAUYHOrOo 3aCTOCYBaHHs
NiKapcbkoro 3acoby y po3gin
"TepMiH npuaaTHoCTi".
BBefeHHs 3MiH NpoTArom 6-
TV Micauis nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/16360/01/03

DIANIPUO®

glimepiride

rnimenipug,
MiKpPOHi30BaHu
]

A10B
B12

Tabnetkn
no 2 mr,
no 10
TabneTtok

y 6nicTepi;

AT
"Papmak”

YKpaina

AT
"®papmak”

YKpaiHa

BHECEHHSA 3MiH [0
peecTpauiiHx MaTepiais:
3MiHu | TUNY - 3MiHn 3
sIKOCTi. FOTOBWMIA NikapCbKuii

3aci6. CtabinbHicTb. 3MiHa y

3a
peyenmom

He
nionsieae

UA/16360/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
no 3 a6o 6 TepMiHax npuaaTHocTi abo
6nictepis ymoBax 36epiraHHsi rOTOBOrO
y nauui 3 nikapcbKoro 3acoby
KapToHy (36iNbLUEHHSI TEPMiHY
nNpuAAaTHOCTI FOTOBOTO
nikapcbkoro 3acoby) - Ans
TOProBoOi yrnaKoBKu
(nigTBEPAXYETLCA AaHUMM
peasibHOro yacy)
36i/IbLUEHHS TEPMIHY
NpuAAaTHOCTI FOTOBOTO
nikapcbKoro 3acoby
(3aTBEpPAXKEHO: TEPMIH
npuAaTHOCTI 2 pOKuK;
3anpornoHOBaHO: TEPMIH
npuaaTHoOCTI 3 poku). 3MiHK
BHECEHO B iHCTPYKLit0 AN15
MeJMNYHOr0 3acTOCYBaHHS
nNiKapcbkoro 3acoby y po3ain
"TepMiH npuaaTHocTi".
BeeeHHs1 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBEPAKEHHS
46. | LOBYTAMIH dobutamin | po6yTtamiHy coicC pO34nH Agmvega HimeuuunH Contodhapm HimeuunHa BHECEHHS 3MiH 0 3a UA/5714/01/01
AOMELA e rigpoxnopug A07 ans ApuHaimMiTT a dapmavLoiiTi peecTpauiiiHux maTepiaiis: peuyenmom
iHcy3iiA, enb M6X we 3MiHn | TUnY - 3MiHn 3
250 mr/50 Epuolirticce AKocTi. [0TOBWIA NikapCbKuii
M no 50 m6X 3aci6. 3MiHM Y BUPOBHULLTBI.
M (250 3MiHa iMnopTepa/amiHu, Lo
Mr) y CTOCYITbCS BUMYCKY cepii Ta
dhNaKoHi; KOHTPO/I0 IKOCTi FOTOBOro
no 1 nikapcbkoro 3acoby (iHwWi
chnakoHy B 3MiHW) - BHeceHHs go P/,
KapTOHHIl iHchopMmauii wono
Kopobui iMnopTepa, WO 34iicHI0E

BBe/leHHs npenapary
[ob6ytamiH Aamea, po3yunH
Ans iHdysin, 250 mr/50 mn,
no 50 mn (250 mr) y
dhnakoHi; no 1 dpnakoHy B
KapTOHHiI kopobui, P Ne
UA/5714/01/01 Ha puyHOK
YKpaiuu Ha nigcrasi
BignoBigHoOT NliueHsii Ha
imnopT. ToBapucTBO 3
obMexeHoto
BiANOBiga/bHICTIO "A3nMyT"
agpeca MicLi NPoBaKEeHHs
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
LiSNbHOCTI opyanyHa:
08618, KuiBcbka 0611acTb,
dacTiBCbKUIA p-H, C.
[anuniska, Byn.
BnarosiweHcbka, 88 micue
NPOBaKEHHS Ai/IbHOCTI:
08150, KniBcbka 06n1acTb.,
ByyaHcbKuii p-H., C.
[opeHka, By/.
MNprosepHa,11 YkpaiHa
47. | AOMPNA® domperido | gomnepugoHy | AO3FA | Tabnetku, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 3a He UA/8976/03/01
SR ne masnear 03 MPOJIOHrOB "KyCymMm*" "KYCYM peecTpauiiHux maTepiaiis: peyenmom nionsizae
aHoi aii no PAPM", 3MiHu | TNy -
30 wr, no Ykpaina ALMIHICTPaTWBHI 3MiHN.
10 abo 3MiHa HaliMeHyBaHHS
Tabnetok TOB Ta/abo agpecu 3asaBHUKA
y 6nicTepi; «KYCYM>», (BnacHvka peecTpaLiiiHoro
no 1 a6o YkpaiHa nocBigYeHHs) - 3MiHa
no 3 HaliMeHyBaHHS 3as1BHMKa 3
6nictepu B TOB "MMEAPAPM NTA",
KapTOHHIi YkpaiHa Ha TOB "KYCYM",
ynakoBLii YKpaiHa.

BBefeHHs 3MiH NpoTArom
12-Tn MicsyiB nicns
3aTBEpPKEHHS. 3MiHY | TUny
- AAMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa
rOTOBOrO /iKapCbKOro
3acoby, BKI4aumn
OinbHWLU BUNYycKy cepii abo
MicLie NpPoBeAEHHSA
KOHTPOJIHO SIKOCTI.
(@isNbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMnopTep,
BK/IO4aA0UM BUMYCK Cepild) -
3MiHa Ha3BY BUPOOHMKa 3
TOB "MMEAPAPM NTA",
YkpaiHa Ha TOB "KYCYM",
YKpaiHa.
Micue3HaxomKeHHs
BMPOGHMWYOT AibHUL He
3MIHWUIOC.
3MiHM BHECEHO B PO34in
"BUPOBHMK" B IHCTPYKLtO
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
ONA MeauyHoro
3aCTOCYBaHHS Y 3B’A3KY 3i
3MiHOI Ha3BW BMPOGHMKa 3
TOB «I'NIEA®APM NTO» Ha
TOB «KYCYM» 6€e3 3MiHn
afpecun MicLs NPoBaKEHHS
LisiNbHOCTI Ta 3
BiANOBIAHUMW 3MiHaMK B
TEKCTi MapKyBaHHS
nepBuHHOI (n. 5) Ta
BTOPUHHOI (N. 11) ynakoBoK
nikapcbKoro 3acooby.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBEPMKEHHS.

48. | OYOCTA/[ tamsulosin | gytactepug, G04C Kancynm CTALA HimeuunH | Bunyck cepii: | HimeyunHa/ BHECEHHS 3MiH 0 3a UA/20596/01/01
and TamCys103vHYy A52 TBepai 0,5 ApuHaimiTT a CTALOA Icnanis peecTpauinHux maTepianis: peyenmom
dutasterid rigpoxnopug, mr/0,4 wmr; enb Al ApuHaimiTT 3MmiHu | TUnYy - 3MiHK 3
e no 30 a6o enb Al sIKOCTi. FOTOBWMIA NikapCbKuii

no 90 HimeuunHa, 3aci6. Cucrema
Kancyny BVPOGHMLTB KOHTeliHep/3aKyrnopoBasibH1
dhNaKoHi; o] 1 3aci6. 3miHa napameTpiB
no 1 MPOMIXXHOrO cneundikauii Ta/abo
donakoHy B NpoAyKTY [0MyCTUMUX MEX NePBUHHOT
KapTOHHIi (m'ski ynakoBKW rOTOBOro
Kopoo6ui XenaTnHoBiI nikapcbKoro 3acoby
Kancynm (BMyYEHHS1 HE3HAYHOTO
aytactepug, nokasHuka (Hanpuknag
y), 3acTapifioro nokasHvika))
BVPOGHMLTB -BUNTYYEHHS 3i cneumdikawi
0 roTOBOrO NepBUHHOTO NakKyBa/lbHOTO
NPOAYKTY, marepiany (KpuLLK/ 3
nepBuHHe Ta Kancysot-ocyLlysayem)
BTOPWUHHE nokasHuk "External wide
nakyBaHHs, dimensions", ockifibkv BiH He
XimiKo- € KPUTUYHNM NapamMeTpoM
i3nyHMiA SIKOCTI.
KOHTPO/b,
BUMYCK Cepii:
NABOPATO
PIOC NEOH
DAPMA,
C.A,
IcnaHis;
BVPOGHMLTB
o}
MPOMIXXHOrO

NpoAyKTY
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

(nenetun
Tamcys103vH
) y
rigpoxnopug
y3
MoaundikoBa
HUM
BUBINIbHEHHSI
M):
C.C.
3eHTiBa
CA,
PymyHis;
Mikpob6ionori
YHWI
KOTpPOSb:
NABOPATO
PIO
EYEBAPHE,
C.A.,
Icnanis;
XiMiKO-
hiznyHMiA
KOHTPO/Ib:
dYHOACIO
H
TEKHASIA
PECEPY
EHA
IHHOBEMLL
H, Icnania
XiMiKO-
hiznyHnin Ta
Mikpo6ionori
YHWI
KOHTPO/Ib:
HET®APMA
NAB
KOHCANTK
Hr
CEPBICEC,
Icnanis;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
NTABOPATO
PIOC
JIIKOHCA,




99

Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
C.A,
IcnaHis;
BTOPVHHE
nakyBaHHs:
ATAIC
DAPMA,
c.n,
IcnaHis;
BTOPVHHE
nakyBaHHs:
MAHAHTIA
N IHTETPA,
C.1.10.,
Icnanis
49. | EMANNAI® Other pekoMbiHaHTH | BO2B pO34nH TOB "tOpis- YkpaiHa LLleHbsH KuTalicbka BHECEHHS 3MiH 0 3a UA/15181/01/01
systemic oro X ans Papm” CaHwwaitH HapogHa peecTpauiiiHux maTepiais: peyenmom
hemostatic | Tpomb6onoeTnH iH'eKw;iin, ®apmacbioTi | Pecnybnika 3MiHn | TUnY - 3MiHn 3
s y NOAVHA no 15 000 kan Ko., AKocTi. [0TOBWIA NikapCbkuii
OofA/mn, no nra. 3aci6. KoHTposb rotoBoro
lmny nikapcbkoro 3acoby. 3miHa
chnakoHi; napameTpiB cneuudikauiii
nol Ta/abo foNyCTUMUX MEeX
hnakoHy B roTOBOrO /liKapCbKOro
nauuj 3aco6y (fONOBHEHHS
cneuudikaLii HoBUM
NOKa3HUKOM 3 BifMnOBiAHNM
MEeTOA0M BUMPOGYBaHHS)
-0OMOBHEHHSA crieundikavii
13 HOBUM MOKa3HVKOM
"MexaHiuHi BK/OYEHHS:
HEBUAMMI YaCTUHKK" 3
BiANOBIAHWM METO0M
BMNPOGYBaHHS.
50. | EHOXEPUKC | hepatitis HBsAg JO7B cycneHsis nakcoCmit Benvka nakcoCmit PpaHuis/ BHECEHHS 3MiH 0 3a He UA/15740/01/01
-B BAKUWHA | B, purified C01 ons KnanH BpuTaHis Knsiin Benbrisi/ peecTpauiiHx MaTepiais: peyenmom nionsieae
ana antigen iH'EKLNA, Ekcnopt Bionogxikan HimeuyunHa 3MiHu | TNy -
MPO®DINAKT 20 mkr/1 NimiTen 3, ®paHuis AAMIHICTPaTUBHI 3MiHW.
NKN m; o 1 (MapkyBaHH 3MiHa Ha3BM NikapcbKoro
BIPYCHOIO M (20 aTa 3aco6y. 3viHa Ha3Bu
FENATUTY B, mkr) (1 nakyBaHHs niKapcbKoro 3acooby.
PEKOMBIHA [o3a) Ta roToBOro 3arBepaKeHo:
HTHA no 0,5 mn NPOAYKTY); "EHmxepukc™-B /Engerix ™
(10 mkr) (1 nakcoCmit -B BakuuHa gns
fosa) y Knsain npodpiNnakTKn BipyCHOro
hNaKoHi; Bionogxikan renatuty B,
no 1, abo 3C.A, pekombiHaHTHa".
10 a6o 25 Benebris 3anponoHoBaHo
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
CKNAHNX (PopmyBaHH "EHf)Kepukc-B BakuuHa ana
MOHOZ,03H A BaKUMHW, npodiNakTMKn BipyCHOro
nx HanoBHEHHS renatuty B,
hnakoHiB B D1akoHU pekombiHaHTHa". TepMiH
y Ta Wwnpuwj, BBE/lEHHS 3MiH - NPOTArom 6
KapTOHHIi npoBefeHHs MicsuiB nicns
Kopob6Lii 3 KOHTPO/0 3aTBEPMKEHHA. 3MiHM | TNy
MapKyBaH AKOCTI - 3MiHu Wwoao
HAM BaKLMHU, 6e3nekn/edeKTMBHOCTI Ta
YKpaiHCbK MapKyBaHHS hapmakoHarnagy (iHwi
010 i naKyBaHHsA 3MiHM). 3MiHV BHECEHO A0
MOBOIO; N0 roToBOro TEKCTYy MapKyBaHHS
1mn (20 NPOAYKTY); YyNaKoBKM NiKapCbKoro
MKr) (1 CMITKnsiH 3acoby, a came gon. 3
[o3a) Ta Bivem (Mepenik AONOMIKHUX
no 0,5 mn dapma peyoBuH), n. 4 (Jlikapcbka
(10 mkr) (1 M6X yHA dhopma Ta KifbKicTb
fosa) y Ko. KT, OAMHULb B YNakosL,), n. 8
nonepegH HimeuyunHa (JaTa 3aKiHYeHHs TepMiHy
b0 (PopmyBaHH npugatHocTi), n. 17 (IHwe)
HanoBHeH A BaKUVHN, BTOPWHHOI YNakoBku; Ao M. 4
omy HanoBHEHHSA (JaTa 3aKiHYeHHs TepMiHy
Lwnpuwi; B LLNPUL, npugaTHocTi), n. 5
nol npoBefeHHs (HalimeHyBaHHs1 BUPOGHMKA,
nonepegH KOHTPO/0 i 32 HeobxigHoCTi -
b0 SAKOCTI 3asBHKKA), M. 6 (IHLWe)
HanoBHeH BaKLUHN); NepBUHHOI ynakoBku. TepmiH
oMy "nakcoCmit BBEJEHHS 3MiH - MPOTAroM 6
Lwnpuwy B Knaiin MicsuiB nicns
KapTOHHIi Bionoaxikan 3aTBEpMKEHHS. 3MiHK | Trny
KopooLi 3 3C.A, - 3MiHM Wwoao
MapKyBaH Benebris 6e3nekn/edhekTMBHOCTI Ta
HAM (Bunyck thapmakoHarnagy (iHwi
YKpaiHCbK cepil 3MiHK). 3MiHM BHECEHO [0
010 MOBOIO roToBoOro IHCTPYKLi ANs MeguyHoro
npoAyKTy) 3aCTOCYBaHHSA NiKapCbKoro

3acoby fo po3ginis
"MpoTunokasaHHsa",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaa", "3aartHictb
BMN/IMBATY Ha LIBWAKICTb
peaxuii npn kepyBaHHi
aBTOTPaHCMoOpTOM abo
HLWMMK MexaHi3mamn',
"Ynakoska" (yHichikauis Ta
YTOUYHEHHS iHchopmauii) Ta
004aH0 po3ainu
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

"TMpeacTaBHNK 3asBHUKA",
"MicLe3HaxomKeHHs
npeacTaBHVKa 3asABHMKA".
TepMiH BBEAEHHS 3MiH -
npoTarom 6 micAuis nicns
3aTBEPMKEHHS. 3MiHu |l
TMNY - 3MiHU 3 AKOCTI.
MepawnyHi npuctpoi. 3miHa
npuUcTpOiB ANA
BMMIipIOBaHHsA o031 abo
BBE/EHHS NiKapCbKoro
3acoby (gopaBaHHs abo
3aMiHa NpPUCTPOLIO, KNI €
HeBif'€MHOI0 YaCTUHO
NepBUHHOT YMakoBKM).
BBegeHHs HOBOrO TUny
LwnpuuiB 3i ckna Tuny |,
ryMOBOI NPOGKO0 MOPLUHSA
Ta HaKOHEYHUKOM Linpuua i3
CUHTETUYHOT r'yMU. 3MiHN
BHECEHO [0 iHCTPYKLi AN1s
MeAUYHOrO 3aCTOCYBaHHS
niKkapcbKoro 3acoby oo
po3ginis "Cnoci6
3acTocyBaHHA Ta 403n",
"Ynakoska" 3 METO0
rapmoHi3auji noptconio
wnpuvuis. TepMiH BBEAEHHS
3MiH - NpoTArom 6 micsuis
nicns 3aTBepAKeHHs. 3MiHN
Il Tuny - 3miHK Woao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsagy. 3miHu y
KOPOTKIill XapakTepucTuLi
NiKapcbKOro 3acoby, TEKCTi
MapKyBaHHs Ta IHCTPYKLT
ONA MeauyHoro
3aCTOCYBaHHSA y 3B'A3KY i3
HOBWMMW A@HUMW 3 AKOCTI,
LOKNIHIYHUMMU, KNIHIYHUMMA
JaHVMU Ta JaHuMK 3
thapmakoHarnsagy. 3miHu
BHECEeHO 10 iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao
po3ainis "IMyHoNoriyHi Ta
6ionoriyHi BnactTmeBocTi”,
"MokasaHHs" (YTOYHEHHS
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
iHbopmawii), "B3aemogis 3
HLUIMMKW NiKapCbKUMKn
3aco6amu Ta iHLWi BUAn
B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta go3un",
"Oitn", "Mo6iuHi peakuii”.
TepMiH BBELIEHHS 3MiH -
npoTtsarom 6 micsAuis nicns
3aTBEPAKEHHS.
51. | ECKANEN levonorge | nesoHoprectp | GO3A | Tabnetku BAT YropuwuHa BAT YropuHa BHECEHHS 3MiH [0 6e3 nionsi2ae UA/4789/01/01
strel en D01 no 1,5 wmr; "l'epeoH "lepeoH peecTpauiiHux maTepiaiis: peyenma
nol PixTep" PixTep" 3MiHu | TUNYy - 3MiHK Woa0
Tabnetyiy 6e3nekn/edheKTMBHOCTI Ta
6nicTepi; thapmakoHarnagy (iHwi
nol 3MiHW) - OHOB/IEHHA M. 7 Ta
6nictepy n. 17 TeKcTy mapKyBaHHs
pasom 3 BTOPWHHOI YNaKoBKN
KapTOHHU niKapcbKoro 3acooby.
M BBefieHHs1 3MiH npoTsArom 6-
dhyTnsspom TV MicauiB nicns
ans 3aTBEPMHKEHHS. 3MiHN |1
36epiraHH MRy - 3MiHu Wwoao
A 6nictepa 6e3nekn/edeKTMBHOCTI Ta
B hapmakoHarniagy. 3miHn y
KapTOHHIi KOPOTKIiil xapaktepucTuui
ynakoBLi nikapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKLT
015 MeguyHOro
3aCTOCYyBaHHSA Yy 3B'A3KY i3
HOBMMW A@HUMW 3 AKOCTI,
OOKAIHIYHUMU, KNIHIYHAMA
JaHuMKM Ta AiaHuMK 3
chapmakoHarnsgy
3MiHN BHECEHO A0 IHCTPYKLU,i
ON8 MeuyHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby Ao posginy
"®apmakonoriyHi
BNacTUBOCTI" WOA0 AaHUX
papMaKkoKIHETUKI Y XKIHOK 3
NiABWLLEHUM iHAEKCOM Macu
Tina, a Takox "Moo6iuHi
peakuii" WoAo Bax/IMBOCTI
3BiTyBaHHSA NPO NoGiyHi
peaxuii. NpeacTasnieHi
3MiHM B iHchopMmawii 3
6e3neku Woa0 BHECEHHS




Tina/IMT Ha ehbeKTVBHICTb

6e3nekun Ta etheKTUBHOCTI,

XapakTepucTuLi nikapcbkoro

KpaiHi 3asBHWKa/BUPOGHNMKA,

3aco06iB eKCTpeHoT
KOHTpavuenujii Ha nigcTasi
OHOBJIEHOT iHChopMmaLii 3

L0 npeAcTaBfeHa y
KAiHIYHOMY Ornsagi,
HagaHomy y ckiagj
marepianis fOCbE,
OHOB/IEHIli KOPOTKIl

3acoby, 3aTBEPAKEHIN B

y po3ginax npoekTy
IHCTPYKLii ANa MeguyHoro
3aCTOCYyBaHHSA
«®apMakoorivHi
B/TACTUBOCTI», & TAKOX
OO0 BHECEHHS 3MiH Ta
[OMOBHEHb LLOAO
B&XX/IMBOCTi NOBIAOM/IEHHS
npo No6iyHi peakuii Ha
nigcTasi BUMOT, L0
BUKageHi B MNopsagky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOrO HAKa3oM
MO3 Ykpainu Big 27 rpyaHs
2006 poky Ne898 (y peaakuii
Hakady MO3 Ykpainu Big, 26
BepecHsi 2016 poky Ne996) y
pO34ini NPOEKTY IHCTPYKL,T
015 MeyyHOro

3acTocyBaHHs «[106ivHi
peakuii» MoXyTb 6yTu
pekoMeHA0BaHi o
3aTBEPKEHHS Ta BHECEHHS
B IHCTPYKLiO ANA MeMYHOro
3acToCyBaHHSA Nikapcbkoro
3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHN I
TIny - 3MiHn Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsagy. 3mMiHu y
KOPOTKIi XapaKkTepucTuui
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3MiH Ta JONOBHEHb
CTOCOBHO BN/MBY Macu
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
ON19 MeAnYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3
HOBUMW A@aHUMWU 3 AKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMN
JaHuMKM Ta AaHumm 3
thapmakoHarnsagy. 3miHu
BHECEHO A0 iHCTPYKLi AN
MeAUYHOrO 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao
po3gainy "®apmakonorivHi
BNacTMBOCTI" BiANOBIAHO A0
rapmoHisauii iHchopmadii 3a
pesynbTaramu MeTaaHanisy
JocnimkeHb, NpoBeAeHNX
BOO3. MNpeacTasieHi 3MiHW
B iHhopmalLii 3 6e3nekn
OO0 BHECEHHS 3MiH
CTOCOBHO rapMoHi3avii
iHchbopMmawii, BUknageHoi B
IHCTPYKLii ANna MeguyHoro
3aCTOCyBaHHSA Ha nigcTasi
06rpyHTyBaHHSA
BUKNAAEHOrO0 Y KAIHIYHOMY
ornagi, HagaHomy y cknagi
mMarepianis 4OCbe, Y po3aini
NPOEKTY IHCTPYKUIT ANns
MeJMNYHOro 3aCTOCYBaHHS
«®dapmakonorivHi
B/IACTUBOCTi», MOXYTb GyTU
pekoMeHA0BaHi o
3aTBEPKEHHS Ta BHECEHHS
B IHCTPYKLiO AN1A MeMYHOro
3acToCyBaHHSA Nikapcbkoro
3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHN I
TIny - 3MiHn Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsagy. 3miHa 'y
npaBoOBOMY CTaTyCi
niKkapcbkoro 3acoby (Yyci iHLwi
3MiHM NPaBOBOrO CTaTycy).
3MiHEHO KaTeropito Bignycky
nikapcbKoro 3acoby
3ATBEPXXEHO: 3a
peuenTtom.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3AIMPOINOHOBAHO: be3

peuenTa. MNpeactaBneHi
3MiHM B iHchopmawii 3
6e3neku Woa0 BHECEHHS
3MiH CTOCOBHO
peLienTypHOro craTycy
nNiKapcbkoro 3acoby Ha
nigcTasi OHOBNEHOI
iHchopmauii 3 6e3nekn Ta
e eKTUBHOCTI, WO
npeacrTaBfieHa y HagaHili y
cKnagj martepianis fOCbe
«[leknapauii 06rpyHTyBaHHs
6e3peLenTypHOro cratycy
N3 Eckanen» (Declaration
on justification of over-the-
counter status of Escapelle),
CTBOpEHIli BiANOBIAHO
«KepiBHMLTBA LLOAO 3MiHU
KnacuagikaLii noctavyaHHs
nikapcbKoro 3acoby Ans
BUKOPUCTaHHSA JTI0ANHOI» (A
Guideline on changing the
classification for the supply
of a medicinal product for
human use) 3aTBepaXeHoro
EMA, oHoBneHomy lMnawi
ynpaBsiHHA pusnKamu,
Bepcis 4.0, y po3gini
NPOEKTY IHCTPYKUIT Ans
MeAUYHOrO 3aCTOCYBaHHS
«Kareropis Bignycky»
MOXYTb 6yTK
pekoMeHAo0BaHi Ao
3aTBEPAKEHHS Ta BHECEHHS
B IHCTPYKLO 4518 Mean4HOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby. B paHili 3miHi
3asBHUKOM Oy/10 HaAaHo
MnaH ynpaBniHHA pr3nkamm
Bepcis 4.0, cTBOpeHuii Ans
YKpaiHu 3 meToto
npoBeAeHHs A0AaTKOBUX
3axop4iB 3 MiHiMisauii
pY3VKiB, L0 06YMOB/EHI
3MiHOI peLenTpyHoro
cTaTycy Nnikapcbkoro 3acoby.

Pestome NnaHy ynpasniHHSA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
pu3nkamm Bepcis 4.0
[ofaeTbes. BBegeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHS
52. | ECMNA- pantopraz naHtonpasony | A02B TabneTkun Ecnapma HimeuunH BVPOGHWLTB HimeuunHa BHECEHHS 3MiH [0 3a UA/17588/01/01
NPA30N1® ole HaTpito Cco02 ractpopes 6X a 0 3a NOBHUM peecTpauiiiHux maTepiaiis: peyenmom
cecksirigpat UCTEHTHI LMK/IOM: 3MiHu | TUnNY - 3MiHK 3

no 20 wmr; AfBaHc AKOCTI. [0TOBWIA NikapCbKuii
no 14 dapma 3aci6. KoHTposnb rotoBoro
Tabnetok mM6X, nikapcbKoro 3acoby. 3miHa y
B GniicTepi HimeuuunHa; MeTofax BUNpPOOyBaHHSs
(antomiHie BTOPUHHE roTOBOrO JliKapCbKoro
Ba (honbra nakyBaHHS: 3aco06y (iHLWi 3MiHK Y
3 060x ecnapma mMeToJax BUnpobyBaHb
60kiB, abo dapma (BKTOvatouM 3amiHy abo
aNIOMIHIEB Cepsices [ONOBHEHHS)) BBEAEHHS
a chonbra m6X, a/IbTepHaTUBHOIO MeToay
3 0fHOro HimeuunHa ineHTudpikauii naHTonpasony
6oky Ta UPLC Ha gogartok no
nniska 3aTBepmxeHoro HPLC .
PVC/PE/P 3MmiHu | TUnYy - 3MiHK 3
VvdC 3 sIKoCTi. FOTOBWMIA NikapCbKuii
iHLIOrO), 3aci6. KoHTposib rotoBoro
no 1 a6o nikapcbKoro 3acoby. 3mMiHa y
no 2 mMeToAax BUNpobyBaHHA
6nictepn B roTOBOrO /liKapCbKOro
KapTOHHIi 3aco06y (iHWi 3MiHN Y
ynakoBLii MeToAax BUNpobyBaHb

(BKrOvatoumn 3amiHy abo
[ONOBHEHHS)) BBEAEHHS
anbTepHaTUBHOIO MeToAdy
KiNIbKICHOTO BU3HAYEHHS
naHTponpasony UPLC Ha
[0AaTOK 10 3aTBEPAXKEHOr0
HPLC. 3MiHn | Tuny - 3MiHn
3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOrO
nikapcbkoro 3acoby (iHwi
3MiHM y MeTofax
BUNPO6YBaHb (BKIOYaOUN
3aMiHy abo [ONOBHEHHS))
BBEJeHHS aNlbTepHaTUBHOIO
MeToAy BU3HAYEHHS
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
CynyTHiX gomiwok UPLC Ha
[04AaTOK A0 3aTBEPAXKEHOIO
HPLC. 3MiHn | Tuny - 3MiHn
3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro
3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO
nikapcbkoro 3acoby (iHwi
3MiHU y MeToAax
BMNpo6yBaHb (BK/IOYaymn
3amiHy abo JONOBHEHHS))
BBEJEeHHS aNlbTepHaTUBHOIO
MeToAy KOHTPOSI0
po3unHHocTi UPLC Ha
[0AaTOK 0 3aTBEPAXKEHOrO
HPLC. 3MiHn | TUny - 3MiHn
3 AKocTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO
nikapcbkoro 3acoby (iHwWi
3MiHM y MeTogax
BUMPO6YBaHb (BKOYaOUN
3amiHy abo
[OMNOBHEHHS))BBEAEHHS
anbTepHaTUBHOIO MeToAay
ofaHopigHocTi BMicTy UPLC
Ha fofJaTok Ao
3aTBepaxeHoro HPLC.
53. | ECMNA- pantopraz naHtonpasony | A02B TabneTkn Ecnapma HimeuunH BVPOGHWLTB HimeuunHa BHECEHHS 3MiH [0 3a UA/17588/01/02
NPA30N1® ole HaTpito Cco02 ractpopes 6X a 0 3a NOBHUM peecTpauiiiHux maTepiaiis: peyenmom
cecksirigpat UCTEHTHI LMK/IOM: 3MiHu | TUNY - 3MiHK 3
no 40 wr; AfBaHc AKOCTI. [0TOBWIA NikapCbKuii
no 14 dapma 3aci6. KoHTposnb rotoBoro
Tabnetok mM6X, nikapcbKoro 3acoby. 3miHa y
B GniicTepi HimeuuunHa; MeTofax BUNpPOOyBaHHSs
(antomiHie BTOPUHHE roTOBOrO JliKapCbKoro
Ba (honbra nakyBaHHS: 3aco06y (iHLWi 3MiHK Y
3 060x ecnapma mMeTojax BUnpobyBaHb
60kiB, abo dapma (BKTOvatOUM 3amiHy abo
aNIOMIHIEB Cepsices [ONOBHEHHS)) BBEAEHHS
a chonbra m6X, a/IbTepHaTUBHOIO MeToay
3 0fHOro HimeuunHa ineHTudpikauii naHTonpasony
6oky Ta UPLC Ha gogartok no
nniska 3aTBepmxeHoro HPLC .
PVCI/PE/P 3MiHu | TMNYy - 3MiHK 3
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
VvdC 3 SKoCTi. FOTOBWMIA NikapCbkuii
iHLOrO), 3aci6. KoHTposib rotoBoro
no 1 abo nikapcbKoro 3acoby. 3mMiHa y
no 2 mMeTogax BUNpobyBaHHsA
6nictepu B roTOBOrO /liKapCbKOro
KapTOHHIi 3aco06y (iHWi 3MiHN Y
ynakoBLii MeToAax BUNpobyBaHb

(BKtOYatoumn 3amiHy abo
[ONOBHEHHS)) BBEAEHHS
anbTepHaTUBHOIO MeToAay
KiNIbKICHOTO BU3HAYEHHS
naHTponpasony UPLC Ha
[0AaTOK 0 3aTBEPAXKEHOrO
HPLC. 3MiHn | TUny - 3MiHn
3 AKocTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO
nikapcbkoro 3acoby (iHwWi
3MiHM y MeTogax
BUMPOBYBaHb (BKOYaOUN
3amiHy ab0 [ONOBHEHHS))
BBE[IEeHHS a/lbTepHaTUBHOIO
MeToAy BU3HAYEHHS
CynyTHiX gomiwok UPLC Ha
[0AATOK 10 3aTBEPAXKEHOr0
HPLC. 3MiHu | TUny - 3miHn
3 AkocTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro
3acoby. 3miHa y meTofax
BUMPOBYBaHHS rOTOBOIO
nikapcbkoro 3acoby (iHwi
3MiHM Y MeTogax
BMNpoOyBaHb (BK/IOYaUM
3aMiHy ab0 AONOBHEHHS))
BBE[EHHS aNlbTepHATUBHOIO
MeTOAY KOHTPOSI0
po3unHHocTi UPLC Ha
[0AaTOK 10 3aTBEPAXKEHOrO
HPLC. 3MiHn | Tuny - 3MiHn
3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro
3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO
NiKkapcbkoro 3acoby (iHui
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3MiHU y MeToAax
BMNpobyBaHb (BK/IOYaumn
3amiHy abo
[OMOBHEHHS))BBEAEHHS
anbTepHaTMBHOIO MeToay
oaHopigHocTi BMicTy UPLC
Ha foJaTok Ao
3aTBepaxeHoro HPLC.
54. | EBPODACT ibuprofen ibynpodeH MO1A | kancynu €Bpo IHAaisa Onis IHAis BHECEHHS 3MiH 0 bes UA/19861/01/01
CO®DTKAINC EO1 M'sKi, NO Naiidokep dapmacaiie peecTpauiiiHux maTepiaiis: peyenma
200 wmr; no MpaiisiT He NimiTeq, 3MiHn | TUnY - 3MiHn 3
10 kancyn Nimiten AKocTi. [0TOBWIA NikapCbKuii
y 6nicTepi; 3aci6. KoHTposb rotoBoro
no 1 a6o nikapcbKoro 3acoby. 3miHa y
no 2 mMeTogax BUNpobyBaHHS
6nictepu B roTOBOro NikapcbKoro
KapTOHHIi 3ac006y (iHWi 3MiHN Y
Kopoo6Li mMeToJax BUNpob6yBaHb
(BKKOYAOUM 3aMiHy a60
[OMOBHEHHS)) 3MiHa Y
MeTogax BunpobyBaHHsA 3a
NoKa3HUKOM «laeHTudikauis
meTogom 14
cnekTpodpoTomeTpii» (ED,
2.2.24) Ta BHECeHHs
He3HaYHMX 3MiH B METOAVKM
BUMNPOOYBaHHA 3a
nokasHukamu «CepepHsi
Maca HarnoBHEHHSI BMICTY
Kancyn» Ta «KinbkicHe
BU3HAYEHHS».
55. | EBPODACT ibuprofen ibynpodeH MO1A | kancynu €Bpo IHAais Onis IHAis BHECEHHS 3MiH 0 bGes UA/19861/01/02
CO®DTKAINC EO1 M'SAKi, N0 Naiidokep dapmacaiie peecTpauiiiHux maTepiaiis: peyenma
400 wr; no MpaiisiT HC NlimiTeq 3MiHu | TUnNY - 3MiHK 3
10 kancyn Nimiteq SIKOCTi. [OTOBWIA Nikapcbkni
y 6nicTepi; 3aci6. KoHTponb rotoBoro
no 1 aéo nikapcbKoro 3acoby. 3miHa y
no 2 mMeToAax BUNPO6yBaHHSA
6nictepn B roToBOrO NikapCbKoro
KapTOHHIi 3aco6y (iHLWi 3MiHK Y
Kopoo6ui mMeToJax BUNpobyBaHb

(BKtOYatOUM 3amiHy abo
[ONOBHEHHS)) 3MiHa Y
MeTodax BUNpoGyBaHHS 3a
NoKasHUKOM «laeHTudikauis
metozom 14
cnekTpod)oTomeTpii» (EP,
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
2.2.24) Ta BHeCeHHs
He3HaYHMX 3MiH B METOAWKM
BUMNPOOYBaHHA 3a
nokasHukamu «CepepHsi
Maca HarnoBHEHHSI BMICTY
Kancyn» Ta «KinbkicHe
BU3HAYEHHS».
56. | XXACTIHAA dienogest eTuHinectpagi | GO3A Tabnetkn, 3eHTiBAa, K.C. Yecbka NOBHWI LKA Icnanis BHECEHHS 3MiH [0 3a UA/13217/01/01
and onTa A16 BKpUTI Pecny6nik | BMPOGHMLTB peecTpauiiiHux maTepiaiis: peyenmom
ethinylestr | pieHorect NAiBKOBOO a a: 3MiHu | TUNY - 3MiHK Woa0
adiol 060/10HKO JNlabopaTopi 6e3nekn/eheKTUBHOCTI Ta
10, 2 oc JleoH thapmakoHarnsgy.
mr/0,03 dapma C.A,, BHeceHHs abo 3miHa(n) fo
Mmr; no 21 IcnaHis; 3060B's13aHb Ta YMOB Buaadi
Tabnetyiy BVPOGHWK, peecTpadiiHoro
6nictepi, AKNI NOCBIJYEHHS, BK/HOYAK0UM
no 1 a6o 3 Bignosigae MnaH ynpasniHHA py3nkamm
6nictepn B 3a (iHWi 3MiHW). 3assBHUKOM
nauui 3 Mikpo6ionori HafaHO OHOBJIEHWIA MnaH
KapToHy YHe ynpaBniHHA pu3vKamu
TECTYBaHHS: Bepcis 3.0. 3MiHN BHECEHO
Na6opaTopi [0 YacTuH: | «3aranbHa
o EuesapHre, iHchopmauis» - 11
C.A., IcnaHist «Cneundikauis 3 6e3nekms -

V «3axoau 3 MiHimMi3auiT
pusukiB» - VI «Pestome
nnaHy ynpassiHHA
pusnkamm» - VII «logatkm»
(mopatkm 1-8) y 3B'A3KY 3
BUAIEHHAM BaXK/IMBUX
iAeHTUIKOBaHUX PU3NKIB,
BaXK/IMBUX MOTEHLiNHNX
PU3NKiB, & TakoX BUAAIEHHS
BiACYTHBLOI iHhopMaLiT
BignosigHo go HaRP
Assessment Report for
dienogest and
ethinylestradiol, a Takox y
3B'A3KY i3 3MiHOIO chopmarty
Bi4NoBigHO A0 BUMOT
Evaluation Guidance on the
format of the risk
management plan (RMP) in
the EU — in integrated
format. 31 October 2018
EMA/164014/2018
Rev.2.0.1 accompanying
GVP Module V Rev.2
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
Human Medicines). Pe3tome
nnaHy ynpas/iHHA pU3nKamm
Bepcia 3.0 goAaeTbCs.
57. | 30HIK pregabalin | npera6aniH NO3A Kancynm TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 3a He UA/16350/01/01
X16 TBEpAi No "KYCYM" XENTXKEP peecTpauiiHX MaTepiasis: peyenmom nionsieae
150 mr; no MBT NTA, 3MiHu | TUnY - 3MiHK 3
14 kancyn sIKOCTi. FOTOBWIA NikapCbKuii
y 6nicTepi; 3aci6. CtabinbHiCTb. 3MiHa Y
no 1 a6o TepMiHax npuaaTHocTi abo
no 2, abo yMmoBax 36epiraHHsi roTOBOro
no 4, abo nikapcbKoro 3acoby
no 6 (36iNbLUEHHS TEPMIHY
6nictepis nNpWAAaTHOCTI FOTOBOrO
y nikapcbKoro 3acoby) - Ansa
KapTOHHIi TOProBoi yNakoBKu
ynakoBLii (niaTBEPAKYETHCA AAHUMU

peasibHOro yacy).
36inbLUEHHSA TEPMIHY
npugatHocTi MN3. Ajtova
pegakuis: TepMiH
NpUAATHOCTI. 2 POKU.
MponoHoBaHa pejakuis:
TepMmiH NpuaaTHOCTI. 3 POKW.
3MiHM BHECEHO B IHCTPYKLiO
ONA MeauyHOro
3aCTOCyBaHHS Nikapcbkoro
3acoby y po3gin "TepmiH
npuaatHocTi". BBeAeHHs
3MiH NPOTAroM 6-TW MicsiLiB
nicns 3aTBepmKeHHs. 3MiHN
| TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkuin 3aci6.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaui
Ta/abo [oMyCTUMUX MeX
roTOBOrO /iKapCbKOoro
3aco6y (BU/TyUYEHHSI
He3Ha4yHOro NokKasHvka
(Hanpuknapg, 3actapinoro
noKasHuKa, Takoro ik 3anax
Ta cmak, abo igeHTudikayis
6apBHYIKIB Y/ CMaKOBUX
[06aBoK)). BunyyeHHs
nokasHuka "CepefHa maca
BMICTy kancynu" i3
cneuudikavii MN13.
KoHTpO/ib siKOCTi
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
nikapcbkoro 3acoby 3a
nokasHukom "CepefHa maca
BMiCTy kancyn"
3[iICHIOETbLCA 3TiAHO
nokasHuka "OfHOpPIAHICTb
[,030BaHNX OANHULB", KNI
BiANoBigae chapmakoneinHum
BuMoram 2.9.40 €sp. dapm.
3MmiHu | TUnY - 3MiHK 3
SKoCTi. FOTOBWIA NikapCbKuii
3aci6. Onuc Ta cknag, (iHLwi
3MiHM). BHECeHHs
peAakuiiHx NpaBok 3a
nokasHukom "Onuc", Wwoao
YTOUYHEHHS ONunCy Kancynu, a
came BWNyYEeHHS 3 onucy
pasu "Po3mipom 2". 3MiHn
BHECEHO B iHCTPYKLit0 An1s
MeAUYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby y po3ain
"Nikapcbka chopma”
(OcHOBHI (hi3nKO-XiMiYHi
BnacTMBoCTi). BBegeHHs
3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepKEHHS.
58. | 3OHIK pregabalin | npera6anin - Kancynm TOB YKpaina KYCYM IHais BHECEHHS 3MiH g0 - UA/21141/01/01
TBEpAai no "KyCymMm*" XENTXKEP peecTpauiiiHux maTepiaiis:
150 mr in NBT NTA4 3MiHu | TUnNY - 3MiHK 3
bulk: Ne AKOCTI. [0TOBWIA NikapCbKuii
5292 3aci6. CtabinbHicTb. 3MiHa 'y
(14x378): TepMiHax npuaaTHoCTi abo
no 14 yMoBax 36epiraHHsi rOTOBOrO
Kancyny nikapcbKoro 3acoby
6nictepi; (36iNbLUEHHS TEPMIHY
no 378 npuaaTHOCTI rOTOBOro
6nicTepis nikapcbkoro 3acoby) - Ans
y TOProBoOi yrnaKoBKu
KapTOHHIi (nigTBEPAXYETLCA AaHUMM
Kopoo6Li peasnibHOro yacy).

36iNbLUEHHS TepMiHY
npugatHocTi MN3. [itoua
pefakuis: TepMiH
NpUAATHOCTI. 2 POKU.
MponoHoBaHa pepakuis:
TepMiH NpuAAaTHOCTI. 3 POKU.
3MiHu | TUnNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapCbKuii
3aci6. KoHTposib rotoBoro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaLlii
Ta/abo [oMyCTUMUX MeX
rOTOBOrO /iKapCbKOro
3aco6y (BU/TyYEHHS
He3HauHOro NokKasHvkKa
(Hanpuknag, 3actapinoro
noKasHuKka, Takoro sik 3anax
Ta cmak, abo igeHTudikayis
6apBHYIKIB Y/ CMaKOBUX
[06aBok)). BunyueHHs
nokasHuka "CepefHa maca
BMICTy kancynu" i3
cneuudikauii MN3.
KoHTposb skocTi
nikapcbkoro 3acoby 3a
nokasHukom "CepefHa maca
BMiCTy kancyn"
3[iICHIOETbLCA 3TiAHO
nokasHuka "OfHOpPIAHICTb
[,030BaHNX OANHULB", SKNIA
BiAnoBigae chapmakoneinHum
BvMoram 2.9.40 €sp. dapm.
3MmiHu | TUnY - 3MiHK 3
SKoCTi. FOTOBWIA NikapCbKuii
3aci6. Onuc Ta cknag, (iHLwi
3MiHM). BHECeHHs
peAakuiiHnx NpaBok 3a
nokasHnkom "Onuc", Wwoao
YTOUYHEHHS ONunCy Kancynu, a
came BWNyYEHHS 3 onucy
hpasu "Po3mipom 2".
BeeeHHs1 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBEPKEHHS.

59.

IMOBAKC
nono®
BAKLIMHA
ana
NPOGINAKT
VKN
noniomien!
TY
IHAKTVIBOBA
HA PIOKA

Poliomyelit
is,
trivalent,
inactivated
, whole
virus

IHaKTMBOBaHU
 nonioBipyc T
uny 1
(Mahoney)*;
IHaKTMBOBaHU
 noniosipyc T
uny 2
(MEF-1)*;
IHaKTMBOBaHU
 nonioBipyc T
uny 3
(Saukett)”
#KynbTuBOBaH

JO7BF
03

cycneHsis
ans
iH'EKLT;
no 0,5 mn
(1 posa) y
nonepeaH
b0
3anoBHeH
oMy
wnpuui 3
npukpinne
HOIO
TOJIKOKO

CaHodi
BiHTpon
IHpacTpi

®paHujsa

BVPOGHMLTB
o}
Hepo3dacos
aHoro
NpoAykKTY,
KOHTPO/b
AKOCTI
Hepo3dhacoB
aHoro
NPOAYKTY,
BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib

®paHuia/
YropumHa

BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiais:
3minu |l Tuny - 3MiHn 3
akocTi. A®l. Bupo6HMUTBO.
3MiHuM B npoLeci
BMPOGHMLTBA AD| (3miHa
CTOCYETbLCSA aKTUBHOI
peyoBuHY
6i0/10rYHOro/iMyHOOrYHOrO
NMOXOAKEHHS a60
BUKOPUCTAHHSA XiMiYHUX AD|
Y BUPOGHMLTBI NiKapCbKoro
3acoby

3a
peyenmom

UA/14266/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

i Ha (abo 2-ma AKOCTi Ta 6ionoriyHoro/iMyHoO0rYHOr0

KniTMHax Vero oKpeMnmn BUMNYCK cepii NOXOMKEHHSA, AKa MOXe
ronkamu); (ansa MaTtun 3Ha4YHUiA BNMB Ha
no 1 nonepegHLO AKICTb, 6e3neky Ta
Lwnpuwy B 3arnoBHEHNX epeKTBHICTb NikapCbKoro
KapTOHHIi LnpuuiB); 3aco0y, i He CToCyeTbCA
KOpOoOL; BUPOGHMLTB npoTokony) - Mepernag,
no 0,5 mn o] KPUTUYHOro napameTpa
(1 pos3a)y Hepo3dhacos npotecy (LinboBi gianasoHu
nonepegH aHoro KOHLIeHTpaL,iit), wo
b0 NpoayKTY, BMKOPWCTOBYETLCSA Nif, Yac
3anoBHeH KOHTPO/1b NpUroTyBaHHSA
oMy AKOCTI KOHLIeHTpOBaHoOI
wnpuui 3 Hepo3sdhacos TPUBANEHTHOI aKTUBHOI
npukpinne aHoro peyoBuHu IMB. PepakuiiiHi
HOto NPOAYKTY, YTOUYHEHHS A0 po3giny
rofIKoto HanoBHEHHA 3.2.5.2.2 (oHOBNEHHA
(abo 2-ma (nepBuHHE nocunaHb Ha Bogy Ans
okpemumu nakyBaHHs), iH'ekUili (3amicTb BOAM
ronkamw) BTOPUHHE ouneHoi)). Tepmi
B nakyBaHHs, BBE/IEeHHS 3MiH - CeprneHb
cTaHgapTH KOHTPO/b 2027. 3miHn 1l TUnY - 3MiHK 3
o- AKOCTI Ta akocTi. A®l. KoHTponb ADI.
€KCMOPTHi BWMYCK cepii 3miHa y napameTpax
n (ansa cneuudikauii Ta/abo
ynakoBLii, h1aKkoHiIB): [0NyCTUMUX MEX,
aka CaHodi BM3HAYEHNX Y
MIiCTUTbCSA BiHTpon crneundikauisx Ha A®l, abo
y IHaacTpi, BUXIZAHWUA/NPOMIXHWIA
KapTOHHIi PpaHLis; npoaykT/peareHT, o
Kopob6Lii 3 BMPOGHNLTB BUKOPWUCTOBYHOTHLCSH Y
IHCTpYKLi€e o] npoueci BupobHuutea APl
0 ans Hepo3dhacos (3miHa no3a mexamu
mMeauyHor aHoro 3aTBEPKEHOrO AianasoHy y
o] NPOAYKTY, cneumdikauii Ha Adl) -
3acTocysa KOHTPO/1b 3MmiHa kpuTepiis
HHS; no 5 AKOCTI NPUIAHATHOCTi BU3HAYEHHS
mn (10 Hepo3sdhacos BMicTy D-aHTUreHy npu
[o3)y aHoro BWMYCKy Ta cTabifibHOCTI
donakoHi 3 NPOAYKTY, NS KOHLEHTPOBaHOT
3aXUCHUM HanoBHEHHA TPUBANIEHTHOI aKTUBHOI
KOBMNa4vkom (nepBuHHE peyosuHM IMNB i3
;no 1 a6o nakyBaHHs) BiANoBigHVMM 3MiHaMK [0
10 Ta 3aTBepAXeHoro NnpoToKony
thnakoHiB iHCMeKTyBaH cTabinbHOCTI aNs
B HA, BpaxyBaHHs
KapTOHHii BTOPUHHE 3anponoHOBaHoro
Kopobu; nakyBaHHS, OHOB/IEHHS. TepMiH
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
no 5 mn KOHTPO/b BBEJEHHS 3MiH - cepneHb
(10 po3) y AKOCTI Ta 2027
chnakoHi 3 BWMYCK cepii
3aXUCHUM (ana
KOBMaYKoM nonepesHLO
;no 1 a6o 3aMnoBHEHNX
10 LnpuLiB);
thnakoHiB BVPOGHULTB
B o}
cTaHfapTH Heposdacos
o- aHoro
€KCMOopPTHi NPOAYKTY,
n KOHTPO/Ib
ynakoBLii, AKOCTI
aka Hepo3dhacos
MICTUTbCSA aHoro
y - npoaykTy,
KapTOHHIi HanoBHEHHS
KopooLi 3 (nepBuHHE
IHCTpYKUjE nakyBaHHS),
0 Ans BTOPVHHE
mMeauyHor nakyBaHHs,
0 KOHTPO/b
3acTocysa AKOCTI Ta
HHA. BUNYyCK cepii
MapkyBaH (ans
HA h1aKkoHiB):
YKpaiHCbK CaHodi
oto, BiHTpon
aHrnincbK IHpacTpi,
ol Ta PpaHuis;
HLWMMK 3anoBHEHHS
iHO3EMHUM Ta
1 MmoBamu iHCnekTyBaH
HS1 LWNpuLiB,
KOHTPO/1b
AKOCTI
(cTepunbHic
Tb) (a9
nonepegHLO
3aMN0BHEHUX
LnpuLiB):
CAHO®I
BIHTPOM
IHOACTPIA,
PpaHuis;
BUMNYCK cepii

(ana
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
nonepegHLO
3anoBHEHNX
wnpuuis Ta
hNakoHiIB):
CaHodi-
ABeHTIC
3pT.,
YropumHa;
BTOPVHHE
nakyBaHHS
(ans
nonepeHL0
3anoBHEHNX
wnpuuis Ta
h1aKkoHiB):
KioHe +
Harenb
KdpT.,
YropLumHa
60. | IMOBAKC Poliomyelit | IHakTmBoBaHM | JO7BF | cycneHsis CaHodi ®paHuisa BVPOGHWLTB ®paHuia/ BHECEHHS 3MiH [0 3a UA/14266/01/01
nonio® is, " noniosipyc T | 03 ans BiHTpon o] YropuHa peecTpauiiiHux maTepiasiis: peyenmom
BAKUUHA trivalent, uny 1 iH'eKLIN; IHpacTpi Hepo3dacoB 3MiHu | TUnNY - 3MiHK 3
ana inactivated | (Mahoney); no 0,5 mn aHoro akocTi. A®l. KoHTponb AdI.
MNPO®PINAKT , whole IHaKTBOBaHM (1 poz3a) y npoayKTy, 3miHa y napameTpax
KN virus  nonioBipyc T nonepegH KOHTPO/Ib cneuudikauii Ta/abo
noniomieni uny 2 b0 AKOCTI [ONYCTUMUX MEX,
TY (MEF-1)*; 3aroBHeH Hepo3dhacos BM3HAYEHNX Y
IHAKTUBOBA IHaKTMBOBaHU omy aHoro crneundikauiax Ha A®l, abo
HA PIAKA  noniosipyc T wnpuui 3 NPOAYKTY, BUXIiAHWIA/NPOMIKHWIA
nny 3 npvikpinne BTOPVHHE npoayKT/pearenT, Wwo
(Saukett)” HOM nakyBaHHS, BMKOPUCTOBYHOTLCH Y
#KynbTuBoBaH rOJIKO0 KOHTPO/1b npoueci BupobHuutea API
i Ha (abo 2-ma AKOCTI Ta (iHWi 3MiHW) -
KniTnHax Vero okpemumu BUNYyCK cepii 3MiHM y cneumdikauii Ha
ronkamw); (ans BUXigHWI MaTepian-Hepes,
no 1 nonepeHLo a came BUJTyYEHHS
wnpuwy B 3anoBHEHNX NOKa3HWKIB: "30BHILLHil
KapTOHHIi LnpuuiB); Burnag", "PO34nHHICTB",
KOpoo6L; BVPOGHMLTB "Temnepartypa nnaBneHHs",
no 0,5 mn o] "Xnopugu", "3anizo"
(1 po3a) y Hepo3dacos "CynbcpaTn", "BTpaTa npu
nonepeaH aHoro BMCYyLLYyBaHHI", "CynbhaTHa
b0 NPOAYKTY, 3ona", "pH", "Hepes BmicT".
3anoBHEH KOHTPO/1b 3anvwaerbca
omy AKOCTI iaeHTUdikauiHnii Tect-"14-
wnpuuyi 3 Hepo3dacoB cnekTp". TepMiH BBEEHHS
npukpinne aHoro 3MiH - ceprieHb 2027. 3MiHn
HO NPOAYKTY, | TMNYy - 3MiHK 3 AKoCTi. ADI.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
rofIKoo HarnoBHEHHA KoHTposnb A®L. 3miHa y
(abo 2-ma (nepBuHHE napameTpax cneuudikaLiii
OoKpeMumu nakyBaHHs), Ta/abo fOonyCTUMMUX MEX,
rosikamu) BTOPVHHE BU3HAYEHUX Y
B nakyBaHHs, cneuudikalisx Ha A®l, abo
cTaHgapTH KOHTPO/Tb BUXIigHWIA/NPOMIKHWIA
o- AKOCTi Ta npoAayKT/peareHT, LWo
€KCMoPTHI BUMNYCK cepii BVKOPUCTOBYIOTLCA Y
n (ansa npoueci BupobHuutea AdI
ynakoBLi, hNakoHiIB): (BUyYEHHSA HE3HAYHOrO
AKa CaHodi nokKasHuka siKocTi
MiCTUTbCS BiHTpon (Hanpwvknag BUTy4YeHHS
y IHoacTpi, 3acTapifioro nokasHuka)) -
KapTOHHii PpaHuis; 3MiHK y cneundikauii Ha
Kopobui 3 BVPOGHMLTB BVXigHWI MaTepian-buuaya
IHCTpYKUjEe o] cupoBaTtka-Tensya
10 Ans Hepo3dacoB (3barayeHa 3anizom), a
MeauyHor aHoro came BUyYeHHs TecTy
o] NPOAYKTY, "MiporeHn" BigNOBIgHO A0
3acTocyBa KOHTPO/1b BUMOT npuHumny 3R
HHS; No 5 AKOCTI (Replace — 3amiHa, Reduce
mn (10 Hepo3dhacos —CKopoyeHHs, Refine —
0o3)y aHoro BAOCKOHA/IEHHS) Ta
chnakoHi 3 npoayKTy, €poneiicbkoi Papmakonei.
3aXUCHUM HanoBHEHHS BHeceHHs He3HauHWX
KOBMaykom (nepBuHHE peaakuiiiHuX NpaBok A0
;no 1 a6o naxyBaHHs) po3giny 3.2.5.2.3 List and
10 Ta Control of Raw Materials.
thnakoHiB iHCnekTyBaH TepMiH BBELIEHHS 3MiH -
B HA, cepneHb 2027. 3miHu | Tvny
KapTOHHii BTOPWHHE - 3MiHu 3 sKocTi. AdI.
KOpoO6L; naxkyBaHHs, Brpo6HMUTBO (iHLUi 3MiHW) -
no 5 mn KOHTPO/1b BHeCeHHS YTOUHI0UMX 3MiH
(10 po3) y AKOCTi Ta 0o posginy 3.2.5.2.3 6e3
hnakoHi 3 BUMNYCK cepii 6y Ab-AKUX 3MiH Y
3aXUCHUM (ansa BMPOGHWYIli MpaKTuUL.
KOBMa4KoM nonepegHLO TepMiH BBeAEHHSA 3MiH -
;no 1 a6o 3anoBHEHUX cepneHb 2027
10 LnpuuiB);
hnakoHiB BUPOGHULTB
B o}
cTaHfapTH Hepo3dacos
o- aHoro
€KCMoPTHI NPOAYKTY,
n KOHTPO/Tb
ynakoBL, AKOCTI
faKa Hepo3dacoB
MICTUTbCA aHoro
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
y N NPOAYKTY,
KapTOHHii HanoBHEHHS
Kopo6ui 3 (nepBuHHE
IHCTPYKUjE nakyBaHHs),
0 ans BTOPVHHE
MeauyHor nakyBaHHS,
o} KOHTPO/b
3acrocyBa AKOCTi Ta
HHA. BWMYCK cepii
MapkyBaH (ana
HA h1aKkoHiB):
YKpaiHCbK CaHodi
olo, BiHTpon
aHrnilicbk IHaacTpi,
oo Ta PpaHuis;
iHLWWMK 3anoBHeHHSA
iHO3EMHUM Ta
1 moBamu iHCnekTyBaH
HS LWNpuLiB,
KOHTPO/b
AKOCTI
(cTepunbHic
Tb) (4115
nonepeHLo
3an0BHEHNX
LnpuLiB):
CAHO®I
BIHTPOM
IHOACTPIA,
PpaHLis;
BUNYyCK cepii
(ans
nonepeHLo
3anoBHEHNX
wnpuuis Ta
h1aKkoHiB):
CaHodhi-
ABeHTiC
3pr.,
YropuuHa;
BTOPVHHE
nakyBaHHS
(ana
nonepeaHL0
3aMnoBHEHNX
wnpuuis Ta
h1aKkoHiB):

KioHe +
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
Harenb
Kd.,
YropwmHa
61. | IHCIM - 400 cefixime uedpikeum (y JO1DD | Tabnetku, CeHc IHais CeHc IHais 3MiHu | TUNYy - 3MiHK Woa0 3a He UA/20180/01/01
BUrNAA 08 BKPUTI Na6opaTopi JNlabopaTopi 6e3nekn/eheKkTUBHOCTI Ta peyenmom nionsieae
uedikcumy N/1iBKOBOIO c MeT. NI14. c MeT. NI14. thapmakoHarnsgy. 3miHa 'y
Tpurigpaty) 060/10HKO KOPOTKIill XapakTepucTuLi
10, no 400 NiKapcbKoro 3acoby, TeKCTi
mr; no 10 MapKyBaHHs Ta IHCTPYKLUiT
TabneTok ONA MeauyHOro
y 6nicTepi, 3aCTOCyBaHHSA Ha MigcTasi
no 1l perynsipHO OHOB/IIOBAHOTO
6nictepy y 3BiTy 3 6e3nekun NiKapcbkoro
KapTOHHIi 3acoby, abo focnigKeHb 3
ynakoBLi 6e3nekn 3acTocyBaHHS
niKkapcbKoro 3acoby B
nicnspeecTpauiinHuii nepiog,
ab0 K pesynibTar OLiHKM
3BiTY 3 4OCNIKEHD,
npoBefeHnX BignoBigHO A0
nnaxy negjiaTpuyHnX
pocnigpkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
015 MegNyHOro
3aCTOCYBaHHSA NiKapCcbKoro
3acoby y po3ginu
"OcobnuBocCTi
3actocyBaHHs", “INo6ivHi
peaxui™ BignoBigHo A0
OHOB/IEHOI iHChopmaLii 3
6e3neku gjtoyoi peyoBUHU.
BBefeHHs 3MiH NpoTArom 6-
TV Micauis nicns
3aTBEPAKEHHS.
62. | KABASUTAK cabazitaxe | kabasuTtakcen | LO1C KOHLeHTpa Akkopg, IcnaHis Bignosiganb MonbLa/ BHECEHHS 3MiH 0 3a UA/20864/01/01
CEN AKKOPpA | | D04 T Ana Xernckea HWA 3a IHgis/ peecTpauiiHnx MaTepiasis: peyenmom
pPO34nHYy C.JLY. BMNYCK Cepil: YropwmHa/ 3MiHu | TUNYy - 3MiHK Wwoa0
ans Akkopp, ManbTa 6e3nekn/eheKkTUBHOCTI Ta
iHdy3iiA, Xenckea dhapmakoHarnsgy.
20 mr/mn, Moncka Cn. BBepgeHHs abo 3MiHM A0
no 3 mn 30.0. Cknag, y3arasibHeHUX JaHnx npo
(60 mr/3 IMnopTtepa, cuctemy chapmakoHarnsgy
M)y Monblya; (BBEAEHHSA y3araslbHEHNX
dhNaKoHi, BUPOGHMLTB LaHuX Npo cuctemy
nol 0 dhapMakoHarssgy, smiHa
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
hNnakoHy B nikapcbKoro YNOBHOB&XEHOT 0cobu,
nauui 3acoby, BiANOBIAA/IbHOT 32
nepBUHHe Ta 3[iiCHEHHS
BTOPVHHE thapmakoHarnsgy;
nakyBaHHs: KOHTaKTHOT 0cobu 3
IHTac dhapmakoHarnsgy 3asaBHUKa
dapmacboTi ONA 30iACHEHHS
Kasic hapmakoHarnsagy B Ykpaii,
Nimitea, SIKLL0 BOHA BiAMIHHA Bif
IHais; YNOBHOBaXeEHOT 0cobu,
tpi3uko- BiANOBIAA/IbHOT 32
XiMiYHWi 3[iiCHEHHS
KOHTPO/b chapmakoHarnsgy
AKOCTI: (BKIHOYAKOYUN KOHTaKTHI JaHi)
dapmagokc Ta/abo 3MiHV y PO3MILLEHHI
Xenckea macTep-chaiina cuctemm
Nimiten, thapmakoHarnsgy) - 3miHa
ManbTa; YMOBHOBaXeHOT 0cobm
Mikpo6ionori 3a5BHMKa, BiANoBiAaIbHOT
YHUA 3a (hapmakoHarnsa,.
KOHTPO/Tb [itoua pepakuis: Apnetra
AKOCTI: BepuHcbka / Arletta
dapmasanig, Werynska. MNponoHosaHa
KdpT., pepakuis: Arata eliceBuy /
YropwuHa Agata Gesiewicz. 3miHa
KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0co6w,
BiAMNOBIAAbHOT 32
hapmakoHarnng.

63. | KAOCINA® Trastuzum | Tpacty3ymaby | LO1FD | mopowiok TOB «Pouu YkpaiHa Bvpo6Hnute | LUBseiiuapis/ BHECEHHS 3MiH 0 3a UA/13770/01/01
ab eMTaHCUH 03 ans YkpaiHa» o] HimeuyunHa peecTpauiiiHux maTepiaiis: peyenmom
emtansine KOHLieHTpa Hepo3dhacos 3minu |l Tuny - 3MiHn 3

Ty pns aHoi AkocTi. A®L. MNpoekTHWiA
pO34nHy npoayKuii, npocrTip Ta
ans nepBuHHE nicnapeecTpauiiHnii
iHdy3ii no nakyBaHHs, NPOTOKO/ YNpaB/liHHSA
100 mr; 1 BTOPUHHE 3MiHamMW. BHECEHHS 3MiH Y
chnakoH 3 nakyBaHHs, nicnapeecTpauiiHnii
MOPOLLKOM BUNpobyBaH NPOTOKON YNPaB/iHHSA
B HSA 3MiHamu ana Adl -
KapTOHHIW KOHTPO/IO BMPOBaMXEHHSA NPOTOKOTY
Kopoo6Li AKOCTI, yNpaB/iHHA 3MiHaMK Micns
BMNYCK cepil: 3aTBepxeHHs (PACMP) 3
®.XothpmaH MeTO AofaBaHHA
H-J1a Powu a/IbTEPHATUBHOIO METOAY
nra, iaeHTudikauii nig vac
LLiseiuapis; BMNpobyBaHb Ha BUMYCK —
BunpobyBsaH NenTWAHOro KapTyBaHHSA 3
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
HA BUKopucTaHHAM Lys-C Ta
KOHTPO/I0 Mac-CrneKTPOMETPUYHOIo
[KocTi: Poww (MC) peTtekTyBaHHs ons
[iarHocTuke aKTMBHOTO
v6X, thapmaLeBTUYHOIO
HimeuunHa iHrpegieHTa Ta NPOMKHUX
aHTUTIN. 3MiHn Il TNy -
3MiHu 3 siKOCTi. TOTOBMIA
nikapcbkuii 3aci6.
MpoekTHWiA npocTip Ta
nicnapeecTpavinHuii
NPOTOKON YNPaB/iHHSA
3MiHaMW. BHeCeHHs 3MiH
nicns 3aTBepmpkKeHHs
NPOTOKO/TY yNpaBiHHA
3MiHaMun 4151 FOTOBOro
nNiKapcbkoro 3acooy -
BMPOBa/PKEHHS NPOTOKONY
ynpas/iiHHA 3MiHaMu nicns
3arBepmxeHHs (PACMP) 3
MEeTOI0 A0AaBaHHA
anbTepHaTUBHOIO MeToAay
iaeHTudikawii rotosoi
npoAykuii npw ii BUNycKky —
nenTWAHOro KapTyBaHHA
Lys-C 3 MC-
[eTeKTyBaHHAM.

64. | KAACIIA® Trastuzum | Tpacty3symaby | LO1FD | nopoLuok TOB «Polu YkpaiHa Brpo6Hnute | LBeiiuapis/ BHECEHHS 3MiH 0 3a UA/13770/01/02
ab eMTaHCUH 03 ans YkpaiHa» o] HimeuunHa peecTpauiiHux maTepiais: peyenmom
emtansine KOHLIeHTpa Hepo3dhacos 3miHu |l Tuny - 3MiHn 3

Ty onA aHoi sKocTi. A®I. MpoeKTHWi
pO3YnHYy NPOAyKUii, npocTip Ta
ans nepBuHHE nicnsapeecTpauiiHnii
iHdy3iii no nakyBaHHS, NPOTOKON YNpaBniHHSA
160 mr; 1 BTOPUHHE 3MiHaMun. BHeCEHHS 3MiH y
chnakoH 3 nakyBaHHs, nicnsapeecTpauiiHnii
NOPOLLKOM BUNpobyBaH NPOTOKON YNPaBAiHHSA
B HA 3MiHamun ansa Adl -
KapTOHHIi KOHTPO/0 BMPOBa/PKEHHSA NPOTOKONY
Kopo6ui AKOCTI, ynpas/iiHHA 3MiHaMu nicns
BUMYCK Cepii: 3arBepmxeHHs (PACMP) 3
®.XohcpmaH MEeTO A0[aBaHHsA
H-J1a Powwu a/IbTEPHATUBHOIO METOAY
nra, iaeHTudikauii nig vac
LLiBeiiuapis; BMNpo6yBaHb Ha BUMYCK —
BunpobyBsaH NenTWUAHOrO KapTyBaHHSA 3
HA BMKOpUCTaHHAM Lys-C Ta

KOHTPOJ110

Mac-CNekKTpoMeTpnYHOro
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
AKOCTi: PoLwu (MC) peTtekTyBaHHs ans
[liarHocTuke aKTMBHOrO
v6X, thapmaLeBTUYHOro
HimeuyunHa iHrpefieHTa Ta NPOMIKHUX
aHTUTIA. 3MiHK Il TNy -
3MiHK 3 siKOCTi. FOoTOBWIA
nikapcbkuii 3aci6.
MpoekTHWiA npocTip Ta
nicnapeecTpauiiHnii
NPOTOKON YNpPaBAiHHSA
3MiHaMWn. BHeCeHHs 3MiH
nicns 3aTBepKeHHs
MPOTOKO/TY ynpaBiHHA
3MiHamMu /19 roToBoro
nikapcbkoro 3acoby -
BMPOBaPKEHHA NPOTOKONY
ynpasiHHA 3MiHaMu nicns
3arBepmxeHHs (PACMP) 3
MeTOI0 A0AaBaHHA
aflbTepHATUBHOIO MeToAay
iaeHTudikauii rotoBoi
npoAyKuUii npu i BUNYcKy —
nenTWAHOrO KapTyBaHHS
Lys-C 3 MC-
[eTeKTyBaHHAM.
65. | KETO/IOHI - ketorolac KeToposaky MO1A | po3suuH MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 3a UA/2190/01/01
AAPHUUA® TpoMeTamiH B15 ans "®apmaueBT "®apmauneBT peecTpauiiiHux maTepiaiis: peyenmom
iH'eKLi, nyHa oipma nyHa oipma 3MiHu | TNy -
30 mr/mn; "AapHnus” "AapHnus” ALMIHICTPaTWBHI 3MiHW.
nolwmns 3MiHa HalimeHyBaHHS
amnyni; no Ta/abo agpecu micus
5amnyny NPOBaKEHHS AiSANbHOCTI
KOHTYPHIl BMPOGHMKa (BK/O4aouH, 3a
YapyHKOBI Heob6XiAHOCTI, Micue
n NpoBeAEeHHA KOHTPO/II0
ynakoBL; AKOCTi), abo BnacHvka
no 2 MacTep-haiina Ha A®l, abo
KOHTYPHi nocravasibHuKa
YapyHKOBI Adl/BnxigHoro
ynaKoBKU mMaTtepiany/peareHTy/npomix
B mauu; HOro NPOAYKTY, L0
nolmns 3aCTOCOBYIOTLCA Y
amnyni; no BUPOOHULTBI ADI (AKLW0
10 amnyn 3a3HayYeHo y 40CbE Ha
y nikapcbkuii 3acib) 3a
KOHTYPHIl BiACYTHOCTI cepTucpikata
YapyHKOBI BIANOBIAHOCTI EBpONeNnchbkili
i chapmakonei y
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
ynakoBLj; 3aTBEpPMXEHOMY [OCbE, abo
nol BMPOGHMKA HOBOI
KOHTYPHIl [O0MOMIXHOT pEYOBUHU
YapyHKOBI (AKW0 3a3HaYeHO Y OCLE) -
7 ynakoBu, 3MiHa HaliMeHyBaHHS
B nauuj BMpo6HMKa APl KeToponaky
TpomeTamiH 3 Symed Labs
Limited, India Ha Viyash
Scientific Limited, Unit-V,
India,6e3 3miHn Micus
BMPOGHMLTBA.
3aTtBeppxeHo: Symed Labs
Limited, India; Vasudha
Pharma Chem Limited,
INDIA. 3anponoHoBaHo:
Viyash Scientific Limited,
Unit-V, India; Vasudha
Pharma Chem Limited,
India. TepmiH BBeeHHSA
3MiH- NPOTAroM 6-Tu MicsLiB
nicns 3aTBePKEHHS.
66. | KETOMPO®E | ketoprofen | ketonpodyeH - KpucTaniy TOB "TK YkpaiHa UxeL3sH KuTali BHECEHHS 3MiH 0 - UA/16413/01/01
H HWi "ABpopa" Peii6os peecTpauinHux maTepiais:
MOPOLLIOK dapmachbHoTi 3MiHn | Tuny -
(cyb6eTaHui Kan Ko., AAMIHICTpaTUBHI 3MiHW. (iHLLUI
a)y nrga. 3MiHW) MpuBeaeHHs
nakeTax iHchopmauii y po3gini
noaBiHMX «MapkyBaHHA» MKA:
nonietune 3aTtBepaxeHo: Ha eTukeTw,i
HOBUWX 4115 BKasytoTb: IHchopmauito
dhapmavnes LLLOZI0 TOBAPHOrO 3HaKy
TUYHOTO 3anBHWKa, Ha3BY NPOAYKTY,
3acTocyBa HOMep naprTii, Macy HeTTo,
HHS [aTy BUrOTOB/IEHHS,

KIHLEBWIA TEPMiH
BUKOPUCTaHHS, yMOBY
36epiraHHs, kpaiHy
BVPOGHWK, hipMy BUPOOHUK
Ta afpecy posrallyBaHHs.
3anponoHoBaHo: Ha
eTVKeTL BKa3yloTb:
IHchopmadiio wopao
TOBaPHOr0 3HaKy 3asiBHUKA,
Has3BY NPOAYKTY, KpaiHy
BVPOGHWK, thipMy BUPOOHUK
Ta afpecy po3rallyBaHHs,
HOMep cepii, Macy HeTTo,
[aTy BUrOTOB/IEHHS, NEPioA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
NepeKkoHTPO0, YMOBY
36epiraHHsa, Homep
peecTpadiiHoro
NnocBiJYeHHs B YKpaiHi
67. | KNOTPUMAS | clotrimazol | knoTpumason DO1A masb 1 %, MpuBaTHe YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 6e3 nionsi2ae UA/3967/01/01
on e co1 nolsr akKujioHepHe "®ITOPAPM peecTpauiiiHux maTepiaiis: peyenma
a6o no 25 TOBapucTBO 3MiHu | TUnY - 3MiHK 3
ryTy6i, no | dapmauesT YKkpaiHa, AKOCTI. [0TOBWIA NikapCbKuii
11y6iy N4yHa MPNBATHE 3aci6. 3MiHN Y BUPOOHULITBI.
nauui 3 thabpuka AKLIOHEP 3amiHa abo BBeEeHHS
KapToHYy "Biona" HE [0[AaTKOBOI AiTbHNL
TOBAPUCT BMPOGHMLTBA A1 YaCTUHN
BO a60 BCbOro BUPO6GHMYOro
PAPMALIEB npoLecy rotoBoro
TUNYHA nikapcbKoro 3acoby
SABPUKA (ainbHULA 4N BTOPUHHOTO
"BIOJIA", nakyBaHHs1) BBEEHHS
YkpaiHa [04aTKOBOT BUPOGHMYOT

ainsHkm NMPUBATHE
AKUIOHEPHE
TOBAPVCTBO
PAPMALIEBTUYHA
®ABPUKA «BIOJA», w0
BiANOBIAAE 3a BTOPUHHE
nakyBaHHs '/13. 3MiHu |
TMny - 3MiHN 3 SKOCTI.
["oTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHULTBI.
3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHUUI
BMPOOHMLTBA ANS1 YACTVUHN
a60 BCbOro BUPOGHMYOro
npouecy rotoBoro
nikapcbKoro 3acoby
(AinbHUUA, Ha KR
npoBOAATLCS 6y Ab-SKi
BMPOOHUYI cTagjl, 3a
BVHATKOM BWMNYCKY CepiiA,
KOHTPO/THO AKOCTI,
NepPBUHHOTO Ta BTOPMHHOIO
nakyBaHHs1, 415
HeCcTepuIbHUX NiKapCbKnx
3aco6iB) CynyTHS 3MiHa -
3MiHu 3 sKocTi. FoToBUiA
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3amiHa abo
BBEJEHHS [0AATKOBOI
[OiNbHUL BUPO6GHMUTBA A/1s
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

4yacTuHK abo BCbOrO
BMPOBHMYOrO npovecy
rOTOBOrO /iKapCbKOro
3acoby (ginbHUUs ans
NepBUHHOIO NaKyBaHHS)
BBEEHHSA [,OAATKOBOT
BUPOBHNYOT AiNAHKN
MNPVBATHE AKUIOHEPHE
TOBAPWVCTBO
PAPMALIEBTUYHA
®ABPUKA «BIOJA», o
BiANOBIAAE 3a BUPOOHMLTBO
Ta NepBMHHE MakKyBaHHS
rns.
3MmiHu | TUNY - 3MiHK 3
SKoCTi. FOTOBWMIA NikapCbkuii
3aCi6. 3MiHV Y BUPOOHULITBI.
3miHa imnopTepa/3minu, Wwo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPOJI0 AKOCTi rOTOBOrO
nikapcbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOGHMKA,
LLLO BiAMNOBiAA€E 3a BBE3EHHSA
Ta/abo BMMNyCK cepii) -
Bntoyatroun
KOHTPO/b/BMNPOGYBaHHSA
cepii - BBEAEHHSA A0AaTKOBOI
BUPOBHNYOT AiNAHKN
MNPVBATHE AKUIOHEPHE
TOBAPWVCTBO
PAPMALIEBTUYHA
®ABPUKA «BIOJA», o
BiANOBIAaE 3a BMMyCK cepil
Ta KOHTpob AkocTi MN3.
3MiHM BHECEHO B IHCTPYKLiitO
ON19 MeAnYHOro
3aCTOCYBaHHSA NiKapcbKoro
3aco6y B po3ginu
"Brpo6HuK",
"Micue3HaxoKeHHs
BMpO6HUMKa Ta agpeca micusa
NPOBaKEHHS N0Oro
LOifNbHOCTI" y 3B'A3KY 3
BBElEHHAM [04AaTKOBOrO
BMPOGHMKA, SIK HACNIAOK -
3aTBEPAKEHHS TEKCTY
MapKyBaHHS yrnakoBOK
NiKapcbKoro 3acooby.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

I[HCTPYKUiA NS MeanyHOro
3acTOCyBaHHSA Nikapcbkoro
3acoby (eCTD-Bepcisi 0000).
TeKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (eCTD-
Bepcis 0000). 3miHu | Tuny -
3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHN Y
npoueci BUpobHULTBa
roTOBOrO /iKapCbKOro
3aco0y, Bk/oYaoun
NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA NpU
BMPOGHMLTBI FOTOBOTO
nikapcbKoro 3acoby
(He3HauyHa 3MiHa y npoueci
BVMPOGHMLTBA) HE3HAYHI
3MiHM y npoueci
BMPOGHULITBA, a came:
BHECEHO iHhopMaLito Wwoao
Temnepartypu ans cragii 1;
3a4aH0 AianasoH LWBUAKOCTI
[ONA paMHOI MilLasnku Ha
cTagji 2, 3 Ta 5; BHeceHo
iHchopmauiito npo
Temnepartypu Ha cTagji 4 Ta
3a/,aHo AianasoH LWBUAKOCTI
ONA pamMHOI MiLanku.
Bepcis MKA 13 eCTD
(0000).

68.

KO-
JVNPOTOH®

Lisinopril
and
diuretics

nisvHonpun (y
dhopwmi
nisuHonpuny
avrigparty) i
rigpoxnopoTia
3ug

Co9B
AO03

Tabnetkn,
10 mr/12,5
mr, no 10
TabneTok
y 6nicTepi;
no 1 aéo
no 3
6nictepn y
KapTOHHIi
ynakoBLi

BAT
"lepeoH
PixTep"

YropwmHa

TOB
"lepeoH
PixTep
Monbwa”,
Monbia
(kOHTpO/b
AKOCTI Ta
BUMYCK Cepii;
BUPOGHMLTB
o
Hepo3dhacos
aHoi
npoAyKuii,
nepBuHHA
ynakoBka,
BTOPVHHA
YNaKoBKa);

MonbLa/
YropuwmHa

BHECEHHS 3MiH [0
peecTpauiiiHux maTepiaiis:
3MiHu | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapCbKuii
3aci6. 3MiHN Y BUPOOHULITBI.
3MiHV BUNpo6yBaHb abo
[OMYyCTUMUX MEX,
BCTAHOBNEHWX Y
cneundikaisx, nig vac
BVMPOGHMLTBA rOTOBOIO
nikapcbkoro 3acoby (iHwi
3MiHM) HEe3HaYHa 3MiHa
aHaniTMYHOI Npoueaypw ANns
BHYTPILLHLONPOLECHOr0
KOHTpO/0, @ came
onTumisauis TecTy Ha
repMeTunyHICTb bicTepa,

3a
peyernmom

UA/8634/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BAT BHECEHO 3MiHV 0 MeToay
"l'epeoH BMNPOOYyBaHHA Ha eTani
Pixtep", KOHTPOJTH0 KPUTUYHUX CTagil
YropwuHa Ta NPOMDKHWUX NPOAYKTIB B
(Bunyck po3gin 3.2.P.3.4.
cepii)
69. | KO- Lisinopril nisuHonpun (y | C09B Tabnetku, BAT YropwumHa TOB MonbLua/ BHECEHHS 3MiH 0 3a UA/8634/01/02
ANPOTOH® and dopmi AO03 20 mr/12,5 "leneoH "TeneoH YropumHa peecTpauiiHnx MaTepiais: peyenmom
diuretics nisvHonpuny mr, no 10 PixTep" PixTep 3MiHu | TUnY - 3MiHK 3
avrigparty) i Tabnetok Monbwa®, sKoCTi. FOTOBWMIA NikapCbKuii
rigpoxnopoTia y 6nicTepi; Monbwa 3aCi6. 3MiHVN Y BUPOOHULITBI.
3mna no 1 a6o (koHTpOsb 3MmiHu BUNpobyBaHb abo
no 3 AKOCTI Ta [OMYyCTUMUX MEX,
6nictepn y BMNYCK Cepii; BCTaHOB/IEHNX Y
KapTOHHIi BVPOGHMLTB cneuudikauisx, nig yac
ynakoBLi o} BMPOOHWLTBA FOTOBOrO
Hepo3dhacos nikapcbkoro 3acoby (iHwi
aHoi 3MiHW) HE3HAYHA 3MiHa
npoayKuii, aHaniTM4HoI npoueaypu Ans
nepBUHHA BHYTPILLUHBONPOLLECHOrO
ynakoBka, KOHTpO/0, @ came
BTOPUHHA onTMMI3aLis TecTy Ha
yNakoBka); repmMeTUYHICTb 6icTepa,
BUNYCK cepii: BHECEHO 3MiHN O MeToay
BAT BUNPOGYBaHHSA Ha eTani
"l'epeoH KOHTPOJIO KPUTUYHUX CTagil
PixTep", Ta NPOMDKHUX MPOAYKTIB B
YropuuHa po3gin 3.2.P.3.4.
70. | KOPBANOWH | Barbiturat | etunosuii NO5C Kpanni AT YkpaiHa AT YkpaiHa €HHSs1 3MiH [0 peecTpauiinHmx no 25 mn - UA/2553/01/01
® esin edip a- B02 opaJsibHi "Ppapmak” "papmak” mMartepianis: yTOYHEHHS 6e3
combinati | 6pomizoBanep no 25 mny HanucaHHsa "MHH" B Hakasi peuenma;
on with iaHoBOI pN1aKoHi; MOS3 YkpaiHu Ne 1576 Bipg, rno 50 msa —
other K1cnotu, nol 13.10.2026 B npoueci 3a
drugs theHobapbiTan dhnakoHy B BHECEHHS 3MiH (3MiHu | peuyenmom
, M'aTu onis, naJui; no MRy - 3MiHK 3 kocTi. AdI.
onia Xmento 50 mny KoHTposb A®I. 3miHa y
dpNaKoHi; napameTpax cneupucikadiii
nol Ta/abo fonyCTUMMUX MEX,
donakoHy B BU3HAYEHNX Y
nauui. cneundikauiax Ha A®l, abo

BUXIiAHWA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BUKOPWCTOBYHOTHLCS Y
npoueci BupobHuutea AdI
(iHWi 3MiHW) - BHECEHHSA
3MiHK A0 cneumdikauii
BXiIHOr0 KOHTPOJIK0 ANA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
Lir040T pevyoBuHU
®eHobapbiTan BUPOOHUKIB
«ALKALOIDA Chemical

Company Zrt.», YropwuHa
Ta «Harman Finochem
Limited», IHAja 3a
NOKa3HUKOM
«MikpobionoriyHa uncrtoTa»
Yy 3B'SA3KY i3 BU/TyYEHHAM
NPVMITK/ CTOCOBHO
nepiofnMYHOCTI KOHTPOSIO
*MiKpO6IO/IONYHWI KOHTPO/Tb
npoBoAATb BUGIPKOBO:
nepLuy Ta KoXHy n'aty
HacTyMHy cepii» ans
BNPOBaKEHHS PYTUHHOIO
KOHTPO/t0. 3MiHn | Tuny -
3MiHu 3 sKocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikaLiii
Ta/abo fOonyCTUMMUX MEX,
BU3HAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIigHWIA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPUCTOBYIOTbCSH Y
npoueci BupobHuutea AdI
(iHWi 3MiHW) - BHECEHHSA
3MiHM o cneumdikadii Ta
MEeTOZIB BXiJHOr0 KOHTPO/IH0
015 Ai040T peyOBUHU
®eHobapbiTan BUPOOHUKIB
«ALKALOIDA Chemical
Company Zrt.», YropwuHa
Ta «Harman Finochem
Limited», IHais, 30kpema
BUJ/TYYEHO NOKa3HWK
«PO34YMHHICTb», TakK SIK
[JaHuii NOKasHUK Mae
pekoMeHaUiliHni XxapakTep,
Ta He € 060B’A3KOBUM.
Company Zrt.», YropwpmHa
Ta «Harman Finochem
Limited», IHgisa ana
nokasHuka «lgeHTudikais».
IHdhopMavLisa Wwoao AKocCTi
CTaHAapTHUX 3paskis, LLO
BUKOPVCTOBYIOTbCS MPU
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BMNPO6YBaHHI HaBeeHa B

po3gini 3.2.S.5 CtaHaapTHi
3pasku abo npenaparu
peecTpaLjiiHoro Aocbe.
JOnOBHEHO NOCUNAHHA Ha
Ed. 3miHun | TMNY - 3MiHKM 3
AKOCTi. A®I. KoHTponb AdL.
3MiHa y meTogax
BMNpobyBaHHA A®| abo
BUXiAHOIO
MaTepiasny/npoMiXHOro
npoayKTy/pearenty, Lo
BUKOPUCTOBYETLCA Y
npoueci BupobHuutea APl
(He3HauHi 3MiHn y
3aTBEPAKEHNX METOAAX
BMNPOOGYBaHHS) - BHECEHHSA
3MiHM 40 MeToAiB BXiAHOro
KOHTPOJIIO AN Ajto4ol
peyoBuHN PeHobapbiTan
BMPO6HUKIB «<ALKALOIDA
Chemical Company Zrt.»,
YroplmHa ta «Harman
Finochem Limited», IHAja 3a
nokasHukamu «Mpo3opicTb
PO3uMHy», «KONbOPOBICTb
po34nHy», «BTpara B mMaci
Npwv BUCYLLYBaHHI»,
«CynbhaTHa 30na» -
[OMOBHEHO NOCWNAHHAM Ha
€. 3MiHM | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb ADI.
3miHa y meToAax
BMNpobyBaHHA A®I| abo
BUXifHOIO
Marepiasy/MpoMiXXHOro
npoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y
npoueci BupobHuutea AdI
(He3HauHi 3miHn y
3aTBEPMKEHNX MeTofax
BMNPOGYBaHHS) - BHECEHHS
3MiHM 40 MeToZiB BXiAHOro
KOHTPO/IIO 415 AitoYOoi
peyoBuHN deHobapbiTan
BMPOOHUKIB «ALKALOIDA
Chemical Company Zrt.»,

YropuwuHa Ta «Harman
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

Finochem Limited», IHgia 3a
nokasHUkoMm «CynpoBigHi
[OMILLKV» - BUYYEHO
nocuNaHHA Ha AKiCTb
CTaHAapTHUX 3pa3kiB.
IHdhopmavuis Wwopao AKocTi
CTaHJapTHUX 3paskis, Lo
BUKOPVCTOBYIOTHCS MPK
BMNpOGYyBaHHI HaBeJeHa B
po3aini 3.2.S.5 CtaHfapTHi
3pasku abo npenapartu
peecTpauiiHoro JoChE.
3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb ADI.
3miHa y meToaax
BMNpobyBaHHA A®I| abo
BUWXifHOIO
Marepiasy/MpoMiXXHOro
npoayKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y
npoueci BupobHuutea AdI
(iHWi 3miHW y MeTofax
BUNpoOGYBaHHSA (BK/THOYaOUM
3amiHy ab0 JOMOBHEHHS)
A®| abo
BWXiHOr0/MPOMIXHOro
NPOAYKTY) - BHECEHHS 3MiHU
[0 MeTofiB BXigHOro
KOHTPOIIO 415 AjtoYOoi
peyoBuHN deHobapbiTan
BMPOOHUKIB «ALKALOIDA
Chemical Company Zrt.»,
YropuwmHa Ta «Harman
Finochem Limited», IHgia 3a
MOKa3HUKOM «3a/INLLKOBI
KifIbKOCTi OpraHiyHux
PO3YMHHWKIB», fOAAHO
nocunaHHsa Ha €. 3MiHn |
Tuny - 3miHu 3 skocTi. AdI.
KoHTposnb A®L. 3miHa y
MeTodax BUNpo6yBaHHSA AdI
abo BuUxXigHoro
MaTepiasny/npoMiXHOro
npoAayKTy/peareHTy, LWo
BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl
(iHWi 3MiHM y meTogax
BMNPOGYBaHHs (BK/IOYAKYM
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep

peecmpayitiHo

20
nocsi0OYeHHs

3amiHy abo [OMNOBHEHHS)
Ad| abo
BUWXiAHOr0/MPOMiXXHOro
NPOAYKTY) - BHECEHHS 3MiHN
[0 MeTofiB BXigHOro
KOHTPOJIO A5 AitoYoi
peyoBuHM ®eHobapbiTan
BMPO6HUKIB «ALKALOIDA
Chemical Company Zrt.»,
YropuwmHa Ta «Harman
Finochem Limited», IHajsa 3a
nokasHukom «KinbkicHe
BWU3HAYEHHS» -NPUBEAEHO Y
BiANOBIAHICTb 40 BUMOT
MoHorpadii EP 3
[oJaBaHHAM MOCUNaHHS Ha
€0, BUyyYeHo chopmyny
po3paxyHky. 3miuu | Tuny -
3MiHu 3 aKocTi. AdI.
KoHTponb A®I (iHLWi 3MiHK) -
BHECEHHS 3MiHM 40 MeToaiB
BXiJHOrO KOHTPOIO AN1A
Lir040i pevyoBuHN
®eHobapbiTan BUPOOHUKIB
«ALKALOIDA Chemical
Company Zrt.», YropwuHa
Ta «Harman Finochem
Limited», IHajn 3a
NOKa3HUKOM
«Mikpob6ionoriyHa uncrora»
- BUJIyYEeHHSA NOBHOrO onucy
NpoBeAEHHS METOANKU;
[LOMOBHEHHS BigNoBigHUM
nocvNaHHAM Ha fjrody
pegakuito Y, €D 2.6.12,
2.6.13,5.1.4.). IHchopmavis
B Hakasi - "-". BipHa
peaakuin - Barbiturates in
combination with other
drugs.

71.

KOPAIMPAS3

prasugrel

npacyrpens y
BUINAAI
npacyrpesnto
rigpobpomigy

BO1A
C22

TabneTtku,
BKpUTI
NNiBKOBOKO
060/10HKO
10, No 5 wmr,
no 10
TabneTok
y 6nicTepi,

TOB «TeBa
YkpaiHa»

YkpaiHa

BVPOGHWLTB
0 3a NOBHUM
LMKIOM:
MNIBA
Xpsarcka
A.0.0.,
Xopsarisi;
KOHTpPO/Ib

XopsarTis

BHECEHHS 3MiH [0
peecTpauiiiHux maTepiaiis:
3MiHu | TNy -
ALMIHICTPaTWBHI 3MiHW.
3MiHa HalimeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa (BK/IKOYAKUM, 3a

3a
peyernmom

UA/19992/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
no 3 a6o 9 cepii (meToq HeobxigHoCTi, Micue
6nicTepis PeHTreniscb NpoBeAeHHA KOHTPO/I0
y Kot AKOCTi), @60 BnacHvka
KapTOHHii andppakuii): MacTep-chaiina Ha A®l, abo
Kopoo6Ui MNIBA nocTavasnbHvKa
XpBarcka Adl/BnxigHoro
n.0.0., MaTepiany/peareHTy/npomix
XopsarTis HOro NpoAyKTy, Lo

3aCTOCOBYHOTLCA Y
BUPOOHULTBI ADI (AKLW0
3a3HayeHo y [0CbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata
BiZiNOBIAHOCTI E€BpoONeichkit
hapmakonei y
3aTBEpMXEHOMY [OCbE, abo
BMPOGHMWKA HOBOI
[O0MOMIXHOT pEYOBUHA
(AKW0 3a3HaYeHO Yy 1OCLE) -
3MiHa Ha3BW Ta agpecu
BnacHuka DMF. Aapeca
BUPOBGHNYNX MOTYXHOCTEN
3a/mwarTbes 6e3 3MiH.
[itoua pepakuis: Teva
Pharmaceutical Industries
Ltd. / 124 Dvora HaNevi‘a
Street, Tel Aviv-Jaffa
6944020, Israel.
MponoHoBaHa pepakuis:
TAPINL B.V. / Piet
Heinkade 55, 1019GM
Amsterdam, Netherlands.
3MiHn | Tuny -
AAMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI
BMPOGHMKa (BK/OYaouu, 3a
Heob6XigAHOCTI, Micue
NpOoBeAeHHS KOHTPO/O
AKOCTI), ab0 BnacHuKa
MacTep-chaiina Ha Adl, abo
nocravasnbHuka
Adl/BuxigHoro
mMarepiany/peareHTy/npomix
HOro NPOAyKTY, L0
3aCTOCOBYOTbCH Y
BMPO6HULTBI ADI (sKW0
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

3a3HayeHo y AOCbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei 'y
3aTBEpPMKEHOMY [JOCbE, abo
BMPOOHUKA HOBOI
[0MOMIDKHOT peYOBUHN
(AKLLIO 3a3HAYEHO Y A0ChE) -
3MiHa Ha3Bu BUpoGHMKa AdI
npacyrpento rigpobpomigy,
AK HAC/ifOK TaKoX
3MiHIOETbCS Ha3Ba
BVMPOGHWYOT fiNbHUL
BiANOBIAA/IbHOI 3@ KOHTPO/Ib
SKOCTi. BUpo6HMYI AinbHULI,
ajpecw Ta yci BUPO6HUYi
onepauji 3anvwatnTbes
HEe3MiHHUMMU.

[itoya pepakuis:
Manufacturing Site Address:
PLIVA Croatia Ltd.
TAPI Croatia
Production SM
Prudnicka cesta 54
10291 Prigorje Brbovecko
Croatia

Testing Facilities
PLIVA Croatia Ltd.
TAPI Croatia
Production PbF
Prilaz baruna Filipovica 25
10000 Zagreb
Croatia

MponoHoBaHa peakuis:
Manufacturing Facilities
TAPI Croatia Industries Ltd.
Prudnicka cesta 54
10291 Prigorje Brbovecko
Croatia

Testing Facilities
PLIVA Croatia Ltd.
Prilaz baruna Filipovica 25
10000 Zagreb
Croatia
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

3MiHu | TUnNY - 3MiHK 3
akocTi. A®l. BupobHuuTBO.
3MiHM B Mpoveci
BMpo6HULTBA API
(He3HayHa 3miHa y 3aKpuTild
yacTuHi macTep-chaiina Ha
A®I) - He3HauHa 3miHa
3akpuToi YyactTnuHn ASMF
Liloy0T peyoBuHU, a came:

- OHoB/eHO po3gin 3.2.5.2.3
KoHTponb matepianis, yepes
nosiBy AOAATKOBOrO
BMPOGHMKA BUXiIAHOT
peyosuHu PRS 11 HCL;

- OHoBneHo po3gain 3.2.5.2.6
Po3po6ka BUpOGHNYOro
npouecy, y 3B'A3Ky
[oAaBaHHA 3BITy Npo
pO3po6KY BUPOBHUYOTO
npouecy;

- OHoBneHo po3gain 3.2.5.4.4
AHanis cepiii, W06 gogatu
NOPIBHSIHHS cepiii Ta
cepTudpikaTy aHasisy TpboX
HOBWX Cepiii npacyrpento
rigpobpomigy Yepes nossy
[0AaTKOBOTO BUPOGHWMKA
BUXiAHOT pevoBrHN PRS-11
HCL.
3MmiHu | TUnY - 3MiHK 3
AKOCTi. A®I. (iHWi 3MiHW) -
OHoeneHHsAs ASMF 3 Bepcii
DSDossier000799/5
(February 2024 p.) Ha
Bepcito DSDossier000799/6
(March 2025 p.).

72.

KOPAIMPA3

prasugrel

npacyrpenb y
BUrIAAI
npacyrpesnto
rigpo6pomigy

BO1A
C22

Tabnetkun,
BKPUTI
NNiBKOBOIO
060/10HKO
10, no 10
mr; no 10
TabneTtok
y 6nicTepi,
no 3a6o 9
6nictepis
y v
KapPTOHHI

TOB «TeBa
YkpaiHa»

YKpaiHa

BUPOGHMLTB
0 3a NOBHUM
LIMIK/TOM:
MNAIBA
XpBarcka
4.0.0.,
Xopsarisi;
KOHTPO/1b
cepii (meTog,
PeHTreHiscb
KOt
andopakui):

Xopsartis

BHECEHHSA 3MiH [0
peecTpauiiHx MaTepiasis:
3MiHn | Tuny -
AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHSA
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa (BK/OYaouu, 3a
HeobXiAHOCTI, Micue
NpPoBeAeHHS KOHTPO/O
AKOCTi), ab0 BnacHvka
MacTep-haina Ha A®l, abo

3a
peyenmom

UA/19992/01/02
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
KopooLi MAIBA nocravasibHuka
XpBarcka Adl/BuxigHoro
4.0.0., Marepiany/peareHTy/npomix
XopsarTis HOro NPOAyKTY, L0

3aCTOCOBYHOTLCA Y
BMPOGHMLTBI ADI (sKLL0
3a3HayeHo y AOCbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponechbkili
thapmakonei 'y
3aTBepMKEHOMY [JOCbE, abo
BMPOOHUKA HOBOI
[0MNOMIKHOT pEYOBUHN
(AKLLIO 3a3HAYEHO Y A0ChE) -
3MmiHa Ha3Bu Ta agpecu
BnacHuka DMF. Agpeca
BMPOGHNYMX NOTYXKHOCTEW
3aMLaTbea 6e3 3MiH.
[itoya pepakuis: Teva
Pharmaceutical Industries
Ltd. / 124 Dvora HaNevi‘a
Street, Tel Aviv-Jaffa
6944020, Israel.
MponoHoBaHa peaakuis:
TAPI NL B.V. / Piet
Heinkade 55, 1019GM
Amsterdam, Netherlands.
3MiHn | Tuny -
AZMiHICTPaTWBHI 3MiHU.
3MiHa HalilMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEHHS AiSNbHOCTI
BMPOOHWKa (BKItOYatoun, 3a
HeobxigHoCTi, micue
NPOBefAEHHS KOHTPOSO
AKOCTI), ab0 BnacHuKa
MacTep-chaiina Ha A®l, abo
noctavasibHuKa
Adl/BnxigHoro
MaTepiany/peareHTy/npomix
HOro NPOAyKTY, L0
3aCTOCOBYIOTLCA Y
BMPO6HULTBI ADI (AKLLLO
3a3HayeHo y JOCkbE Ha
nikapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikata
BiNOBIAHOCTI €BpoNeiicbkKil
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

thapmakonei y
3aTBEPAKEHOMY OCbE, 260
BMPOGHMKaA HOBOI
[L0MOMDKHOT peYOBUHU
(AKW,0 3a3HAYEHO Y LOCLE) -
3miHa Ha3BW BUPO6GHUKa Ad|
npacyrpernto rigpobpomigy,
AK HACNIAOK TakoX
3MIHIOETLCS Ha3Ba
BMPOGHMYOT AiNbHUL
BiANOBIAA/IbHOI 38 KOHTPO/b
SAKOCTi. BUpo6HMYi AinbHuULi,
ajpecu Ta yci BUpo6GHUYi
onepavii 3a/mwaTbcs
HE3MIHHUMMU.

Litova pepakuis:
Manufacturing Site Address:
PLIVA Croatia Ltd.
TAPI Croatia
Production SM
Prudnicka cesta 54
10291 Prigorje Brbovecko
Croatia

Testing Facilities
PLIVA Croatia Ltd.
TAPI Croatia
Production PbF
Prilaz baruna Filipovica 25
10000 Zagreb
Croatia

MponoHoBaHa pegakuis:
Manufacturing Facilities
TAPI Croatia Industries Ltd.
Prudnicka cesta 54
10291 Prigorje Brbovecko
Croatia

Testing Facilities
PLIVA Croatia Ltd.
Prilaz baruna Filipovica 25
10000 Zagreb
Croatia
3MmiHu | TUnY - 3MiHK 3
skocTi. A®l. Bupo6HMUTBO.
3MiHM B npoLeci
BMpo6HULUTBa AdI
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

(He3HayHa 3MiHa y 3aKpuTiit
yacTuHi MacTep-chaiina Ha
A®l) - He3HauHa 3miHa
3akpuTol YyactuHm ASMF
Lir040i peyoBuHK, a came:

- OHoBneHo po3gain 3.2.5.2.3
KoHTponb matepianis, yepes
nosiBy [04ATKOBOTO
BMPOGHMKaA BUXIAHOT
peyosuHu PRS 11 HCL;

- OHoBneHo po3gain 3.2.5.2.6
Po3pobka Bnpo6HM14oro
npouecy, Yy 3B'A3Ky
A0faBaHHA 3BITY Npo
pO3po6Ky BUPOOHUYOrO
npouecy;

- OHoBneHo po3ain 3.2.5.4.4
AHani3 cepiii, Wo6 gogatu
NOPIBHSIHHSA cepili Ta
cepTudpikaTv aHasisy Tpbox
HOBMX Cepiil npacyrpesnto
rigpobpomigy yepes nossy
[0[aTKOBOrO BUPOGHUKA
BMXigHOT pevoBnHn PRS-11
HCL.
3MiHn | TUnY - 3MiHK 3
AakocTi. A®L. (iHWi 3MiHK) -
OHoBreHHa ASMF 3 Bepcil
DSDossier000799/5
(February 2024 p.) Ha
Bepcito DSDossier000799/6
(March 2025 p.).

73.

KCANMATAH®

latanopros
t

naraHonpocTt

SO1E
EO1

Kpanni
OUYHi,
po3unH
0,005 %;
no 2,5 mn
y .
nonietune
HOBOMY
pNaKoHi;
nol
dhnakoHy B
KapTOHHIi
Kopoo6Li

Biatpic
CnewenTi
nnc

CLUA

Mdpaiizep
MeHiohekuy
PVHT
Benbris

Benbris

BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiais:
3MiHn | TURY - 3MiHK LWoAao
6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy.
BHeceHHs abo 3miHa(n) ao

3000B'A3aHb Ta yMOB Bugaui
peecTpadiiiiHoro
NOCBIAYEHHS, BK/OUYAKUn
MnaH ynpaeniHHA pu3nkamm
(iHWi 3MiHW) - 3assBHUKOM
HagaHo NnaH ynpasiHHA
pu3nkamm Bepcis 6.1 3
BifOBOpaKeHHAM
3aBepLLEHOrO
nefiaTpnyHOro AoC/iAKeHHs

3a
peyenmom

He
nionsieae

UA/11617/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

A6111144 Ta OHOBJIEHOTO
3rigHO 3 BUMOramu Ao
CraHfapTn30BaHOro
topmaty
(EMA/PRAC/613102/2015
Rev.2 accompanying GVP,
Module V Rev.2, Human
Medicines Evaluation
Guidance on the format of
the risk management plan
(RMP) in the EU —in
integrated format) 3
BUAAIEHHSIM BaXK/IMBUX
pW3KNKiB 3a pekoMeHAaLlil,
BKasaHux y PSUR
assessment report
(PSUSA/00001834/202304).
3MiHV BHECEHI A0 YacTUH
Il «Cneuudikauis 3
6e3nekmn»,
Il «TMnaH 3
hapmakoHarnagy»,
V «3axoau 3 MiHimi3aw,i
PU3UKIB»,

VI «Pe3tome nnaHy
ynpasiHHA pu3nKamu».
Pestome nnaHy ynpasniHHA
pu3nkamm Bepcis 6.1
[opaetbes.
3minu |l Tuny - 3MiHn Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsagy. 3mMiHu y
KOPOTKIill XapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
ON19 MeAnYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3
HOBUMW J@HUMK 3 SKOCTI,
LOKMIHIYHUMM, KNIHIYHUMN
JaHuMKM Ta AaHumm 3
hapmakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKUii Ans
MeAUYHOrO 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao
po3gainy "®apmakonorivHi
BNacTuBOCTI". BBeAeHHsA
3MiH NpOTArom 6 micsuis
nicns 3aTBepMHKEHHS. 3MiHN
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
Il Tuny - 3miHN Woao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi
3MiHW) - 3MiHV BHECEHO A0
IHCTPYKUiT AN MefuuHoro
3aCTOCYBaHHSA NiKapCcbKoro
3acoby Ao po3ginis
"apMaKkoIorivHi
BnactusocTi", "OcobnuBocTi
3acTocyBaHHs",
"3acTocyBaHHs B nepiog,
BariTHOCTi abo rogyBaHHs
rpygaro”, "Cnocié
3aCcTocyBaHHsA Ta o3un",
"fitn", "MNepenosyBaHHsa".
BBefeHHA 3MiH NpoTSArom 6
MicsuiB nicns
3aTBEPMKEHHS.
74. | NAHICTOP lamotrigin NamMoTPULKUH - TabneTtku TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 - UA/17443/01/01
e no 25 mr "KyCym™" XENTXKEP peecTpauiiHux maTepiais:
in bulk: no MBT NTA, 3MiHn | Tuny -
10 AAMIHICTPaTUBHI 3MiHW.
TabneTok 3MiHa HalimeHyBaHHSA
y 6nicTepi Ta/abo agpecy 3asBHMKa
no 240 (BnacHuka peecTtpaujiiHoro
6nicTepis noceiAgYeHHs) - 3MiHa
y HaliMeHyBaHHS 3asiBHVKa
KapTOHHIl (BnacHwvka peecTtpaujiiHoro
Kopoo6ui noceifyYeHHs), 6e3 3mMiHu
HOPUANYHOT 0Ccobu:
3arBepaxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB
"KYCYM", YkpaiHa.
BBefeHHs 3MiH NpoTArom
12-Tn MicsyiB nicns
3aTBEPAKEHHS.
75. | NAHICTOP lamotrigin NamMoTPULKNH - Tabnetkun TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 - UA/17443/01/02
e no 50 mr "KyCym" XENTXKEP peecTpaujiiiHux maTepiaiis:
in bulk: no NBT NTA4 3MiHu | Tuny -
10 ALMIHICTPaTWBHI 3MiHW.
TabneTok 3MiHa HaliMeHyBaHHS
y 6nictepi Ta/abo agpecu 3asaBHUKA
no 240 (BnacHvKa peecTpaLiiiHoro
6nicTepis NOCBIJYEHHS) - 3MiHa
y HaliMeHyBaHHS 3asiBHMKa
KapPTOHHIW (Br1acHvKa peecTpaLiiHoro
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
KopooLi NnocBiJYEHHSsT), 6e3 3MiHU
IOPUANYHOT 0COobU:
3arsepgxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB
"KYCYM", YkpaiHa.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBEPMKEHHS.
76. | NAHICTOP lamotrigin NamMoTPULKUH - TabneTtku TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 - UA/17443/01/03
e no 100 mr "KyCym™" XENTXKEP peecTpauiiHux maTepiais:
in bulk: no MBT NTA4 3MiHn | Tuny -
10 AAMIHICTPaTUBHI 3MiHW.
TabneTok 3MiHa HalimeHyBaHHSA
y 6nicTepi Ta/abo agpecy 3asBHMKA
no 200 (BnacHvka peecTpaujiiHoro
6nicTepis noceigYeHHs) - 3MiHa
y HaliMeHyBaHHS 3asiBHVKa
KapTOHHIl (BnacHwvka peecTtpaujiiHoro
Kopoo6uLi noceifyeHHs), 6e3 3MiHu
HOPUANYHOT 0Ccobu:
3arBepaxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB
"KYCYM", YkpaiHa.
BBefeHHs 3MiH NpoTArom
12-Tn MicsyiB nicns
3aTBEPAKEHHS.
77. | NAHICTOP lamotrigin namotpuaxmH | NO3A Tabnetkun TOB YkpaiHa BVPOGHULTB IHpis/ BHECEHHS 3MiH 0 3a He UA/17444/01/01
e X09 no 25 wr; "KyCym" 0, NepBuHHe YkpaiHa peecTpaujiiiHux maTepiaiis: peyenmom niosisieae
no 10 nakyBaHHS, 3MiHu | TUnY - 3MiHK 3
TabneTok BTOPUHHE AKOCTI. [O0TOBWIA NikapCbKuii
y 6nicTepi; nakyBaHHs1, 3aCi6. 3MiHN Yy BUPOOHULITBI.
no 3 abo KOHTPO/b 3amiHa abo BBeAEHHS
no 6 AKOCTI, [0[aTKOBOI AiTbHNL
6nicTepis BUNYyCK cepii BMPOGHMLTBA A1 YaCTUHN
y abo a60 BCbOro BUPO6GHMYOro
KapTOHHIi BVPOGHULTB npouecy rotosoro
ynakoBLii 0 npoayKuii nikapcbKoro 3acoby
in bulk: (ainbHULA 4N BTOPUHHOTO
KYCYM nakyBaHHs1) BBeAEHHS
XENTXKEP [04aTKOBOrO BUPOGHUKA
nBT ATA4, TOB «KYCYM>», YKPAIHA,
IHAis; LLLO 34jicHIOBaTMMeE
BTOPVHHE BTOPVHHE MakKyBaHHSA 3
nakyBaHHS, npoaykuii in bulk,

BMNYCK cepii

BWIOTOB/IEHOT BUPOOHNKOM
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3 NpoAayKuUii KYCYM XENTXKEP MNBT
in bulk: NTh 1 KUSUM
TOB HEALTHCARE PVT LTD, 3
«KYCYM>», MeTOol onTuMmisaw,i
YKpaiHa, BMPOGHULTBA. BBEAEHHSA
KOHTPO/Tb 3MiH npoTarom 12-t micsauiB
AKOCTI: nicns 3aTBepKeHHs. 3MiHN
TOB | TMNy - 3MiHW 3 AKOCTI.
«KYCYM», [oTOBWIA Nikapcbkuii 3aci6.
Ykpaina 3MiHV Y BUPOOHULTBI. 3MiHa

iMnopTepa/aminu, Lo
CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/II0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa
ab0 foAaBaHHA AiNbHULI, Ha
AKili 30iiCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA
cepii) BBeAEHHS JOAATKOBOI
AinbHuui TOB «KYCYM» 3a
agpecoto 02149, YkpaiHa, M.
Kunis, npocnekt Mukosin
BaxaHa, 38, Ha kit
3AiiCHIOETLCA KOHTPO/Tb
SKOCTi. BBEAEHHA 3MiH
nNpoTArom 12-tu micAuis
nicnsa 3aTBeppKeHHs. 3MiHN
| TMNY - 3MiHW 3 AKOCTI.
[OTOBWIA NNikapcbKuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3mMiHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/I0 AKOCTi rOTOBOrO
nikapcbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOGHMKA,
LLLO BiAMNOBIAA€E 3a BBE3EHHSA
Ta/abo Bunyck cepii) - He
BK/THOHAI0UM
KOHTPO/b/BMNPOGYBaHHSA
cepii - BBEAEHHSA
[0AaTKOBOTrO BUPOGHWMKa
TOB «KYCYM», YKPATHA
3a agpecoto 08039, YkpaiHa,
KviBcbka o6nacTb,
ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno
CeBepwuHiBka, BYy/.
Mepemoru, 6yanHok 2B, wo
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3pjficHIOBaTUME BUMYCK cepil

3 npoaykuii in bulk,
BWIOTOB/IEHOT BUPOOHNKOM
KYCYM XENTXKEP MBT
NTA / KUSUM
HEALTHCARE PVT LTD.
[itova pegakuis: BUpo6GHMKK
BMPOGHULITBO, NEPBUHHE
nakyBaHHS, BTOPUHHE
nakyBaHHs, KOHTPO/Tb AKOCTI,
BUMNYCK cepii abo
BMPOGHMLITBO MPOAYKLi in
bulk: KUSUM
HEALTHCARE PVT LTD,
INDIA KYCYM XENTXKEP
MNBT NTA, IHAIA BTOpUHHE
nakyBaHHs, KOHTPO/Tb SKOCTI,
BWMYCK Cepii 3 MpoayKuii in
bulk: TOB «MEA®APM
NTO», YkpaiHa. 3miHun
BHECEHO B iHCTPYKLit0 An1s
MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby B
po3ainv "BupobHuk",
"Micue3HaxoKeHHs
BMpO6HMKa Ta agpeca micusa
NPOBaKEHHS N0ro
LisNbHOCTI" y 3B'A3KY 3i
3MIHOI Ha3BU BUPOGHMKA Ta
BBELEHHAM 404AaTKOBOI
BMPOBHUYOT AiNbHULI, K
HacnifokK - 3aTBepAKEHHS
TEKCTYy MapKyBaHHS
yNakKoBOK MikapCbKoro
3acoby. BBeieHHs 3MiH
npoTsArom 12-tn micsuis
nicns 3aTBepKeHHs
3MiHn | Tuny -
AZMiHICTPaTWBHI 3MiHU.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asaBHUKA
(BNacHvka peecTpaujiiiHoro
NocBigYeHHS)
3MiHa HaliMeHyBaHHS
3anBHUKa (BacHuKa
peecTpadiiiHoro
nocsifyeHHs), 6e3 3miHun

HOPUANYHOT 0CobU:
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

3arBepaxeHo: TOB
"TNEAPAPM NTA", YkpaiHa
3anponoHoBaHo: TOB
"KYCYM", YkpaiHa.
BBefieHHs 3MiH NpoTArom
12-Tn MicsiyiB nicnsa
3aTBepXeHHS. 3MiHu | Tuny
- AAMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa
rOTOBOrO /iKapCbKOro
3aco6by, BKIYaun
OinbHWLU BUNYycKy cepii abo
MicLie NpoBeAEeHHS
KOHTPOJIH0 SIKOCTI.
(@isnbHICTb, 3a AKy
Bignosigae
BMPOGHMK/iIMNopTep,
BK/IOYAOUM BUMYCK CEpild).
3MiHa HalilMeHyBaHHS
BMPOGHMKA, 6e3 3MiHM Micus
BMPOGHMLTBA:
3arBepaxeHo: TOB
"TNEAPAPM NTA", YkpaiHa
3anponoHoBaHo: TOB
"KYCYM", YkpaiHa. 3miHu
BHECEHO B iHCTPYKLit0 AN15
MeJMNYHOr0 3acTOCYBaHHS
niKapcbkoro 3acoby y po3ain
"BMpo6HMK" 3 BIANOBIAHUMM
3MiHaMu B TeKCTi
MapKyBaHHS yNakoBOK.
BBefieHHs 3MiH NpoTArom
12-Tn MicsiyiB nicnsa
3aTBEPAKEHHS

78.

NAHICTOP

lamotrigin
e

NamMoTPULKMH

NO3A
X09

TabneTkn
no 100 wr;
no 10
TabneTok
y 6nicTepi;
no 3 abo
no 6
6nicTepis
y v
KapTOHHIl
yNaKoBLii

TOB
"KyCym*

YkpaiHa

BVPOGHWLTB
0, NepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHS,
KOHTPO/b
SIKOCTI,
BWMNYCK cepii
abo
BVPOGHWLTB
0 npoaykuii

IHpis/
YKpaina

BHECEHHS 3MiH [0
peecTpauiiiHux maTepiasiis:
3MiHu | TUnNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapCbKuii
3aci6. 3MiHN Yy BUPOOHULITBI.
3amiHa abo BBeEeHHS
[0[AaTKOBOI AiTbHNL
BUPOOHMLTBA 4151 YACTVHN
a60 BCbOro BUPO6GHMYOro
npouecy rotosoro
nikapcbKoro 3acoby

3a
peyenmom

He
niossieae

UA/17444/01/03
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
in bulk: (4inbHUUA 0N BTOPUHHOTO
KYCYM nakyBaHHs1) BBE,EHHS
XENTXKEP [04aTKOBOTO BUPOGHUKA
nBT ATA4, TOB «KYCYM>», YKPAIHA,
IHais; Lo 3AjilicHIOBaTMME
BTOPVHHE BTOPVHHE MaKyBaHHSA 3
nakyBaHHs, npoaykuii in bulk,
BUMNYCK cepii BUIOTOB/IEHOT BUPOOHNKOM
3 npoayKuii KYCYM XENTXKEP MNBT
in bulk: NTA / KUSUM
TOB HEALTHCARE PVT LTD, 3
«KYCYM>», MEeTOH onTuMmisaui
YKpaiHa, BMpO6GHULTBA. BBEAEHHSA
KOHTPO/b 3MiH npoTarom 12-t MicsauiB
AKOCTI: nicns 3aTBepMKeHHs. 3MiHN
TOB | TMNY - 3MiHK 3 AKOCTI.
«KYCYM», [OTOBWIA NikapcbKuii 3aci6.
YkpaiHa 3MiHN y BUPOGHMLTBI. 3MiHa

iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOJTIO0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa
abo gogasaHHA AiNbHUL, Ha
SKI 34iACHIOETBCSA
KOHTPONb/BUNPOGYBaHHSA
cepii) BBei€HHA 40AATKOBOI
AinbHuUi TOB «KYCYM» 3a
agpecoto 02149, YkpaiHa, M.
Kunig, npocnekt Mukosn
BaxaHa, 38, Ha Akiit
3AiiCHIOETLCA KOHTPO/Tb
AKOCTi. BBEAEHHA 3MiH
npoTsArom 12-tn micsuis
nicns 3aTBepKeHHs. 3MiHN
| TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHULTBI. 3MiHa
iMnopTepa/aminu, Lo
CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/II0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa
abo gofaBaHHS BUPOOHUKA,
LLIO BiAMNOBiAAa€ 3a BBE3EHHSA
Ta/abo Bunyck cepii) - He
BK/THOHAI0UM
KOHTPONb/BUNPOGYBaHHSA
cepii - BBEAEHHSA
[0AaTKOBOTrO BUPOGHWMKA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

TOB «KYCYM», YKPAIHA
3a agpecoto 08039, YkpaiHa,
KviiBcbka 06nacTb,
ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, cesno
CeBepuHiBka, Byn.
Mepemoru, 6yanHok 2B, Lo
3pjicHIOBaTUMeE BUMYCK cepil
3 npoaykuii in bulk,
BUIOTOB/IEHOT BUPOOHNKOM
KYCYM XENTXKEP MBT
NTA / KUSUM
HEALTHCARE PVT LTD.
[itoua pepakuis: BupobHukm
BUPOBHWLITBO, NEPBUHHE
nakyBaHHs, BTOPUHHE
nakyBaHHS, KOHTPO/Tb AKOCTI,
BUMNYCK cepii abo
BMPOGHULITBO NPOAYKLi in
bulk: KUSUM
HEALTHCARE PVT LTD,
INDIA KYCYM XENTXKEP
MNBT NTA, IHAIA BTOPUHHE
nakyBaHHs, KOHTPO/Tb AKOCTI,
BUMNYCK Cepii 3 npogyKuji in
bulk: TOB «NTIEA®APM
NT0», Ykpaina. 3mMiHu
BHECEHO B iHCTPYKLit0 AN15
MeJMNYHOr0 3acTOCYBaHHS
nikapcbkoro 3acoby B
po3ginv "BUpo6HUK",
"Micue3HaxomKeHHs
BMpOOHUKa Ta agpeca micus
NpoBaXEHHSA oro
OiSNbHOCTI" y 3B'A3KY 3i
3MIHO Ha3BM BUPOOHMKA Ta
BBeEeHHAM [0AaTKOBOI
BMPOGHNYOI AiNbHUL, SK
HacnifokK - 3aTBepAKEHHSN
TEKCTY MapKyBaHHs
yMakoBOK MiKapCbKOro
3acoby. BBegeHHs 3MiH
npoTArom 12-tn micsuis
nicns 3aTBeppKeHHs
3MiHu | Tuny -
ALMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

Ta/abo agpecu 3asBHUKA
(BnacHuka peecTtpadiiHoro
NoCBiAYEHHS)
3MiHa HalilMeHyBaHHS
3asBHMKa (BNacHvka
peecTpadiiHoro
NnocBiJYeHHsT), 6e3 3MiHU
IOPUANYHOT 0CObU:
3arsepmxeHo: TOB
"TNEAPAPM NTA", Ykpaina
3anponoHosaHo: TOB
"KYCYM", YkpaiHa.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBepMKEHHA. 3MiHu | Tuny
- AOMIHICTpaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI
BMpOGHUKa/imMnopTepa
rOTOBOrO /iKapCbKOro
3aco0y, Bkoyatoun
AinbHWL BUNYCKy cepii abo
MicLie NpoBeAEeHHSA
KOHTPO/THO AKOCTI.
(AisNbHICTb, 3a Ky
Bignosigae
BUPOGHUMK/iMNopTep,
BK/THOHAIOUM BUMYCK CEPiiA).
3MiHa HaliMeHyBaHHS
BMPOGHMKa, 6€3 3MiHM Micus
BMPOGHMLTBA:
3arsepgxeHo: TOB
"TNEAPAPM NTA", Ykpaina
3anponoHosaHo: TOB
"KYCYM", YkpaiHa. 3miHu
BHECEHO B iHCTPYKLi0 AN
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Bypo6HMK" 3 BiANOBIAHUMU
3MiHamMu B TEKCTI
MapKyBaHHS YNakoBOK.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBEPAKEHHS

79.

NAHICTOP

lamotrigin
e

NaMOTPUIKUH

NO3A
X09

Tabnetkn
no 50 wmr;
no 10

TOB
"KyCyM"

YKpaiHa

BUPOGHMLTB
0, NEPBUHHE
nakyBaHHs,

IHais/
YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHx MaTepiasis:
3MiHu | TMNYy - 3MiHK 3

3a
peyenmom

He
nionsieae

UA/17444/01/02
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
TabneTok BTOPUHHE SKoCTi. FOTOBWMIA NikapCbkuii
y 6nicTepi; naxkyBaHHs, 3aCi6. 3MiHVN Y BUPOOHULITBI.
no 3 abo KOHTPO/Tb 3amiHa abo BBeAEHHS
no 6 AKOCTI, [0[aTKOBOT AiNbHULI
6nicTepis BUMNYCK cepii BMPOGHMLTBA A5 YACTUHN
y abo ab0 BCbOro BUPOHGHMYOro
KapTOHHIi BMPOGHMLTB npouecy rotoBoro
ynakoBLii 0 npoaykuii nikapcbKoro 3acoby
in bulk: (@inbHUUSA ANS BTOPMHHOIO
KYCYM nakyBaHHs1) BBeEHHS
XENTXKEP [,04aTKOBOro BUPOGHMKA
nBT NTA, TOB «KYCYM», YKPAIHA,
IHais; Lo 3AilicHIOBaTMME
BTOPVHHE BTOPVHHE MaKyBaHHSA 3
nakyBaHHs, npoaykuii in bulk,
BUNYyCK cepii BUrOTOB/IEHOT BUPOGHMKOM
3 NpoayKuii KYCYM XENTXKEP MBT
in bulk: NTA / KUSUM
TOB HEALTHCARE PVT LTD, 3
«KYCYM>», MeTO OnTUMi3aL,ii
YKpaiHa, BMPOGHMLTBA. BBEAEHHS
KOHTPO/b 3MiH NpOTArom 12-tn micsauis
AKOCTI: nicnsa 3aTBeppkKeHHs. 3MiHn
TOB | TMINY - 3MiHW 3 AKOCTI.
«KYCYM», [OTOBWIA NikapcbKuii 3aci6.
YkpaiHa 3MiHN Yy BUPOGHMLTBI. 3MiHa

iMnopTepa/3mMiHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/IH0 SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa
a60 fofaBaHHA AiNbHUL, Ha
AKIN 34iiCHI0ETLCS
KOHTPO/1b/BMNPOGYBaHHS
cepil) BBe4EHHA [04aTKOBOI
AinbHuUi TOB «KYCYM» 3a
agpecoto 02149, YkpaiHa, M.
Kunis, npocnekt Munkosn
BaxaHa, 38, Ha sikilt
3[iICHIOETLCS KOHTPO/b
SAKOCTi. BBEIeHHA 3MiH
npoTtArom 12-tn micauis
nicns 3aTBepAKeHHs. 3MiHN
| TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOJII0 AKOCTi FOTOBOTO
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

nikapcbKoro 3acoby (3amiHa
ab0 fofaBaHHA BUPOOHMKA,
LLIO BigMNOBiAA€ 32 BBE3EHHS
Ta/abo Bunyck cepii) - He
BK/IO4A0UN
KOHTPO/1b/BMNPOGYBaHHS
cepii - BBeEHHA
[04aTKOBOrO BUPOGHUKA
TOB «KYCYM», YKPATHA
3a agpecoto 08039, YkpaiHa,
KuniBcbka 06nacTb,
ByuaHcbKuWii paiioH,
Makapiscbka TepuTopiasibHa
rpomaga, cesno
CeBepwHiBKa, By/.
Mepemoru, 6yanHok 2B, wWwo
3pilicHoBaTMe BUMycK cepil
3 npoaykuii in bulk,
BUrOTOB/IEHOI BUPOGHUKOM
KYCYM XENTXKEP MBT
NTA / KUSUM
HEALTHCARE PVT LTD.
[itoua peaakuis: BUpobHuKm
BMPOBHWNLITBO, NEPBUHHE
nakyBaHHs, BTOPUHHE
nakyBaHHs, KOHTPO/Tb SKOCTI,
BWMNYCK cepii abo
BMPOBHULTBO NPOAYKLT in
bulk: KUSUM
HEALTHCARE PVT LTD,
INDIA KYCYM XENTXKEP
NBT NTA, IHAIA BTOPUHHE
nakyBaHHS, KOHTPO/Tb AKOCTI,
BUNYCK cepii 3 npoAykuii in
bulk: TOB «NIEA®APM
NTO», YkpaiHa. 3miHu
BHECEHO B iHCTPYKLi0 AN
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby B
po3ainu "BupobHuK",
"Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micud
NpoBaXeHHS oro
LisNbHOCTI" y 3B'A3KY 3i
3MIHO0 Ha3BM BUPOOHMKA Ta
BBELEHHAM [04aTKOBOI
BMPOBHNYOI AiNbHUL, SK
HacnifokK - 3aTBEPAKEHHS
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

TEKCTYy MapKyBaHHSA
yNakoBOK /liKapCbKoro
3acoby. BBegeHHs 3MiH
nNpoTArom 12-tu micAuis
nicns 3aTBepmpkKeHHs
3MiHn | Tuny -
AAMIHICTpaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHVKa
(BnacHvka peecTtpaujiiHoro
nocBigYeHHs)
3MiHa HaliMeHyBaHHS
3anBHUKa (BlacHuKa
peecTpadiiiHoro
nocBigYeHHs), 6e3 3MiHu
HOPUANYHOT 0Cco6U:
3arBepoxeHo: TOB
"TNEAPAPM NTA", Ykpaina
3anponoHosaHo: TOB
"KYCYM", YkpaiHa.
BBegeHHs 3MiH npoTArom
12-Tn micauis nicna
3aTBepMKEHHSA. 3MiHK | Tuny
- AgMIHICTpaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI
BMpOGHUKa/imMnopTepa
roTOBOrO /iKapCbKOro
3aco0y, BkoYaoun
LinbHUL BUNYCKY cepii abo
MicLe NpoBeAeHHs
KOHTPOJTHO AKOCTI.
([isANbHICTb, 3a Ky
Bignosigae
BMPOGHMK/iMnopTep,
BK/IOUAOUM BUMYCK Cepilf).
3MiHa HaliMeHyBaHHS
BMPOGHMKa, 6e3 3MiHM Micus
BMPOGHMLTBA:
3arBepoxeHo: TOB
"TNEAPAPM NTA", Ykpaina
3anponoHosaHo: TOB
"KYCYM", YKpaiHa. 3miHu
BHECEHO B iHCTPYKLit0 An1s
MeAUYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"BUpPO6HMK" 3 BiANOBIAHUMY
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3MiHaMK B TEKCTi
MapKyBaHHS yNakoBOK.
BBegeHHs 3MiH npoTArom
12-Tn micauis nicna
3aTBEPKEHHSA
80. | NALEEPAH ramipril paminpwn i C09B TabneTtkn CaH IHais CaH IHais BHECEeHHS 3MiH g0 3a UA/17578/01/01
HCT and rigpoxnopotia | AO05 no 2,5 dapmacbioT dapmacbioT peecTpauiiiHux maTepiaiis: peuyenmom
diuretics 314 mr/12,5 nkan nkan TexHiuHa nomwuska (3rigHo
mr; no 7 IHpacTpi3 IHpacTpi3 Hakaly MO3 Big 23.07.2015
Tabnetok NimiTen Nimiteq Ne 460) BunpasneHo
y 6nicTepi, rpaMaTvyHy NOMWsIKy B
no 1 a6o po3gaini "Mikapcbka dopma”
no 3 (OcHOBHI (hi3MKO-XiMiYHi
6nictepn y B/1ACTMBOCTI) B iIHCTPYKLIiT
KapTOHHIi 0N MeguyHoro
Kopobui, 3acToCyBaHHSA NikapcbKoro
no 10 3aco6y, JonyLUeHy B ONuUCi
TabneTok TabneTok fo3yBaHHAM 2,5
y 6nicTepi, mr/12,5 wmr, a came: "... 3
nol POMOAINILYOLO JTiHIEID HA
6nictepy y Apyromy 6oui" BunpaBsieHo
KapTOHHIi Ha "... 3 pO3MNoA4inbYOoI0
Kopoo6ui niHieto Ha gpyromy 6ou,i".
3a3HaueHe BUNpaBeHHs
BignoBigae marepianam
PEECTPALLNHOIO AOChE.
81. | NALUEPAH ramipril paminpun i C09B TabneTtku CaH IHAjA CaH IHAjsA BHECEHHS 3MiH A0 3a UA/17578/01/02
HCT and rigpoxnopotia | AO05 no 5 wmr/25 | ®dapmacbloT dapmacbioT peecTpauiiiHux maTepianis: peuyenmom
diuretics 314 mr; no 7 nkan ukan TexHiuHa nomwuska (3rigHo
TabneTok IHOacTpi3 IHOacTpi3 Haka3y MO3 Big 23.07.2015
y 6nicTepi, NimiTen Nimiteq Ne 460) BunpasneHo
no 1 a6o rpaMaTuyHy NOMWUsKY B
no 3 po3aini "Nikapcbka chopma”
6nictepn y (OCHOBHI (hi3nKO-XiMiYHi
KapTOHHIi B/1ACTMBOCTI) B iIHCTPYKLIiT
kopobuj, 018 MeguyHoro
no 10 3acToCyBaHHSA Nikapcbkoro
TabneTok 3aco6y, JonyLLeHy B ONuCi
y 6nicTepi, TabneTok f03yBaHHAM 2,5
nol mr/12,5 mr, a came: "... 3
6nictepy y POMOAINILYOLO JTiHIED HA
KapTOHHIi Apyromy 6oui" BunpasiieHo
Kopobui Ha "... 3 pO3MNOAiNbYOI0

niHieto Ha gpyromy 6ou,".

3a3HauyeHe BUMNpaBeHHs
BignoBigae martepianam

PEECTPAL,iHOIO AOCHE.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
82. | NEBAKCE/A | levofloxaci | nesodpnokcay | JO1IM Tabnetku, KPKA, a.4., CnoseHis BUPOGHMLTB CnoseHisa BHECEHHS 3MiH 0 3a He UA/15596/02/02
® n WH Y BUrNA4j A12 BKPUTI HoBo mecTo 0 "in bulk", peecTpaujiiiHux maTepianis: peuyenmom nionsieae
nesodpiokcal, M/1iBKOBOIO nepBUHHe Ta 3MiHn | TURY - 3MiHK WoAao
NHY 060/10HKO BTOPWHHE 6e3nekn/ehekTUBHOCTI Ta
remirigpaty to no 500 nakyBaHHs: thapmakoHarnagy (iHwi
mr; no 1 KPKA, a.4., 3MiHM). 3MiHV BHECEHO A0
Tabnetyiy HoBo mecTo, IHCTPYKLii ANna MeguyHoro
6nictepi; CnoBeHis; 3acToCyBaHHSA Nikapcbkoro
nol nepBUHHE Ta 3acoby y po3gin
6nictepy B BTOPWHHE "®apMakosiorivHi
KapTOHHii nakyBaHHs, BracTmsocTi"
Kopoo6L; KOHTPO/Tb ("®apmakoguHamika")
no5 cepii Ta BiNOBIAHO A0 NPOTOKOMY
TabneTok BUMYCK Cepii: 3acigaHHa CMDh Big,
y 6nicTepi; KPKA, ao.4., 21/02/2025 poky
no 1 aéo HoBo mecTo, (EMA/457563/2023)
no 2 CnoseHis; BBefieHHs1 3MiH npoTsArom 6-
6nictepn B KOHTPO/Tb TV MicAUiB 3 gaTn
KapTOHHii cepii: KPKA, 3aTBepKEHHS. 3MiHu | Tuny
KOpOoO6L; a.4., Hoso - 3MiHu Wwoao
no7 MecTo, 6e3nekn/edeKTMBHOCTI Ta
TabneTok CnoBeHis hapmakoHarniagy. 3miHn y
y 6nicTepi; KOPOTKili xapakTepucTuui
no 1 a6o nNiKapcbKoro 3acoby, TEKCTi
no 2 MapKyBaHHS Ta IHCTPYKLT
6nictepn B 015 MeyyHOro
KapTOHHIi 3acToCcyBaHHSA
KopooLi reHepuUYHUX/ribpnaHnx/6iono

AiGHNX nikapcbknx 3acobis
nicna BHeCEHHSA Tiel camol
3MiHU Ha pechepeHTHWi
npenapar (3miHa He
noTpebye HaflaHHS XOAHNX
HOBWX AOAATKOBUX AaHUX).
3MiHN BHECEHO A0 IHCTPYKLU,i
ON19 MeAnYHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby y po3ginm
"OcobnuBocTi
3acTocyBaHHs", "INo6GivHi
peakuii" BignosigHo A0
OHOB/IEHOT iHdhopmaLii Ans
pedhepeHTHOro /iKapCbKoro
3acoby (Tavanic, Sanofi,
DE/H/5119/001-003/MR)
BBefeHHs 3MiH NpoTArom 6-
M Micauis 3 gatm
3aTBeEpMKEHHSA. 3MiHu | Tny
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
- 3MiHM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy.
BunyueHHs (cuna gii). 3miHn
BHECEHO 10 IHCTPYKLi AN1A
MeJMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby y
po3ginu "Cknag", "Nlikapcbka
chopma”, "Cnoci6
3aCcToCyBaHHA Ta fo3n"
LLIOAO BUYYEHHS A03yBaHHSA
250 Mr BeegeHHS 3MiH
NpoTArom 6-Tu MicAuis 3
[aTv 3aTBEPPKEHHS.
83. | NNEFKOJNAKC macrogol nonietuneHrni | AO6A MOPOLLIOK MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 6e3 UA/15646/01/02
KONb D15 ans "Kuismegnp "Kuismegnp peecTpauiiiHux maTepiais: peyenma
(makporon) Opa/IbHOTO enapat” enapar” BMNPAB/IEHO TEXHIYHY
4000 PO34uHYy; NOMUJIKY B TEKCTI
Bupo6HuK MapKyBaHHSA BTOPUHHOI
NAT YMakoBKM MikapCbKoro
"KviBmean 3acoby (no 300 r y 6aHL),
penapart": JonyLieHy npu npoueaypi
nolors 3MiH (Hakaz MO3 Ne401 Big,
nakerti- 26.03.2026 p.)
caule; no 3aTBepaXeHo:
4 a6o 10 2. KIbKICTb Alto4oi
abo 20 PEYOBUHN
nakeTis- 1 6aHKa MiCTUTb:
cawey nonieTUNEHTNIKOMO
nauuj; no (makporony) 4000, B
300ry nepepaxysaHHi Ha 100 %
6aHuj; no peyosuHy 150 r (9).
1 6aHu;j 3 300 (g)
MipHOI0 3anponoHoBaHo:
JIOXKOI0 B 2. KIIbKICTb Alto4oi
nauui; PEYOBUWHMN
Bupo6HuK 1 6aHka MiCTUTb:
TOB nonieTUNEHTNIKOMO
"MAPI®A (makporony) 4000, B
PM™": no nepepaxysaHHi Ha 100 %
10rB peuvoBuHy 300 r (g).
nakerti- 300 (g)
caule; no 3a3HauyeHe BUNpaBeHHs
4 a6o 10 BiAnNoBigae marepianam
abo 20 peecTpauiiHoro JocChE.
nakeTis-
cawey

nayui
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

84.

NETPOBICTA

letrozole

neTposon

LO2B
G04

TabneTkun,
BKPUTI
NAiBKOBOIO
060/10HKO
10, No 2,5
mr, no 10
TabneTok
y 6nicTepi;
no3
6nictepu B
KapTOHHii
Kopoo6Li

Mictpan
Kenitan
MeHexmeH
T NimiTeq,

AHrnis

CiHTOH
XicnaHis,
C.J.

IcnaHis

BHECEHHSA 3MiH [0
peecTpaujiiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAao
6e3nekn/etheKTUBHOCTI Ta

hapmakoHarnsagy.
BHeceHHs abo 3miHa(n) oo

3060B'A3aHb Ta YMOB BuAaui

peecTpadiiiHoro

NoCBIAYEHHS, BKOYA0UN

MnaH ynpaBniHHA pr3nkamm

(3acTocyBaHHsI TEKCTY, SIKWIA

NoropKeHui 3
KOMNETEHTHUM OpraHom).
3asBHNKOM HafaHo
OHOBJ/IEHWIA NNaH
ynpasniHHA pu3nKamu
Bepcis 3.0 3miHn BHeceHO
[0 YacTuH: | «3aranbHa
iHhopmaLis»,

Il «Cneundikauis 3
6esnekn», Il «MnaH 3
hapmakoHarnagy»,
IV»lMnaxu wopao
nicnsapeecTpauiiHnx
pocnimkeHb epekTUBHOCTI»,
V «3axoau 3 MiHimi3aw,i
pu3ukiB», VI «Pestome
nnaaHy ynpassiHHA
pusnkammns», VII «[Joaatkm» y
3B’A3KY 3 OHOB/IEHHAM
cneyudikayii 3 6e3neku
LitoY0i pevyoBuHY NeTPO30/1y
BiANOBIAHO [0 aKTyanbHOT
pedyepeHTHOI iHdhopMadii, a
TakoX Y 3B'A3KY i3 3MiHOIO
dopmary BignoBigHO [0
BumMor Evaluation Guidance
on the format of the risk
management plan (RMP) in
the EU — in integrated
format. 31 October 2018
EMA/164014/2018
Rev.2.0.1 accompanying
GVP Module V Rev.2
Human Medicines). Pe3tome
nnaHy ynpas/iHHA pU3nKamm
Bepcia 3.0 fofaeTbes.

3a
peuyenmom

UA/16706/01/01

85.

NIHEKOK

linezolid

niHesonig,

JO1XX

TabneTkun,

MicTpan

AHrnis

NepBUHHa Ta

peuis

BHECEHHS 3MiH 4o

3a

He

UA/20216/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
08 BKPUTI Kenitan BTOPVHHA peecTpauiiiHux maTepiaiis: peuyenmom niossieae
nniBkoBoo | MeHemKMeH ynakoBKa, 3MiHuM | TUnYy - 3MiHK WoA0
060/10HKO T Nliviteq, KOHTPO/Tb 6e3nekn/edheKTMBHOCTI Ta
10, no 600 cepii, BUNycK hapmakoHarnagy. 3miHa y
mr, no 10 cepii: KOpOTKili xapakTepucTuui
TabneTok ®APMATEH nNiKapcbKoro 3acoby, TEKCTi
y 6nicTepi; CA, lpeuis; MapKyBaHHS Ta IHCTPYKLT
no 1 BMPOBHNLTB 4N MeUYHOro
6nictepy B 0 roToBOiI 3aCTOCYBaHHS Ha MigcTasi
KapTOHHIi nikapcbKoT perynsipHo OHOB/IIOBAHOIO
Kopoo6Ui hopmu, 3BITY 3 6e3neku NikapcbKoro
nepBuHHA Ta 3acoby, abo [oc/imKeHb 3
BTOPVHHA 6e3nekn 3acTocyBaHHA
ynakoBKa, niKkapcbKoro 3acoby B
KOHTPO/Tb nicnspeecTpauiiHuii nepiog,
cepii, BUNycK a60 AK pe3ynbTaT OLiHK/
cepii: 3BITY 3 JOCAIAXEHD,
®APMATEH npoBefeHnX BignoBigHO A0
IHTEPHELU nnaHy negiaTpuyHmx
HI CA, pocnigxeHs (PIP) (3MiHy
Mpeuis Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLU,i
ON19 MeUYHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby Ao po3giny "MobiyHi
peakuji" BignoBsigHo A0
OHOBJIEHOT iH(hopMaLi 3
6e3nekun A4ito4oTl pevoBUHN
(ninesoniay) 3rigHo 3
pekomeHgauismy PRAC.
BBefieHHs1 3MiH npoTsArom 6-
TV MicAuiB 3 gatn
3aTBEPAKEHHS.
86. | IOT'Y®EH® levetiracet | nesetupaueta | NO3A Tabnetkn, TOB YkpaiHa BVPOGHWLTB IHpis/ BHECEHHS 3MiH [0 3a He UA/17411/01/02
am M X14 BKpUTI «KYCYM» 0, NEPBUHHE YkpaiHa peecTpauiiiHux maTepiaiis: peyenmom nionsizae
NAiBKOBOO nakyBaHHS, 3MiHu | TNy -
060/10HKO BTOPUHHE ALMIHICTPaTWBHI 3MiHW.
10, no 500 nakyBaHHs, 3MiHa HalimeHyBaHHS
mr, no 10 KOHTPO/b Ta/abo agpecu 3asBHUKA
TabneTok SKOCTI, (BnacHvka peecTpaLiiiHoro
y 6nicTepi, BMMNYCK cepii nocBiAgYeHHs) - 3MiHa
no 3 abo 6 abo HallMeHyBaHHS 3asiBHUKa
6nicTepis BUPOGHMLTB (BnacHvka peecTpaLiiiHoro
y 0 MpoAyKu,i nocBigyYeHHs), 6e3 3MiHu
KapTOHHIi in bulk: IOPUANYHOT 0CObU:
ynakoBLi KYCYM 3arsepaxeHo: TOB
XENTXKEP "TNEAPAPM NTA", YkpaiHa.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
NnBT ATA, 3anponoHosaHo: TOB
IHAis; "KYCYM", YkpaiHa.
BTOPVHHE BBegeHHs 3MiH npoTArom
nakyBaHHs, 12-Tn micauis nicna
BUMNYCK cepii 3aTBepMKEHHSA. 3MiHK | Tuny
3 npoayKuii - AgMIHICTpaTUBHI 3MiHW.
in bulk: 3MiHa HaliMeHyBaHHS
TOB Ta/abo agpecu micus
«KYCYM>», NPOBaKEHHS AiSNIbHOCTI
YkpaiHa,; BMpoGHUKa/imMnopTepa
KOHTPO/Ib roTOBOrO /iKapCbKOro
AKOCTI: 3acoby, BKIoYaKun
TOB LinbHULU BUNYCKY cepii abo
«KYCYM>», MicLe NpoBeAeHHs
YkpaiHa KOHTPO/THO SIKOCTI.

([isANbHICTb, 3a Ky
Bignosigae
BMPOGHMK/iMnopTep,
BK/IO4AK0UM BUMYCK CEpiid) -
3MiHa HaliMeHyBaHHS
BMPOGHMKa, 6e3 3MiHM Micus
BMPOGHMLTBA!
3arBepoxeHo: TOB
"TNEQAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB
"KYCYM", YKpaiHa. 3miHu
BHECEHO B iHCTPYKLt0 An1s
MeAUYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y
po3ainv "BupobHuk" 3
BiANoOBigHVMM 3MiHAMU B
TEKCTi MapKyBaHHs
ynakoBoK. BBefeHHs 3MiH
nNpoTArom 12-tu micAuis
nicnsa 3aTBeppKeHHs. 3MiHN
| TMNY - 3MiHW 3 AKOCTI.
[OTOBWIA NNikapcbKuii 3aci6.
3MiHN Y BUPOBHULTBI.
3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULI
BMPOBHMLTBA 4151 HACTUHN
ab0 BCbOro BUPOHGHMYOro
npouecy rotoBoro
nikapcbKoro 3acoby
(@inbHUUSA ANS BTOPMHHOMO
nakyBaHHs1) - BBejeHHS
[04aTKOBOrO BUPOGHUKA
TOB «KYCYM», YKPAIHA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

3a agpecoto 08039, YkpaiHa,
KuniBcbka 06nacTb,
ByuaHcbKunii paiioH,
Makapiscbka TepuTopiasibHa
rpomaga, cesno
CeBepwHiBKa, By/.
Mepemoru, 6yanHok 2B, wWwo
3gilicHoBaTIMe BTOPUHHE
nakyBaHHs 3 MPoAyKLUii in
bulk, BurotosneHoi
BMPOGHMKOM KYCYM
XENTXKEP NBT 174,/
KUSUM HEALTHCARE
PVT LTD, 3 meTOl0
onTumisauii BUpo6HMLTBA.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBepMKEHHA. 3MiHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BVMPOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOJTIO AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa
abo gogasaHHA AiNbHUL, Ha
SKI 34iACHIOETBCSA
KOHTPONb/BUNPOGYBaHHSA
cepii) - BBegeHHs
[04aTKoBOT AinbHULi TOB
«KYCYM» 3a afipecoto
02149, YkpaiHa, M. Kuis,
npocnekT Mukonn BaxaHa,
38, Ha SIKil1 3[jiCHI0ETbCSA
KOHTPO/Ib SIKOCTi. BBEAEHHS
3MiH npoTarom 12-t micsauiB
nicns 3aTBepKeHHs. 3MiHN
| TMNYy - 3MiHW 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHULTBI. 3MiHa
iMnopTepa/aminu, Lo
CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/II0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa
abo gogaBaHHS BUPOOHUKA,
LLIO BiAMNOBiAAa€ 3a BBE3EHHSA
Ta/abo Bunyck cepii) - He
BK/THOHAI0UM
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

KOHTPONb/BUNPOGYBaHHSA
cepii - BBEAEHHA
[0AaTKOBOTO BUPOGHNMKA
TOB «KYCYM», YKPAIHA
3a agpecoto 08039, YkpaiHa,
KviiBcbka 06nacTb,
ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, cesno
CeBepuHiBka, BYy”.
Mepemoru, 6yanHok 2B, Lo
3pjicHIOBaTUMeE BUMYCK cepil
3 npoaykuii in bulk,
BUIOTOB/IEHOT BUPOOHNKOM
KYCYM XENTXKEP MBT
NTA / KUSUM
HEALTHCARE PVT LTD.
3MiHM BHECEHO B IHCTPYKLO
ONA MeauyHoro
3acTOCyBaHHSA Nikapcbkoro
3acoby y po3gim
"Brypo6HuK",
"Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micud
NpoBaXeHHS oro
LisNIbHOCTI" y 3B'A3KY 3
3MIHO0 Ha3BM BUPOOHMKA Ta
BBEZlEHHAM [04aTKOBOI
AiNbHUL, K HACNIAOK -
3aTBEPAKEHHS TEKCTY
MapKyBaHHS1 yNnakoBOK
nikapcbKoro 3acoby.
BBegeHHs 3MiH npoTArom
12-Tn micauis nicnsa
3aTBEPKEHHS.

87.

NOry®EH®

levetiracet
am

neseTupaueTa
M

TabneTku,
BKPUTI
NNiBKOBOKO
0060/10HKO
10, no 250
mr, in bulk:
no 10
TabneTtok
y 6nicTepi,
no 240
6nictepis
y v
KapPTOHHI

TOB
«KYCYM»

YKpaina

KYCYM
XENTXKEP
MBT NTA

IHais

BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiais:
3MiHn | Tuny -
AZMiHICTPaTWBHI 3MiHU.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA
(BnacHvka peecTtpaujiiHoro
NOCBIJYEHHS) - 3MiHa
HallMeHyBaHHS 3asiBHUKa
(BnacHvka peecTtpaujiiHoro
NocBiJYEHHST), 6€3 3MiHU
HOPUANYHOT 0CObU:
3arBepmpxkeHo: TOB

UA/17412/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
KopooLi "TNEA®PAPM NTA", YkpaiHa.
3anponoHosaHo: TOB
"KYCYM", YkpaiHa.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBEPMKEHHS.
88. | NNIONY®EH® levetiracet | neseTupaveta - Tabnetku, TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 - UA/17412/01/02
am M BKPUTI «KYCYM» XENTXKEP peecTpauinHux maTepiais:
MN/1iBKOBOIO MBT NTA4 3MiHn | Tuny -
060/10HKO AAMIHICTPaTUBHI 3MiHW.
10, no 500 3MiHa HalimeHyBaHHSA
mr in bulk: Ta/abo agpecy 3asBHMKa
no 10 (BnacHuka peecTpaujiiHoro
TabneTok nocBiAgYeHHs) - 3MiHa
y 6nicTepi; HalilMeHyBaHHSs 3asiBHUKa
no 180 (BnacHvka peecTpaujiiHoro
6nicTepis noceigyeHHs), 6e3 3mMiHu
y HOPUANYHOT 0Ccobu:
KapTOHHIl 3arBepaxeHo: TOB
Kopoo6uLi "TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB
"KYCYM", YkpaiHa.
BBefeHHs 3MiH NpoTArom
12-Tn MicsyiB nicns
3aTBEPAKEHHS.
89. | NION'Y®EH® levetiracet | nesetupaueta | NO3A Tabnetkn, TOB YkpaiHa BVPOGHWLTB IHpis/ BHECEHHS 3MiH 0 3a He UA/17411/01/01
am M X14 BKPUTI «KYCYM>» 0, NepBuHHe YkpaiHa peecTpauiiiHux maTepiaiis: peyernmom nionsi2ae
nAiBKOBOO nakyBaHHS, 3MiHu | Tuny -
060/10HKO BTOPUHHE ALMIHICTPaTWBHI 3MiHW.
10, no 250 nakyBaHHs, 3MiHa HaliMeHyBaHHS
mr, no 10 KOHTPO/b Ta/abo agpecu 3asBHUKA
Tabnetok SKOCTI, (BnacHvKa peecTpaLiiiHoro
y 6nicTepi, BUNYyCK cepii NOCBIJYEHHS) - 3MiHa
no 3 abo 6 abo HallMeHyBaHHs 3asiBHUKA
6nictepis BUPOOHMLTB (BnacHvka peecTpaLiiiHoro
y 0 npoayKuii nocBiAYeHHs), 6e3 3MiHK
KapTOHHii in bulk: IOPUANYHOT 0CobU:
ynakoBLi KYCYM 3arsepaxeHo: TOB
XENTXKEP "TNEAPAPM NTA", YkpaiHa.
NnBT NTA, 3anponoHosaHo: TOB
IHAis; "KYCYM", YkpaiHa.
BTOPVHHE BBegeHHS 3MiH NpoTArom
nakyBaHHS, 12-Tn micauis nicna
BWMYCK cepii 3aTBEpMKEHHS. 3MiHK | TUny
3 NpoAyKUiT - AOMIHICTpaTUBHI 3MiHW.
in bulk: 3MiHa HaliMeHyBaHHS
TOB Ta/abo agpecu micus
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
«KYCYM>», NPOBaPKEHHA AiS/IbHOCTI
YKpaiHa,; BMpOGHUKa/imMnopTepa
KOHTPO/Tb roTOBOrO JliKapCbKOro
AKOCTI: 3aco6y, BK/IHOUYaKun
TOB AinbHWL BUNYCKy cepii abo
«KYCYM», MicLe NpoBeAeHHs
YkpaiHa

KOHTPO/THO AKOCTI.
(AisNbHICTb, 3a Ky
Bignosigae
BUPOGHUMK/iMNopTep,
BK/THOHAI0UM BUMNYCK CEPIi) -
3MiHa HaliMeHyBaHHS
BMPOGHMKa, 6€3 3MiHM Micus
BMPOGHMLTBA:
3arsepgxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB
"KYCYM", YkpaiHa. 3miHu
BHECEHO B iHCTPYKLi0 AN
Me[MNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y
po3zainu "BupobHuk" 3
BiANOBIAHUMW 3MiHaMK B
TEKCTi MapKyBaHHS
ynakoBOK. BBefeHHS 3MiH
npoTArom 12-tn micsuis
nicns 3aTBepAKeHHs. 3MiHN
| TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
3MiHM Y BUPOGHMLTBI.
3amiHa abo BBeAeHHSA
[0AAaTKOBOI AibHAL
BUPOOHMLTBA 4151 YACTVHN
ab60 BCbOro BMPOGHUYOro
npouecy rotosoro
nikapcbKoro 3acoby
(4inbHUUA 0N BTOPUHHOTO
nakyBaHHS) - BBEEHHS
[0AaTKOBOTO BUPOGHNMKA
TOB «KYCYM», YKPAIHA
3a agpecoto 08039, YkpaiHa,
KviiBcbka 06nacTb,
ByyaHcbKuii paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, cesno
CeBepuHiBka, BYy”.
Mepemoru, 6yanHok 2B, Lo

3Ail/icHIOBaTVIME BTOPUHHE
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

nakyBaHHs 3 NPOAYKLT in
bulk, BurotoBneHoi
BMPO6HMKOM KYCYM
XENTXKEP NBT ATA,/
KUSUM HEALTHCARE
PVT LTD, 3 meTOl0
onTuMi3auii BUpOBHULTBA.
BBefieHHs 3MiH NpoTArom
12-Tn MicsiyiB nicnsa
3aTBepXeHHS. 3MiHu | Tuny
- 3MiHK 3 iKOCTi. FOTOBMWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/aminu, Lo
CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/II0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa
ab0 foAaBaHHA AiNbHULI, Ha
AKili 30iiCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA
cepii) - BBegeHHs
[ofaTkoBol AinbHuULi TOB
«KYCYM» 3a agpecoto
02149, YkpaiHa, m. Kuis,
npocnekT Mukonun baxaHa,
38, Ha siKili 34jiCHI0ETbCA
KOHTPO/Ib SIKOCTi. BBEAEHHS
3MiH NpoTArom 12-tn micsauis
nicns 3aTBepipkeHHs. 3MiHn
| TMINY - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3mMiHu, Lo
CTOCYHOTbCA BUMYCKY cepil Ta
KOHTPO/I0 AKOCTi rOTOBOrO
nikapcbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOGHMKA,
LLIO BiAMNOBIAA€E 3a BBE3EHHSA
Ta/abo Bunyck cepii) - He
BK/THOHAI0UM
KOHTPO/b/BMNPOGYBaHHSA
cepii - BBEAEHHSA
[0AaTKOBOTrO BUPOGHWMKa
TOB «KYCYM», YKPATHA
3a agpecoto 08039, YkpaiHa,
KviBcbka o6nacTb,
ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasibHa
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
rpomaga, ceno
CeBepwuHiBka, By/.
Mepemoru, 6yanHok 2B, o
3pjficHIOBaTUMeE BUMYCK cepil
3 npoaykuii in bulk,
BWIOTOB/IEHOT BUPOOHNKOM
KYCYM XENTXKEP MBT
NTh 1 KUSUM
HEALTHCARE PVT LTD.
3MiHV BHECEHO B IHCTPYKL0
015 MeuyHOro
3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ginu
"BUPOBHUK",
"Micue3HaxomKeHHs
BMpOOHUKa Ta agpeca micus
NpOoBaXEHHS oro
OISNbHOCTI" y 3B'A3KY 3
3MIHO Ha3BM BUPOOHMKA Ta
BBeeHHAM [0AaTKOBOI
LiNbHUL, SIK HACNIAOK -
3aTBEPAKEHHS TEKCTY
MapKyBaHHS ynakoBOK
nikapcbKoro 3acooby.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBEPMKEHHS.
90. | NIONY®EH® levetiracet | nesetupaueta | NO3A pO34rH TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 3a He UA/18814/01/01
am M X14 opasibHWiA, "KyCym™m" "KYCYM peecTpauiiHx MaTepiasis: peyenmom nionsieae
100 mr/mn DAPM", 3MiHn | Tuny -
no 200 mn YkpaiHa AAMIHICTPaTUBHI 3MiHW.
y abo 3MiHa HaliMeHyBaHHS
CKNsiHOMY TOB Ta/abo agpecy 3asBHMKa
donakoHi 3 «KYCYM>», (BnacHvka peecTpaujiiHoro
KPULLIKOIO 3 Ykpaina nocsigyeHHs). 3mMiHa Ha3Bun
KOHTpOne Ta agpecu 3asBHMKa.
M BBegeHHS 3MiH NpoTAroM
nepLLoro 12-tn micaujs nicns
BiAKPUTTS; 3aTBEPAKEHHS
no 200 mn 3MiHu | TNy -
y ALMIHICTPaTWBHI 3MiHW.
CKNsiHOMY 3MiHa HaliMeHyBaHHS
donakoHi 3 Ta/abo agpecu micus
KPULLIKOIO, NPOBaKEHHS AiSANbHOCTI
HefoCTyMnH BMPOGHMKa/imnopTepa
ot ans rOTOBOrO /iKapCbKOro
BIAKPUTTSA 3acoby, BKI4aumn
AOiTbMK; MO [OinbHUL BUNYCKY cepii abo




162

Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
1 conakoHy MicLle NpoBefEeHHS
y KOHTPOJIHO AKOCTI.
KapTOHHIi (@isnbHICTb, 3a AKy
ynakoBLii Bignosigae
pasom 3i BMPOGHMK/iIMNopTep,
LUINPULLOM- BK/IOYA0UM BUMYCK Cepiid) ) -
[fo3atopo 3MiHa HaliMeHyBaHHS
M 06’eMOM BMPO6HUKa i3 TOB
5Mmn Ta «TNEQ®APM NT >,
ajantepo YkpaiHa Ha TOB «KYCYM»,
M 4nsa YkpaiHa, 6e3 3miHu Micus
wnpuua BMPOGHMLTBA. 3MiHM

BHECEHO B iHCTPYKLi0 AN
MeMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Bypo6HMK" 3 BiANOBIAHUMY
3MiHamMu B TEKCTI
MapKyBaHHS YNakoBOK.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBepMKEHHA. 3MiHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro
3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO
nikapcbKoro 3acoby
(He3HayHa 3MiHa y
3aTBEPMKEHNX MeTofax
BMNpoGyBaHHA) CynyTHS
3MiHa - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
KoHTponb rotoeoro
nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaLlii
Ta/abo [oMyCTUMUX MeX
rOTOBOrO /iKapCbKOro
3aco6y (iHLi 3MiHK)
BHECEHHS 3MiH O
Cneuudpikauii/MeTopgis
BunpobysaHHA N3,
30KpemMa: BUJIyYeHHs onucy
NPUrOTYBaHHA PO3YMHIB, K
He 3aCTOCOBYIOTbLCA Nif, vac
KOHTPOJTIO AKOCTi 3a
NoKa3HUKOM «3abapB/ieHHs
PO34MHY» BiANOBIAHO A0
3aTBEpPKEHOI cneumdikadii.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3arBepaKeHo:
3abapBneHHs po3UnHY Ma€e
6yTW MeHLU IHTEHCUBHE 3a
3ab6apBneHHs eTanoHy 06
(B9). 3anponoHoBaHo:
3abapBrieHHA PO3UMHY MaE
6YyTN MEHLL iIHTEHCUBHE 3a
3ab6apBieHHs eTanoHy (B9).
91. | NONPIAAM Perindopril | nepvHgonpun | C09B Tabnetkun 3eHTiBa, K.C. Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH 0 3a He UA/19970/01/01
, y ep6yMiH, X01 no 4 Pecny6nik Pecny6nika peecTpauiiiHux maTepiaiis: peuyenmom niossieae
amlodipine | iHganamig Ta mr/1,25 a 3MiHu | TUNY - 3MiHK 3
and amnoauniH y mr/5 wr; AKocTi. [0TOBWIA NikapCbKuii
indapamid | chopmi no 15 3aci6. CtabinbHicTb. 3MiHa Y
e amnoguniny Tabnetok TepMiHax npuaaTHOCTI abo
6ecunary y 6nicTepi, ymMoBax 36epiraHHsi roTOBOro
no 2 abo 4 nikapcbKoro 3acoby
6nictepn y (36iNbLUEHHS TEPMIHY
KapTOHHIi npuaaTHOCTi rOTOBOro
Kopo6ui nikapcbkoro 3acoby) - Ana
TOProBoi yNnakoBKu
(nigTBEPAXYETLCA AaHUMU
peasibHOro vacy).
36iMbLUEHHS TEPMIHY
npugatHocTi [N3. Oitoua
pefakuis:
TepMmiH NpuAAaTHOCTI. 2 POKWU.
MponoHoBaHa pegakuis:
TepMiH NpuAaTHOCTI. 3 POKMU.
3MiHV BHECEHO B IHCTPYKLiIO
ON8 MeguyHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby y po3gin "TepmiH
npugatHocTi". BBegeHHs
3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepkKeHHs.
92. | NONPIAAM Perindopril | nepuHgonpun C09B Tabnetkun 3eHTiBa, K.C. Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH 0 3a He UA/19970/01/02
, y ep6yMiH, X01 no 8 Pecny6nik Pecny6nika peecTpauiiiHux maTepianis: peuyenmom nionsieae
amlodipine | iHganamig Ta mr/2,5 a 3MiHu | TUnYy - 3MiHK 3
and amnoaunid y Mmr/5 wmr; AKocTi. FoTOBWIA NikapCbkuii
indapamid | chopmi no 15 3aci6. CtabinbHicTb. 3MiHa Y
e amnoguniny TabneTok TepMmiHax npuaaTHOCTi abo
6ecunary y 6nicTepi, ymMoBax 36epiraHHsi roTOBOro
no 2 aéo 4 nikapcbKoro 3acoby
6nictepu y (36iNbLUEHHS TEPMIHY
KapTOHHIi nNpuAaTHOCTI rOTOBOTO
Kopobui nikapcbkoro 3acoby) - Ana

TOProBOi yNakKoBKu
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Hassa

MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
(niaTBEPAXKYETHCA AAHUMU
peasibHOro vacy).
36inbLUEHHSA TEPMIHY
npugartHocTi MN3. Aitoya
pefakuis:
TepMiH NpuAATHOCTI. 2 POKWU.
MponoHoBaHa peaakuis:
TepMmiH NpuAaTHOCTI. 3 POKW.
3MiHM BHECEHO B IHCTPYKLiO
ONA MeauyHoro
3acToCyBaHHSA Nikapcbkoro
3acoby y po3gin "TepmiH
npugartHocTi". BBeAeHHs
3MiH NPOTAroM 6-Tn MicsiLiB
nicns 3aTBePKEHHS.
93. | NONPIAAM Perindopril | nepuHgonpun C09B TabneTtku 3eHTiBa, K.C. Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH 0 3a He UA/19970/01/03
, y epoyMiH, X01 no8 Pecny6nik Pecny6nika peecTpauiiHX MaTepiasis: peyenmom nionsieae
amlodipine | iHganamig Ta mr/2,5 a 3MmiHu | TUnYy - 3MiHK 3
and amnoauniy y Mr/10 mr; sIKOCTi. FOTOBWMIA NikapCbKuii
indapamid | dopwmi no 15 3aci6. CtabinbHicTb. 3MiHa 'y
e amnoguniHy TabneTok TepMiHax npuaaTHocTi abo
6ecunary y 6nicTepi, yMoBax 36epiraHHsi rOTOBOro
no 2 aéo 4 nikapcbKoro 3acoby
6nictepn y (36iNbLUEHHS TEPMiHY
KapTOHHIi nNpWAAaTHOCTI FOTOBOTO
Kopobui nikapcbKoro 3acoby) - Ansa
TOProBOi yrnakoBKu
(niaTBEPAKYETHCA AAHUMU
peasibHOro yacy).
36inbLUEHHSA TEPMIHY
npugatHocTi MN3. Ajtoya
pefakuis:
TepMiH NpuAATHOCTI. 2 POKU.
MponoHoBaHa peaakuis:
TepMmiH NpuaaTHOCTI. 3 POKW.
3MiHM BHECEHO B IHCTPYKLiO
ONA MeanyHOro
3aCTOCyBaHHS Nikapcbkoro
3acoby y po3gin "TepmiH
npugatHocTi". BBeAeHHs
3MiH NPOTAroOM 6-TW MicsiLiB
nicns 3aTBepKEHHS.
94. | NOPAHO loratadine | nopataguH RO6A TabneTtku CaHpo3 CnoseHis BUPOGHMLTB HimeuunHa/ BHECEHHS 3MiH 0 3a UA/6985/02/01
X13 no 10 wmr; dapmachbHoTi 0 in bulk, Monbwa peecTpauiiHux maTepianis: peyenmom
no7 Kan3 a.a. nakyBaHHs, 3MiHu | TUNY - 3MiHn 3
Tabnetok BMNYCK cepil: sIKOCTi. FOTOBWMIA NikapCbKuii
y bnicTepi; Cantotac 3aCi6. 3MiHN Yy BUPOOHULITBI.




165

Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
nol dapma 3MiHu BUNpobyBaHb abo
6nicTepy B v6X, [0NYCTUMUX MEX,
KapTOHHIi HimeuyuunHa; BCTaHOB/IEHNX Y
KOpOoOL; nakyBaHHs, crneundikauisx, nig vac
no 10 BUMYCK Cepii: BMPOGHMLTBA rOTOBOIO
TabneTok Nek C. A., nikapcbkoro 3acoby (iHwi
y 6nicTepi; Monbwa 3MiHW) - 3aTBEPXKEHI
no 2 BHYTPILLIHbONPOLECHI
6nictepn B napameTpu «Bulk Density»
KapTOHHii Ta «Tapped Density»
Kopobui NnocuNarTbCA Ha 3arasibHuUiA
po3ain €sponencbkoi
hapmakonei 2.9.15. Bulk
and Tapped Density, sikuii
GinblUe He JOCTYMHUIA Y
YMHHIN pepakuii
dapmakonei. BignosigHo fo
OCTaHHLOr0 OHOBJIEHHS €BP.
Papwm (pepakuis 11.5, unHHa
3 nHs 2024 poky), Lei
po3gain 6yB 3aMiHEHUIA Ha
2.9.34. Bulk Density of
Powders, Ha3Bu TecTiB
OHOB/IEHO Ha «Untapped
Bulk Density» Ta «Tapped
Bulk Density».
95. | MEAOMNEHEM | meropene | meponeHemy JO1DH | nopoLuok Megnokemi Kinp Megnokemi Kinp BHECEHHS 3MiH 0 3a UA/11738/01/02
m Tpurigpat 02 ans NimiTen Nimiteq peecTpauiiiHux maTepiais: peuyenmom
pO3YnHYy 3MiHn | TUnY - 3MiHn 3
ans AKocTi. [oTOBWIA NikapCbkuii
iH'eKw;i 3aci6. 3MiHM Y BUPOBHULLTBI.
abo 3MiHa po3mipy cepil
iHdy3ii no (BK/THOYatOUM diana3oH
ir1l po3Mipy cepii) rotToBoro
onakoH 3 nikapcbKoro 3acoby
MOPOLLKOM (36inbLeHHs go 10 pasis
y NOPIBHAHO i3 3aTBEPIKEHUM
KapTOHHIi po3mipom) nicns
Kopoo6Li 3anpoBapPKeHHS

anbTepHaTMBHOrO PO3Mipy
cepii, nounHatoum 3 400 kr
CTEpWILHOrO MeponeHemy
Tpurigparty, Npo Lo BXe
nosigomnsinocs ans PNB
route y Bepcii DMF Part P
S0002 Big rpyaHs 2022
POKy, 6ynn npeacTaBieHi
OaHi aHanisy cepii gns Allyl
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

route, AKi NiATBEPOKYIOTb
L0 3MiHy. FK BXe
noBiZOMASAN0CA B po34ini
3.2.p.3.3 DMF sk po3giny R
Bepcii S0002, rpyaeHs 2022
POKy, HOBWI1 po3Mip cepii
3HaxoamnTbCa B Mexax 10-
KpaTHOro fianasoHy Big,
po3mipy cepii,
3aTBEPAKEHOrO Ha JaHui
MOMEHT, TO6TO NoYMHaKun
Big 165 + 15 kr (paHiwe
Ha3BaHOro AK «OANHAPHWIA
po3Mip cepii») Ta 335 + 25
Kr CTEPUNBHOTO TpUrigpaTy
(paHiwwe Ha3uBaBcs
«noABiliHUM PO3MipoM
cepii»). Pesynbtatn
NoKasytoTb, L0 AKICTb
MeponpeHemy A8 iH'eKL;it
(cTepunbHuUiA po3unH oNns
po3BefieHHs),
BUIOTOB/IEHOTO 3i
36iNbLUEHUM PO3MIpPOM cepii,
3a/IMLWAETLCA HE3MIHHOI.
3arBepoxeHo: Version
S0002 - dated December
2022. 3anponoHoBaHo:
Version S0003 - dated April
2023

96.

MEPANIC®
IHTEHC/B

inpatponito
6pomig, i
KcunomeTason
iHy
rigpoxnopug,

RO1A
BO6

cnpei
HasasibHU
7, pO3unH;
no 10 mny
onakoHi 3
[03yI0UnMm
npucTpoe
M; o 1
chnakoHy y
KapTOHHIi
Kopoo6ui

AppaH-
[aneHcbkmin
Na6opaTtopi

na.n.

Xopsartisi

AppaH-
[aneHcbkmit
Na6opaTtopi

npa.n.

Xopsartis

BHECEHHS 3MiH [j0
peecTpauiiHX MaTepiasis:
TexHiuHa nomwuska (3rigHo
Haka3y MO3 Big 23.07.2015

Ne 460) BunpasneHHs
TEXHIYHOT NOMWKN
[ONyLLEHOI B 3aTBEPKEHIN
peaakuii AoKkymeHTa 3MiHN
[o MKSA N3 (3aTBepmkeHi
Hakaszom MO3 YkpaiHu Big
08.09.2025 Ne 1404), a
came Ha TUTY/bHIli CTOpIHL,
MKSA He 6yno 3a3HavyeHo
iHchopMmaLito Wwoao
nepBUHHOT peecTpav,ii
MEeTOZIB KOHTPOJO AKOCTI
13, a came paty Ta Homep
Haka3y MO3 Ykpainu, a

6e3
peyenma

UA/17378/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
TakoX Homep
PeecTpauiiiHoro
nocBigyeHHs. BunpasneHHs
TEXHIYHOT MOMWSIKK, 3riJHO
n.2.4 posginy VI Hakasy
MO3 Y«kpaiHu Big,
26.08.2005p. Ne 426 (y
pepakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne
460) Ma€ BUK/IIOYHO
TEXHIYHUIA XapakTep Ta
cnpsiMoBaHe Ha NpuBeAeHHs
0hopMIEHHSA [OKyMeHTa y
BIANOBIAHICTb A0
peecTpauiiHnx JaHuX.
TexHiuHa nomuska
pekomeHjoBaHa 10
3aTBEPMKEHHS.
97. | MOBIKCUKA meloxicam | menokcukam MO1A po3ynH TOB «MoBi YkpaiHa Xenn CA peuis BHECEHHS 3MiH 0 3a He UA/14916/01/01
M® C06 ans Xenc» peecTpauiiHx MaTepiasis: peyenmom nionsieae
iH'EKLNA, 3miHa 3aaBHuKa /13 (MIBIM)
15 mr/1,5 (BnacHvka peecTtpaujiiHoro
m; no 1,5 NocBigYEHHS) (3rigHO Hakasy
M/ B MO3 Big 23.07.2015 Ne
amnyni; no 460). 3MiHM BHECEHO B
5amnyny IHCTPYKLi0 ANS MenyHOro
nNacTvKoB 3aCTOCYBaHHSA NiKapCcbKoro
omy 3acoby wonao
KOHTeliHep HallMeHyBaHHS Ta
iB MicLLe3HaX04KEHHS
KapTOHHIi 3asBHMKa 3 BiANOBIAHUMMU
Kopobui 3MiHaMM B TEKCTI

MapKyBaHHS yNakoBOK
niKapcbKoro 3acooby.
BBefeHHs 3MiH npoTarom 6
MicaLiB nicns
3aTBEpPKEHHS. 3MiHY | TUny
- 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi
3MiHUW) - 3MiHN BHECEHO B
IHCTpYKLil0 ANS MeanyYHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby y po3gain
"Micue3HaxomKeHHs
BMpOo6HUKa Ta agpeca micus
NPOBaKEHHS A0T0
AisNbHOCTI" 3 BignoBigHMMM
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3MiHaMK B TEKCTi
MapKyBaHHS yNakoBoK, a
came: y n. 11 Tekcty
MapKyBaHHA BTOPUHHOI
yNakoBKMN NikapCbKoro
3acoby. BBegeHHs 3MiH
npoTsrom 6 Micauis nicns
3aTBEPKEHHS.
98. | MOHOCONT dorzolami Jop3sonamigy SO1E Kpanni Mikpo Jlabc IHAaisa Mikpo Jlabc IHAis BHECEHHS 3MiH 0 3a He UA/20324/01/01
de rigpoxnopug CO03 OUYHi, NimiTen Nimiteq peecTpauiiiHux maTepiaiis: peuyenmom niossieae
pO34uH, 2 3MiHn | TURY - 3MiHK LWoAao
%; no 5 6e3nekn/edeKTMBHOCTI Ta
MYy hapmakoHarniagy. 3miHa y
hnakoHi- KOPOTKIill xapaktepucTuui
KpanesnbH nikapcbKoro 3acoby, TeKCTi
uui; no 1 MapKyBaHHS Ta IHCTPYKLT
donakoHy- 015 MegUYHOro
KpanesbH 3aCTOCyBaHHA Ha MigcTasi
v B perynsipHo OHOB/IIOBAHOIO
KapTOHHIW 3BiTy 3 6€3MeKn NiKapcbkoro
Kopoo6Li 3acoby, abo [oC/imKeEHDb 3
6e3neky 3acTocyBaHHA
nikapcbkoro 3acoby B
nicnspeecTpauiiHuii nepiog,
a60 AK pe3ynbTaT OLiHK/
3BiTY 3 AOCNILKEHD,
npoBefeHnX BignoBigHO A0
nnaHy negiaTpuyHnx
pocnigxenb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLUi
ON8 MeguyHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby Ao po3giny "MobiyHi
peakuji" BignoBsigHo A0
OHOBJIEHOT iHGhopMaLii 3
6e3nekn 3acTocyBaHHs
LiH0Y0i PevyoBUHA
99. | MYKANTUH® | althearoot | anTei KopeHs RO5C cupon no NAT YkpaiHa yci cTagii YkpaiHa BHECEHHS 3MiH 0 6e3 UA/8800/01/01
eKCTpakTy A05 100 mny "Tannudgpap BUPOOHMLTB peecTpauiiHnx MaTepiasis: peyenma
cyxoro 6aHLji M a, 3a 3MiHu | TNy -
(Althaeae CKNAHIN BUHATKOM AAMIHICTPaTUBHI 3MiHW.
radix) aboy nepBUHHOTIO 3MiHa HalimeHyBaHHS
donakoHi nakyBaHHs B Ta/abo agpecu micus
CKNSAHOMY; cauwe: NPOBaXEHHSA AisNIbHOCTI
no 1 6aHuj MNAT BMpOGHUKa/iMnopTepa




169

Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
a6bo «anuuchap roTOBOrO JliKapCbKOro
hnakoHy 3 M>, 3aco6y, BK/IH0Yaun
TIOXKOHO YkpaiHa; OinbHWLU BUNYycKy cepii abo
MipHOIO B nepBuHHe MicLie NpoBeAEeHHSA
nauuj; no nakyBaHHs B KOHTPOJIHO AKOCTI.
100 mny cawe: (@isnbHICTb, 3a AKy
donakoHi TOB Bignosigae
nosiMepHo «KOPIMOPA BMPOGHUK/iMnopTep, He
my; no 1 LA BK/IOYAOUM BUMYCK Cepild).
dhnakoHy 3 «300POB’A 3MiHa Ha3BM BUPOGHUKa
JIOXKOH », BiAMNOBIAA/IbHOIO 3a
MipHOO B YkpaiHa nepBuHHE NakyBaHHA, a
naJui; no came: 3arsepgxeHo: TOB
200 mny "®apmavLeBTUYHa KOMNaHis
chnakoHi "3popos's”, YkpaiHa.
CKNsAHOMY 3anponoHosaHo: TOB
abo "KOPMOPAUIA
nonimepHo "300POB'A", YkpaiHa.
My; no 1 MicuesHaxomKeHHs
hnakoHy 3 BMPOGHWYOI AiNbHNL He
JIOXKOI0 3MIHU/IOCh.
MipHOIO B
naJui; no
15mnB
caule; no
20 cawe B
nauui
100. | MYKANNITUH® | althearoot | anTtei kopeHs - cuporn in NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 0 - UA/9508/01/01
eKcTpakTy bulk: no "rannudap "Mannudap peecTpauiiHux maTepiais:
cyxoro 100 mny M Mm" 3MiHn | Tuny -
(Althaeae 6aHui AAMIHICTPaTUBHI 3MiHW.
radix) CKNSAHIN, 3MiHa HalimeHyBaHHSA
aboy Ta/abo agpecu micus
donakoHi NPOBaPKEHHSA AiSSIbHOCTI
CKNSAHOMY, BMPOGHMKa/imnopTepa
abo rOTOBOrO /iKapCbKOro
donakoHi 3aco0by, BK/IYaun
nosliMepHo LinbHUL BUNYCKY cepii abo
my; no 48 MicLie NpoBeAEeHHSA
6aHoK KOHTPOJIH0 SIKOCTI.
CKNAHUX, (aisnbHICTb, 3a AKy
abo Bignosigae
hnakoHiB BMpOGHUK/iMNopTep, He
CKNAHWX, BK/IOYAOUM BUMYCK CEpIlf).
abo 3MiHa Ha3BM BUPO6GHUKa
hnakoHiB BiANOBIAA/ILHOIO 3a
nonimepHu nepBYHHE MakyBaHHS, a

X Y KOpooi

came: 3arBepaxeHo: TOB
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

KapTOHHO "bapMaueBTUYHA KOMNaHIA

My; in "3p0pos'a”, YkpaiHa.

bulk: no 3anponoHoBaHo: TOB

200 mny "KOPMOPALIA

chnakoHi "3A0POB'A", YkpaiHa.

CK/IAHOMY Micue3HaxomKeHHs

a6bo BMPOGHMWYOT AiNTbHUL He

donakoHi 3MiHW0Ch.

nonimepHo

My; no 30

hnakoHIiB

CKMAHNX

a6bo

thnakoHiB

noniMepHu

X Y KOpooGi

KapTOHHO

My
101. | MY/IbTUIPU acetylcyst auetunuuctei | RO5C NOpPOLLOK [enbta LLiseiiuapi Binim lnay TypeyuunHa BHECEHHS 3MiH 0 6e3 UA/18122/01/01

N BPOHXO eine H BO1 ans Megiken a CaH. Be Tig. peecTpauiiHx MaTepiasis: peyenma

opanbHoro | pomoyLuH3 AL 3MmiHu | TUnY - 3MiHK 3

pO34nHy Al AKocTi. CepTudikat

no 600 wr; BignosigHocTI/lE-

no3ry cepTudikaTt BiANOBIAHOCTI

calle; no €Bponeiicbkiii

2,10, 20 hapmakonei/moHorpadii.

a6o 30 MopgaHHA HoBOro abo

cawe B OHOBJIEHOTO cepTudikaTa

KapTOHHIW BignoBigHOCTI abo

Kopoo6Li BU/yYEHHS cepTudikata

BiANOBIAHOCTI EBponechkili
thapmakonei: gna A®l; ana
BUXiAHOIO
mMaTepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPWUCTOBYHOTHLCSA Y
BUPOGHMUTBI A®I; ans
[0MNOMIKXHOT pEYOBUHN
(cepTudpikaT BigMNoOBIgHOCTI
€Bponeiicbkil hapmakonei)
- HoBwin ceptucpikar Big, Bxe
3aTBEPKEHOIO BUPOBHMKA.
MogaHHA HoBOrO
cepTuchikaTy BignoBigHOCTI
€Bponeiicbkiin hapmakonei
CEP 2022-064 - Rev 01 Big,
BXe 3aTBepKeHOro
BMpo6HMka Wuhan Grand
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

Hoyo Co., Ltd gitouoi
peyoBUHM aueTUILMCTEIH B
3B'A3KY 3 AoAaBaHHAM HOBOI
BMPOGHUYOT AinbHuLI Dingliu
Village, Longhuashan street

China-433 000 Xiantao,
Hubei (3atBepgxeHo: CEP
2010-092- Rev 03;
3anponoHosaHo: CEP 2010-
092- Rev 03; CEP 2022-064
- Rev 01).

102.

HICTATUHOB
A MA3b

nystatin

HiCTaTuH

DO1A
AO1

mas3b,
100000
OJ/r; no
15y Ty6i;
no 1 1y6iy
nauui 3
KapToOHYy

AT
"Ny6Hupap
et

YKpaiHa

AT
"Ny6Hudap
et

YKpaina

BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiais:
3MiHn | Tuny -
AZMiHICTPaTWBHI 3MiHU.
3MiHa Ha3su APl abo
[0MNOMDKHOT PEYOBUHM -
MprBeAeHHA Ha3B
[OMOMIXXHUX PEYOBUH [10
Cy4YacCHuNX BUMOT
€Bponeiicbkoi hapmakorer.
3arsepaxeHo: MNpenapar
OC-20 (cymiLu
nonieTUNEHINIKOIO
(makporony) Ta
LeTocTeapuniosoro eqipy)
MonieTnneHokcna-400.
3anponoHoBaHo: Makporony
Luetocteapunosuii edip
Makporon 400. 3MiHu
BHeceHo B po3gin "Cknag"
(oonomikHI peyoBuHKN) B
IHCTpYKLil0 ANS MeanyYHOro
3acTocyBaHHSA Ta AK
HacnifokK - y TeKCT
MapKyBaHHS ynakoBKu
niKapcbKoro 3acooby.
BBefeHHs1 3mMiH npoTsArom 6-
TV MicauiB nicnsa
3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/8829/01/01

103.

HYMETA
G13E

L-anaHiH; L-
apridiH; L-
acnapariHoBa
Kucnora; L-
uucreiH; L-
rnytamiHoBa
KUCoTa,;

BO5B
Al10

emy/ibCist
ans
iHdy3iiA;
no 300 mn
(50 %
pO34nH
T10KO3M —

Bakctep
C.A.

Benbris

BMNpobyBaH
HA
KOMMOHEHTIB
cknany
BMNpo6byBaH
HA
NMPOMiXXHOro

Benbris

BHECEHHS 3MiH 0
peecTpauiiiHux maTepiaiis:
3MiHu Il TUNYy - 3MiHK Woa0

6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnagy (iHwi

3MiHK) 3MiHM BHECEHO A0

IHCTPYKLIi 45181 MegnyHoro

3a
peyermom

He
nionsieae

UA/17633/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
rniuuH; L- 80 mn; 5,9 npoaykTy 3acToCyBaHHSA NikapcbKoro
ricTMauy; L- % pO34nH (cymiw 3acoby fo posginy "Cnocié
isonenymH; L- amiHOKunC aMiHOKMCoT 3acTocyBaHHs Ta 4o3n"
nenumH; L- oT 3 ); (yTOuHeHHs iHdopmai).
Ni3nHy enektponi BVPOGHULITB BBefieHHs1 3MiH npoTArom 6-
MOHorigpar Tamm — 0 cuctemm TV MicauiB nicnsa
(wo 160 mn; KOHTeliHep/3 3aTBEPKEHHA
€KBIBa/IEHTHO 125% akynoptosasi
Ni3nHy); L- ninigHa bHWIi 3aCi6;
METIOHIH; L- emy/ibCist BUPOGHMLTB
OPHITUHY —60Mmn)y (o]
rigpoxnopvg, Tpukavep NiKapcbKoro
(wo HOMY 3acoby,
€KBiBa/IEHTHO nnacTvkoB HanoBHEHHS
OpPHITVHY); L- omy , NOKpUTTSA
heHinanaHiH; nakerti. 3aX1CHOL0
L-nponiH; Tpukamep 060/10HKOH
L-cepuH; HWi (overpouchi
TaypwH; L- nNacTvKoB ng);
TPEOHIH; L- uii naket cTepunisadui
TpunTodhan; L- ynakoBaHu aTa
TUPO3WH; L- ny ynakoBka,;
BaUliH; Kanito 3axX1CHY BunNpobyBaH
auerar; nniBKOBY HA
KasibLiito 060/10HKY, nikapcbKoro
xnopwa, o 3acoby;
avrigpar; MiCTUTb BUMYCK Cepii:
MarHito nornnHay Bakctep
auerar, KWUCHIO Ta C.A,
TeTparigpar; iHavKaTop Benbris
HaTpito KMCHIO; N0
rnigepodocd 10 nakeTiB
aT, rigpar; y
r/110K033, KapTOHHIi
MOHorigpar Kopoo6Ui
(wo
€KBiBa/IeHTHO
T/1H0KO3i
6e3BOAHIl);
onisi 0/IMBKOBA
pachiHoBaHa
Ta onis coesa
pachiHoBaHa
104. | HYMETA - L-anaHiH; L- BO5B emysbCis Bakctep Benbris BMNpobyBaH Benebris BHECEHHS 3MiH [0 3a He UA/17605/01/01
G16E apriHiH; L- A10 ans C.A. HS peecTpauiiiHux maTepiaiis: peyenmom nionsizae
acnapariHoBa iHdY3ilA; KOMMOHEHTIB 3MiHu Il TUNYy - 3MiHK Woa0
Kkncnorta; L- no 500 mn cknagay; 6e3nekn/eheKTUBHOCTI Ta
UnCTeiH; L- (50 % BMNPO6YyBaH dpapmakoHarnsgy (iHwi
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

rnytamiHoBa po34nH HA 3MiHW) - 3MiHV BHECEHO A0

Kncnora; TIIOKO3U — NMPOMIXHOro IHCTPYKLi ANs MeguyHoro

rAiumH; L- 155 mn; nNpoAaykTy 3aCTOCYBaHHS NiKapCcbKoro

rictTnamx; L- 59 % (cymiw 3acoby fo po3giny "Cnocié

isoneliumH; L- po34nH amiHokmcnoT 3acTocyBaHHA Ta fo3un"

nenumH; L- amiHokucn ); (YTOYHEHHs iHchopmawii).

nNi3nHy oT 3 BUPOGHMLTB BBefeHHs 3MiH NpoTArom 6-

MOHorigpat enekTponi 0 cucTemu TV MicAuiB nicnsa

(wo Tamm — KOHTeliHep/3 3aTBEPAKEHHS

€KBiBa/IEHTHO 221 mn; akynoprosasi

ni3unHy); L- 125% bHWUI4 3aCib;

METIOHIH; L- ninigHa BVPOGHMLTB

OPHITUHY emy/ibCist o]

rigpoxnopug, — 124 mn) nikapcbkoro

(wo y 3acoby,

€KBiBa/IeHTHO Tpukavep HanoBHEHHS

OPHITUHY); L- HOMY , IOKPUTTA

oeHinanaHiH; naacTuKoB 3aX1CHOL

L-nponiH; L- omy 060/10HKOI

CepuH; nakeri. (overpouchi

TaypvH; L- Tpukamep ng);

TPEOHIH; L- HWi cTepwnisaui

TpunTodhaH; L- n1acTuKoB aTa

TUPO3WH; L- nii naket ynaKkoBka,

BaUliH; HaTpItO ynakoBaHu BUNpobyBaH

Xnopug; Kasito ny Hs1

auerar; 3aXMCHY NiKapcbKoro

KasibLito nniBKkoBYy 3acoby;

xnopwa, 060/10HKY, BUMYCK Cepii:

avrigpart; o Bakctep

MarHito MIiCTUTb CA,

auerar, noravHay Benbris

TeTparigpart; KMCHIO Ta

HaTpito iHoukaTop

rniuepodpoc KWCHIO; Mo

aT, rigpar; 6 nakeTiB

r/110K033, y

MOHorigpat KapTOHHil

(wo Kopoo6ui

€KBiBa/IEHTHO

T/1H0KO3i

6e3BOAHIl);

onisi 0/IMBKOBA

pachiHoBaHa

Ta onisl coesa

pachiHoBaHa
105. | ONNIONATAAN | olopatadin | ononataguHy S01G Kpanni TOB Cnosaubk TOB CnoBaubka BHECEHHS 3MiH [0 3a UA/20019/01/01

H YHIMEL e rigpoxnopug X09 OUYHi, «YHIME[ a «YHIME[ Pecny6nika peecTpauiiHX MaTepiasis: peuyenmom
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
DPAPMA po3uuH, 1 DPAPMA» Pecny6nik PAPMA» 3MiHu | TUnNY - 3MiHK 3
Mmr/mMn; no a akocTi. Ceptudikat
5 mn abo BignoBigHocCTI/TE-
no 10 mny cepTudikaT BiANOBIAHOCTI
hnakoHi- €Bponeiicbkili
KpanesnbH hapmakonei/moHorpadii.
uui; no 1 3MiHK, NoB'A3aHi 3
hnakoHy- HeOoOXIAHICTIO NPUBEAEHHS Y
KpanesnbH BiANOBIAHICTb A0
uui B MoHorpadii 4PY abo
KapTOHHii €Bponeiicbkoi thapmakoner,
Kopoo6Li ab0 iHWOI HauioHaIbHOT

thapmakonei gepxasu €EC
(3miHa y cneuumdikauisx,
nos's3aHa 3i 3MiHamv B
Loy, abo €Bponeiickkili
hapmakonei, abo iHLWii
HaujoHasbHIli chapmakonei
nepxasun €C) - nogaHHa
OHOB/EHOTO po3giny 3.2.P.4
KOHTpOb [ONOMIKHUX
PEYOBUH ANS [OMNOMDKHOI
peuosuHu DISODIUM
PHOSPHATE
DODECAHYDRATE, y
3B’A3KY 3 rapMOHi3aLji€to 3
YNHHUM BUOAHHAM €O,
3MiHu | TUnNY - 3MiHK 3
akocTi. CepTudikat
BignoBigHocCTI/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3
HeOoOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakoner,
ab0 iHWOI HauioHaIbHOT
thapmakonei gepxasu €EC
(3miHa y cneuundikauisx,
nos's3aHa 3i 3MiHamv B
Loy, abo €Bponeiickkili
hapmakonei, abo iHLwii
HaujoHasbHIli chapmakonei
Aepxasu -
nofaHHsi OHOB/IEHOTO
po3giny 3.2.P.4 KoHTposib




175

Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

[OMOMIXKHUX PEYOBUH ANsi
[0MOMIDKHOT peYOBUHN
HYDROCHLORIC ACID
(CONCENTRATED), y
3B’A3KY 3 rapMOHi3aLji€to 3
YNHHUM BUOAHHAM €O,
3MiHu | TUnNY - 3MiHK 3
akocTi. Ceptudikat
BignoBigHocCTI/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3
HeOoOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakoner,
ab0 iHWOI HauioHaIbHOT
thapmakonei gepxasu €EC
(3miHa y cneumdikauisx,
nos's3aHa 3i 3MiHamv B
Loy, abo €Bponeiickkili
hapmakonei, abo iHLwii
HaujoHasbHIli chapmakonei
nepxasun €C)-nofaHHs
OHOB/EHOTO po3giny 3.2.P.4
KOHTpOb [ONOMIKHUX
PEYOBUH AN [OMNOMDKHOT
peyosuHn SODIUM
HYDROXIDE, y 3B’A3Ky 3
rapMoHi3aieto 3 YUHHUM
BUAAHHAM €. 3MiHK | Trny
- 3MiHM 3 SKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii.
3MiHW, NoB'A3aHi 3
HEeOo6XiJHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi hapmakoner,
ab0 iHLWOoi HalioHaIbHOT
thapmakonei gepxasu €C
(3miHa y cneuudikauisx,
nos'sa3aHa 3i 3miHamu B
[dY, abo €Bponelicbkil
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep

peecmpayitiHo

20
nocsi0OYeHHs

hapmakonei, abo iHLwii
HavioHasbHil hapmakonei
aepxasu €C) - nogaHHa
OHOBNEHoro po3ainy 3.2.P.4
KOHTpOs1b AONOMIKHUX
PEYOBUWH A1 OMOMDKHOI
peuvosunHn WATER FOR
INJECTIONS, y 3B’A3KY 3
rapMOHi3aLji€lo 3 YUHHUM
BUAAHHAM €®. 3MiHN | TMNYy
- 3MiHM 3 AKOCTI.
CepTudpikar
BignosigHocCTI/TE-
cepTudikart BiAnoBIAHOCTI
€Bponeiicbkin
thapmakonei/MoHorpadii.
3MiHK, noB'a3aHi 3
HeOoOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0
MOHorpadii AdY abo
€Bponeiicbkoi hapmakorner,
ab0 iHWOI HauioHaNbHOT
hapmakonei gepxasu €C
(3miHa y cneuundikauisx,
nos'a3aHa 3i 3MmiHamu B
Loy, abo €Bponeiicbkili
thapmakonei, abo iHLwii
HavjioHasbHili hapmakonei
nepxasu €C) -
nofaHHs OHOB/IEHOTO
po3giny 3.2.P.4 KoHTporb
[OMNOMDKHUX PEYOBUH ANA
[0MOMIXHOT pEYOBUHU
SODIUM CHLORIDE, y
3B’A3KY 3 rapMOHi3aLji€to 3
YANHHUM BUOAHHAM EO.

106.

OMHITPOMN®

somatropi
n

comMaTponiH,
PEKOMBIHAHTH
WA NIOACHKNIA
rOPMOH pocTy

HO1A
co1

pO34nH
ans
iH'EKULN,
10 mr/1,5
mn, no 1,5
Mny
KapTpumx
i;jnol,5
abo 10
KapTpuoxi
BY
KapPTOHHI

CaHpo3
6X

ABCTpIst

BMNYCK cepil:

CaHpo3
v6X -
Bupo6bHmnua
OiNbHULUA
AcenTunyHi
nikapcbki
3acobu
LWadTeHay
(AcenTuyHi
n3uwy,
ABCTpIS;

ABCTpis

BHECEHHSA 3MiH [0
peecTpauiiHx MaTepiasis:
YTOUYHEHHS YNaKoBK/ B
Hakasi MO3 YkpaiHu Ne
1576 Big 13.10.2026 B
npoueci BHECEHHSA 3MiH
(3MiHn | TMNY - 3MiHK Woa0
6e3nekn/eheKkTUBHOCTI Ta
thapmakoHarnsagy. 3miHa
4actoTu Ta/abo TepMmiHiB
nofaHHsA perynspHo
OHOB/IKOBAHVX 3BITIB 3

3a
peyenmom

UA/12754/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep

peecmpayitiHo

20
nocsi0OYeHHs

KopooLi

NOBHUIA LWKN
BVPOGHULTB
a: Hoeapric
dapmachboTi
Kan
MaHydakTy
piHr TM6X,
AscTpis

6e3nekun Nikapcbknx 3acobis
(iHLWi 3MiHK). 3miHa yacToTn
Ta TepMiHy NoAaHHsA
perynsipHO OHOB/IIOBAHOIO
3BITY 3 6e3neku NikapcbKoro
3aco6y OMHITPON®, po3unH
Ans iH'ekuin, 5 mr/1,5 mn; 10
mr/1,5mn, no1,5mny
KapTpugxi; no 1, 5 a6o 10
KapTpUaXiB Y KApTOHHIl
Kopob6ui; Aitoua pefakuis:
YacToTta nogaHHsa PO36 —
1,5 poky; KiHueBa pgata ons
BK/IIOYEHHA AaHux go PO3b
—30.02.2026 p.; JaTa
nogaHHa — 28.05.2026 p.
MponoHoBaHa pepakuis:
YacToTa nogaHHs PO36 — 3
poku; KiHueBa gata gns
BK/IIOYEHHA AaHux go PO3b
—31.03.2026 p.; data
nogaHHa — 29.06.2026 p.
PekomeHayeTbCa 10
3aTBEPIKEHHS BiANOBIAHO
[0 nepioguyHoOCTi NoAAaHHSA
perynsipHo OHOB/HOBaHUX
3BITIB 3 6€3MeKn NMiKapCbknx
3acob6iB y €C.) Pefaxkuis B
Hakasi - PO34nH AN5 iH'eKUil,
10 mr/1,5 mn, no 1, 5 a6o 10
KapTpUaXiB Y KApTOHHIl
Kopob6uji. BipHa pepakuis -
PO3uuMH AnAa iH'ekuiii, 10
mr/1,5 mn, no 1,5 mny
KapTpugxi; no 1, 5 a6o 10
KapTPUMKIB Y KAPTOHHIW
KopooLi.

107.

OMHITPON®

somatropi
n

comMaTponiH,
PEKOMOIHAHTH
niA N ACbKNiA
TOPMOH poCTy

HO1A
co1

pPO34nH
ans
iH'ekjin, 5
mr/1,5 mn;
no 1,5 vn
y
KapTpumx
i;nol,5
a6o 10
KapTpuaXi
BY

CaHpo3
m6X

ABcTpis

BUMYCK Cepii:
CaHpo3
M6X -
Brpo6Huya
LinbHUUA
AcenTuyHi
nikapcbki
3acobu
LWadteHay
(AcenTnyHi
N3L),

ABcTpis

BHECEHHS 3MiH [0
peecTpauiiiHux maTepiasiis:
YTOUYHEHHS YNaKoBK/ B
Hakasi MO3 YkpaiHu Ne
1576 Big 13.10.2026 B
npoueci BHeCeHHs1 3MiH
(3minu | TMRY - 3MiHK WoAo
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. 3miHa
YyacToTu Ta/abo TepMiHiB
nofaHHsA perynspHo

3a
peyernmom

UA/12754/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

KapTOHHii
Kopoo6Ui

ABCTpIS;
NOBHUIA LKA
BVPOGHMLTB
a: Hosapric
dapmachboTi

Kan
MaHydakTy
piHr M'M6X,

ABcTpist

OHOB/IIOBAHUX 3BITIB 3
6e3nekun nikapcbkux 3acobis
(iHLWi 3MiHW). 3miHa yacToTh

Ta TepMiHy NoAaHHsA
perynspHo OHOB/IOBAHOTO
3BITYy 3 6e3neku NikapcbKoro
3aco6y OMHITpON®, po3ynH
Ans iH'ekuii, 5 mr/1,5 mn; 10
Mr/1,5mn, no 1,5 mny
KapTpuaxi; no 1, 5 a6o 10
KapTPULKIB Y KAPTOHHIi
Kopob6ui; Aitoua pegakuyis:
YacToTta nogaHHa PO3b —
1,5 poky; KiHueBa gata gns
BK/IOYEHHSA gaHnx go PO3b
—30.02.2026 p.; Oata
nogaHHa — 28.05.2026 p.
MponoHoBaHa pegakuis:
YacToTta nogaHHsa PO36 — 3
poku; KiHueBa gata ans
BK/IOYEHHSA gaHnx go PO3b
—31.03.2026 p.; Oata
nogaHHa — 29.06.2026 p.
PekomeHayeTbCA 0
3aTBEpPKEHHSA BiANOBIAHO
[0 NepioguyYHOCTI NoAaHHSA
perynsipHo OHOBJIIOBAHNX
3BITiB 3 6e3neKku Nikapcbknx
3aco6is y €C.) Pefakuis B
Hakasi - PO34MH A1 iH'EKLN,
5wmr/1,5mn, no 1, 5 a6o 10
KapTPULKIB Y KAPTOHHIi
Kopob6ui. BipHa pepakuis -
pPO3uuH AnA iH'eKuild, 5
mr/1,5 mn; no1,5mny
KapTpugxi; no 1, 5 a6o 10
KapTPUMKIB Y KAPTOHHIW
Kopooui

108.

OTPUBIH 3
MEHTO/IOM
TA
EBKANIAOTO
M

xylometaz
oline

KcunomeTason
iHy
rigpoxnopug,

RO1A
A07

cnpei
HazasibHY
i,
[1030BaHN
10,1 %;
no 10 mny
nonimepHo
My
donakoHi 3
po3nuaioB

XaneoH KX
CAP/

LLiseiiuapi
A

XaneoH KX
C.a.p.n.

LLiBeiiuapis

BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiais:
TexHiuHa nomwuska (3rigHo
Hakaly MO3 Big 23.07.2015

Ne 460) BunNpaBeHHs
TEXHIYHOT NOMUSIKN 3riAHO
n.2.4. posginy VI Hakasy
MO3 Ykpainu Big,
26.08.2005p. Ne 426 (y
pefakuii Hakazy MO3

6e3
peyenma

UA/5416/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
ayem; rno 1 Ykpainu Big 23.07.2015 p Ne
pnakoHy B 460) y 3B'A3KY i3 HETOUHICTIO
KapTOHHIi nepeknagy opuriHasibHoI
KopooLi cneundikavii N3 wopao
NPUMITKM 0 NOKa3HuKa
«MikpobionoriyHa uncrora»
y cneuudpikauii MKA N3.
3a3HayeHe BUMNpaB/IeHHSA
BiANoBigae marepiasiam
peecTpawiiHoro gocbe
(po3gin 3.2.P.5.1.
Creupndikauis).
109. | OPTUMON® timolol TMMONony SO1E Kpanni AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 3a UA/4314/01/02
manear D01 OuHi, 5 "®papmak” "®papmak” peecTpauinHux maTepiais: peyenmom
mr/mM; no 3MmiHu | TUnY - 3MiHK 3
5 mn abo AKocTi. CepTudikar
no 10 mny BignosigHocTI/lE-
chnakoHi; cepTudikaTt BiANOBIAHOCTI
nol €Bponeiicbkiii
hnakoHy y hapmakonei/moHorpadii.
naudi i3 3MiHK, NoB'A3aHi 3
KapToHy HEeO6XiHICTIO NPUBEAEHHS Y

BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi hapmakoner,
ab0 iHLWOi HaLioHaIbHOT
hapmakonei gepxasu €C
(iHWi 3MiHW) - BHEeCeHHs 3MiH
[0 po3ainy
«laeHTudikauis», 3okpema:
po3gin npueefeHo 40 BUMOT
HOPMAaTVBHOT JOKyMeHTaLji
EMA ICHQG6A Ta
€Bponeiicbkoi hapmakoner,
aioyoro BuaaHHsA. o
PO3AiNy foAaHO Apyry
iAeHTudikauito ans aioyor
peyoBunHM Tmoson, a came:
MEeTOAOM PifVNHHOI
xpomaTtorpadii B ymoBax
BMKOHaHHS TecTy
«CynpoBigHi AoMilkn». Ons
6eH3anKoHiIlo xnopuay
BW/TyYEHO XapakTepHi
peakui, 3anveHo
iAeHTiKaLilo MeToaoM
piavHHOT xpomaTorpadii B
YMOBaxX BUKOHaHHS TECTY
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
«KinbkicHe BU3HAYEHHS».

3MiHn | TUNY - 3MiHK 3
akocTi. CepTuddikat
BignosigHoCTI/TE-
cepTudikart BiAnNoBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii.
3MiHK, noB'a3aHi 3
HeOoOXiAHICTIO NPUBEAEHHS Y
BiAMNOBIAHICTb A0
MOHorpadii AdY abo
€Bponeiicbkoi hapmakorner,
ab0 iHLLOI HalioHaIbHOT
hapmakonei gepxasu €C
(iHWI 3MiHK) - BHECEHHS 3MiH
00 po3ainy «MexaHiuHi
BK/IOUEHHS», 30Kpema:
pO34in rapMOHI30BaHo i3
MoHorpachieto €BponeiicbKoi
thapmakonei «Eye
preparations»,
01/2025:1163, 3rigHO SAKOI
KOHTPO/b HEBUAMMUX
4acTok gns
opTaNbMONOTYHNX
npenaparis MiCLLeBOro
3aCTOCyBaHHS, MOXe He
BWKOHYBATWCb B PYTVHHOMY
KOHTPO/i. Takum YMHOM, 3
po34iny BUNYYEHO KOHTPOSIb
nokasHuka «Hesugumi
YyacTku». HopMyBaHHsA
«Bngummx 4acTtok»
HaBeeHO BiANOBIAHO [0
cyyacHux nigxogis. B
MeToAax KOHTPOII0
BUJTyYEHO NPUMITKY Mpo
BUBIPKOBWIT KOHTPOSb ANt
nokasHuka "Buaumi yacTtkm".
3MiHu | TUNY - 3MiHK 3
AKocTi. FOTOBUIA Nikapcbkuii
3aci6. KoHTposnb rotoBoro
niKkapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaLlii
Ta/abo [oMyCTUMUX MeX
rOTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHK) -

Moka3HuK «OgHOpIAHICTb
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
Macu» 3amiHeHo Ha «O6’em
BMICTY KOHTeliHepa» Ta
rapMOHi30BaHo i3

MoHorpacpieto €BponeiicbKoi

thapmakonei «Eye
preparations»,
01/2025:1163.
3arBepaeHo:
OpHOPIAHICTE MacK - Mae
BUTPVMYBATV BUMOTU.
3anponoHoBaHo: O6'em
BMICTy KOHTeliHepa — He
MeHLue 5,0 mn a6o 10,0 mn.
3MiHn | TUNY - 3MiHK 3
AKOCTi. [0TOBWIA NikapCbKuii
3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHS
rOTOBOrO /iKapCbKOro
3aco6y (iHLWWi 3MiHN Y
meToAax BUNpobysBaHb
(BKKOYAOUM 3aMiHy a60
[OMNOBHEHHS))- BHECEHHSA
3MiH go MeTogis
BUNpobyBaHHsA /13 3a
nokasHukom "CynpoBigHi
OOMiLLKW", 30Kpema:
3a3Ha4yeHo KOJIOHKY iHLIOT
hipMKn-BMPOBHMKA,;
BUKNAAEHHS METOANKM
BMNPOGYBaHHS y
BIANOBIAHOCTI O CyYaCHMX
nigxoais. 3miHu | Tuny -
3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro
3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO
nikapcbkoro 3acoby (iHwi
3MiHU y MeToAax
BMNpo6yBaHb (BK/IOYaumn
3aMmiHy abo [JOMOBHEHHS)) -
BHeceHHs 3MiH o MeTogis
BunpobysaHHA N3,
30KpeMa: - 3a NoKa3HKOM
"KinbkicHe BU3HaUYeHHs».
Tumornon" - BUKNafeHHA

METOAWNKN KOHTPOJTH
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

HaBeeHO Y BiANOBIAHOCTI
[0 cyyacHux nigxogis; - 3a
nokasHukom "KinbkicHe
BU3HauYeHHA. BeH3ankoHito
xnopua'" 3miHeHo
NPUroTyBaHHSA PO3YNHY
NOPIBHAHHA. 3MiHM | TUNYy -
3MiHu 3 siKOCTi. TOTOBMIA
nikapcbkuii 3aci6.
CrabifnbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHsi roTOBOro
nikapcbkoro 3acoby (iHwi
3MiHMN) -
BpaxoBytouun 3MiHN B cknagi
npenaparty, a came
3MEHLLEHHS Ki/TbKOCTI
KOHCEPBAHTY 0 NMPOEKTY
MKA 1a Pl BKtoYeHO
TepMiH npugaTHocTi
npenapary nicns nepLioro
BIAKPUTTA oNakoHy
npotsarom 28 fi6.
3arBepakeHo: TepMmiH
nNpUaAaTHOCTI: 3 POKU.
3anponoHoBaHo: TepMiH
npugaTHocTi: 3 poku. lMicnsa
BiAKPUTTA donakoHa
npenapar npuaaTHuii 28
Ai6. 3MiHu | Tuny - 3miHK 3
AKoCTi. FOTOBWMIA NikapCbKuii
3aci6. KoHTposb rotoBoro
nikapcbkoro 3aco6y. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX
rOTOBOrO /iKapCbKOro
3ac06y (3BY>XEHHS
[0NYCTUMUX MEX)-
BHeceHHs1 3MiH g0
Cneuudpikauii N3, 3okpema:
3BY)XEHHS KpUTepiiB
NPUAHATHOCTI 3a
nokasHukom "KinbkicHe
BM3HAYEHHA BGEH3asIKOHI0
xnopuvg", y 3B'A3Ky i3
3MEHLLEHHS Ki/TbKOCTi
KOHCepBaHTY 6eH3a/1KOHIl0
xnopuay B cknagi




183

Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
nikapcbKkoro 3acoby.
3artBepmkeHo: Big 0,135 mr
00 0,165 mr8 1 mn
npenapary.
3anponoHosaHo: Big 0,059
mr/mn go 0,071 mr/mn.
3MiHu Il Tuny - 3miHK 3
AKocTi. FOTOBUMIA Nikapcbkuii
3aci6. Onuc Ta cknag. 3miHa
y cknagi (4oNoMKHUX
peyoBMHax) roToBoro
nikapcbkoro 3acoby (iHwi
[OONOMDKHI pevyoBUHN) -
FAKiCHI @60 KiNbKiCHI 3MiHK
LLIOA0 OfHiEl ab0 AeKiNbKox
[OONOMDKHUX PEYOBUH, SKi
MOXYTb 3HAYHO BM/IMHYTU Ha
6e3neky, AKiCTb abo
epeKTMBHICTb rOTOBOro
nikapcbKoro 3acoby.
MponoHyeTbCA 3MiHa B
cknagi nikapcbkoro 3acoby,
a came: 3MEHLLUEHHS
KINIbKOCTi KOHCEpBaHTY
6eH3asIKoHIl0 xopuay y
peuenTypi npenapary.
3arBepmkeHo: 0,15 mr/mn.
3anponoHosaHo: 0,065
Mr/mA.
110. | NTAHKPEATU Multienzy naHkpeaTuHy - nenetu ToBapucTBo YkpaiHa Mypni IHAis BHECEHHS 3MiH 0 - UA/21375/01/01
H 10 000 mes NOpPOLLOK (cyb6eTaHui 3 KpiwHa peecTpauiiiHux maTepiaiis:
(lipase, ay 06MEXEHOI0 dapwma MBT. 3MiHun | Tuny -
protease LWiNIbHO BignoBiganb nTAa. AZMiHICTPaTWBHI 3MiHU.
etc.) 3aKpUTUX HiCTIO 3MiHa HaliMeHyBaHHS
CBITNOCTIl «BEPKAHA Ta/abo agpecy 3asBHMKa
KnX +» (BnacHvka peecTtpaujiiHoro
KOHTEliHep nocBifYeHHs)- 3MiHa agpecu
ax gna (micue3HaxomKeHHs)
thapmaues 3agBHMKa (BNacHvka
TUYHOTO peecTpaLiiHoro
3acrocyBsa nocBiAYEeHHS)
HHS
111. | NIPALUETAM piracetam nipavetam NO6B TabneTtku MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 3a He UA/5788/01/01
X03 no 200 mr; | "XIM®APM3 "XIMOAPM3 peecTpauiiHx MaTepiais: peyenmom nionsieae
no 15 ABO/, ABO/[, 3MiHu | TUNY - 3MiHn 3
TabneTok "YEPBOHA "YEPBOHA sIKOCTi. FOTOBWMIA NikapCbKuii
y bnicTepi; 3IPKA" 3IPKA" 3aci6. Cuctema
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
no 4 KOHTelHep/3aKynopoBasibHN
6nictepu B 1 3aci6. 3miHa po3mipy
nauui 3 ynaKkoBKM rOTOBOTO
KapToHy nikapcbKkoro 3acoby (3miHa
KiNIbKOCTi OANHULb
(Hanpviknag TabneTok,
amnyn TOLLO) B ynakosL;:) -
3MiHa y gianasoHi
3aTBEPMKEHUX PO3MIpIB
ynakoBku - 3MiHW J0
pO3Mmipy ynakosku, a came
Ans gosysaHHA no 200 mr
"no 10 TabneTtok y 6nicTepi;
no 6 6nicTepis y nauui 3
KapTOHY 3 MapKyBaHHAM
YKpaiHCbKO MOBOK" Ha "no
15 TabneTok y 6nictepi; no 4
6nicTepy B NayLj 3 KApTOHY
3 MapKyBaHHAM YKpPaiHCbKOI0
MOBO". 3MiHV BHECEHO B
po3ain "Ynakoeka" B
IHCTPYKLi0 ANA MeguyHOro
3acTOCyBaHHS y 3B"A3KY 3i
3MIHOI pO3Mipy NepPBUHOT
yrnakoBKU (3MiHa KinbKoCTi
oavHULb Y 6nicTepi) ans
[o3yBaHHA 200 mr 3
Bi4NOBIAHMMMN 3MiHAMU Y
TEKCTi MapKyBaHHS yrnakoBKn
nikapcbKoro 3acooby.
BBefeHHs 3MiH NpoTArom 6-
Tn Micauis nicns
3aTBEPAKEHHS
112. | NIPALUETAM piracetam nipavetam NO6B TabneTtku MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 3a He UA/5788/01/02
X03 no 400 mr; | "XIM®APM3 "XIMOAPM3 peecTpauiiHnx MaTepiais: peyenmom nionsieae
no 10 ABO/[ ABO/[ 3MiHu | TUnY - 3MiHK 3
TabneTok "YEPBOHA "YEPBOHA sIKOCTi. FOTOBWMIA NikapCbKuii
y 6nicTepi; 3IPKA" 3IPKA" 3aci6. Cuctema
no 6 KOHTeliHep/3aKyrnopoBasibH1
6nictepis 1 3aci6. 3miHa po3mipy
y nauui 3 yrnakoBKM rOTOBOrO
KapToHy nikapcbkoro 3acoby (3miHa

KiNbKOCTI OAMHNLb
(ranpvknag TabneTok,
amny/ TOLL0) B yNakoBL:) -
3MiHa y gianasoHi
3aTBEPMHKEHNX PO3MIpIB
ynakoBku - 3MiHM [0
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
pO3Mipy ynakoBku, a came
4na nosysaHHA no 200 mr
"no 10 TabneTok y 6nicTepi;
no 6 6nictepis y nauui 3
KapTOHY 3 MapKyBaHHAM
YKpaiHCbKO0 MOBOK" Ha "no
15 TabneTok y 6nictepi; no 4
6nicTepy B NayLj 3 KAPTOHY
3 MapKyBaHHAM YKpPaiHCbKOIO
MOBOI0". 3MiHV BHECEHO B
po3gin "Ynakoeka" B
IHCTPYKLUil0 415 MeanyYHOro
3aCTOCYBaHHSA y 3B"A3KY 3i
3MIHOI pO3Mipy NepBUHOT
YNakoBKM (3MiHa KifIbKOCTi
oauvHULB Y 6nicTepi) ans
no3ysaHHsA 200 mr 3
BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS ynakoBKW
nikapcbKoro 3acoby.
BeeeHHs1 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBEPKEHHSA
113. | NIPALEETAM- | piracetam nipauetam NO6B pO34nH MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a UA/3225/02/01
AAPHNLUA X03 ans "®apmaueBT "®apmavueBT peecTpauiiiHux maTepiaiis: peyenmom
iH'eKw;iin, nyHa dipma nyHa hipma 3MiHn | TUnY - 3MiHn 3
200 mr/mn, "OapHuus" "OapHuus" akocTi. CepTudpikat
no5wmns BignosigHoCTI/TE-
amny”ni; no cepTudikart BiANOBIAHOCTI
5amnyny €Bponeiicbkii
KOHTYPHIlt thapmakonei/MoHorpadii.
YapyHKOBI 3MiHK, NoB'sA3aHi 3
n HeoOXiAHICTIO NpUBEAEHHS Y
ynakoBLi; BiANOBIAHICTb A0
no 2 MOHorpadii AdY abo
KOHTYPHi €Bponeiicbkoi hapmakorner,
YapyHKOBI ab0 iHWOI HauioHaNbHOT
ynakoBKun thapmakonei gepxasu €C
B nauuj (iHLWi 3MiHW) 3MiHK g0

posginis 3.2.P.4.1.
Creundgikauii Ta 3.2.P.4.2.
AHaNITUYHI METOANKM
Mogynto 3 Ha AONOMKHY
peyoBuHYy Hatpito auetar
TpUrigpaT 3a NnokasHuKamu:
- «ApceH» Ta «Baxki
MeTasIn» BUSTYYEHO 3
NPOEKTY BiANOBIAHO A0
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

BMMOT MOHorpadii
€Bponeiicbkoi thapmakonei
«Sodium acetate trihydrate»

Ta aHasi3y pusmnkis BMiCTy
efleMeHTHUX JOMILLOK Bif,
BMPOGHMKA BifNOBIgHO A0
sumor ICH Q3D Guideline
for Elemental Impurities;
- NOKa3HVK «PO3YMHHICTb»
BignoBigHoO o Bumor Y
1.4 «MoHorpadii» Ta €E®
1.5.1.7 «Characters»
NOKa3HUK «PO3UYMHHICTb»
nepeHeceHo A0 3arasibHu1X
B/1acTMBOCTEN;

- NoKa3HuKa «Onue»,
«lpeHTudpikauis» npusegeHo
[0 BUMOr MoHorpadii
€Bponeiicbkoi ®apmakonei
«Sodium acetate trihydrate».
BHeceHo pefakuiiiHi npaBku,
AKi odhopMIeHi BiANoBiAHO
[0 pekomeHgauii Ta
ctunictukm 4oY;

- NOKa3HWKM «po30picTb
PO3uMHy», «KONbOPOBICTb
PO3UnHy», «pH po3unHy>»,
«BTpaTa B maci nig yac
BUCYLLYBaHHA»,
«BigHoBNOBasIbHI
PEUOBUHM», «X0pUaUN»,
«Cynbatn», «KanbLiii i
MarHin», «3anizo» Ta
«KinbKicCHe BU3HAUYEHHSsI»
HOPMYBaHHA 3a/1LIeHO 6e3
3MiH i BigMoBifa€e akTyasbHil
MoHorpadii € «Sodium
acetate trihydrate», oo
METOAMK KOHTPO/II0 BHECEHO
peAakLiiHi npaBku, sKi
odhopmieHi BiANOBIAHO A0
pekoMeHzaLili Ta CTUNICTHKN
OdY. 3MiHu | Tuny - 3MiHK 3
AKocTi. FOTOBUMIA Nikapcbkuii
3aci6. KoHTposnb
[0NOMDKHMX pevoBUH. 3MiHa
napameTpiB cneuudikaLlii
Ta/abo foNyCTUMUX MEX
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep

n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo

3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
0151 LONOMIXHOI pevoBUHU
(iHwi 3miHM) CynyTHSA 3miHa
- 3MiHK 3 aKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEeYOBUH. 3MiHa
y MeTogax BUnpobyBaHHs
[L0MOMDKHOT peYOBUHU
(He3HayHi 3MiHn y
3aTBEPAKEHNX METOAAX
BUNPO6YBaHb) HOPMYBaHHS
nokasHuka «MikpobiosoriyHa
yncToTa» y cneuudikawii
«Sodium acetate trihydrate»
npuBeLeHo Yy BiANOBIAHICTb
0o Bumor €9, 2.6.12,5.1.4 3
ypaxyBaHHAM pekomeHauii
Ta cTUAicTMkn JPY.

114. | NPEBEHAP Pneumoco | nHeBmokokoBi | JO7AL | cycneHsis Mdpaiizep CLIA BVPOGHMLTB IpnaHgis/ BHECEHHS 3MiH 0 3a UA/21377/01/01
20 BAKUMHA | ccus, nonicaxapuamn | 02 ans Eiiy.Ci.Mi. o, Benbris peecTpauiiiHux maTepiais: peuyenmom
MHEBMOKOK | purified cepotunis 1, iH'exuin, 1 Kopnopeii TeCTyBaHHSA TexHiuHa nomwuska (3rigHo
OBA polysacch | 3,4, 5, 6A, posa (0,5 H cycneHsii Hakaly MO3 Big 23.07.2015
MONICAXAP arides 6B, 7F, 8, 9V, m); no 1 Q/TIOMIHI0 Ne 460). BunpasneHo
NAHA antigen 10A, 11A, [osiy hocdata TEXHiIYHY MOMW/IKY B TEKCTI
KOH''OFOBA | conjugate 12F, 14, 15B, nonepegH (AIPO4), MapKyBaHHS1 BTOPUHHOT
HA (20- 18C, 19A, b0 dopmynauis yNaKoBKM NiKapCbKoro
BAJNIEHTHA, 19F, 22F, 23F, HanoBHEH Ta 3acoby y nyHkTi 11,

AACOPBEOBA 33F omy HanoBHEHHSA [JonyLieHy npv npoueaypi

HA) KOH'HOroBaHmx LnpuLi. Lnpuuis BHECEHHS 3MiH Y TeKCT

3 6inkom Mo1 (nepBuHHE MapKyBaHHS NEPBUHHOI Ta
HocieM CRMyg; nonepeaH nakyBaHHs), BTOPUHHOI yNakoBOK (Haka3

b0 TEeCTyBaHHS: Big 13.03.2025 p. Ne 456), a
HanoBHEH Mdpaiizep came: AofaHo NponyLeHy
omy IpnaHgis niTepy «c» B Ha3Bi MicTa
wnpuuy 3 dapmacboTi BUPOGHMKA.
BiJOKpemn Kans, 3ATBEP)KEHO:
€Hol Ipnangis; 11. HAMMEHYBAHHSA |
roNKOK B TeCcTyBaHHA MICUE3HAXOOXXEHHA
repmeTuyH cTepuibHOC BNPOBHWKA TA/ABO
omy Ti cycneHsii 3AABHUKA
Tepmodop Q/TIOMIHI0 BUpO6HYK:
MOBaHoOMy occhata Mdpaiizep MeHroekuypuHr
NOTKYy B (AIPO4), Benbrisa HB
KapTOHHIi BTOPVHHE MicLe3HaxomKeHHs:
KOpoo6Li. nakyBaHHs, Peiikcer 12, Myypc-CiHT-
Mo 5 BUMYCK Cepii: AwmaHpg, 2870, Benbris.
nonepegH Mdpaiizep 3AIMPOMNOHOBAHO:
b0 MeHtodekyy 11. HAMEHYBAHHSA |
HarnoBHEH PUHT MICUE3HAXO)KEHHA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
nx Benebrist HB, BUPOBHWKA TA/ABO
LnpuLiB B Benbris; 3AABHUKA
repMeTunyH TeCcTyBaHHs Bnpo6Huk:
oMy CcTepunbHOC Mdcparizep MeHodekvypuHr
Tepmochop Ti cycneHsii Benbria HB
MOBaHOMY QTIOMIHIO Micue3HaxomKeHHs:
NoTKy; no ochaTa PeiikcBer 12, Myypc-CiHT-
2 noTku (AIPOA4): AwmaHgc, 2870, benbris.
pasom 3 Yapnb3 3a3HaueHe BUNpaBeHHs
BigOKpemn Pisep Bignosigae marepianam
eHVMKn NabopaTtopi3 peecTpavuiiHoro fochE.
rosikamm Alinenpg
abo 6e3 Nimites,
HUX B IpnaHgis
KapTOHHIi
KopooLi
115. | NPEBEHAP® | Pneumoco | nHeBmokokoBi | JO7AL | cycneHsis Mdpannzep CLIA Mdpainzep Benebrisi/ BHECEHHS 3MiH [0 3a UA/15864/01/01
13/ ccus, nonicaxapugn | 02 ans Eiiu.Ci.Mi. MeHtodekuy Ipnangjs peecTpaujiiiHux maTepiaiis: peyenmom
PREVENAR® | purified cepotunis 1, iH'eKLIN; Kopnopeiiw puHr TexHi4Ha nomusnka (3rigHo
13 BAKUWMHA | polysacch 3,4,5, 6A, no 1 gosi H Benbris HB, Haka3y MO3 Big 23.07.2015
MHEBMOKOK | arides 6B, 7F, 9V, (0,5mn)y Benbris; Ne 460). BunpasneHo
OBA antigen 14, 19A, 19F i nonepegH Mdpaiizep TEXHiYHY NOMW/IKY B TEKCTI
MONICAXAP conjugate 23F, b0 Ipnenp, MapKyBaHHs1 BTOPUHHOT
NAHA d onirocaxapwug, HanoBHeH PapmaceyTn YMaKoBKM MiKapCbKoro
KOH'FOFOBA cepotuny omy Kanc 3aco6y y nyHkTi 11,
HA 18C, 6inok- LNpUL; AHnimiTeq, JonyLieHy npv npoueaypi
(TPUHAQUAT Hocin CRMye7 nol KomnaHi, BHECEHHS 3MiH Y TeKkCT
MBANEHTHA nonepegH IpnaHgis MapKyBaHHS NepBUHHOT Ta
AACOPBOBA b0 BTOPVHHOI YNakoBOK (Haka3
HA) HarnoBHeH Big 13.03.2025 p. Ne 456), a
oMy came: 4oAaHo NponyLLeHy
wnpuuy Ta niTepy «c» B Ha3Bi MicTa
OfHil BMPOGHMKA.
BigOKpemn 3ATBEP)KEHO:
eHili ronui 11. HAMEHYBAHHSA |
B MICLE3HAXOI)KEHHA
iHauBigya BWPOBHWKA TA/ABO
NbHOMY 3AABHUKA
yoxni 'y Bupo6Huk:
3aKpuTOMy Mdpaiizep MeHhekvypuHr
na1acTUKoB Benbria HB
oMy Micue3HaxomKeHHs:
KOHTEliHep PeiikcBer 12, Myypc-CiHT-
i;nol AmaHp, 2870, benbrisi.
n1acTMKoB 3AMPOMNOHOBAHO:
oMy 11. HAMUMEHYBAHHSA |
KOHTeliHep MICLE3HAXOO)>KEHHA

iy

B/IPOBHWKA TA/ABO
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep

n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo

3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
KapTOHHii 3AABHUKA
Kopo6ui BUpPOGHNK:
Mdpaiizep MeHoekvypuHr
Benbria HB
Micue3HaxomKeHHs:
Peiikceer 12, Myypc-CiHT-
AmaHpc, 2870, benbrisi.
3a3HayeHe BUMNpaB/IeHHSA
BiANoBigae marepiasiam
peecTpaLiiHoro Aocbe.

116. | NPIOPUKC™ measles, XNBUIA JO7BD | niodpinizat | FnakcoCmit Benuka nakcoCmit Benebrisi/ BHECEHHS 3MiH [0 3a UA/13694/01/01
| PRIORIX™ combinatio | aTeHyiioBaHuiA | 52 ans KnsiiH BputaHis KnsiiH ®paHuis/ peecTpauiiHux maTepiaiis: peyenmom
KOMBIHOBA ns with Bipycy kopy pO34nHy Ekcnopt Bionogpxikan CnonyuyeHi 3MiHu | TUnNY - 3MiHK 3
HA mumps (wtam ans Nimiten 3C.A, LWratn AKOCTI. [0TOBWIA NikapCbKuii
BAKLVHA and Schwarz); iH'ekuin; 1 Benebris Amepukun/ 3aci6. KoHTposnb rotoBoro
ansa rubella, XUBUIA MOHO/,030 (KoHTposnb ITania nikapcbkoro 3acoby. 3miHa
MPO®DINAKT live aTeHylioBaHuii BUIA AKOCTI napameTpiB cneuudikaui
MK KOPY, attenuated | Bipyc chnakoH (1 PO34YMHHMKA Ta/abo [oMyCTUMUX MeX
ENIAEMIYHO enigemiyHoro [osa) 3 B amnynax roTOBOro NikapcbKoro
ro napoTuTy niodpinizar 2-x 003, 3aco6y (BU/TyUYEHHSI
NAPOTUTY (wtam RIT oMy BUMYCK HEe3Ha4yHOro nokasHuka
TA 4385); KOMMNeKTi cepiii (Hanpuknapg, 3actapinoro
KPACHYXU XnBuii 3 PO3UYNHHUKA NnokasHuKa, Takoro Ak 3anax

aTeHylioBaHuii PO34YNHHVMK B ammnyax Ta cmak, abo igeHTudikayis
Bipyc om (Boga ons 1-ita 2- 6apBHYIKIB Y/ CMaKOBUX
KpacHyxu ans X 0o3 Ta [06aBok)). 3MiHM Ao
(wtam Wistar iH'eKUin) y Lnpuuax. cneumdikauii Ha PO34YMHHUK
RA 27/3) nonepegH Bunyck cepii (Boga ans iH'exuiii) , a came
b0 roToBOro BUJTYYEHHS NOKasHMKa
HarnoBHeH NpoAaykKTy); "KncnoTHicTb abo NnyxXHiICTb".
omy nakcoCmit TepMiH BBEAEHHS 3MiH -
wnpuui Ta KnsiiH npoTarom 6 micAuis nicns
aBoma Bionogxikan 3aTBepMKEHHS. 3MiHK | Trny
rofikamv B 3, ®paHuis - 3MiHU 3 siKoCTi. FoTOBUIA
KapTOHHIi (MapkyBaHH nikapcbkuii 3aci6. KoHTponb
KOpoo6L; aTa roTOBOrO JliKapCbKoro
100 nakyBaHHs 3acoby. 3miHa napameTpis
MOHOZ,030 roToBOro cneumdikauii Ta/abo
Bux (1 NPOAYKTY, [OMYyCTUMUX MEX rOTOBOro
no3sa) MapKyBaHHS nikapcbKoro 3acoby
chnakoHiB Ta (BUTYYEHHS HE3HAYHOTO
3 nakyBaHHs nokasHuka (Hanpuknag
niodpinizat PO3YMHHMKA 3acTapifioro NokasHuka,
oMy B LUNpULax); TaKoro Sk 3anax Ta cMak,
KOMMJIEKTi nakcoCmit abo igeHTndikauis
3 KnsiiH 6apBHVIKIB Y/ CMaKOBUX
PO3YUNHHMK Bionogxikan [06aBoK)). 3miHn o
om (Boga 3C.A, cneumdikalii Ha PO34YMHHKK
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
ans Benbris (Boga ons iH'exuiil) , a came
iH'eKUil) B (MapkyBaHH BU/TyYEHHS MOKasHMKa
amnynax aTa "Xnopugn". TepmiH
Ne 100 B nakysaHHs BBEJEHHS 3MiH - MPOTAroM 6
okpemiii roToBOro MicsauiB nicns
yNakoBLi; NPOAYKTY, 3aTBepMKEHHSA. 3MiHu | Tuny
1 KOHTPO/b - 3MiHu 3 siKoCTi. FoTOBMIA
My/IbTUAO AKOCTI nikapcbkuii 3aci6. KoHTponb
308U roToBOro rOTOBOrO /iKapCbKOro
donakoH (2 NPOAYKTY. 3aco6y. 3miHa napameTpis
nosn) 3 KoHTposb cneuudikauii Ta/abo
niodgpinizat AKOCTI [0MNyCTUMKX MEX FOTOBOro
oMy PO3YMHHMKA nikapcbKkoro 3acoby
KOMM/IEKTI ans 1-ita 2- (BUNYYEHHS HE3HAYHOTO
3 X 03 Ta nokasHuka (Hanpuknag
PO3YNHHMK Lnpuyax. 3aCcTapifioro NokasHvka,
om (Boga MapkyBaHHs TakKoro Sk 3anax Ta cMak,
ans Ta abo igeHTndikauis
iH'eKLji) B nakyBaHHs 6apBHYIKIB Y/ CMaKOBUX
amnyni; no PO3UYMHHMKA [06aBok)). 3MiHM Ao
100 wryk ana 1-i Ta 2- cneumdikauii Ha PO34MHHKK
hnakoHiB X 003 Ta (Boga ons iH'exuiil) , a came
Ta amnyn Lwnpuuax); BWYYEHHS MOKa3HMKa
B OKPEMUX Kopikca "Cynbhatn". TepmiH
Kopob6kax KopnopeiiLu BBEJEHHS 3MiH - NPOTArom 6
H ab6a micauis nicns
nakcoCmit 3aTBepMKEHHSA. 3MiHu | Tuny
Knaiin - 3MiHK 3 AKOCTi. FOTOBWIA
BakuuH3, nikapcbkuii 3aci6. KoHTponb
CnonyyeHi roTOBOrO JliKapCbKOro
LWratn 3acoby. 3miHa napameTpis
Anepukn cneuudikauii Ta/abo
(PopmyBaHH [OMyCTUMUX MEX roTOBOro
A, nikapcbKoro 3acoby
HarnoBHEHHS (BUNYYEHHS HE3HAYHOTO
Ta nokasHuka (Hanpuknag
niocpinizayis 3acTapifioro nNokasHuka,
BaKLWHW); TaKoro Sk 3anax Ta cMak,
digia abo igeHTndikauis
dapmachboTi 6apBHYIKIB Y/ CMaKOBUX
ui C.n.A, [06aBok)). 3MiHM A0
ITanisa cneumdikauii Ha PO34YMHHKK
(PopmyBaHH (Boga ons iH'exuiil) , a came
a, BWJ/TyHYEHHS NokasHuka "Coni
HanoBHEHHA amoHit". TepMiH BBeEHHS
, 3MiH - NPOTArom 6 Micsuis
niogpinizavis nicns 3aTBepipkeHHs. 3MiHn

BaKUWNHW.

| TMNY - 3MiHK 3 SIKOCTI.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
B1po6HMUTB [OTOBWIA NNikapcbKuii 3aci6.
o] KOHTpOsb rotoBoro
PO34YMHHMKA nikapcbkoro 3aco6y. 3miHa
B amnynax, napameTpiB cneuudikauii
MapKyBaHHsA Ta/abo [oMyCTUMUX MEX
Ta rOTOBOrO /iKapCbKOro
nakyBaHHS 3aco0y (BMYyYeHHN
PO34MHHMKA He3Ha4yHOro nokKasHuka
B amnynax, (Hanpwvknag 3actapinoro
KOHTPO/b MoKa3HWKa, Takoro K 3anax
AKOCTI Ta cmak, abo igeHTudikauisn
PO3YMHHMKA 6apBHUKIB 4 CMaKOBUX
B amnynax); [06aBok)). 3MiHK A0
[Hendapm cneumdikaLii Ha PO3YMHHKK
Typ, (Boga ans iv'exuiii) , a came
dpaHuin BUTYYEHHA NoKasHuka
(BrpobHuuT "KanbLjit Ta marHiin". TepMiu
BO BBE/IeHHS 3MiH - NPOTArom 6
PO3YMHHMKA MicaLiB nicns
B amnynax 3aTBepMKEHHSA. 3MiHK | Tuny
ons 1-ita 2- - 3MiHM 3 KocTi. FoToBWUIA
X 003, nikapcbkuii 3aci6. 3mMiHn y
MapKyBaHHsA BMPOGHULTBI. 3MiHK
Ta BMNpobyBaHb abo
nakyBaHHS JOMYyCTUMUX MEX,
PO34MHHMKA BCTAHOB/EHVX Y
B ammnynax cneuudikauisix, nig yac
ona 1-ita 2- BMPOGHMLTBA rOTOBOIO
X 003, nikapcbKoro 3acoby
KOHTPO/1b (BWNyYEHHS HECYTTEBOIO
AKOCTI BUNPOBYBaHHSA B NpoLeci
PO3YMHHMKA BMPOGHMLTBA). BuganeHHs
B amnynax He3HayHoro napameTpy, a
ona 1-ita 2- came rnokasHuka "Hitpatu" B
X [03); npoveci BUpo6HNYOro
KataneHt MOHITOPUHTY B
Bengxiym, pO3NoAiNIbHOMY KOHTYPI
Benebris BOAM Ans iH'ekuin ("WFI loop
(Bupo6bHuuT level"). TepmiH BBeAEHHS
BO 3MiH - NpOTArom 6 Micsuis
PO3YMHHUKA nicns 3aTBepipKeHHs. 3MiHN
B LUNpMLAX, | TMINY - 3MiHW 3 AKOCTI.
KOHTPO/Ib [OTOBWIA NikapcbKuii 3aci6.
AKOCTI 3MiHN Y BUPOGHULTBI. 3MiHK
PO34YMHHMKA BMNpobyBaHb abo
B LUMpULAx); JOMYyCTUMUX MEX,
AcneH Hotp- BCTaHOBJ/IEHUX Y

fam-[e-

cneundikauisix, nig yac
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BoHaBinb, BMPOOHWLTBA FOTOBOrO
PpaHuin nikapcbKoro 3acoby
(Bupo6bHuuT (BUYYEHHS HECYTTEBOIrO
BO BUMNPOOYBaHHA B NPOLECI
PO3YMHHMKA BMPOGHMLTBA). BuganeHHs
B LUMPULAX, He3HayHoro napameTpy, a
KOHTPO/b came nokasHuka "Hitpatu" B
SAKOCTI npoueci BUPOGHNYOro
PO3YMHHMKA MOHITOpUHTY npu QD
B LUNpULLax) ("Quality Decision tests

performed during WFI
formulation") gnsa "bulk"
BOAW ANS iH'eEKUii. TepMiH
BBEJEHHS 3MiH - NPOTArom 6
MicsiliB nicns
3aTBepKEHHS. 3MiHu | Tuny
- 3MiHK 3 iKOCTi. FOTOBMWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHU
BMnNpobyBaHb abo
[OMYyCTUMUX MEX,
BCTAHOB/NEHVX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOTO
niKkapcbkoro 3acoby (iHwi
3MiHW). BuganeHHs
He3HayHoro napameTpy, a
came rnokasHuka "Hitpatu" B
PYTUHHOMY MOHITOPUHTY
BMPOGHMYOro npoLecy B
pO3NoAiNIbHOMY KOHTYPI
BOAM Ans iH'ekuin ("WFI loop
level"). TepmiH BBeAEHHS
3MiH - NpOTArom 6 Micsuis
nicnsa 3aTBeppKeHHs. 3MiHN
| TMNY - 3MiHW 3 AKOCTI.
[OTOBWIA NNikapcbKuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHK
BMNpobyBaHb abo
JOMYyCTUMUX MEX,
BCTAHOB/EHVX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOrO
nikapcbkoro 3acoby (iHwWi
3MmiHn) (B.11.6.5. (x) IB)
JonasaHHA
He3apeecTpoBaHuX
BHYTPILUHbOTEXHOOTIYHNX
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep

n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo

3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BMNPO6YBaHb,
npeacTaB/ieHNX Ha caliTi
Catalent gnsa "bulk" Boan
ANs H'eXUil.
TepMmiH BBELIEHHS 3MiH -
npoTtsarom 6 micsAuis nicns
3aTBEPAKEHHS.

117. | NPIOPUKC- Measles, XNBUIA JO7BD | niochinizos | nakcoCmit Benuka nakcoCmit Benebris/ BHECEHHS 3MiH [0 3a UA/16549/01/01
TETPA combinatio | aTeHyiioBaHuii | 54 aHui KnsiiH BputaHis KnsiiH ®paHuis/ peecTpauiiiHux maTepiaiis: peyenmom
KOMBIHOBA ns with Bipyc Kopy* NOpPOLLOK Ekcnopt Bionompxikan ITania 3MiHu | TUnNY - 3MiHK 3
HA mumps, (wtam ans Nimiten 3C.A, AKOCTI. [0TOBWIA NikapCbKuii
BAKLVHA rubella Schwarz); iH'exuil; 1 Benebris 3aci6. KoHTposnb rotoBoro
ansa and XUBUIA hnakoH 3 (Bunyck niKkapcbkoro 3acoby. 3miHa
MPO®DINAKT varicella, aTeHylioBaHuii NMOpPOLLKOM cepii napameTpiB cneuudikaui
UK KOPY, live BipyC y roToBOro Ta/abo [oMyCTUMUX MeX
ENIBEMIMYHO | attenuated | enigemiyHoro KOMMNeKTi NPOAYKTY, roTOBOro NikapcbKoro
ro napotuty* 3 BUMYCK 3aco0by (BU/TyYEHHSI
NAPOTUTY, (wtam RIT PO34YNHHVWIK cepii He3HayHOro nokasHuka
KPACHYXU 4385, wo om (Boga PO3YMHHMKA (Hanpuknapg, 3actapinoro
TA BITPAHOI noxoauTb Bif, ana B amnynax NOKa3HWKa, Takoro K 3anax
BICny, wramy Jeryl iH'EKLLiIA) Ta Wwnpumuax) Ta cmak, abo igeHTudikayis
XUBA Lynn); xuBui no 0,5 mn nakcoCmit 6apBHYIKIB Y/ CMaKOBUX
ATEHYNOBA aTeHylioBaHuii (1 posa) y KnsiiH [06aBok)) 3MiHu A0
HA BipyC nonepegH Bionoaxikan cneumdikauii Ha PO34MHHUK

KpacHyxm? b0 3, ®paHuis (Boga ans iH'exuiil) , a came
(wtam Wistar HanoBHeH (MapkyBaHH BW/TyHYEHHS MOKa3HMKa
RA 27/3); omy aTa "KncnoTHicTb abo NnyxXHiICTb".
XUBUIA wnpurui (y nakyBaHHs TepMiH BBEAEHHS 3MiH -
aTeHylioBaHuii KOMMEKTI PO3YMHHMKA npoTarom 6 micAuis nicns
BipyC BITPSAHOI 3 BOMA B amnynax. 3aTBepMKEHHSA. 3MiHu | Tuny
Bicnn? (Wtam rosikamu MapkyBaHHs - 3MiHU 3 siKoCTi. FoTOBUIA
OKA) abo 6e3 Ta nikapcbkuii 3aci6. KoHTposib
ompumanuti rosok) abo nakyBaHHs roTOBOrO JliKapCbKoro
Wwi/1sIXoM y amnynax PO3YMHHMKA 3acoby. 3miHa napameTpis
PO3MHOXEHHS y B LUMPULIAX. cneundikauii Ta/abo
8 Ky/lbmypi BaKyyMHili MapkyBaHHs [OMYyCTUMUX MEX rOTOBOro
K/IIMUH CTepWbHI Ta nikapcbKoro 3acoby
Kypsiqux ] nakyBaHHS (BUTYYEHHS HE3HAYHOTO
eM6pioHIB; ynakoBLi; roToBOro nokasHuka (Hanpuknag,
2 ompumaruli no 1 NPOAYKTY); 3aCTapifioro NokasHuka,
wisIxom BaKyyMHilA nakcoCwmit Takoro sk 3anax Ta cmak,
PO3MHOXEHHSI CTEpUSIbHI KnsiiH abo igeHTndikauis
B8 OUn/I0IOHUX 1 ynakoBui Bionogxikan 6apBHYIKIB Y/ CMaKOBUX
KAimuHax y 3C.A, [o6aBok)) 3miHn go
JIIOOUHU KapTOHHIi Benebris cneumdikauii Ha PO34YMHHUK
(MRC-5) Kopo6ui; 1 (PopmyBaHH (Boga ans iH'exuiii) , a came
donakoH 3 1, BUJTYYEHHS NOKasHMKa
NOPOLLKOM HamnoBHEHHS "Xnopugn". TepmiH
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
y Ta BBEJEHHS 3MiH - NPOTArom 6
KOMM/IEKTI niogpinizavis MicsauiB nicns
3 BaKLIMHN. 3aTBepMKEHHA. 3MiHu | Tuny
PO3UYNHHUK MapkyBaHHsA - 3MiHu 3 sKoCTi. FoTOBMIA
om (Boga Ta nikapcbkuii 3aci6. KoHTponb
ans nakyBaHHS rOTOBOrO /iKapCbKOro
iH'EKLLilA) roToBOro 3aco6y. 3miHa napameTpis
no 0,5 mn NPOAYKTY. cneyudikauii Ta/abo
(1 posza) y KoHTposb [OMYyCTUMUX MEX roTOBOro
nonepegH AKOCTI nikapcbKoro 3acoby
b0 roToBOro (BMyYEHHSI HE3HAYHOTO
HanoBHeH NPOAYKTY. nokasHuka (Hanpuknag
oMy MapkyBaHHs 3aCcTapifioro NokasHuka,
wnpuui y Ta TaKoro sk 3anax Ta CMak,
BaKyyMHilA nakyBaHHs abo igeHTndikauis
CTepWbHI PO3YMHHMKA 6apBHYIKIB Y/ CMaKOBUX
i B LUNpuLLax [o6aBok)) 3miHn 4o
ynakoBL; Ta amnynax. cneumdikauii Ha PO34YMHHKK
nol KoHTposb (Boga ons iH'exuiil) , a came
BaKyyMHilA SAKOCTI BUTyYEHHSA NOKa3HUKa
CTEpPUSIbHI PO34YMHHMKA "Cynbhatn". TepmiH
7 ynakosu, B LUMpMLAX BBEJEHHS 3MiH - NPOTArom 6
y Ta MicsuiB nicns
KapTOHHIi ammnynax); 3aTBEpMKEHHS. 3MiHK | Trny
kopo6ui; 1 digia - 3MiHu 3 siKoCTi. FoTOBMIA
hnakoH 3 dapmachbHoTi nikapcbkuii 3aci6. KoHTponb
MOPOLLKOM 4i C.n.A,, rOTOBOrO /iKapCbKOro
y ITanis 3acoby. 3miHa napameTpis
KOMM/EKTI (PopmyBaHH cneumdikauii Ta/abo
3 A, [OMyCTUMUX MEX roTOBOro
PO3YNHHMK HanoBHEHHS nikapcbkoro 3acoby
om (Boga , (BMyYEHHSI HE3HAYHOTO
ans niodgpinizayis nokasHuka (Hanpuknag,
iH'EKLLilA) BaKLMHW, 3acTapifioro nNokasHuka,
no 0,5 mn BUPOGHMLTB TaKoro sk 3anax Ta cmax,
(1 pos3a) B o] abo igeHTndikauis
amnyniy PO3YMHHMKA 6apBHYIKIB Y/ CMaKOBUX
BaKyyMHili B amnynax, [o6aBok)) 3miHn 4o
CTEpPUSIbHI MapKyBaHHs cneumdikauii Ha PO34MHHKK
n Ta (Boga ons iH'exuiil) , a came
ynakoBL; nakyBaHHsA BWUYyYEHHS nokasHvka "Coni
nol PO34YMHHMKa amoHit". TepMiH BBeEHHS
BaKyyMHili B amnynax, 3MiH - NpOTArom 6 Micsuis
CTEpPUSIbHI KOHTPO/1b nicnsa 3aTBeppKeHHs. 3MiHN
7 ynakosBui AKOCTI | TMINY - 3MiHW 3 AKOCTI.
y PO34YUHHMKA [OTOBWIA NikapcbKuii 3aci6.
KapTOHHii B amnynax KoHTposb rotoBoro
Kopobui (3a NiKapcbKoro 3acoby. 3MiHa
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BUHATKOM napameTpiB cneuudikauiii
TecTiB Ta/abo [oMyCTUMUX MEX
Po34nHHICTb rOTOBOrO /iKapCbKOro
Ta 3ac00y (BMYyYeHHN
loeHTudikay, He3HayHOro nokasHmka
i1 HaTPIlo)) (Hanpwvknag 3actapinoro
Jendapm MoKa3HWKa, Takoro K 3anax
Typ, Ta cmak, abo igeHTudikauisn
®paHLis 6apBHYKIB YN CMaKOBMX
(BupoGHMUT no6aBok)) 3MiHu o
BO cneumdikaLii Ha PO3YNMHHUK
PO34YMHHMKA (Boga ans iv'exuiii) , a came
B amnynax, BUTYYEHHA NoKasHuka
MapKyBaHHS "Kanbuiit Ta marHiii". Tepmi
Ta BBE/IEHHS 3MiH - NPOTArom 6
nakyBaHHs MicaLiB nicns
PO3UYMHHMKA 3aTBepMKEHHSA. 3MiHK | Tuny
B amnynax, - 3miHu 3 sKocTi. FoToBMIA
KOHTPO/Ib nikapcbkuii 3aci6. 3mMiHn y
AKOCTI BMPOGHULTBI. 3MiHK
PO34YMHHMKA BMNpobyBaHb abo
B amnynax); [OMYyCTUMUX MEX,
KataneHt BCTaHOBJ/IEHUX Y
Benpxiym, cneuudikauisix, nig yac
Benbris BMPOOHWLTBA FOTOBOrO
(BupobHMuT nikapcbKoro 3acoby
BO (BWNyYEHHS HECYTTEBOIO
PO34MHHMKA BUMNPOOYBaHHA B NPOLECi
B LUMpULIAaX, BMPOGHMLTBA) BraaneHHs
KOHTPO/1b He3HayHoro napameTpy, a
AKOCTI came nokasHuka "Hitpatu" B
PO3YMHHMKA npoveci BUpo6HNYOro
B LUNpULax) MOHITOPWHTY B
AcnieH Hotp- pO3NoAiNIbHOMY KOHTYPI
Nawm-[e- BOAM Ans iH'ekuin ("WFI loop
BoHaBineb, level"). TepmiH BBeAEHHS
®paHuis 3MiH - NpOTArom 6 Micsuis
(BupobHuuT nicns 3aTBepipkeHHs. 3MiHn
BO | TMINY - 3MiHW 3 AKOCTI.
PO34YUHHMKA [OTOBWIA NikapcbKuii 3aci6.
B LUMpULIAaX, 3MiHN Y BUPOGHULTBI. 3MiHK
KOHTPO/Tb BMNpobyBaHb abo
AKOCTI JOMYyCTUMUX MEX,
PO34MHHMKA BCTAHOB/EHVX Y
B LUNpULax) cneuudikauisix, nig yac

BMPOGHMLITBA rOTOBOTO
nikapcbKoro 3acoby
(BMIyYEHHSI HECYTTEBOIO
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

BMMNPOOYBaHHA B NPOLECi
BMPOGHMLTBA) BraaneHHs
He3HayHoro napameTpy, a
came nokasHuka "Hitpatu" B
npoveci BUpo6HNYOro
MOHITOpUHTY npu QD
("Quality Decision tests
performed during WFI
formulation") gnsa "bulk"
BOAW ANS iH'eEKUiiA. TepMiH
BBEJEHHS 3MiH - NPOTArom 6
MicsliB nicns
3aTBEPKEHHSA. 3MiHY | TUny
- 3MiHK 3 iKOCTi. FOTOBMWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHU
BMnNpobyBaHb abo
[OMYyCTUMUX MEX,
BCTAHOB/NEHWX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOTO
nikapcbkoro 3acoby (iHwi
3MiHV) BuganeHHs
He3HayHoro napameTpy, a
came nokasHuka "Hitpatu" B
PYTUHHOMY MOHITOPUHTY
BUPOGHMYOro npoLecy B
pO3NoAiNIbHOMY KOHTYPI
BOAM Ans iH'ekuin ("WFI loop
level"). TepmiH BBeAEHHS
3MiH - NpOTArom 6 Micsuis
nicnsa 3aTBeppKeHHs. 3MiHN
| TMINY - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMNpobyBaHb abo
JOMYyCTUMUX MEX,
BCTAHOB/EHVX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOrO
nikapcbkoro 3acoby (iHwWi
3MiHM) [JogaBaHHA
He3apeecTpoBaHuX
BHYTPILLHbOTEXHOOTIYHNX
BMNpPOGYBaHb,
npeAcTaBeHUX Ha CanTi
Catalent gns "bulk" Bogu
051 iH'EKLLIN.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsAuis nicns
3aTBEPMKEHHS.
118. | NIPONO®ON propofol nponochon NO1A emy/ibCist ®peseHiyc HimeuuunH dpeseHiyc ABCTpis BHECEHHS 3MiH 0 3a UA/13233/01/01
KABI X10 ons Kabi a Kab6i ABcTpisi peecTpauiiHX MaTepiasis: peyenmom
iH'eKUn [Joiiunanp, m6X 3MiHu | TUnY - 3MiHK 3
a6bo v6X sIKOCTi. FOTOBWIA NikapCbKuii
iHdpy3ild, 3aci6. KoHTposib rotoBoro
10 mr/mn, nikapcbKoro 3acoby. 3MiHa y
no 20 mn B MeTofax BUNpo6yBaHHsA
amny”ni, no roTOBOrO /liKapCbKOro
5amnyny 3acoby (He3HayHa 3MiHa 'y
nauui 3 3aTBEPAKEHNX METOAAX
KapToOHY; BMNpoGYyBaHHA) 3MiHa Y
no 50 mny 3aTBep/MKeHOMy MeTofi
hNaKoHi; BUNPOBYBaHHSA 3a
no 50 mny nokasHukom "LlinicHicTb
chnakoHi, 3aKpUTTA KOHTelHepa", a
nol camMe CKOPOYEHHS KiflbKOCTI
hnakoHy y NOBTOPEHb BMNPOGYBaHb 3
naudi i3 n'ATM 40 O4HOro Ha
KapTOHY; KOHTelHep. JoaaTkoBo 6yno
no 50 mny BHECEHO pefakuiiiHy 3MiHy
chnakoHi, ANs nepernsgy onucy
no 10 MeToAy A1 YiTKOCTi Ta
thnakoHiB BWAA/IEHHS 3aiBOi
y iHcbopmawuii 6e3 BnmBy Ha
KapTOHHIl npuaaTHiCTb MeToay.
Kopobui
119. | NPONO®ON propofol nponocon NO1A emy/bCis ®peseHiyc HimewuunH PpeseHiyc ABCTpiIA BHECEHHS 3MiH 0 3a UA/13233/01/02
KABI X10 ans Kabi a Kab6i AscTpisi peecTpaujiiiHux maTepianis: peuyenmom
iH'eKw;n [oiunang 6X 3MiHu | TURY - 3MiHK 3
abo v6X AKocTi. FoTOBWIA NikapCbKuii
iHdy3ilA, 3aci6. KoHTposnb rotoBoro
20 mr/mn, nikapcbKoro 3acoby. 3miHa y
no 50 mny mMeTogax BUNpobyBaHHS
dpNaKoHi; roTOBOro NikapCcbKoro
no 50 mny 3acoby (Hes3HayHa 3miHa y
oNaKoHi, 3aTBEpPKEHNX MeTodax
nol BMNPOGYBaHHS) 3MiHa Y
hnakoHy y 3aTBEpPKEHOMY METOS]
nauui i3 BMNpPOOYBaHHSA 3a
KapTOHYy; nokasHukom "LlinicHicTb
no 50 mny 3aKpUTTS KOHTelHepa", a
oNaKoHi, camMe CKOPOYEHHS Ki/IbKOCTi
no 10 NoBTOPEHb BUNPOBYBaHb 3

oNakoHIiB

n'ATW [0 0A4HOro Ha
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
y KOHTelHep. JonatkoBo 6yno
KapTOHHii BHECEHO pejakLiiiHy 3MiHy
Kopoo6ui ANsa nepernsgy onucy
MeToAy A1 YiTKOCTi Ta
BUAaNeHHs 3aliBoi
iHchopmauii 6e3 BnmBy Ha
NpUAATHICTb MeToAy.
120. | NPONO®ON propofol nponodorn NO1A emysbCis PpeseHiyc HimeuunH PpeseHiyc ABcTpis BHECEHHS 3MiH [0 3a UA/13233/01/02
KABI X10 ans Kabi a Kabi ABcTpis peecTpauiiiHux maTepiaiis: peyenmom
iH'eKw;i [oitunang 6X 3MiHu | TUNY - 3MiHK 3
abo 6X skocTi. CepTudikat
iHdY3iiA, BignosigHocTi/lE-
20 mr/mn; cepTudikaT BiANOBIAHOCTI
no 50 mny €Bponecbkii
chnakoHi; hapmakonei/moHorpadii.
no 50 mny MopaHHA HoBOro a6o
dpNaKoHi, OHOB/IEHOTO cepTudikaTa
nol BignoBigHOCTI a6o
dnakoHy y BW/IyYEHHS cepTudikaTa
nauuj i3 BIANOBIAHOCTI EBpONeNnchbkili
KapTOHY; thapmakonei: gns A®l; ans
no 50 mny BUXIAHOMO
dpNaKoHi, MaTepiany/peareHTy/npomix
no 10 HOTo NPOAYKTY, L0
hnakoHiB BMKOPUCTOBYHOTLCH Y
y BMPOGHMLTBI ADI; ans
KapTOHHIi [0MOMIXHOT PEYOBUHU
Kopo6ui (cepTudpikat BignosigHOCTI
€Bponeiicbkin hapmakonei)
- OHOBREeHWii cepTuddikat
Bif] y)X€ 3aTBEPAKEHOro
BMPOGHMKa. [MogaHHA
OHOBJ/IEHOTO cepTudikaTty
BiANOBIAHOCTI EBponeichkili
thapmakonei (3aTBepaXeHo:
CEP 2002-229-Rev 04;
3anponoHosaHo: CEP 2002-
229-Rev 05) gns Ad|
nponodpon Big
3aTBEPKEHOIO BUPOGHUKA
Cl Fpoyn, IHk., CLWA (SI
Group, Inc., CLUA).
121. | NPONO®ON propofol nponochon NO1A emy/ibCist ®peseHiyc HimeuuunH dpeseHiyc ABCTpis BHECEHHS 3MiH 0 3a UA/13233/01/01
KABI X10 ons Kabi a Kabi ABcTpisi peecTpauiiHx MaTepiais: peyenmom
iH'eKU [oiiunanpg, m6X 3MiHu | TURY - 3MiHK 3
a6bo X aKocTi. CepTudikat

iHy3iiA,

BignosigHocTi/lE-
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
10 mr/mn; cepTudikaT BiANOBIAHOCTI
no 20 mn B €Bponeiicbkili
ammnysi; no hapmakonei/moHorpadii.
5amnyny MopaHHA HoBOro abo
nauui 3 OHOB/IEHOTO cepTudikaTa
KapToHy; BiANOBIgHOCTI abo
no 50 mny BW/TyHYEHHS cepTudikaTa
thnakoHi; BiiNOBIAHOCTI E€Bponelichkiit
no 50 mny thapmakonei: gns Adl; ans
hN1aKoHi; BUXiAHOIO
nol marepiany/peareHTy/npomix
donakoHy y HOro NPOAYKTY, L0
nauui i3 BMKOPUCTOBYHOTLCH Y
KapTOHY; BUPOGHMLTBI A®I; ans
no 50 mny [O0MOMIXHOT peYOBUHA
hNaKoHi; (cepTudpikat BignosigHOCTI
no 10 €Bponeiicbkiii hapmakonei)
thnakoHiB - OHOBREeHWii cepTuddikat
y Bif] y)Xe 3aTBepAKeHOro
KapTOHHii BMPOGHMKa. [MogaHHA
Kopoo6ui OHOBJ/IEHOTO cepTudikaTty
BiANOBIAHOCTI EBpoNechkili
thapmakonei (3aTBepaKeHo:
CEP 2002-229-Rev 04;
3anpornoHosaHo: CEP 2002-
229-Rev 05) gns Ad|
nponodyon Big
3aTBEPKEHOr0 BUPOGHUKA
Cl Fpoyn, IHk., CLWA (SI
Group, Inc., CLUA).
122. | NPOCTAH finasteride | cpiHacTepug G04C Tabnetku, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a UA/8262/01/01
BO1 BKPUTI "TexHonor" "TexHonor" peecTpauinHux maTepiais: peyenmom
060/10HKO 3MiHn | Tuny -
10, N0 5 mr, AAMIHICTPaTUBHI 3MiHW.
no 10 BunyyeHHss BUPO6HUYOT
TabneTok OiNbHUUI (BKIOYaOUM
y 6nicTepi, LinbHUUi ons Adl,
no1a6o 3 NPOMIXHOro NPoAYKTY abo
6nictepn y roTOBOrO JliKapCbKoro
nauui 3 3aco0by, AinbHUL Ans
KapToHy NPOBeAEHHs NakyBaHHS,

BMPOGHMKA,
Bi4NoBiAaIbHOIO 3a BMMYCK
cepiii, MmicLie NpoBefeHHs
KOHTpO/to cepii) abo
noctayanbHuKa BUXiAHOrO
marepiany, peareHty abo
[L,0MOMIDKHOT PEYOBUHM
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Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
(AKW0 3a3HaYeHO Yy 1OCLE) -
BunyyeHHs Bupo6Huka API
thiHacTepug Chongging
Waycome Pharmaceutical
Co., Ltd., Kutaii. Bupo6Huk
wo 3anmwaetbesa (Hubei
Gedian Humanwell
Pharmaceutical Co., Ltd.,
China) BUKOHYE Ti X dyHKLiT
LLIO Vi BUyYEHUIA
123. | NPOCTAH finasteride | chiHacTepug - Tabnetkn, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 - UA/15473/01/01
BKpUTI "TexHonor" "TexHonor" peecTpauiiHux maTepiaiis:
060/10HKO 3MiHu | TNy -
10, N0 5 mr, ALMIHICTPaTWBHI 3MiHN.
in bulk Ne BunyyeHHss BUPOGHMYOT
8000y OinbHULI (BKIHOYAOUN
naketax i3 AinbHULi ana Adl,
niBKK NMPOMKHOro NpoAyKTy abo
nonietune roTOBOrO /iKapCbKOoro
HOBOI; Mo 3acoby, AinbHuui Ans
1 naketyy NpoBefAeHHs NakyBaHHS,
KOHTeliHep BUPOGHMKA,
i BiANOBIAA/IbHOrO 3a BMMNYCK
cepiiA, MmicLie NpoBeAeHHS
KOHTpO/tO cepii) abo
nocTavyasnbHviKa BUXigHOro
marepiany, peareHty abo
[L0MOMDKHOT peYOBUHU
(AKW,0 3a3HAYEHO Y JOCLE) -
BunyyeHHs BUpo6Huka AdI
hiHacTepug Chongging
Waycome Pharmaceutical
Co., Ltd., Kutaii. BupobHuk
wo 3anuwaetbes (Hubei
Gedian Humanwell
Pharmaceutical Co., Ltd.,
China) BUKOHYE Ti X oyHKUT
LLIO Wi BUyYEHUI
124. | NPOTAMIHY protamine npoTamiHy VO3A pO34nH MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH 0 3a UA/9616/01/01
CYNb®AT cynbhat B14 ans BUPOGHMLTB BUPOGHMLTB peecTpaujiiiHux maTepianis: peuyenmom
iH'eKw;iin, y iHCYNiHIB y iHCYniHiB 3miHu |l Tuny - 3MiHn 3
1000 "IHOAP" "IHOAP" akocTi. A®l. Bupo6HMUTBO.
MO/mn; no 3MiHa BUpO6HMKa
5mny BWXiAHOr0/MPOMiXHOro
hNaKoHi; npoaykTy/peareHTy, Lo
no5 BUKOPWCTOBYHOTHLCS Y
chnakoHiB BMPO6HMYOMY npoueci AdI,
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
B nauuj 3 a60 3miHa BUpPOGHMKa
KapToHy; (BKtOYatoun, ge HeobxigHo,
no 10 mny MicLie NpoBeAEeHHSA
hN1aKoHi; KOHTPO/I0 AKOCTi) AP (3a
nol BiICYTHOCTI cepTudpikata
chnakoHy B BiANOBIAHOCTI EBpONenchbkili
nauui 3 thapmakonei y
KapTOoHy 3aTBEPAKEHOMY [OCHE)
(BBEAEHHSA HOBOTO
BMpOGHMKa AP| 3 HagaHHAM
macTtep-goalina Ha Adl)
BBefieHHs1 anbTepHaTVBHOIO
BMPOGHMKa cybCTaHLji
cy6cTaHuii «Bioxem.
KopnopeiiweH Tamarasa
MnaHT», AnoHia
(3aTBEpMKEHO: «ANNC
dapmaveyTikan IHg.
Ko.J1Ta.», AnoHis;
3anpornoHoBaHo: «AnmMc
dapmaveyTikan IHg.
Ko.JITg.», AnoHis; «Bioxem.
KopnopeiiweH Tamarasa
MnaHT», AnoHis)
125. | PAHITUAWHY | ranitidine paHiTuanHy - KpucTaniy MpAT YkpaiHa laneoc IHais BHECEHHS 3MiH 0 - UA/5483/01/01
rigpoxnorun rigpoxnopug, HWi "®apmaueBT Na6e peecTpauinHux maTepiais:
a MOPOLLIOK nyHa dipma Nimiten 3MiHn | Tuny -
(cyb6eTaHui "OapHuus" AAMIHICTPaTUBHI 3MiHW.
a)y 3MiHa HalimeHyBaHHSA
naketax Ta/abo agpecu micus
noaBiHMX NPOBaPKEHHSA AiSSIbHOCTI
nonietune BMPOGHMKa (BK/THOYAKOUM, 3a
HOBUX ANsi HeobXiAHOCTI, Micue
dhapmanes NpPoBeAeHHS KOHTPO/O
TWUYHOTO SIKOCTi), @60 BflacHuKa
3acTocyBa MacTep-chaiina Ha Adl, abo
HHS nocravasnbHuka

Adl/BnxigHoro
Marepiany/peareHTy/npomix
HOro NPOAYKTY, L0
3aCcTOCOBYIOTLCS Y
BMPOGHULTBI A®I (SKLLO
3a3HayeHo y AOChbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeichkili
hapmakonei'y
3aTBEpPAKEHOMY [JOCLE, abo
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BMPOOHUKA HOBOI
[0MOMIDKHOT peYOBUHN
(AKLLIO 3a3HAYEHO Y A0ChE) -
3MiHa HalilMeHyBaHHS
BMPOGHUKa APl PaHiTuamHy
rigpoxnopug 3 SMS
Lifesciences India Limited
Ha Haleos Labs Limited,
India Ta BHeceHHs
He3HaYHMX pefakLuiiHnX
YTOYHEHb B agpecy
BiANOBIAHO 4O HOPMATUBHOI
OoKyMeHTauii dipmu-
BMPOGHMKa,6e3 3MiHM Micus
BMPOGHMLTBA. BBEAeHHSA
3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepikKeHHs.
126. | POAKKYTAH isotretinoin | i30TPeTUHOIH D10B Kancynm YEMNA®AP | Lseliuapi | BupobHuuTts HimeuunHa BHECEHHS 3MiH 0 3a UA/2865/01/02
® AO01 M'ski no 10 M LUBeii, A o] peecTpauiiiHux maTepiais: peuyenmom
mr; no 10 6X Hepo3dhacos 3MiHn | TUnY - 3MiHn 3
Kancyny aHoi AKocTi. [oTOBWIA NikapCbkuii
6nictepi; npoayKuii, 3aci6. KoHTposb rotoBoro
no 3 nepBuHHE Ta nikapcbKoro 3acoby. 3miHa y
6nictepn B BTOPUHHE mMeToAax BUNPOGyBaHHS
KapTOHHIi nakyBaHHs, roTOBOrO /iKapCbKOro
Kopobui BMNPOGyBaH 3acoby (He3HayHa 3miHa y
HA 3aTBEPAKEHNX METOAAX
KOHTPO0 BUNpobyBaHHA) BHeceHHs
SKOCTI, HEe3HaYHNX 3MiH [0
BUMYCK Cepii: aHaniTM4YHOI METOANKN
KeteneHt «P0o34mHeHHsa» MKA N13.
[hxepmani npoekt MKA N13 (eCTD
E6epbax Bepcis 0001) ans
mM6X, [03yBaHHA no 10 mr
HimeyumHa;
BMNpo6yBaH
HA
KOHTPO/I0
AKOCTI:
lenita Al,
Himeuunna
127. | POAKKYTAH isotretinoin | i30TPETUHOIH D10B Kancynm YEMNA®AP | LBeliyapi | BupobHuuTs HimeuyunHa BHECEHHS 3MiH 0 3a UA/2865/01/01
® AO01 M'ski no 20 M LBeii, a o] peecTpauiiiHux maTepianis: peuyenmom
mr; no 10 6X Hepo3dhacos 3MiHn | TURY - 3MiHK 3
Kancyny aHoT AKocTi. FoTOBWIA NikapCbkuii
6nictepi; npoayKuii, 3aci6. KoHTposnb rotoBoro
no 3 nepBuUHHe Ta nikapcbKoro 3acoby. 3miHa y
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
6nictepu B BTOPVHHE mMeToAax BUNpobyBaHHSA
KapTOHHii nakyBaHHs, roTOBOrO /liKapCbKOro
Kopoo6ui BMNpobyBaH 3aco6y (He3HayHa 3MiHa 'y
HA 3aTBEPAKEHNX METOAAX
KOHTPO/O BUNpo6yBaHHA) BHeCeHHSA
AKOCTI, He3HaYyHMX 3MiH [0
BMNYCK cepil: aHaNiTUYHOT MEeTOANKN
KeteneHt «Po3unHeHHs» MKA N13.
[bxepmani npoekt MKA N13 (eCTD
Eb6epbax Bepcis 0001) ons
v6X, [03yBaHHA no 20 mr
HimeuyuunHa;
BUNpo6yBaH
HA
KOHTPO/0
AKOCTI:
lenita A,
HimeuunHa
128. | POSIICTEP® rosuvastati | posysactatuH | C10B Tabnetku, AT YkpaiHa EnneH peuis BHECEHHS 3MiH 0 3a UA/20719/01/04
Ayo n and (y surnsgi AO6 BKPUTI "KMUIBCbKW dapmachbHoTi peecTpauiiHux maTepiais: peyenmom
ezetimibe KasibLito NNiBKOBOIO n kan Ko. IHK. TexHiuHa nomwuska (3rigHo
po3yBacTatuH 060/10HKO BITAMIHHU Haka3y MO3 Big 23.07.2015
y) Ta e3eTnmi6 10, no 40 " 3ABOA" Ne 460), BunpasneHHs
Mr/10 wmr; TEXHIYHOT MOMW/IKU 3TigHO
no 10 n.2.4. posginy VI Hakazy
TabneTok MO3 Ykpainu Big,
y 6nicTepi, 26.08.2005p. Ne 426 (y
no3 pefakuii Hakasy MO3
6nictepn y Ykpainu Big 23.07.2015 p Ne
nauuj 460) y 3B'A3Ky i3

NpOoNyLLEeHO NPUMITKO A0
nokasHuka «Mikpo6iosioriyHa
ynctoTa» Cneumndikauii MN3
Ha MOMEHT BMMYCKY, L0
[aHnin NOKa3HVK He
BUKOHYETBLCA PErynsipHo, K
Lie 3a3HayYeHo B MaTepianax
BMPOGHMKa. MomMuka
JonyLeHa npy nepeHeceHHi
Ta nepeknagi iHpopmadii 3
peecTpavwinHOro Aocbe
(po3gin 3.2.P.5.1.
Cneuudpikanis). 3asHayeHe
BUMNpaB/IEHHA BiANOBifae
marepianam peecTpauiiHoro
[ocbe, SiKi npeacTaBneHi B
apxisi (po3gin 3.2.P.5.1.
Creupndikauisi).
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
129. | POSICTEP® rosuvastati | posysactatuH | C10B Tabnetku, AT YkpaiHa EnneH peuis BHECEHHS 3MiH 0 3a UA/20719/01/02
ayo n and (y surnagi AO6 BKPUTI "KMUIBCbKW dapmacbHoTi peecTpaujiiHix maTepianis: peyenmom
ezetimibe KasibLiito NAiBKOBOIO n kan Ko. IHK. TexHiuHa nomwuska (3rigHo
po3yBacTatuH 060/10HKO BITAMIHHU Haka3y MO3 Big 23.07.2015
y) Ta e3eTumio 10, no 10 " 3ABOA" Ne 460), BunpasneHHs
Mr/10 wmr; TEXHi4YHOT MOMW/IKW 3TigHO
no 10 n.2.4. posginy VI Hakazy
TabneTok MO3 Y«kpainu Big,
y 6nicTepi, 26.08.2005p. Ne 426 (y
no3 pepakuii Hakasy MO3
6nictepn y Ykpainu Big 23.07.2015 p Ne
nauuj 460) y 3B'A3Ky i3
NpOonyLLEeHO NPUMITKO A0
nokasHuka «MikpobiosoriyHa
ynctoTa» Crneumdikauii MN3
Ha MOMEHT BMMYCKY, LU0
[JaHuli NoKasHKK He
BUKOHYETBLCS PErysisipHo, K
Lie 3a3HayYeHo B MaTepianax
BMPOGHMKa. MomMuka
JonyLeHa npy nepeHeceHHi
Ta nepeknagi iHpopmadii 3
peecTpaLiiHoro focke
(po3gin 3.2.P.5.1.
Cneuudpikauis). 3asHayeHe
BUNpaB/eHHS BignoBigae
marepianam peecTpauiiiHoro
[oCbe, SiKi npeAcTaBneHi B
apxisi (po3gin 3.2.P.5.1.
Creupndikauis).
130. | POSICTEP® rosuvastati | posysactatuH | C10B Tabnetku, AT YkpaiHa EnneH peuis BHECEHHS 3MiH 0 3a UA/20719/01/03
Ayo n and (y surnsgi AO6 BKPUTI "KMUIBCbKW dapmachbHoTi peecTpauinHux maTepiais: peyenmom
ezetimibe KasibLito NNiBKOBOIO n kan Ko. IHK. TexHiuHa nomwuska (3rigHo
po3yBactatuH 060/10HKO BITAMIHHU Haka3y MO3 Big 23.07.2015
y) Ta e3eTnmi6 10, no 20 " 3ABOA" Ne 460), BunpasneHHs
Mr/10 wmr; TEeXHiYHOT MOMW/IKW 3TigHO
no 10 n.2.4. posginy VI Hakazy
TabneTok MO3 Ykpainu Big,
y 6nicTepi, 26.08.2005p. Ne 426 (y
no3 pefakuii Hakasy MO3
6nictepn y Ykpainu Big 23.07.2015 p Ne
nauuj 460) y 3B'A3Ky i3

NpOonyLLEeHO NPUMITKO A0
nokasHuka «MikpobiosioriyHa
ynctoTa» Cneumndikauii MN3
Ha MOMEHT BMMYCKY, L0
[aHnin NOKa3HVK He
BUKOHYETbLCS PErynisipHo, K
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
Lie 3a3HayYeHo B MaTepianax
BMPOGHMKa. MomMuka
JonyLeHa npy nepeHeceHHi
Ta nepeknagi iHpopmadii 3
peecTpaviiHoro focke
(po3gin 3.2.P.5.1.
Cneuudpikauis). 3asHayeHe
BUNpaB/eHHS BignoBigae
marepianam peecTpauiiiHoro
[oCbe, SiKi npeAcTaBneHi B
apxisi (po3gin 3.2.P.5.1.
Creupndikauis).
131. | POSICTEP® rosuvastati | posysactatuH | C10B Tabnetku, AT YkpaiHa EnneH peuis BHECEHHS 3MiH 0 3a UA/20719/01/01
Ayo n and (y surnsgi AO6 BKPUTI "KMUIBCbKW dapmachbHoTi peecTpauinHux maTepiais: peyenmom
ezetimibe KasibLito NNiBKOBOIO n kan Ko. IHK. TexHiuHa nomwuska (3rigHo
po3yBactatuH 060/10HKO BITAMIHHU Haka3y MO3 Big 23.07.2015
y) Ta e3eTumi6 10, N0 5 " 3ABOA" Ne 460), BunpasneHHs
Mr/10 wmr; TEeXHIYHOT MOMW/IKU 3TigHO
no 10 n.2.4. posginy VI Hakazy
TabneTok MO3 Ykpainu Big,
y 6nicTepi, 26.08.2005p. Ne 426 (y
no3 pefakuii Hakasy MO3
6nictepn y Ykpainu Big 23.07.2015 p Ne
nauuj 460) y 3B'A3Ky i3
NpOonyLLEeHO NPUMITKO A0
nokasHuka «MikpobiosioriyHa
ynctoTa» Cneumndikauii MN3
Ha MOMEHT BMMYCKY, LU0
[aHni NOKa3HVK He
BUKOHYETBLCA PErynisipHo, K
Lie 3a3HayYeHo B MaTepianax
BMPOGHMKa. MomMuka
JonyLeHa npy nepeHeceHHi
Ta nepeknagi iHpopmadii 3
peecTpavwinHOro Aocbe
(po3gin 3.2.P.5.1.
Cneuudpikanis). 3asHayeHe
BUMNpaB/IEHHA BiANOBifae
marepianam peecTpauiiiHoro
[ocbe, SiKi npeacTaBneHi B
apxisi (po3gin 3.2.P.5.1.
Creupndikauisi).
132. | CEAABIT® - Cepasit® NO5C TabneTku, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 6e3 UA/7821/01/01
eKcTpakT M no 10 "Kuismegnp "Kuismegnp peecTpauiiHux maTepianis: peyenma
ryCcTuniA*, TabneTok enapart” enapar” 3MiHu | TUNY - 3MiHn 3
BiTaMiH B6 y 6nicTepi; AKocTi. A®l. CTabinbHICTb.
(nipngoKcuHy no 2 3miHa nepiofy NOBTOPHMX
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
rigpoxnopug), 6nictepu B BUNpo6yBaHb/nepiosy
BiTamiH PP nauuj 3 36epiraHHa abo ymoB
(HikoTMHaMIA); KapToHy 36epiraHHa Ad®l (3a
*CefaBiT® BiiCYTHOCTi y
eKCTpakT 3aTBEPMKEHOMY [OCLE
rycTuia cepTudikaTa BignoBiAHOCTI
MICTWTb: €Bponeiicbkili hapmakonei,
chnasoHoiaN, LLIO BK/IIOYAE nepios
eKcTparoBaHi NOBTOPHOrO BUNPOOYBaHHS)
eTaHosniom 35 (nepiog noBTOpPHOrO
% i3 CyMiLLi: BMNPOGYBaHHs/Nepios,
KOpeHeBWLLY 3 36epiraHHs) - 36iNbLUEHHS
KOpeHsaMU a60 BBeieHHA nepioy
BasiepiaHn (2 NMOBTOPHOTO
YyacTuHu), BMNpobyBaHHsA/nepiogy
nnoAis rnoay 36epiraHHs Ha OCHOBI
(2 yactuHm), pesynbTaTiB AOC/IIKEHDb Y
Tpasu peasibHoOMy Yaci -
3Bipo6oto (1 36i/IbLUEHHS TEPMIHY
4yacTuHa), npugaTtHocTi ans Ad|
nnMcTa M'aTn CepfiaBiT® eKCTpaKT rycTuii 3
nepuesoi (2 1 [0 2 pokKiB HA OCHOBI
4YacTuHW), pe3ynbTaTiB AOC/iAXKEHb Y
LUVLLIOK XMETHO peasibHOMy Yvaci.
(2 yacTuHu)
133. | CUMBACTAT | simvastati cvMBacTaTVH C10A TabneTku, AHaHTa Benvka MapkcaHc IHais BHECEeHHS 3MiH g0 3a He UA/14019/01/02
MH 20 n AO01 BKPUTI Megikeap BpuTaHis dapma /114, peecTpauiiiHux maTepiais: peuyenmom niossieae
AHAHTA nAiBKOBOO nra. 3MiHu | TURYy - 3MiHK WoA0
060/10HKO 6e3nekn/edeKTMBHOCTI Ta
10, no 20 hapmakoHarniagy. 3miHa y
Mmr no 14 KOPOTKIill xapaktepucTuui
TabneTok nikapcbKoro 3acoby, TEKCTi
y 6nicTepi; MapKyBaHHS Ta IHCTPYKLT
no 2 ANa MeguyHoro
6nictepn B 3aCTOCYBaHHS Ha MigcTasi
KapTOHHIi perynsipHo OHOB/IIOBAHOIO
Kopoo6ui 3BITY 3 6e3neku NikapcbKoro

3acoby, abo [oC/imKEHDb 3
6e3neky 3acTocyBaHHA
nikapcbkoro 3acoby B
nicnspeecTpauiiHuii nepiog,
ab60 AK pe3ynbTaT OLiHKM
3BiTY 3 AOCNILKEHD,
npoBefeHnX BignoBigHO A0
nnaHy negiaTpuyHnX
pocnigxenb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKL,i
ON19 MeAnYHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby B po3ain "B3aemopis
3 iHWMMM NliKapCbKUMKn
3acob6amu Ta iHwWi Buau
B3aeMOZiA" BiANOBIAHO A0
OHOBJIEHOT iHChopMmaLii 3
6e3nekun 4ityoi pevyoBUHN.
BBefieHHs1 3MiH npoTsArom 3-
X MicsiliB nicns
3aTBepmKeHHsA CynyTHS
3MiHa - 3MiHK Woa0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy.
BHeceHHs abo 3miHa(n) Ao
30060B'A3aHb Ta yMOB Bugaui
peecTpadiiiHoro
NOCBIAYEHHS, BK/OYAK0UM
MnaH ynpaeniHHA pu3nkamm
(iHWi 3MiHW) - 3assBHUKOM
HaJaHO OHOB/IEHWIA NNaH
ynpasniHHA pU3nKamu
Bepcis 2.0 3MiHM BHECEHO
[0 YacTuH: | «3aranbHa
iHchopmauis», V «3axoau 3
MiHiMi3aLii pu3nKiB»,

VI «Pestome nnaHy
ynpasniHHA pu3nkamu» VI
«jopatku» y 3B'A3KY i3
OHOB/IEHHSM pO3A4iny
"B3aemogisi 3 iHWMMKn
nikapcbknMmn 3acobamu Ta
iHWi BMAW B3aemogiii"
IHCTPYKLi 4S8 MeguyHoro
3acToCcyBaHHSA MiA3BiTHOIO
nikapcbKoro 3acooby,
BiANOBIAHO A0 iHdopMmaL;i 3
6e3neku Aitoyoi pevoBUHN
cumBacTaTuH (simvastatin),
BiANOBIAHO A0
pekomeHgauiin PRAC.
Pestome nnaHy ynpasniHHA
pu3nkamm Bepcisa 2.0
[oJa€eTbes.

134.

CUMBACTAT
H 40

simvastati
n

cnmBacTaTuH

C10A
A01

TabneTtku,
BKpUTI

AHaHTa
Megikeap

Benuka
BpuTaHis

MapkcaHc
Papma JITa.

IHais

BHECEHHS 3MiH [0
peecTpauiiHX MaTepiasis:

3a
peyenmom

He
nidssieae

UA/14019/01/03
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
AHAHTA NNiBKOBOO nra. 3MiHu | TUNYy - 3MiHK Woa0
060/10HKO 6e3nekn/etheKTUBHOCTI Ta
10, no 40 thapmakoHarnsgy. 3miHa 'y
Mmr no 14 KOPOTKIil XapakTepucTuLi
Tabnetok NiKapcbkoro 3acoby, TekcTi
y 6nicTepi; MapKyBaHHs Ta IHCTPYKLT
no 2 ONA MeauyHoro
6nictepn B 3aCTOCyBaHHSA Ha nigcTasi
KapTOHHIi perynsipHO OHOB/IHOBAHOTO
KopooLi 3BiTYy 3 6€3neku NikapcbKoro

3acoby, abo gocnigpkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B
nicnapeecTpaviiiHuii nepiog,
ab0 K pesyibTar OLiHKM
3BiTY 3 4OCNIMKEHD,
npoBefeHnxX BignoBigHO A0
nnaxy negjiaTpuyHnx
pocnigpkeHb (PIP) (3MiHY
Y3rOKEHO 3 KOMMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUT
015 MeuyHOro
3aCTOCYBaHHSA NiKapCcbKoro
3acoby B po3gain "B3aemogis
3 iHWMMK NiKapCbKMMu
3aco6amu Ta iHLWi BUan
B3aeMogijit" BignoBiAHO [0
OHOB/IEHOI iHChopmaLii 3
6e3neku gjtoyoi pevyoBUHU.
BBeneHHs 3MiH NpoTarom 3-
X MicauiB nicna
3aTBepmKkeHHsa CynyTHA
3MiHa - 3MiHK Woa0
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) oo
3060B'A3aHb Ta yMOB Bugadi
peecTpadiiHoro
NocBigYEHHS, BKIOYa0un
MnaH ynpaeniHHA pyu3nkamm
(iHLWi 3MiHW) - 3aA9BHUKOM
HafiaHO OHOB/IEHWIA NnaH
ynpasiHHA pu3nkamu
Bepcis 2.0 3mMiHM BHeceHO
[0 YacTuH: | «3arasibHa
iHcbopMmauis», V «3axoam 3
MiHiMi3aLii pu3nKiB»,
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
VI «Pe3tome nnaHy
ynpasniHHA pusnkamu» VI
«[lopatkv» y 3B'A3Ky i3
OHOBJIEHHAM pO34iny
"B3aemogis 3 iHWyMK
nikapcbknMn 3acobamu Ta
iHWi BMAW B3aemogiin”
IHCTPYKLii ANns MeguyHoro
3acTOCyBaHHSA Mif3BiTHOrO
nikapcbkoro 3acoby,
BiANOBIAHO A0 iHdopMmaL;i 3
6e3nekun 4ilo4oT pevoBUHN
cMMBacTaTuH (Simvastatin),
BIANOBIAHO A0
pekomeHpauiii PRAC.
Pestome nnaHy ynpasniHHA
pu3nkamm Bepcisa 2.0
[00a€ETbCA.
135. | CUHYMNPET® - BUCYLLEHI RO5X Tabnetku, BioHopuka HimeuyunH | nepBuHHe Ta | HimeyunHa BHECEHHS 3MiH 0 6e3 niossieae UA/4373/01/01
nikapcbki BKPUTI CE a BTOPUHHE peecTpauiiHx MaTepiasis: peyenma
poc/Hn y 060/10HKO nakyBaHHs, 3MmiHu | TUnY - 3MiHK 3
BUrNAA 10, No 25 KOHTPO/b Ta sIKoCTi. FOTOBWMIA NikapCbKuii
NMOPOLLKY: Tabnetok BMNYCK Cepil: 3aci6. KoHTposb
KOpeHs y 6nicTepi; BioHopuka [OMOMDKHMX PeYOBUH. 3MiHa
ropevasku no 2 CE, napameTpiB cneuudikawiii
(Radix 6nictepny HimeuuunHa; Ta/abo fonyCTUMUX MEX
Gentianae), KapTOHHIi Brpo6HMUTB AN LOMOMDKHOT pEYOBVHN
KBITOK Kopo6ui 0 in-bulk: (BUNy4YeHHs 3i cneuyudikauii
nepBoLBITY 3 PoTtTengop He3Ha4YHOro noKasHuka
YalleyKot h Papma (Hanpwvknag 3actapinoro
(Flores mM6X, NoKasHUKa))
Primulae cum HimeuuunHa; - Jeski napameTpu y
Calycibus), BiBenbxoBe cneuudikaLii po3unHy
Tpasu LLaB/o mM6X, 6a30B0ro 6yTM/ILOBAHOTO
(Herba HimeuuunHa; MeTaKpuIaTHOro
Rumicis), Nomadhapm Kononimepy 6ynn BU3HaHi
KBITOK GY3UHMN mM6X, 3acTapiziumu i Tomy
(Flores HimeyumHa; BW/TyY€eHi 3 MPONOHOBaHOI
Sambuci), nepBuHHe Ta cneuudikalii, a came:
Tpasu BTOPVHHE NOKa3HUK «PO3YMHHICTb.
Bep6eHM nakyBaHHs: BBefeHHs1 3mMiH npoTsArom 6-
(Herba PotTengop TV MicauiB nicns
Verbenae) ¢ dapma 3aTBEPAKEHHS.
v6X, 3MiHn | TUnY - 3MiHn 3
HimeuyuunHa; AKocTi. [oTOBWIA NikapCbkuii
BiBenbxoBe 3aci6. KoHTposib
v6X, [OMOMDKHMX PEYOBMH. 3MiHa
HimeyumHa; napameTpiB cneundikauii
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
Ta/abo [oMyCTUMUX MEX
A9 AONOMDKHOT pEYOBUHU

(BUNyYeHHs 3i cneumndikawi

He3Ha4yHOro NokasHvka
(Hanpwknag 3actapinoro
nokasHukay))
- feski napameTpun y
cneuudikaLii po3yunHy
6a30B0ro 6yTnILOBAHOIO
MeTakpunaTHoro
Kononimepy 6ysin BU3HaHI
3acTapinumu i Tomy
BW/IyY€EHi 3 MPOMNOHOBAHOT
cneundikauii, a came:
NOKa3HUK «Badkki meTann».
BBefeHHs 3MiH NpoTArom 6-
Tn Micauis nicns
3aTBEPMKEHHS.
3MiHu | TUnNY - 3MiHK 3
AKocTi. FOTOBUMIA Nikapcbkuii
3aci6. KoHTposnb
[O0NOMDKHMX pevoBUH. 3MiHa
napameTpiB cneuudikaLii
Ta/abo [oMyCTUMUX MeX
0151 LONOMIXHOI pevoBUHU
(BUNyYeHHS 3i cneumdikaui
He3HauHOro NokKasHvkKa
(Hanpuknag, 3actapinoro
noKasHuKa))
- feski napameTpun y
crneuudikaLii po3unHy
6a30B0ro 6yTM/ILOBAHOTO
MeTaKkpuIaTHoro
Kononimepy 6ysm BU3HaHi
3acTapisimmm i Tomy
BWJ/Ty4Y€eHi 3 MPONOHOBaHOI
crneundikauii, a came:
MOKA3HWNK «3HaUYEHHS Nyry».
BeeeHHs1 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBepMKEHHSA. 3MiHK | Tuny
- 3MiHK 3 aKocCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEeYOBUH. 3MiHa
napameTpiB cneundikaui
Ta/abo fonyCTUMUX MEX
A9 AONOMDKHOT PEYOBUHU

(BUNy4YeHHs 3i cneundikauii
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

He3Ha4yHOro NokKasHvka
(Hanpwknag 3actapinoro
nokasHuka)) - Aeski
napameTpu y crneuudikadii
pO34MHy 6a30BOro
6yTVNbOBAHOIO
MeTakpunaTHoro
Kononimepy 6ysin BU3HaHI
3acTapinumu i Tomy
BW/IyY€EHi 3 MPOMNOHOBAHOT
cneundikauii, a came:
nokasHuK «36epiraHHs».
BBefeHHs 3MiH NpoTArom 6-
Tn Micauis nicns
3aTBepMKEHHA. 3MiHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEeYOBUH. 3MiHa
napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX
41151 LOMOMDKHOT PEYOBVHN
(iHWi 3miHW) - Cneumdikauis
CyMiLLi JONOMDKHUX PEYOBUH
Ha OCHOBI PO34MHY
6yTNNbOBAHOIO
MeTakpuIaTHoro
kononimepy «EUDRAGIT®
E12,5», Wo
BUKOPWUCTOBYETLCA AN151
HaHeCeHHS NPOMIXHOTo
NMiBKOBOro NOKPUTTA Nepes
hopmyBaHHAM hiHaIbHOT
060/10HKM CUHYNpeT,
TabneTku, BugaHa
noctavasbHukom Evonik
Operations GmbH, 6yna
3aMiHeHa cneuudikadieto,
BWAAHOI0 KOMMNaHIE
Bionorica SE. BBegeHHs
3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepipKeHHs. 3MiHN
| TMINY - 3MiHW 3 AKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii.
3MiHW, NoB'A3aHi 3
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
HEeOo6XiJHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0

MoHorpadii 4PY abo
€Bponeiicbkoi hapmakoner,
ab0 iHLWOoi HalioHaIbHOT
thapmakonei gepxasu €C
(3miHa y cneumdikauisx,
nos'sa3aHa 3i 3miHamu B
Loy, abo €Bponeiicbkili
hapmakonei, abo iHLwii
HavioHasbHIl hapmakonei
aepxasu €C) - Kputepiii
NPUAHATHOCTI ANA
napameTtpa «MornnHaHHa» y
cneuudikauii cymiwi
[OMOMiXXKHUX PEYOBUH
«P0O34/H OCHOBHOrO
6yTVNbOBAHOIO
MeTakpunaTHoro
kononimepy» ans rN3, 6yno
aganToBaHo BiAMOBIAHO A0
MoHorpadii €Bponeicbkoi
thapmakonei 1975 poky
«OCHOBHWI BYTUTbOBaHWI
MeTakpuIaTHWiA
Kononimep». BBeAeHHS 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBepKEHHS. 3MiHu | Tuny
- 3MiHu Wwogo
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi
3MiHM) 3MiHV BHECEHO B
IHCTPYKLi0 ANS MeAnyYHOro
3aCTOCYBaHHSA NiKapcbKoro
3aco6y A0 po3gainy «Mo6iyHi
peakujii» LWoA0 3BiTyBaHHSA
npo no6iyHi peakuii.
IHCTPYKUiA AN MeanYHOro
3aCTOCYBaHHSA NiKapCbKoro

3acoby (eCTD Bepcis 0002)
BBefieHHs1 3MiH npoTArom 6-
TV MicauiB nicnsa
3aTBepKEHHS. 3MiHu | Tuny
- 3MiHK 3 iKOCTi. FOTOBMWIA
nikapcbknii 3aci6. (iHwWi
3MiHK) - NprBeaeHHs
MeTogjiB KOHTPO/IO AKOCTI

nikapcbKoro 3acoby




213
Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BifNOBIAHO A0 AepXaBHOI
MOBW, & caMe YKpaiHCbKOI.

OHOB/IEHHS MeToAIB
KOHTPO/IO AKOCTI
nikapcbKoro 3acoby.
BeeeHHs1 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBepMKEHHSA. 3MiHK | Tuny
- 3MiHK 3 aKocCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEEHHSA [,OAATKOBOT
LOiNbHULI BUPOBHULTBA A5
4acTUHK abo BCbLOrO
BMPOGHMYOro npouecy
rOTOBOrO /iKapCbKOro
3acoby (AinbHULA, Ha SKi
npoBoAATLCS 6y Ab-SKi
BMpOOHUYI cTagjl, 3a
BWHATKOM BUMYCKY Cepil,
KOHTPOJTHO AKOCTI,
NepPBUHHOTO Ta BTOPMHHOIO
nakyBaHHs1, 415
HeCTepUIbHNX NiKapCbKnxX
3aco6iB) KomnaHis
Lomapharm GmbH 6yna
fojaHa sk JoAaTkoBuii
BMPOGHMYMIA MaifaHumK in-
bulk gns BUrotoBNEeHHsA
npenaparty. BeefjeHHs 3mMiH
NPOTArom 6-Tu MicALiB nicns
3aTBepAKeHHA. OHOoBNeHa
Bepcis MKA N3 (eCTD
0003). 3MmiHu Il TUnNy - 3MiHK
3 aKocCTi. 3MiHK o
peecTpadiiHoro
NnocBigYeHHA BHACNIA0K
IHLLUX PErynsATOpHUX
npoueayp (iHwWi 3miHW) -
3MiHM Mogyns 3
peecTpaviiHoro 4ocke
(3MiHM B S-yacTuHi Ta P-
4YacTUHI) NojaHi i3 MeToto
rapmoHisauii Mogynsa 3 i3
[0CbE BMPOBHNKA.
BBefeHHs 3MiH NpoTArom 6-
Tn Micauis nicns

3aTBEPKEHHS.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
136. | CONMNAAEIH paracetam | napauetamon, | NO2B Tabnetkun XaneoH FOK Benvka XaneoH Ipnangis BHECEHHS 3MiH 0 3a He UA/4740/01/01
ol KogheiH, E51 PO3UNHHI; Tpeiginr BputaHis Alipneng, peecTpaujiiHix maTepianis: peyernmom nionsi2ae
combinatio | kogeiHy no 2 Nimiteq [aHrapsaH 3MiHn | TURY - 3MiHK WoAao
ns excl. hocchaty Tabnetkun NimiTeq 6e3nekn/etheKTUBHOCTI Ta
psycholept | remirigpat y cTpuni; hapmakoHarniagy. 3miHa y
ics no 6 KOPOTKIill XapakTepucTuui
cTpunis y NiKapcbKoro 3acoby, TeKCTi
KapTOHHii MapKyBaHHS Ta IHCTPYKLT
Kopoo6Ui 0N MeguyHoro
3acToCyBaHHA Ha niacrasi
perynsipHo OHOB/IOBAHOTO
3BITYy 3 6e3neku NikapcbKoro
3acoby, abo gocnigpkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B
nicnsipeecTpauiiiHuii nepiog,
ab60 AK pe3ybTaT OLiHKM
3BITY 3 JOCNIXKEHD,
npoBeAeHVX BignoBigHoO A0
nnaHy negiaTpuyHnux
pocnigxeHs (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOBaXEHVNM OpraHoM)-
3MiHM BHECEHO B IHCTPYKLiO
ONA MeauyHoro
3acToCyBaHHSA Nikapcbkoro
3acoby Jo po3ainis
"B3aemogis 3 iHWMmn
nikapcbknumy 3acobamu Ta
iHLWIi BUAW B3aemogijin”,
"Oco6nmnBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta go3un",
"Mo6iyHi peakuii" BigNoBigHO
[0 OHOB/EHOT iHdhopMmaLi
oo 6e3nekn
3acTOCyBaHHSA Aitoyoi
PEeYOBUHM 3rigHO 3
pekomeHgauieto PRAC.
137. | CONMMNANTIH paracetam | napauetamon, | NO2B Kancynm; TOBAPUCT YKpaiHa ToBapucTeo YKpaiHa BHECEHHS 3MiH 0 3a He UA/12311/01/01
ol, KogoeiH, E51 no 10 BO 3 3 peecTpauiiHx MaTepiasis: peyenmom nionsieae
combinatio | kogeiHy Kancyny OBMEXXEH o6MexeHo 3MiHn | TURY - 3MiHN WoAao
ns excl. hocchaty 6nictepi; oK Bignosiganb 6e3nekn/eheKTUBHOCTI Ta
Psycholep | xewmirigpat nol BIAMNOBIOA HiCTtO hapmakoHarnagy. 3miHa y
tics 6nictepy y NbHICTHO "XapkiBcbke KOPOTKIill XapakTepucTuui
Kopobui 3 «KOPIMOPA hapmavuesT NikapcbKOro 3acoby, TEKCTi
KapToHYy LA N4yHe MapKyBaHHS Ta IHCTPYKLT
«3[10POB’A nignpuemMcTs 019 MenYHOro
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
» 0 "3p0poB'a 3aCTOCYBaHHsA Ha MigcTasi
Hapoay" perynsapHo OHOB/1OBAHOIoO
3BITYy 3 6e3neku NikapcbKoro
3acoby, abo gocnigpkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B
nicnsipeecTpauiiiHuii nepiog,
ab60 AK pe3ynbTaT OLiHKM
3BITY 3 JOCAIAXKEHD,
npoBeeHVX BignoBigHo A0
nnaHy negiaTpuyHnx
pocnigxeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHoMm) -
3MiHM BHECEHO B IHCTPYKLitO
ONA MeauyHoro
3acToCyBaHHSA Nikapcbkoro
3acoby Jo po3ainis
"B3aemogis 3 iHWMmn
nikapcbknumy 3acobamm Ta
iHLWi BUAM B3aEMogiii.",
"Oco6nmnBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta go3un",
"Mo6iuHi peakuii" BigNoBigHO
[0 OHOB/EHOT iHdhopMmaLi 3
6e3nekv 3acTocyBaHHs
Lir040T pevyoBuHU
NikapcbKoro 3acoby
138. | CNA3BMOBAK | Phlorogluc | dnoporntounH | AO3A pO34nH LWAPMEP ITanisa OONNENb ITania BHECEHHS 3MiH 0 3a UA/20005/01/01
C inol ony purigpat X12 ans C.N.A. PAPMALIEY peecTpauiiiHux maTepiaiis: peuyenmom
iH'eKw;iin, TiLl C.PJ. 3MiHn | TURY - 3MiHK LWoAao
40 vr/ 4 6e3nekn/edeKTMBHOCTI Ta
M/ no 4 hapmakoHarnagy. 3miHa
M/ B yacToTy Ta/abo TepMmiHiB
amnyi; no nofJaHHA perynspHo
10 amnyn OHOB/IOBaHWX 3BITIB 3
y 6e3nekn nikapcbknx 3acobis.
KOHTYPHIl 3MiHM YacTOTH Ta TEPMIHIB
YapyHKOoBi nojaHHA perynsapHo
n OHOB/IOBAHOrO 3BITY 3
ynakoBLi; 6esneku.
nol [itova pepakuis: MNMogaHHa
KOHTYpPHili perynsapHo OHOBJ/THOBAHOIO
YapyHKOBI 3BITY 3 6e3neku 3
1 ynakoBui nepiognYHICTIO Bi4NOBIAHO
y [0 nignyHkTy 1 nyHkTy 2

KapPTOHHI

rnaesu 3 po3sginy V Mopsiaky
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

KopooLi

3[iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOIO HaKka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi rocTuULil
YkpaiHu 29 ciuHs 2007 poky
3a Ne 73/13340 (3i 3miHamn).
MponoHoBaHa pepakuis:
YacToTa nogaHHs
perynsipHO OHOB/IIOBAHOIO
3BITY 3 6e3mnekn 3 poku.
KiHueBa gata ans
BK/TIOYEHHS AaHUX [0
perynsipHo OHOB/IOBAHOTO
3BITYy 3 6e3nekn —
30.09.2027. faTa nofaHHs -
29.12.2027.
PekomeHgoBaHo [0
3aTBEpPKEHHA BiANOBIAHO
[0 NepioguyYHOCTI NoAaHHSA
perynsipHo OHOBJIIOBAHNX
3BITiB 3 6e3neKku Nikapcbknx
3acobis y EC.

139.

CNA3MOBAK
C OPO

dhnoporauvH
ony purigpart,
1,3,5-
TprMeToKcnbe
H30N

AO03A
X12

Tabnetku;
no 10
TabneTok
y 6nicTepi;
no 2
6nictepn y
KapTOHHIi
Kopo6ui

LUAPTIEP
C.NA.

ITanis

JNONNENb
GAPMALIEY
TILI C.P.N.

ITanis

BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiais:
3MiHn | TURY - 3MiHK LWoAao
6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnagy. 3miHa
YyacToTu Ta/abo TepMiHiB
nofJaHHA perynspHo
OHOB/IIOBAHNX 3BITIB 3
6e3nekun Nnikapcbkux 3acobis
- 3MiHM YacTOTU Ta TEPMIHIB
nojaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3neku.

[itova pepakuis: MNogaHHa
perynsipHoO OHOB/IOBAHOTO
3BITY 3 6e3neku 3
nepiognYHICTIO Bi4NOBIAHO
[0 nignyHkTy 1 nyHkTy 2
rnasu 3 po3giny V Mopsaaky
3[iiCHEHHS
dhapmakoHarnsgy,
3aTBEPAKEHOIO HaKa3oM

3a
peyenmom

UA/20406/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi rocTuULii
YkpaiHu 29 ciyHs 2007 poky
3a Ne 73/13340 (3i 3miHamn).
MponoHoBaHa pepakuis:
YacToTa nogaHHs
perynsipHo OHOB/IIOBAHOIO
3BITY 3 6e3mnekn 3 poku.
KiHueBa gata ans
BK/TIOYEHHS AaHUX [0
perynsipHo OHOB/IOBAHOTO
3BITYy 3 6e3nekn —
30.09.2027
[arta nogaHHsa - 29.12.2027
PekomeHgoBaHo [0
3aTBEpPKEHHSA BiANOBIAHO
[0 NepioguyHOCTi NoAaHHSA
perynsipHO OHOBJIIOBAHWX
3BITiB 3 6e3neKku Nikapcbknx
3acobis y EC.
140. | CYMETPO/I sulfameth cynbameTok | JO1EE | Tabnetku 3AT YropwuHa 3AT YropuHa BHECEHHS 3MiH 0 3a He UA/3194/02/01
M® oxazole cason Ta 01 no 400 dapmavresT PapmauesT peecTpauiiiHux maTepiaiis: peuyenmom niossieae
and TpUmMeTonpum mr/80 mr; WNYHW 3aB0[ WNYHWIA 3aBOJ, 3MiHn | TURY - 3MiHK LWoAao
trimethopri no 10 ErFIC ErFIC 6e3nekn/edeKTMBHOCTI Ta
m Tabnetok hapmakoHarnagy (iHwi
y 6nicTepi; 3MiHKM). 3MiHWN BHECEHO B
no 2 IHCTpYKLil0 ANS MeanyYHOro
6nictepn y 3acToCyBaHHSA NikapcbKoro
KapTOHHIi 3aco6y B po3gin "MNobiyHi
Kopoo6Li peakuji" BignoBsigHo A0

OHOB/EHOT iHhopMaLii LWwoao
6e3nekn 3acTocyBaHHs
Ailounx pevyoBuH. TepMmiH
BBE[EHHS 3MiH - NPOTArom 6
MicsuiB nicns
3aTBepMKEHHSA. 3MiHu | Tuny
- 3MiHM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi
3MiHuM). 3MiHMN BHECEHO B
IHCTPYKLi0 ANS MenyHOro
3aCTOCYBaHHSA NiKapCcbKoro
3acoby B po3ain "MobiyHi
peakuii" WoAo BaXx/IMBOCTI
3BiTyBaHHS NPO Nigo3poBaHi
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
no6iyHi peakuji. TepMiH
BBE/lEHHS 3MiH - NPOTArom 6
MicsiliB nicns
3aTBEPAKEHHS.
141. | TAHTOPUC Benzydam | 6eH3unpgamiHy AO01A cnpeii gns | ToBapucTso YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 Ges nionsi2ae UA/20815/01/01
ine rigpoxnopug, D02 poToBOi 3 "XIMOAPM3 peecTpauiiiHux maTepiaiis: peyenma
NOPOXHUH 06MEXEHO ABO/[ 3MiHu | TUNYy - 3MiHK WoA0
ni5 Bignosiganib "YEPBOHA 6e3nekn/edheKTMBHOCTI Ta
mr/mMn, no HicTIo 3IPKA" thapmakoHarnsagy. 3miHu y
30mMny «KoHapk KOpOTKili XapakTepucTuui
chnakoHi 3i IHTenven» NiKapcbKOro 3acoby, TeKCTi
cnpeii- MapKyBaHHs! Ta IHCTPYKLUiT
Hacocom ONA MeauyHOro
Ta 3aCTOCyBaHHSA
Hacafkor reHepuyHuX/ribpngHnx/6iono
NOBOPOTH Li6HMX NiKapCcbkMX 3ac06iB
o, nol nicns BHeCeHHs Tiel camoi
chnakoHy y 3MiHV Ha pedhepeHTHWi
nauui npenapar (3MiHa He
noTpebye HagaHHS XOLHMX
HOBWX AOAATKOBUX AaHUX).
3MiHV BHECEHO B IHCTPYKLO
015 MegNyHOro
3aCTOCYBaHHS NiKapCcbKoro
3acoby Ao po3gainy
«3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs
rpyaato» BignosigHo 00
iHhopmalii pechbepeHTHOro
nikapcbKoro 3acoby TaHTym
Bepane® , cnipeii ans
POTOBOT MOPOXHUHMN.
BeefieHHs1 3MiH npoTsrom 6-
TV MicAuiB nicnsa
3aTBEPKEHHS.
142. | TEBAHTUH® | gabapenti rabaneHTuH NO2B Kancynm BAT YropwumHa BAT YropwwmHa BHECEHHS 3MiH 0 3a UA/3421/01/02
n FO1 no 300 wr; "leneoH "TepeoH peecTpauiiiHux maTepianis: peyenmom
no 10 PixTep" PixTep" 3MiHu | TURY - 3MiHK 3
Kancyny AKocTi. CepTudikat
6nictepi; BignosigHOCTI/TE-
no 5 a6o cepTudikat BiANOBIAHOCTI
10 €Bponeiicbkii
6nictepis thapmaxonei/MoHorpadii.
y MopaHHA HOBOro abo
KapTOHHIi OHOBJIEHOTO cepTudikaTa
ynakoBLii BignoBigHOCTI abo

BWIYYEHHS cepTudiikaTa
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BiANOBIAHOCTI EBpoNechkili
thapmakonei: gns A®l; ana
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPWUCTOBYHOTBCSA Y
BUPOGHMLUTBI A®I; ans
[0MOMIDKHOT peYOBUHN
(cepTudhikaT BigNoBIgHOCTI
€Bponeiicbkil hapmakonei)
- OHOBNEHWIA cepTUdikat
Bif] y)Xe 3aTBepHKeHOro
BMPOGHMKA - NOAaHHSA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONenchbkili
thapmakonei CEP 2011-330-
Rev 05 Big, 3aTBEpPAKEHOMO
BMpo6HMKa Hikal Limited
0N Ai040T peyYoBUHU
rabaneHTVH B 3B'A3KY 3i
3MiHOW NiMITY ANns
nokasHWKa MeTaHonN
(3aTBepaxeHo: CEP 2011-
330-Rev 04 meTaHon: He
6inbLlue 250 ppm;
3anponoHosaHo: CEP 2011-
330-Rev 05 meTaHon: He
6isbwe 500 ppm;).
143. | TENIMICTA telmisarta | TenmicaptaH Cco9C TabneTkn KPKA, a.4., CnoBeHia | BUPOOHULTB CnoseHis/ BHECEHHS 3MiH [0 3a He UA/13210/01/02
n A07 no 40 wr; HoBo mecTo o0 "in bulk", Monbwa/ peecTpauiiiHux maTepiasiis: peyenmom nionsizae
no7 nepBrHHe Ta IHais 3MiHu | TUNYy - 3MiHK Woa0
Tabnetok BTOPUHHE 6e3nekn/eheKkTUBHOCTI Ta
y 6nicTepi; nakyBaHHs, thapmakoHarnsgy. 3miHa 'y
no 2,4 KOHTpO/b Ta KOpOTKili XapakTepucTui
abo 8 BUMYCK Cepii: NiKapCcbKOro 3acoby, TEKCTi
6nicTepis KPKA, o.4., MapKyBaHHs Ta IHCTPYKLUiT
y HoBo mecTo, ONA MeanyHOro
KapTOHHIi CnoBeHis; 3aCTOCyBaHHSA Ha MigcTasi
KOpoo6L; BVPOGHMLTB perynsipHoO OHOB/IHOBAHOTO
no 10 0 "in bulk", 3BiTy 3 6e3nekun NiKapcbkoro
TabneTok nepBuHHE Ta 3acoby, abo focnigKeHb 3
y 6nicTepi; BTOPUHHE 6e3nekn 3acTocyBaHHS
no 3 abo 6 nakyBaHHS, niKkapcbKoro 3acoby B
6nicTepis KOHTPO/b Ta nicnspeecTpauiinHuii nepiog,
y BUMYCK Cepii: ab0 K pesynibTar OLiHKM
KapTOHHIi KPKA 3BiTY 3 LOCNIKEHD,
Kopoo6ui Monbwa npoBefeHnX BignoBigHO A0
Cn.3 0.0, naaHy negjiaTpuyHnx
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
Monbua; pocnipxeHb (PIP) (iHwi
KOHTPO/1b 3MiHK) 3MiHM BHECEHO A0
cepii: IHCTPYKL|i 45 MeguyHoro
Nab6eHa 3aCTOCYBaHHSA NiKapcbKoro
0.0.0., 3acoby Ao po3giny "MobiyHi
CnoBeHis; peakuji" BignoBsigHo A0
KOHTPO/b OHOBJIEHOT iH(hopMaLi 3
cepii: 6e3nekn 3acTocyBaHHs
Hewwen Aitoyoi pevoBnHU. TepMiH
Ne6opaTopi BBEJEHHS 3MiH - MPOTAroM 6
0B Xenc MicsuiB nicns
EHBalipoHm 3aTBEPMHKEHHS.
eHT EHg
oy
(HN30X),
CnoseHia
KOHTPO/Ib
cepii:
Kemina6
4.0.0.,
CnoseHis;
BUPOGHMLTB
0 «in bulk»,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Naypyc
Na6e
Nimiten,
IHgis
144. | TENMICTA telmisarta TenmicapTaH C09C TabneTtku KPKA, a.4., CnoseHis BUPOGHMLTB CnoseHis/ BHECEHHS 3MiH 0 3a He UA/13210/01/03
n AQ7 no 80 wmr; HoBso mecTo 0 "in bulk", MonbLa/ peecTpauiiHX MaTepiasis: peyenmom nionsieae
no7 nepBuUHHe Ta IHais 3MiHn | TURY - 3MiHN WoAao
Tabnetok BTOPWUHHE 6e3nekn/eheKTUBHOCTI Ta
y 6nicTepi; nakyBaHHs, thapmakoHarnsagy. 3miHa 'y
no2,4 KOHTPO/b Ta KOPOTKIill XapakTepucTuui
a6o 8 BMNYCK cepil: NiKapcbKoro 3acoby, TekcTi
6nicTepis KPKA, a.4., MapKyBaHHS Ta IHCTPYKLT
y HoBo mecTo, ON8 MeguyHOro
KapTOHHIi CnoBeHis; 3acToCyBaHHA Ha niacTasi
KOpoo6L; BVPOGHWLTB perynsapHoO OHOB/IOBAHOIO
no 10 o0 "in bulk", 3BiTYy 3 6€3neku NikapcbKoro
Tabnetok nepBrHHE Ta 3acoby, abo gocnimkeHnb 3
y 6nicTepi; BTOPWHHE 6e3Mekn 3aCTOCyBaHHS
no 3 abo 6 nakyBaHHs, nikapcbkoro 3acoby B
6nictepis KOHTPO/b Ta nicnsipeecTpauiiiHuii nepiog,
y BUMYCK Cepii: ab0 K pesynbTar OLiHKK
KapPTOHHI KPKA 3BiTY 3 AOCNIMKEHD,
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
KopooLi Monbwa npoBeAeHVX BignoBigHoO A0
Cn.3 0.0, nnaHy negiaTpuyHnux
MonbLya; pocnigpkeHs (PIP) (iHwi
KOHTPO/b 3MiHM) 3MiHV BHECeHo A0
cepii: IHCTPYKLi ANs MeguyHoro
Nabena 3aCTOCYBaHHSA NiKapCcbKoro
n.0.0., 3acoby o po3giny "MobiyHi
CnoBeHis; peakuii" BignosigHo A0
KOHTPO/Tb OHOBJIEHOT iHChopMmaLii 3
cepii: 6e3nekn 3acToCyBaHHS
HewHen Aitoyoi pevoBnHN. TepMiH
Ne6opaTtopi BBE/EHHS 3MiH - NPOTArom 6
0B Xenc MicaLiB nicns
EHBalipoHMm 3aTBEPKEHHS.
eHT EHp,
dyn
(HN30X),
CnoseHis
KOHTPO/b
cepii:
Kemina6
4.0.0.,
CnoBeHisi;
BVPOGHMLTB
0 «in bulk»,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
Naypyc
Na6e
Nimites,
IHain
145. | TENMNPEC telmisarta | TenmicaptaH Cco9C Tabnetkun AT YkpaiHa MoBHwWiA Icnanis BHECEHHS 3MiH 0 3a He UA/15893/01/02
n A07 no 40 wmr, "papmak” LK peecTpauiiiHux maTepiais: peuyenmom niossieae
no 14 BVPOGHWLTB 3MiHn | TURY - 3MiHK LWoAao
TabneTok a, BunycK 6e3nekn/edeKTMBHOCTI Ta
y 6nicTepi; cepii: hapmakoHarniagy. 3miHa y
no 2 a6o NABOPATO KOPOTKIill xapaktepucTuui
no7 PIOC nikapcbKoro 3acoby, TEKCTi
6nictepis NIKOHCA, MapKyBaHHS Ta IHCTPYKLT
y CA, ANA MegnyHoro
KapTOHHIi Icnanis; 3aCTOCYBaHHS Ha MigcTasi
nauui KoHTponb perynsipHo OHOB/IIOBAHOIO
SKOCTI: 3BiTy 3 6€3neKn NiKapcbkoro
NTABOPATO 3acoby, abo [OoC/iMKEHDb 3
PIO 6e3rnekn 3aCToCyBaHHsA
EUEBAPHE, NiKapcbKoro 3acoby B
C.A., IcnaHis nicisipeecTpauiiiuii nepiog,
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
ab0 AK pe3ynbTaT OLiHK/
3BiTY 3 AOCNILKEHD,
npoBefeHnX BignoBigHO A0
nnaHy negjiaTpuyHnX
pocnigxeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHom)
3MiHM BHECEHO B IHCTPYKLiitO
ON19 MeAnYHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby B po3ain "MobiyHi
peakuji" BignoBsigHo A0
OHOBJIEHOT iHGhopMaLi 3
6e3nekn 3acTocyBaHHs
LitoY0T peyoBuHN
nikapcbkoro 3acoby. TepmiH
BBE[EHHS 3MiH - NPOTArom 6
MicsliB nicns
3aTBEPAKEHHS.
146. | TENMNPEC telmisarta | TenmicaptaH co9C TabneTkun AT YkpaiHa MoBHWiA Icnanis BHECEHHS 3MiH [0 3a He UA/15893/01/03
n A07 no 80 wr, "®apmak” LMK peecTpauiiiHux maTepiasiis: peyenmom nionsizae
no 14 BUPOGHMLTB 3MiHu | TUNYy - 3MiHK Woa0
Tabnetok a, BUNycK 6e3nekn/etheKkTUBHOCTI Ta
y 6nicTepi; cepii: thapmakoHarnsgy. 3miHa 'y
no 2 aéo NABOPATO KOPOTKIill XapakTepucTuLi
no7 PIOC NiKapcbKoro 3acoby, TeKCTi
6nicTepis NIKOHCA, MapKyBaHHs Ta IHCTPYKLUiT
y C.A., AN19 MefnyHoro
KapTOHHIi Icnanis; 3aCTOCyBaHHSA Ha MigcTasi
nauui KoHTposb perynsipHO OHOB/II0BAHOTO
AKOCTI: 3BiTYy 3 6e3nekun NiKapcbkoro
NNTABOPATO 3acoby, abo gocnigpkeHnb 3
PIO 6e3nekn 3acTocyBaHHS
EUEBAPHE, niKkapcbKoro 3acoby B
C.A., IcnaHist nicnapeecTpauiiiuii nepiog,

ab0 K pesynbTar OLiHKM
3BiTY 3 4OCNIKEHD,
npoBefeHnX BignoBigHO A0
nnaxy negjiaTpuyHnX
pocnigpkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHW BHECEHO B iHCTPYKLO
015 MegNyHOro
3aCTOCYBaHHSA NiKapCcbKoro
3acoby B po3ain "MobiyHi
peakuji" BignoBsigHo A0
OHOBJIEHOI iHGhopMaLi 3
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
6e3neky 3acTocyBaHHA
Lir040i pevyoBuHN
nikapcbkoro 3acoby. TepmiH
BBEJEHHS 3MiH - NPOTArom 6
MicsauiB nicns
3aTBEPMKEHHS.
147. | TENNPEC telmisarta TenmicapTaH Co09C TabneTtku AT YkpaiHa MoBHwWiA IcnaHis BHECEHHS 3MiH 0 3a He UA/15893/01/01
n AQ7 no 20 wmr, "Papmak” LMK peecTpauiiHnx MaTepiais: peyenmom nionsieae
no 14 BVPOGHMLTB 3MiHn | TURY - 3MiHK WoAao
Tabnetok a, BUNyckK 6e3nekn/etheKkTUBHOCTI Ta
y 6nicTepi; cepii: hapmakoHarniagy. 3miHa y
no 2 abo NABOPATO KOPOTKIill XapakTepucTuui
no7 PIOC NiKapcbKoro 3acoby, TekcTi
6nicTepis NIKOHCA, MapKyBaHHS Ta IHCTPYKLT
y C.A, ON8 MeguyHOro
KapTOHHIl IcnaHis; 3acToCyBaHHA Ha niacTasi
nauui KoHTposb perynsipHoO OHOB/HOBAHOTO
AKOCTI: 3BITYy 3 6€3neku NikapcbKoro
NABOPATO 3acoby, abo gocnigpkeHb 3
PIO 6e3nekn 3acTocyBaHHs
EYEBAPHE, nikapcbkoro 3acoby B
C.A., IcnaHis nicnsipeecTpauiiiHuii nepiog,
ab60 AK pe3ynbTaT OLiHKM
3BITY 3 JOCAIXKEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negiaTpuyHnx
pocnigxeHs (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHVIM OpPraHoM)
3MiHM BHECEHO B IHCTPYKLiO
ONA MeauyHOro
3aCTOCyBaHHS Nikapcbkoro
3aco6y B po3gin “MNo6ivHi
peaxui™ BignoBigHo A0
OHOB/IEHOI iHChopmaLii 3
6e3neky 3acTocyBaHHA
Lir040T pevyoBuHN
nikapcbkoro 3acoby. TepmiH
BBEJEHHS 3MiH - NPOTArom 6
MicaLiB nicns
3aTBEPMKEHHS.
148. | TEPMIAON ibuprofen ibynpodeH MO1A Kancynm AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 6e3 UA/18326/01/01
EO01 M'sAKi Mo "KNIBCbKU "KMIBCbKW peecTpaujiiHux MaTepianis: peuenma
200 wmr, no " 7 3MiHu | TUny - 3MiHK 3
10 kancyn BITAMIHHW BITAMIHHW AKocTi. CepTudikat
y 6nicTepi; | 1 3ABOA" " 3ABOA" BignoBigHocTi/IE-
no 1 a6o cepTudikaTt BiANOBIAHOCTI
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
no 3 €Bponeiicbkiii
6nictepn y hapmakonei/moHorpadii.
naJui; no MopgaHHA HOBOro abo
12 kancyn OHOB/IEHOrO cepTudikaTa
y 6nicTepi; BiAgnosigHocTi abo
no 3 BUyYEHHS cepTudikata
6nictepn y BiANOBIAHOCTI EBpoNechkili
nauuj thapmakonei: gns A®l; ana
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPWUCTOBYHOTBCSA Y
BUPOGHMUTBI A®I; Ans
[0MNOMIKHOT pEYOBUHN
(cepTudhikaT BignoBIgHOCTI
€Bponeiicbkili hapmakonei)
- OHOBNEHWIA cepTUdikat
Bif] y)Xe 3aTBepKeHOro
BUpPOGHMKa. MogaHHA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONechbkili
thapmakonei (3aTBepaKeHo:
R1-CEP 2002-099-Rev 07;
3anponoHosaHo: CEP 2002-
099-Rev 08) ans Adl
I6ynpocbeH Big, BXe
3aTBEPKEHOI0 BUPOBGHMKA
"Hubei Biocause Heilen
Pharmaceutical Co, Ltd.",
Kutaii.
149. | TEPMIAON ibuprofen ibynpodpeH MO1A Kancynm AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 6e3 UA/18326/01/02
EO1 M'sIKi N0 "KNIBCbKW "KNIBCbKW peecTpaujiiHux maTepianis: peyenma
400 mr, no " " 3MiHu | TUnY - 3MiHN 3
10 kancyn BITAMIHHW BITAMIHHW AKocTi. CepTudikar
y 6nictepi; | ¥ 3ABOA" " 3ABOA" BignosigHocTi/lE-
no 1 a6o cepTudikaTt BiAMNOBIAHOCTI
no 3 €Bponeiicbkiii
6nictepn y thapmakonei/moHorpadii.
nadui; no MopgaHHA HoBOro abo
12 kancyn OHOBJIEHOTO cepTudikaTa
y 6nicTepi; BignoBigHOCTI abo
no 3 BUyYEHHS cepTudikata
6nictepn y BiANOBIAHOCTI EBponeichkili
nauuj thapmakonei: gna A®l; ana

BUXiAHOIO
mMaTepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPWUCTOBYHOTHCS Y
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BUPOGHMUTBI A®I; ans
[0MOMIDKHOT peYOBUHN
(cepTudhikaT BignoOBIgHOCTI
€Bponeiicbkiii hapmakonei)
- OHOBNEHWIA cepTUdikat
Bif] y)Xe 3aTBepHKeHOro
BUPOGHMKa. MogaHHA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONenchbkili
thapmakonei (3aTBepaKeHo:
R1-CEP 2002-099-Rev 07;
3anponoHosaHo: CEP 2002-
099-Rev 08) ans Adl
I6ynpocbeH Bif, BXe
3aTBEPKEHOI0 BUPOGHMKA
"Hubei Biocause Heilen
Pharmaceutical Co, Ltd.",
Kutaii.
150. | TUMANIH - Cyxuii LO3AX | niogpinizat TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 0 3a He UA/2989/01/01
OumLLLEHNIA ans "CTALA" "CTALA" peecTpauiiHx MaTepiasis: peyenmom nionsieae
eKCTpaKT PO34nHy YTOUYHEHHS peecTpauiiiHol
TMmycy ans npoueaypu B Hakasi MO3
(B1noukoBoi iH'eKw;iin, Ykpainu Ne 1576 Big
3as1031) He MeHLue 13.10.2026 B npoueci
BEJIMKOT 1,5wmr;5 BHECEHHSA 3MiH
poraToi thnakoHiB (3a3HavYeHHsA TepMiHy
Xy[o6u 3 BBEJEHHS 3MiH) - 3MiHu |
niodpinizat TMNYy - 3MiHU 3 AKOCTI.
oMy [oTOBWMIA NiKapcbkuin 3aci6.
6nicTepi; KoHTposnb rotoBoro
no 2 nNiKkapcbkoro 3acoby (iHwi
6nictepn y 3MiHW) - BunyyeHHs
nauui 3 iHchopMmauii LWoAo KiNbKOCTI
KapToHy npenaparty B 1 chnakoHi B

po3aini «YnakoBka» MeToaiB
KOHTPOJI0 SIKOCTi. 3MiHM
BHECEHO B iHCTPYKLi0 AN
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao
po3giny "YnakoBka". TepmiH
BBE/IEHHS 3MiH NPOoTSArom 6
MicaLiB nicns
3aTBEpKEHHS. 3MiHu | Tuny
- 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi
3MiHW) - 3MiHN BHECEHO B
iHCTPYKLi0 AN MeguyHoro
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep

n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo

3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3aCTOCYBaHHSA NiKapcbKoro
3acoby Ao po3giny "Cnoci6
3acTocyBaHHs Ta go3n" (gns
3PYYHOCTi 3aCTOCYyBaHHS
NikapcbKoro 3acoby 3MiHEHO
OAVHUL BMMIpIOBAHHS 103 3
Minirpam Ha MininiTpu).
TepmiH BBe€HHSA 3MiH
npoTtsrom 6 Micslis nicns
3aTBEPAKEHHS.

151. | YBIXIHOH - Acidum - po3unH Bionoriwe HimeuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [0 3a UA/0018/01/01
KOMMO3UTY acetylsalicylic ans XainbmitTe a Xainbmitte peecTpauiiHux maTepiaiis: peyenmom
M um D10, iH'eKLji1 no nb Xeesnb nb Xeenb 3MiHu | TUnNY - 3MiHK 3

Acidum alpha- 2,2vnB 6X 6X akocTi. A®l. KoHTponb ADI.
liponicum D8, amnysi; no 3miHa y MeToAax
Acidum 5amnyny BMNpo6yBaHHsA APl abo
ascorbicum KOHTYPHIl BUWXifHOro

D6, Acidum YapyHKOBI Marepiasy/MpoMiXXHOro
sarcolacticum n npoaykTy/peareHty, LWo
D6, ynakoBL; BUKOPUCTOBYETLCA Y
Adenosinum nol npoueci BupobHuutea AdI
triphosphoricu KOHTYPHIlt (iHWi 3miHK y MeTofax
m D10, YapyHKOBI BMNpOoGYBaHHSA (BK/THOYaOUM
Anthrachinonu 7 ynakoBui 3amiHy ab0 JOMOBHEHHS)
m D10, B KOpPOO6LL Ad| abo
Coenzym A 3 KapTOHYy; BWXiAHOr0/MPOMiXHOro
D10, no 2,2 mn npoaykTty). 3MiHa meToay
Colchicum B amnyni; aHanisy Histaminum DIL D1
autumnale D4, no5 3a NoKasHUKOM «KinbkicHe
Conium amnyny BM3HAYEHHS» i3 hoTOMETPIi
maculatum KOHTYPHIlt (Ph. Eur. 2.2.25) Ha
D4, Galium YapyHKOBI TUTPUMETPUYHMNIA MeTOA,
aparine D6, n onucaHuii y moHorpadii
Histaminum ynakoBLi; €Bponeiicbkoi ®apmakonei
D10, Hydrastis no 2 Ha BUXiAHY CUPOBUHY
canadensis KOHTYPHi Histaminum (Ph. Eur.
D4, YapyHKOBI 2.2.20).
Hydrochinonu yrnaKoBKU

m D8, B KOpOOLi

Magnesium 3 KapPTOHY;

gluconicum no 2,2 mn

D10, B amnyni;

Manganum nos

phosphoricum amnyny

D8, Nadidum KOHTYPHIl

D10, YapyHKOBI

Naphthochino n

num D10, ynakoBLi;
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
Natrium no 20
diethyloxalace KOHTYPHUX
ticum D8, YapyHKOBM
Natrium X
riboflavinum ynakoBOK
phosphoricum y Kopo6uji
D6, 3 KapToHY
Nicotinamidu
m D6, p-
Benzochinonu
m D10,
Podophyllum
peltatum D4,
Pyridoxinum
hydrochloricu
m D6, Sulfur
D8,
Thiaminum
hydrochloricu
m D6,
Trichinoylum
D10,
Ubidecarenon
um D10,
Vaccinium
myrtillus D4
152. | YPCOBAN® ursodeoxy | ypcogeokcuxo | AO5A Kancynm TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 3a UA/20824/01/01
cholic acid | nieBa kucnota | A02, no 250 wr, "BANTAPTIH "BANTAPTIH peecTpauiiiHux maTepiais: peuyenmom
AO5B no 10 PAPMA" PAPMA" 3MiHn | TUnY - 3MiHn 3
Kancyny AKocTi. [oTOBWIA NikapCbkuii
6nictepi, 3aci6. 3MiHM Y BUPOBHULLTBI.
no 5 aéo 3MiHa po3mipy cepil
10 (BK/THOYatOUM diana3oH
6nictepis po3Mipy cepii) rotToBoro
y nauui 3 nikapcbkoro 3acoby (iHwWi
KapToHy 3MiHM). 3a3HauyeHHs

KOPEKTHOro po3mipy cepii y
po3gini 3.2.P.3.2.Cknag Ha
cepito , a came
BUMNpaB/IEHHS pefakuiinHol
NMOMW/IKM Y 3a3HAYEHHI
KOMMJ/IeKTaL,i ynakoBKu
nikapcbKoro 3acoby —
npuBefeHH:A 3a3HavyeHol
iHchopmawii y BifNoBIAHICTb
00 hakTUUHO 3aTBEepaXeHOT
KifIbKOCTi 6nicTepiB y nauLi.
3arBepmxeHo: 3.2.P.3.2.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
Cknag Ha cepito
TeopeTnuHwii 06’em cepii
cknagae 5,0 kr a6o 15,15
TuC. kancyn, a6o 303 yn. Ne
5, a6o 151 yn. Ne 10.
TeopeTuyHuii 06’em cepii
cknagae 25,0 kr abo 75,757
Tuc. Kancyn, aéo 1515 yn.
Ne 5, a6o 757 yn. Ne 10.
3anponoHosaHo: 3.2.P.3.2.
Cknap Ha cepito
TeopeTnyHnii 06’eM cepii
cknagae 5,0 kr abo 15,15
TuC. Kancyn, a6o 303 yn. no
5 6nicTepiB y nauuj, abo 151
yn. no 10 6nicTepiB y nauui
TeopeTnuHwii 06’em cepii
cknagae 25,0 kr abo 75,757
Tuc. kancyn, abo 1515 yn.
no 5 6nictepis y nauywi, abo
757 yn. no 10 6nicTepiB y
nauuj
153. | YPCOCAH® ursodeoxy | ypcogeokcuxo | AO5A Kancynm NPO.MEA.L, Yecbka BCi cTagii Yecbka BHECEHHS 3MiH [0 3a UA/3636/01/01
cholic acid | neBakucnota | AO2, no 250 mr; | Clparaa.c. | Pecnybnik | BupobHMuTB | Pecny6nika/ | peecTpauiiiHux maTepiasiis: peyenmom
AO05B no 10 a a, KOHTpONb Cnosaubka 3MiHu | TUnY - 3MiHK 3
Kancyny AKOCTI Ta Pecnybnika skocTi. CepTudikat
6nicTepi; BUMYCK Cepii: BignosigHocTi/lE-
no 1 aéo MPO.MEA.LL cepTudikaT BiANOBIAHOCTI
5, a6o 10 C Mpara €Bponecbkin
6nicTepis a.c., Uecbka hapmakonei/moHorpadii.
y Pecny6nika; MopaHHA HoBOro a6o
KapTOHHIW OHOB/IEHOTO cepTudikaTa
Kopoo6Li nepBUHHE i BignoBigHOCTI a6o
BTOPVHHE BU/TyYEHHA cepTudikaTa
nakyBaHHs: BIANOBIAHOCTI EBpONeNnchbkili
KOO®APMA thapmakonei: gns A®l; ans
c.p.o., BUXIAHOMO
Yecbka mMaTepiany/peareHTy/npomixx
Pecny6nika; HOro NPOAYKTY, LU0
BUKOPWUCTOBYHOTLCS Y
KOHTPO/1b BMPOGHMLTBI ADI; ans
AKOCTI: [0MOMIXHOT pEYOBUHU
AJIC Yecbka (cepTudpikat BignosigHOCTI
Pecny6nika, €Bponeickkin hapmakonei)
c.p.o., - OHOBREeHWii cepTuddikat
Yecbka Bif] y)X€ 3aTBEPAKEHOro
Pecny6nika; BMPOGHUMKA - MNMogaHHA

OHOB/IEHOrO cepTudlikaTa
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUPOGHMLTB
0 "in bulk",
KOHTPO/1b
cepii:
CaHeka
dapmacbioT
ukans a.c.,
Cnosaubka
Pecny6nika

BiANOBIAHOCTI EBpoNechkili
thapmakonei: CEP 2001-245
Rev 07 (3aTBepmkeHo: R1-
CEP 2001-245 Rev 06) ans
A®I ypcoaeokcnxonesoi
KUCNOTH Bif yXxe
3aTBEPKEHOr0 BUPOGHUKA
International Chemical Entity
Japan Co., Ltd., AnoHis.
BBefeHHs 3MiH NpoTArom 6-
Tn Micauis nicns
3aTBepMKEHHA. 3MiHu | Tuny
- 3MiHM 3 AKOCTI.
CepTucpikar
BignoBigHocCTI/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii.
MogaHHA HoBOro abo
OHOB/IEHOTO cepTudikaTa
BigMNoBigHOCTI a60
BW/IyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€BpoONeichkit
thapmakonei: gns Adl; ans
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPWUCTOBYHOTHLCSH Y
BUPOGHMLTBI A®I; ans
[O0MOMIXHOT pEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkiii hapmakonei)
- OHOBREHWii cepTuddikat
Bif] y)Xe 3aTBepAKeHOro
BMPOGHUKA - MNMogaHHA
OHOBJIEHOTO cepTudikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei: CEP 1999-
047-Rev 10(3aTBEpXEHO:
R1-CEP 1999-047-Rev 09)
ona Aol
YPCOAEO0KCUXONEBOT KACIOTH
Bif] y)Xe 3aTBepAKeHOro
Bupo6Huka ICE S.p.A.,
Basaluzzo, Itanis.
BBefeHHs 3MiH NpoTArom 6-
Tn Micauis nicns
3aTBEPMKEHHS.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

3MiHu | Tuny -
ALMIHICTPaTUBHI 3MiHN.
BunyyeHHss BUpO6HMYOT
OinbHULI (BKIHOYAOUN
AinbHUUi ana Adl,
MPOMDKHOro NpoAyKTy abo
rOTOBOrO /iKapCbKOro
3acoby, AinbHuUi Ans
NpoBefeHHs NakKyBaHHs,
BUPOGHMKa,
BiANOBIAA/ILHOrO 3a BUMNYCK
cepiid, MmicLie NpoBeAeHHs
KOHTpO/tO cepii) abo
nocrayanbHuKa BUXiAHOIO
marepiany, peareHty abo
[L0MOMDKHOT peYOBUHU
(K0 3a3HAYEHO Y A0CLE)
BunyyeHHa anbTepHaTUBHOI
BUPOGHUYOT AinbHuLUi CBYC
Papma a.c., Yecbka
Pecny6nika, BignosiganbHoi
3a NepBUHHE | BTOPWHHE
nakyBaHHS.
BeeeHHs1 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBepMKEHHSA. 3MiHK | Tuny
- 3MiHM 3 SKOCTI.
CepTudpikat
BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii.
MogaxHsa HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiAgnoBigHocTi abo
BU/yYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei: gns A®l; ana
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NPoAyKTY, LU0
BUKOPWUCTOBYHOTBCSA Y
BUPOGHMUTBI A®I; ans
[onomixHoT pevosuHu (ME-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei
ans A®l/smxigHoro

MaTepiany/peareHTy/npomix
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

HOro NpoaykTy abo
[0MOMDKHOT PEYOBUHN) -
BunyueHHs ceptudikatis (y
BUNaKy HasBHOCTI
MYbTUNIETHOTO
cepTtudhikaTa Ha maTepian)
BunyueHHs ME-cepTudikaTis
BiiNOBIAHOCTI E€Bponelichkiit
hapmakonei R1-CEP 2008-
137-Rev 01 Ta R1-CEP
2000-027-Rev 02
[L0MOMIXHOT pEYOBUHA
XenaTuH BUpoGHULTBA
SUHEUNG CO., LTD.,
Korea ta SUHEUNG
VIETNAM CO., LTD.,
Vietnam. BBefieHHS 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPKEHHSA. 3MiHY | TUny
- 3MiHM 3 AKOCTI.
CepTudpikar
BignosigHoCTI/TE-
cepTtudikart BiAnNoBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii.
MoaaHHA HoBoro abo
OHOBJIEHOTO cepTudikata
BignoBigHOCTI a6o
BUYyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BUXifHOIO
mMarepiany/peareHTy/npomix
HOro NPOAyKTY, L0
BUKOPWCTOBYHOTLCS Y
BMPOGHMLUTBI A®I; ans
[LOMOMDKHOI pevoBuHu (ME-
cepTudikart BiAnoBIAHOCTI
€Bponeiicbkin hapmakonei
ons Adl/suxigHoro
MaTepiany/peareHTy/npomix
HOro NpoAykTy abo
[LOMOMDKHOI peYOBUHM) -
HoBwuii cepTudpikat gnsi
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NpoaykTy abo
[0MOMIDKHOI peYOBUHM Bif,
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

HoBOro abo Bxe
3aTBEPKEHOr0 BUPOBHYKA -
MopaHHA HoBoro ME-
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei
R1-CEP 2008-048-Rev 00
0151 LONOMIXHOI pevoBUHU
XenaTvH Bif 3aTBEPAXEHOro
BMpo6HMKa LONZA LTD,
Switzerland. BBefieHHS 3MiH
NpoOTArom 6-T1 MicALIB nicns
3aTBepMKEHHA. 3MiHu | Tuny
- 3MiHM 3 AKOCTI.
CepTucpikar
BignoBigHocCTI/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii.
MogaHHA HoBOro abo
OHOB/IEHOTO cepTudikaTa
BigMNoBigHOCTI a60
BW/IyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€BpoONeichkit
thapmakonei: gns Adl; ans
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPWUCTOBYHOTHLCSH Y
BUPOGHMLTBI A®I; ans
nonomixHoi pevosuHn (ME-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei
ons Adl/suxigHoro
MaTepiany/peareHTy/npomix
HOro NpoaykTy abo
[L0MOMIXHOT PEYOBUHN) -
HoBwuii cepTudhikat gns
BUXifHOIO
Marepiany/peareHTy/npomix
HOro NpoaykTy abo
[0NOMDKHOT pevoBUHY Bif,
HOBOro abo Bxe
3aTBEPAKEHOr0 BUPOOHMKA -
MopaHHA HoBoOrO ME-
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei
R1-CEP 2003-261-Rev 01
0151 AONOMiXXHOI pe4YOBUHM
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

XXeNnaTuH Bif, 3aTBEPAXXEHOr0
BMpo6HMka SUHEUNG CO.,
LTD., Korea. BBegeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBepMKEHHSA. 3MiHK | Tuny
- 3MiHM 3 SKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii.
MogaxHsa HoBoro abo
OHOB/IEHOrO cepTudikaTa
BiAgnoBigHocCTi abo
BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gns A®l; ana
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPWUCTOBYHOTBLCSA Y
BUPOGHMUTBI A®I; ans
[onomixHoT pevosuHu (ME-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei
ans A®l/smxigHoro
Marepiany/peareHTy/npomix
HOro NpoaykTy abo
[0MOMDKHOT PEYOBUHN) -
HoBwuii cepTuddikat gns
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NpoAykTy abo
[LOMOMDKHOT peYOBUHM Bif,
HOBOro abo Bxe
3aTBEPAKEHOr0 BUPOGHMKA -
MoaaHHA HoBoro E-
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkin hapmakonei
R1-CEP 2015-138-Rev 00
A9 AONOMDKHOT PEYOBUHU
XEenaTuH Bif, 3aTBEPAKEHOr0
BMpobHuka SUHEUNG CO.,
LTD., Korea.
BeefieHHs1 3MiH npoTsirom 6-
TV MicAUiB nicnsa
3aTBepMKEHHS. 3MiHK | Tuny
- 3MiHM 3 SKOCTI.




234

Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

CepTudpikat
BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii.
MogaxHsa HoBoro abo
OHOB/IEHOrO cepTudikaTa
BiAgnoBigHocTi abo
BU/yYEHHS cepTudikata
BiANOBIAHOCTI EBponechbkili
thapmakonei: gns A®l; ana
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NPOAyKTY, LU0
BUKOPWUCTOBYHOTBLCSA Y
BUPOGHMUTBI A®I; ans
[onoMixHoT pevosuHu (ME-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei
ans A®l/smxigHoro
Marepiany/peareHTy/npomix
HOro NpoaykTy abo
[0NOMDKHOT PEYOBUHN) -
HoBwuii cepTuddikat gns
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NpoAykTy abo
[LOMOMDKHOT peYOBUHM Bif,
HOBOro abo Bxe
3aTBEPAKEHOr0 BUPOGHMKA -
MoaaHHA HoBoro E-
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkin hapmakonei
R1-CEP 2014-280-Rev 01
A9 AONOMDKHOT PEYOBUHU
XEenaTuH Bif, 3aTBEPAKEHOr0
BMpobHuka SUHEUNG CO.,
LTD., Korea. BBegeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBepKeHHS. 3MiHu | Tuny
- 3MiHM 3 AKOCTI.
CepTudpikar
BignosigHoCTI/TE-
cepTtudikart BiAnNoBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii.
MoaaHHA HoBOro abo
OHOBJIEHOTO cepTudlikaTa
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

BignoBigHOCTI a6o
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BUWXifHOIO
mMarepiany/peareHTy/npomix
HOro NPOAyKTY, L0
BUKOPWCTOBYHOTLCS Y
BMPOGHMLUTBI A®I; ans
[LOMOMDKHOT peyoBuHu (ME-
cepTudikart BiAnoBIAHOCTI
€Bponeiicbkin hapmakonei
ons Adl/suxigHoro
MaTepiany/peareHTy/npomix
HOro NpoAykTy abo
[LOMOMDKHOI peYOBUHM) -
OHOB/EHWIA cepTudikar Big,
BXe 3aTBepKeHOro
BUPOGHMKa - MogaHHA
oHoBneHoro MNe-
cepTudpikaTa BignoBiAHOCTI
€Bponeiicbkiin hapmakonei
CEP 2000-045-Rev 06
(nonepegaHs Bepcis R1-CEP
2000-045-Rev 04) Big BXe
3aTBEPKEHOIO BUPOBHMKA
SUHEUNG VIETNAM CO.,
LTD., Vietnam gns
[0MNOMDKHOT peYOBUHN
XenatuH. BBefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBepMKEHHSA. 3MiHK | Tuny
- 3MiHM 3 SKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii.
MogaxHsa HoBoro abo
OHOB/IEHOrO cepTudikaTa
BiAgnoBigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gns A®l; ana
BUXiAHOIO
MaTepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPUCTOBYHOTBCS Y
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hassa dirouyoi
peyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbk
a ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs1

BUPOGHMUTBI A®I; ans
[onomixHoT pevosuHu (ME-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei
ans A®l/smxigHoro
mMarepiany/peareHTy/npomix
HOro NpoaykTy abo
[0NOMDKHOT PEYOBUHN) -
OHoBneHwin cepTudikaT Big,
BXe 3aTBepKeHoro
BMPOGHUKA - MNMogaHHA
oHoBneHoro ME-
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei
R1-CEP 2000-029-Rev 06
(nonepepHs Bepcis R1-CEP
2000-029-Rev 05) Big BXe
3aTBEPKEHOI0 BUPOBGHMKA
SUHEUNG VIETNAM CO.,
LTD., Vietnam gns
[O0MOMIXHOT pEYOBUHU
XenatuH. BBefeHHs 3MiH
NpoTArom 6-T1 MicAUIB nicns
3aTBepMKEHHSA. 3MiHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro
3aco6y (iHLUi 3MiHKn)
OHoOBNEHHSA BXe
3aTBEPMKEHNX METOAIB
KOHTPO/IO AKOCTI
nNiKapcbkoro 3acooy -
BUKNAAEHHSA TEKCTY METOAiB
KOHTPO/O AKOCTI
nikapcbKoro 3acoby
[ep>XaBHOI MOBOIO 3rigHO
Cy4yacHux BUMor. BeefeHHs
3MiH NPOTAroM 6-Tn MicsiLiB
nicns 3aTBepKEHHS.
MpoekT oHoBNeHnx MKA N3
(0004)

154.

®AMLMKIIO
BIP

famciclovir

thamuvknosip

MOPOLLIOK
KpucTaniy
HWI
(cybeTaHui
A
noABiiHMX
nonietune

AT
"KUIBCBKW
"
BITAMIHHM
1 3ABOA"

YKpaina

LlaHxaii
®apma Mpyn
YaHnkoy
KoHi
dapmachboTi
kan Ko.,
1A,

Kutaii

BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiais:
3MiHn | TUnY - 3MiHn 3
akocTi. A®l. KoHTposnb AdI.
3miHa y napameTpax
cneundikauii Ta/abo
JOMYyCTUMUX MEX,

UA/18275/01/01
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep

n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo

3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
HOBWX BU3HAYEHUX Y
nakeTax cneundikauiax Ha A®l, abo
ans BUXIigHWIA/NPOMIKHWIA
hapmaues npoAayKT/peareHT, LWo
TUYHOTO BMKOPUCTOBYIOTbCSH Y
3acrocyBa npoueci BupobHuutea AdI
HHS (BMNYyYEHHSI HE3HAYHOTO
nokKasHuka siKocTi
(Hanpvknag BUyYeHHs
3acTapifioro nokasHuka))-
BunyyeHHA nokasHuka

"Baxki meTanin" y 3B'A3Ky 3

OHOBJ/IEHHAM JOKyMeHTauil

BMpo6HMKa APl Shanghai

Pharma Group Changzhou

Kony Pharmaceutical Co.,

Ltd, Kutai.

155. | ®/1IABOBIP® - eKCTpakT LO3AX | kpanni; no TOB "HBK YkpaiHa TOB "HBK YkpaiHa BHECEHHS 3MiH 0 6e3 UA/5510/02/01
MpoTtednasizg , 10 mn a6o "Exkochapm” "Exkochapm” peecTpauiiiHux maTepiais: peyenma
i3 Tpasu JO5AX | no 30 mn, 3MiHn | TURY - 3MiHN LWoAao
LLyykn abo no 50 6e3nekn/edeKTMBHOCTI Ta
AepHucTol MYy hapmakoHarnagy (iHwi
(Herba CKNSAHOMY 3MiHM) - 3MiHU BHECEHO Y M.

Deschampsia CBiT/I03aX 17. IHWE TekcTy
caespitosa L.) NCHOMY MapKyBaHHA BTOPUHHOI
Ta Tpasun chnakoHi, YMakoBKM MiKapCbKoro
BiHuka 3aKyrnopeH 3aco0y.
Ha3eMHoro oMy
(Herba KPULLIKOHO
Calamagrostis ans
epigeios L.) hnakoHiB

3

npo6koto-

KpanenbH

nueto 3

KOHTpOne

M

nepLuoro

BiOKpUTTA

abo

KPYILLKOO

ans

hnakoHiB

3

npo6koto-

KpanenbH

nueto 3

KOHTpO/1e
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
M
nepLuoro
BiOKpUTTA
Ta
3axXUCToM
Bif AiTei;
nol
hnakoHy B
KapTOHHIi
naui
156. | PJIEKCBYMI albumin anboymiH BO5A po34nH Takepa ABcTpis BUMYCK Cepii: AscTpis/ BHECEHHS 3MiH [0 3a UA/18128/01/01
H NIOANHN A01 ans MaHydekuy Takega CLUA/ peecTpauiiHux maTepiaiis: peyenmom
iHdy3ilA, piHr ABCTpis MaHydekuy 3MiHu | TUnNY - 3MiHK 3
200 r/n; no Al piHr ABCTpIA AKOCTI. [0TOBWIA NikapCbKuii
50 mny A, ABCTpis; 3aci6. 3MiHN Yy BUPOOHULITBI.
nonietune KOHTPO/Ib 3MiHV y npoueci
HOBOMY AKoCTi cepii BVMPOGHMLTBA rOTOBOIO
nakerti; no (kpim nikapcbKoro 3acooby,
1 a6o no BMNpo6yBaH BK/IOUAOUM MPOMIXKHUIA
24 nakeTn b Ha NPOAYKT, L0
B CTepUNbHICT 3aCTOCOBYETLCA NP
KapTOHHIi bTa BUPOBHULTBI rOTOBOIO
KOpoo6L; 6akTepiasibH nikapcbkoro 3acoby (iHwWi
no 100 mn i 3MiHW) -
y €HOO0TOKCUH 36ibLUeHH: po3mipy cepil
nonietune n): Takega NPOMIKHOr0, TEPMIYHO
HOBOMY MaHydekuy 06po6neHoro anbbymiHy 3
nakeTi; No piHr ABCTpis 1900 n go 2700 n. TepmiH
1 a6o no A, ABCTpiS; BBE/IEHHS 3MiH - NPOTArom 6
12 naketiB KOHTPO/Tb MicsAuiB nicns
B AKOCTI cepil: 3aTBEpPKEHHS. 3MiHY | TUny
KapTOHHIi "CTepunbHic - 3MiHu 3 sKocTi. FoToBUIA
Kopoo6Li Tb" Ta nikapcbkuii 3aci6. 3MiHn y
"BakTepiasib BMPOBHULTBI. 3MiHa po3Mmipy
Hi cepii (BkIOYaKoUM gianasoH
€HJOTOKCUH po3mipy cepii) roToBOro
n": nNiKkapcbkoro 3acoby (iHwi
Takepa 3MiHW) - 36inbLIEeHHSA
MaHydekuy po3mipy cepii roToBoro
piHr ABCTpis nikapcbkoro 3acoby 3 1800 n
A, ABCTpiS; 00 2400 n Ha finbHuL
BVPOGHMLTB "Round Lake" (RL). TepMiH
o} BBE[EHHS 3MiH - NPOTArom 6
nikapcbkoro MicSILB NicNsA 3aTBEPAKEHHS
3acoby: 3MmiHu | TUnY - 3MiHK 3
cTepubHe AKocTi. FOTOBUIA Nikapcbkuii
HanoBHEHHSA 3aCi6. 3MiHVN Y BUPOOHULITBI.
, OcTaToyHa 3MiHM y npoueci
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
nactepusauj BMPOGHMLTBA FOTOBOrO

1, NepPBUHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b
AKOCTI,
NPOMKHUIA
BUWMYCK:
Bakcanta
HOC IHK.,
CLIA;
BVPOGHMLTB
o}
niKkapcbKoro
3acoby:
BUPOGHMLTB
o}
Hepo3dhacos
aHoi
NPOAYKUiT,
TepMoo6po6b
Ka
(BkOvaroum
BiHOB/IEHH
A Gpakuii V,
ynbTpal/giad
inbTpauito,
npUroTyBaHH
A
Hepo3dhacos
aHoi
NPOAYKUiT,
TEePMiyHy
06p0o6Ky,
0CTaTOYHYy
hinbTpauito)
: Bakcanta
HOC IHK.,
CWA

nikapcbKoro 3acooby,
BK/IHOUAOUM MPOMIKHUIA
NPOAYKT, WO
3aCTOCOBYETLCS NpY
BMPOGHWLTBI FOTOBOTO
niKkapcbkoro 3acoby (iHwi
3MiHMN) -
3miHa hinbTpauii:
BUKOpPUCTaHHSA ABOX (2) 0,2
MKM 5-At0iMOBUX
CTEPUNbHUX
PiNbTPYBasIbHUX
KapTpuaXiB AN CTEPUBHOT
inbTpauii, Wo Bumarae
NPOXOMKeHHs1 o6oma
hinbTpamu nepesipkn
LinicHocTi nicns
BMKOPUCTaHHSA Ta 3MiHa
piBHA MiKpO6GHOro
HaBaHTaXeHHs 3 1,0 x 108
KYOlem? go 1,0 x 107
KYO/cMm?. TepMiH BBEAEHHSI
3MiH - NpoTArom 6 micsuiB
nicns 3aTBepKeHHs. 3MiHN
| TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHN
BMnNpobyBaHb abo
[OMYyCTUMUX MEX,
BCTAHOB/NEHVX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOTO
nikapcbKoro 3acoby
(3BYXXEHHS [ONYCTUMUX
MeX) - 3BY)XEHHSI KpUTepiiB
NPWAHATHOCTI ANA TecTy Ha
6ioN0riyHe HaBaHTaXKEHHSA
nig yac BupobHuuTBa 3 <200
KYO/mn gnsa ynakosku no 50
M/ i <100 KYO/mn gns
ynakoBku no 100 mn go <5
KYO/mn ana 060x po3mipis
ynakoBku. TepMiH BBEEHHS
3MiH - NpoTArom 6 micsuiB
nicns 3aTBepKeHHs. 3MiHN
Il TNy - 3MiHK 3 AKOCTI.
OTOBWIA NliKApPCbKKMit 3acCi6.
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

3MiHV Y BUPOOHMUTBI. 3MiHN
y npoueci BUpo6HMLTBa
rOTOBOrO /iKapCbKOro
3aco0y, Bkoyatoun
NPOMIKHWI NPOAYKT, L0
3aCTOCOBYETLCA NP
BUPOBHULTBI rOTOBOIO
nikapcbKoro 3acoby
(cyTTeBa 3miHa y mpoueci
BMPOBHMLITBA, 5IKa MOXe
MaTw iCTOTHWIA BIUB Ha
AKICTb, 6e3neky Ta
eeKTMBHICTb NiKapcbKoro
3aco6y) - BBefeHHs
npotiecy noBTOPHOI
inbTpauii Ans
TepmoobpobieHoro
anbbyMmiHy, Lo
BMPOBNAETLCA HA Ai/TbHULAX
"Los Angeles" Ta "Social
Circle", sxuin 6yne
3acTocoByBaTuCS y pasi
BUSIBMIEHHS MOPYLUEHHS
LjinicHOCTI ionpoL,ecopHoro
KOHTeliHepa (Bioprocess
Container - BPC) nepeg,
BiANPaBKOI Ha [i/TbHULI0
"Round Lake" gns
ocTaToyHoi 06pobKU. TepMiH
BBE/IeHHS 3MiH - NPOTArom 6
MicaLiB nicns
3aTBEPAKEHHS. 3MiHN |1
TMny - 3MiHK 3 SKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
y npoLeci BUpo6HMLUTBA
rOTOBOrO /iKapCbKOro
3acoby, BKIYaun
MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETLCH NPy
BMPOGHWLITBI FOTOBOTO
nikapcbKoro 3acoby
(cyTTeBa 3MmiHa y npoveci
BMPOGHMLITBA, SIKa MOXe
MaTw iCTOTHWIA B/INB Ha
SKiCTb, 6e3neky Ta
eheKTUBHICTb NikapCbKoro
3aco6y) - MogoBXeHHs yacy
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
HanoBHEHHS nif yac
CcTepunbHOT dinbTpaii, a
came 3 20 1o 35 roguH.
TepMiH BBEAEHHS 3MiH -
npoTarom 6 micAuis nicns
3aTBEPAKEHHS
157. | ®NOT benzocain | 6eH30KaiH CO5A cynosuTop TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 6e3 UA/20871/01/01
ACTE3VH® e D03 ii no 206 "KYCYM" XENTXKEP peecTpauiiHnx MaTepiais: peyenma
mr, no 6 MBT NTA, 3MiHn | Tuny -
cynosuTop AAMIHICTPaTUBHI 3MiHW.
iiBYy 3MiHa HalimeHyBaHHSA
CTpwni; no Ta/abo agpecy 3asBHMKa
2 cTpunu B (BnacHuka peecTtpadiiiHoro
KapTOHHIi noceigyeHHs) 3miHa
ynakoBLi HalilMeHyBaHHSs 3asiBHUKa
(BnacHvka peecTpaujiiHoro
noceigyeHHs), 6e3 3mMiHu
HOPUANYHOI 0Co6M
158. | P/IOT benzocain | 6eH30kaiH - cynosuTop TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 - UA/21211/01/01
ACTE3VH® e ii no 206 "KyCym™m" XENTXKEP peecTpauiiHux maTepianis:
Mr, in bulk: NBT NTA 3MiHu | TNy -
Ne 3600 AAMIHICTPaTUBHI 3MiHW.
(6x600): 3MiHa HaliMeHyBaHHS
no 6 Ta/abo agpecy 3asBHMKa
cynosutop (BnacHuka peecTtpaLiiHoro
iiB Yy noceigyeHHs) 3miHa
cTpwuni, no HaliMeHyBaHHS 3asiBHVKa
600 (BnacHvka peecTpaujiiHoro
CTpunis B noceigyeHHs), 6e3 3MiHu
KapTOHHIi topuanYHOI 0cobu
Kopobui
159. | POPKAN® calcitriol Ka/lbLUTPION DO5A Masb, 3 TOB YkpaiHa BUPOOHMLTB IHgis BHECEHHS 3MiH g0 3a He UA/0081/02/01
X03 MKr/T, No «KYCYM» 0, NepBuHHe peecTpauiiiHux maTepiais: peyernmom nionsi2ae
30 r abo nakyBaHHs, 3MiHn | Tuny -
no100ry BTOPWHHE AAMIHICTpaTVBHI 3MiHW.
Ty6ax, no nakyBaHHs, 3MiHa HaliMeHyBaHHS
1T1y6iB KOHTPO/b Ta/abo agpecu 3asBHUKaA
KapTOHHIA SIKOCTI, (BnacHvka peecTpawiiiHoro
ynakoBLii BUNYCK cepii NOCBIAYEHHS) - 3MiHa
abo HaliMeHyBaHHs 3asiBHVKa
BUPOOHMLTB (BnacHvka peecTpawiiiHoro
0 npoayKuii nocBiaYeHHs), 6e3 3MiHK
in bulk: HopUANYHOI ocobu:
KYCYM 3arBepoxeHo: TOB
XENTXKEP "TNEAPAPM NTA", YkpaiHa.
MBT NTA, 3anponoHosaHo: TOB
IHAis; "KYCYM", YkpaiHa.




242

Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
BTOPVHHE BBegeHHS 3MiH NpoTArom
nakyBaHHs, 12-tn micauis nicns
BWMYCK cepii 3aTBEpMKEHHS. 3MiHK | Trny
3 NpoAayKuUii - AOMIHICTpaTUBHI 3MiHW.
in bulk: 3MiHa HaliMeHyBaHHS
TOB Ta/abo agpecu micus
«KYCYM>», NPOBaPKEHHSA AiS/IbHOCTI
YKpaiHa,; BMpOGHUKa/imMnopTepa
KOHTPO/1b rOTOBOrO /iKapCbKOro
AKOCTi: 3acoby, Bkouyatoun
TOB AinbHWL BUNYCKy cepii abo
«KYCYM», MicLe NpoBeAeHHs
YkpaiHa KOHTPO/IH0 SIKOCTI.

(AisNbHICTb, 3a Ky
Bignosigae
BUPOGHUMK/iMNopTep,
BK/THOHAI0UM BUMYCK CEPIi) -
3MiHa HaliMeHyBaHHs
BMPOGHMKa, 6€3 3MiHM Micus
BMPOGHMLTBA:
3arsepgxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB
"KYCYM", YkpaiHa. 3miHu
BHECEHO B iHCTPYKLi0 AN
MEJUYHOTO 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ain
"Bypo6HMK" 3 BiANOBIAHUMU
3MiHamMu B TEKCTI
MapKyBaHHS YNakoBOK.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBepMKEHHSA. 3MiHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBe/leHHs [04aTKOBOI
AiNbHUL BUpOOHULTBA A11A
4acTuHK abo BCbOTO
BMPOGHMYOro npouecy
roTOBOrO /iKapCbKOro
3acoby (ginbHUUA ans
BTOPWHHOTO MakyBaHHS) -
BBE/EHHS 10AaTKOBOrO
BMpo6HMKa TOB «KYCYM»,
YKPAIHA 3a agpecoto
08039, YkpaiHa, Kuiscbka
061acTb, ByyaHCbkuiA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

paiioH, MakapiBcbka
TepuTopiasibHa rpoMaga,
ceno CeBepuHiBKa, BY/I.
Mepemoru, 6yanHok 2B, wWwo
3pilicHoBaTIME BTOPUHHE
nakyBaHHs 3 MPoAyKuUii in
bulk, BurotosneHoi
BMPOGHMKOM KYCYM
XENTXKEP NBT 174,/
KUSUM HEALTHCARE
PVT LTD, 3 meTOl0
onTumisauii BUpo6HMLTBA.
BBegeHHS 3MiH NpoTArom
12-tn micauis nicns
3aTBepMKEHHA. 3MiHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BVMPOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOJTIO0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa
abo gogasaHHA AiNbHUL, Ha
SKI 34iACHIOETBCSA
KOHTPONb/BUNPOGYBaHHSA
cepii) - BBeEHHSA
[04aTKoBOT AinbHULi TOB
«KYCYM» 3a afipecoto
02149, YkpaiHa, M. Kuis,
npocnekT Mukonn baxaHa,
38, Ha SIKil1 3[jiCHI0ETbCSA
KOHTPO/Ib SIKOCTi. BBEAEHHS
3MiH npoTarom 12-t micsauiB
nicns 3aTBepKeHHs. 3MiHN
| TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHULTBI. 3MiHa
iMnopTepa/aminu, Lo
CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/II0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa
abo gofaBaHHS BUPOOHUKA,
LLIO BiAMNOBiAAa€ 3a BBE3EHHSA
Ta/abo Bunyck cepii) - He
BK/THOHAI0UM
KOHTPONb/BUNPOGYBaHHSA
cepii - BBEAEHHSA
[0AaTKOBOTrO BUPOGHWMKA
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

TOB «KYCYM», YKPAIHA
3a agpecoto 08039, YkpaiHa,
KviiBcbka 06nacTb,
ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, cesno
CeBepuHiBka, Byn.
Mepemoru, 6yanHok 2B, Lo
3pjicHIOBaTUMeE BUMYCK cepil
3 npoaykuii in bulk,
BUIOTOB/IEHOT BUPOOHNKOM
KYCYM XENTXKEP MNBT
NnTh/ KUSUM
HEALTHCARE PVT LTD.
3MiHM BHECEHO B IHCTPYKLitO
ONA MeauyHoro
3acToCyBaHHSA Nikapcbkoro
3acoby B po3ginu
"Brypo6HuK",
"MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micud
NpoBaKeHHA oro
LisNbHOCTI" y 3B'A3KY 3i
3MIHO0 Ha3BM BUPOOHMKA Ta
BBEAEHHSIM BUPOOHUYOT
AiNbHULI 3 BIANOBIAHUMY
3MiHaMu B TeKCTi
MapKyBaHHS1 ynakoBOK
nikapcbKoro 3acoby.
BBegeHHs 3MiH npoTArom
12-Tn micauis nicna
3aTBepMKEHHSA. 3MiHK | Tuny
- 3MiHK 3 aKocCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHN
1 3aci6. 3miHa po3mipy
ynakoBKM rOTOBOTO
NiKapcbKoro 3acoby (3miHa
KiNIbKOCTi O4MHMLb
(Hanpvknag TabneTok,
amny/ TOLL0) B yNakoBLyj) -
3MiHa nosa gianasoHom
3aTBEpPKEHMX PO3MIpiB
YNaKoBKM - BBEAEHHS
[,04aTKOBOI YNakoBKuU ANA
BUpo6HUKa TOB «KYCYM»,
YKPAIHA 3a agpecoto
40020, YkpaiHa, Cymcbka
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
o6bnactb, M. Cymu, Byn.
[asunposcbkoro Mpuropis, 54
no 100 r y Ty6i; no 1 Ty6iy
KapTOHHI ynakoBL,i. 3MiHK
BHECEHO B iHCTPYKLitO0 AN1A
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3gin
"YnakoBka" y 3B'A3Ky 3
BBELEHHAM 404AaTKOBOI
yNaKkoBKM, K HACNIAOK -
3aTBEPKEHHS TEKCTY
MapKyBaHHA 404ATKOBOI
yNakoBKW NMikapCbKoro
3acoby.
160. | POPKAN® calcitriol KanbuuTpion - Masb, 3 TOB YkpaiHa KYCYM IHais BHECEeHHS 3MiH g0 - UA/0082/02/01
MKI/T, in «KYCYM» XENTXKEP peecTpaujiiHix maTepianis:
bulk: no NBT NTA 3MiHn | Tuny -
30 ry Ty6i, AZMiHICTPaTWBHI 3MiHU.
no 320 3MiHa HaliMeHyBaHHS
TY6y Ta/abo agpecu 3asBHUKA
KapTOHHIi (BnacHvka peecTtpaujiiHoro
Kopobui, NocBiAYEHHS) - 3MiHa
abo no 30 HallMeHyBaHHS 3asiBHUKa
ry Ty6i, no (BnacHvka peecTtpaujiiHoro
144 1y6n y NocBiAYEHHST), 6€3 3MiHU
KapTOHHIi HOPUANYHOIT 0CcobU:
KOpoo6L; 3aTtBeppxeHo: TOB
abo no "TNEAPAPM NTA", YKpaiHa.
100ry 3anponoHosaHo: TOB
Ty6i, no 64 "KYCYM", YkpaiHa.
TY6Un y BBefeHHA 3MiH NPOTArom
KapTOHHIi 12-tn micaujs nicns
Kopo6ui 3aTBEPAKEHHS.
161. | XEJ/INEKC® - 6eH3naaminy AO1A obnosnicky TOB «MoBi YkpaiHa [JeBa TypeyuunHa BHECEHHS 3MiH 0 6e3 nionsi2ae UA/18887/02/01
nAP rigpoxnopwug, D02 Bay ansa Xenc» XonguHr peecTpauiiHux maTepianis: peyenma
XnoprekcuanH ropna, A.C. 3miHa 3asBHuka /13 (MIBIM)
y AWToKoHaT PO34mH; (BnacHuka peecTtpaLiiHoro
(y Burnsagi no 200 mn NocCBigYEHHS) (3rigHO Hakasy
XnoprekcuanH pO3UnHYy y MO3 Big 23.07.2015 Ne
y NAALWL; 460). 3MiHM BHECEHO B
OWTNIoKoHaTY nol IHCTpYKLUi0 ANS MegnyHOro
po3unHy 20%) nAAWLi 3 3acToCcyBaHHSA NikapCcbKoro
MipHUM 3acoby wonao
CTakaHuuK HallMeHyBaHHs Ta
oMy MiCLIe3HaXOKEHHS
KapTOHHIi 3as1BHMKA 3 BiANOBIAHUMMU

Kopobui

3MiHAMW B TEKCTI
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
MapKyBaHHS1 ynakoBOK
nikapcbKoro 3acoby.
BBegeHHs 3MiH npoTsArom 6
MicaLiB nicns
3aTBEPKEHHS.
162. | XONICAN - XOniHy AO1A renb ans TOB YkpaiHa dapm3aBog, Monbwa BHECEeHHS 3MiH g0 6e3 UA/7298/01/01
caniyunar Ta D poTtoBoi «BAYLU €nbha A.T. peecTpauiiiHux maTepiaiis: peyenma
LieTasIKoHito MOPOXHUH XEJ/IC» 3MiHn | TURY - 3MiHK LWoAao
X0pug, u;nol10r 6e3nekn/edeKTMBHOCTI Ta
reno y thapmakoHarnsgy.
Ty6i; no 1 BBepgeHHS abo 3MiHM A0
Ty6i B y3arasibHeHVX AaHnx npo
KapTOHHIi cuctemy chapmakoHarnagy
Kopoo6ui (BBEAEHHSA Y3araslbHEHUX
AaHux Npo cuctemy
thapmakoHarnagy, 3miHa
YNOBHOBaXEHOT 0co6M,
BiANOBiAa/IbHOI 32
3[iiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0co6u 3
thapmakoHarnsgy 3asBHUKa
ONs1 30iNCHEHHSA
hapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXXEHOT 0co6U,
BiANOBiAa/IbHOI 32
3[iiCHEHHS
hapmakoHarnisgy
(BK/THOYAKOYM KOHTAKTHI JaHi)
Ta/ab0o 3MiHN Y PO3MILLLEHHI
MacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
MiCLIe3HaxXOpKeHHs1 MacTep-
tharina cuctemm
thapmakoHarnsgy.
3MiHa MicLs 3AiiCHEeHHS
OCHOBHOI fif/IbHOCTI 3
dhapmakoHarnsgy
163. | LEAOKCUM® | cefpodoxi uednogokcum | JO1DD | Tabnetku, Abpwun IHAin Aypob6iHao IHAis BHECEHHS 3MiH 0 3a He UA/14455/01/02
me y npokceTun 13 BKPUTI dopmyneiL Papma /T4, peecTpauiiHux maTepianis: peyenmom nionsizae
nniskoBot | H3 MBT. /114, HOHIT VI, 3MiHu | TUNYy - 3MiHK Wwoa0
060/10HKO Bnok D 6e3nekn/eheKkTUBHOCTI Ta
10, no 200 hapmakoHarnagy. 3miHa y
Mmr, no 10 KOPOTKIill XapakTepucTuui
Tabnetok NiKapcbkoro 3acoby, TekcTi
y bnicTepi; MapKyBaHHs Ta IHCTPYKUil
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
no 1 ONA MeauyHoro
6nicTepy B 3aCTOCyBaHHSA Ha nigcTasi
KapTOHHIi perynsipHO OHOB/IHOBAHOTO
ynakoBLii 3BiTYy 3 6e3neku NikapcbKoro
3acoby, abo gocnigpkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B
nicnapeecTpaviiituii nepiog,
ab0 K pesynibTar OLiHKK
3BiTY 3 AOCNIKEHD,
npoBefeHnxX BignoBigHO Ao
nnaxy negiaTpuyHnx
pocnigpkeHb (PIP) (3MiHY
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHeceHOo A0 IHCTpykui
4N MeUYHOro
3aCTOCYBaHHSA NiKapCbKoro
3acoby fo po3ginis
"OcobnuBocTi
3actocyBaHHs" Ta "lMo6iyHi
peakui™ Wwoao 6esneku
3acToCyBaHHSA Nikapcbkoro
3acoby. TepmiH BBeAEHHS
3MiH NPOTArom 6 Micauis
nicns 3aTBepkKeHHs.
164. | LEOOKCUM® | cefpodoxi uednogokcum | JO1DD | Tabnetku, Abpwun IHais Aypo6iHao IHais BHECEeHHS 3MiH g0 3a He UA/14455/01/01
me y NpokceTun 13 BKPUTI dopmyneiiL dapma /114, peecTpauiiiHux maTepiais: peuyenmom niossieae
nniskoBoto | H3 MBT. /IT4. HOHiIT VI, 3MiHu | TURYy - 3MiHK WoA0
060/10HKO Bnok D 6e3nekn/edeKTMBHOCTI Ta
t0, no 100 hapmakoHarniagy. 3miHa y
mr; no 10 KOPOTKIill xapaktepucTuui
TabneTok nikapcbKoro 3acoby, TEKCTi
y 6nicTepi; MapKyBaHHS Ta IHCTPYKLT
nol ANa MeguyHoro
6nictepy B 3aCTOCYBaHHS Ha MigcTasi
KapTOHHIi perynsipHo OHOB/IIOBAHOIO
ynakoBLi 3BITY 3 6e3neku NikapcbKoro

3acoby, abo [oC/imKEHDb 3
6e3neky 3acTocyBaHHA
nikapcbkoro 3acoby B
nicnspeecTpauiiHuii nepiog,
ab60 AK pe3ynbTaT OLiHKM
3BiTY 3 AOCNILKEHD,
npoBefeHnX BignoBigHO A0
nnaHy negiaTpuyHnX
pocnigxenb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
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Ne Hassa MixHapod | Ha3sa ditoyoi Koo Popma 3asasHuUK Kpaina Bupo6HuUk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKL,i
ON19 MeAnYHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby Ao posainis
"OcobnuBocTi
3acTocyBaHHA" Ta "Mo6iYHI
peakuii” Wwoao 6esneku
3aCTOCYBaHHSA NiKapCbKoro
3acoby. TepMiH BBeeHHs
3MiH NpOTArom 6 micsuis
nicns 3aTBePKEHHS.
165. | LE®UNHAK® cefixime uedikcnmy JO1DD | nopoLuok Abpun IHais HekTap IHais BHECEHHS 3MiH 0 3a He UA/16758/02/01
Tpurigpat 08 ans dopmyneiL NavichcaiHci peecTpauinHux maTepiais: peyenmom nionsi2ae
opanbHoi H3 [MBT. JITA,. 3 flimiTen- 3MiHn | TURY - 3MiHK WoAao
cycneHsii HOHiIT VI 6e3nekn/eheKTUBHOCTI Ta
100 mr/5 hapmakoHaraagy. 3miHa y
mn 1 KOPOTKIill XapakTepucTuui
hnakoH 3 NiKapcbKoro 3acoby, TekcTi
NMOpPOLLKOM MapKyBaHHS Ta IHCTPYKLT
ans ON8 MeguyHOro
npuroTyea 3aCTOCyBaHHA Ha MiacTasi
HHA 50 mn perynspHo OHOB/1HOBAHOI0O
cycnexsii 3BiTYy 3 6€3neku NikapcbKoro
a6o 1 3acoby, abo gocnigpkeHb 3
chnakoH 3 6e3nekn 3acTocyBaHHs
MOPOLLKOM nikapcbkoro 3acoby B
ans nicnsipeecTpauiiiHuii nepiog,
npurotysa ab0 K pesynbTar OLiHKK
HHA 100 3BITY 3 JOCNIAXKEHD,
M npoBeAeHVX BignoBigHO A0
cycneHsii; nnaHy negiaTpuyHnx
nol pocnigxeHs (PIP) (3miHy
dhnakoHy 3 Y3rO[)KEHO 3 KOMMETEHTHUM
MipHUM YNOBHOB&XXEHNM OpraHom)
CTakaHu4uK -3MiHV BHECEHO B
oM Ta IHCTPYKLiO AN MeguyHoro
MipHOtO 3aCTOCYBaHHS NikapCbKoro
TIOXKOI0 B 3acoby Ao po3giny
KapTOHHIi "Ocob6nmBoCTi
ynakoBLi 3aCcToCcyBaHHSA" WOAO0

6e3nekn 3acTocyBaHHs
Lit040T pevyoBuHN
«uechikcum» BignNoBigHO f0
pekomeHpauii PRAC.
TepMiH BBEAEHHS 3MiH -
npoTarom 6 micAuis nicns
3aTBEPKEHHS.
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3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
166. | LUCNNATUH | cisplatin umucnnaTuH LO1XA | KOHUeHTpa Akkopg, Monbwa Brvpo6bHuuTe IHais/ BHECEHHS 3MiH 0 3a UA/15240/01/01
A AKKOP/, 01 T Ana Xernckea on3, ManbTta peecTpaujiiiHux maTepianis: peyenmom
PO3UnHYy Moncka Cn. nepBrHHE Ta 3MiHn | TURY - 3MiHK WoAao
ans 3.0.0. BTOPWHHE 6e3nekn/etheKTUBHOCTI Ta
iHChy3iiA, 1 nakyBaHHs, hapmakoHarnsagy.
mr/mn, no KOHTPO/Tb BBepggeHHs abo 3MiHM A0
10 mn, no AKOCTI cepil: y3arasibHeHUX AaHux npo
25 mn, no IHTac cuctemy thapmakoHarnsgy
50 mn, no dapmacbHoTi (BBEAEHHSA y3araslbHEHNX
100 mny Kan3 [aHNX Npo cuctemy
thnakoHi; Nimiten, hapmakoHarnsgy, 3miHa
nol IHAjs; YMOBHOBaXEHOI 0cobw,
hNakoHy y (anbTepHaTy BiAMNOBIAAbLHOT 38
KapTOHHii BHUI 3AilicHeHHs
Kopoo6Li BMPOGHUK): dhapmakoHarnsgy;
IHTac KOHTaKTHOT ocobu 3
dapmacbHoTi thapmakoHarnagy 3assHuKa
Kan3 ONs1 30JNCHEHHSA
Nimites, thapmakoHarnagy B YkpaiHi,
IHAis; AKLLLO BOHA BigMiHHA Big,
Brpo6HMUTB YMOBHOBaXEHOI 0cobw,
0 roToBOr0 BiAMNOBIAAbHOT 38
nikapcbkoro 3AilicHeHHs
3acooby, thapmakoHarnsgy
BTOPWHHE (BK/KOYAKOYM KOHTAKTHI AaHi)
nakyBaHHs: Ta/abo 3MiHW Yy PO3MILLEHHI
IHTac MacTtep-caiina cuctemun
dapmachboTi thapmakoHarnagy). 3miHa
Kanc YNOBHOBaXEHOT 0CO6U
Nimiteq 3as1BHVMKA, BiAnoBiAa/IbHOT
(Bnok H), 3a thapmakoHarnsa,.
IHais; [itova pepakuin: Apnetta
BTopuHHe BepuHcbka / Arletta
nakyBaHHs: Werynska. MponoHoBaHa
AkKopA, pepakuis: Arata leliceBuy /
Xenckea Agata Gesiewicz. 3miHa
Nimites, KOHTaKTHUX OaHuX
Benuka YNOBHOBaXEHOT 0co6M,
BputaHis; BiANOBiAa/IbHOI 32
KOHTPO/b dhapmakoHarnsag,
AKOCTI cepili:
Papmasokc
Xenckea
nra.,
ManbTa;
KOHTPO/b

AKOCTI cepili:
dapmasanig
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3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
nra.
Mikpob6ionori
YHa
nab6oparopis
, YropwuHa,
BiAgnoBiga b
HWiA 3a
BUMYCK Cepii:
Akkopg,
Xenckea
Moncka Cn.
3 0.0. Cknag
IMnopTepa,
MonbLya;
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib
AKOCTI Cepiii:
Akkopg,
Xenckea
CiHrn
Membep
C.A,, peuis
167. | ULUTPADNIT Sodium HaTpito AOBA MOPOLLIOK KaceH IcnaHis Bupo6Humk Icnanis BHECEHHS 3MiH 0 3a He UA/13820/01/01
picosulfate | nmikocynbgar, B58 ans Pekopgaari, Hepo3dacoB peecTpauiiiHux maTepiaiis: peuyenmom niossieae
, MarHito okcug, OpasIbHOro C.J. aHoi 3MiHn | TUnY - 3MiHn 3
combinatio | nerkwii, pO34nHy NpoAyKuUii, AKocTi. [0TOBWIA NikapCbKuii
ns KucnoTa no 15,08 r nepBrHHa Ta 3aci6. Onuc Ta cknad. 3miHa
JINMOHHA MOPOLLIKY B BTOPVHHA y cknagi (40noMiKHUX
naketi- ynakoBka, peyoBrHax) rotoBoro
calue; rno [03BiN Ha NiKapcbKoro 3acoby (CMakoBi
2 naketu BUMYCK Cepii: [o6aBkn abo 6apBHUKN) -
a6o 50 KaceH [opaBaHHs, BUIyYeHHs abo
nakeTis Pekopgaari, 3amiHa. CynyTHS 3MiHa -
(ynakoBka C.J1., IcnaHis 3MiHM Wwopo
ans 6e3nekn/edeKTMBHOCTI Ta
nikyBasibH hapmakoHarnagy (iHwi
nx 3MiHW) YTOYHEHHS
3aknagis) KOMMOHEHTIB, L0 BXOAATb
y [0 cknagy AONOMDKHOT
KapTOHHIi peyoBUHM «ApomaTum3arTop
Kopoo6Li NIMMOHHWI». 3MiHV BHECEHO

B IHCTPYKLiO 4119 MeMYHOro
3acToCyBaHHA A0 po3giny
"Cknag" (nigpo3gain
"[JONOMiXHI peyoBUHN"),
"Oco6nmBOCTI
3aCTOCyBaHHA" Ta 40 NYHKTY
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n/n JliKapcbK0O20 Ha peyoBuUHU ATX BUMYCKY 3asiBHUKa BUPOGHUKa Bionycky aHHST** peecmpayitiHo
3acoby HenameH (nikapcbk 2o
mosaHa a ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
3 TeKCTy MapKyBaHHSA
NepBUHHOT Ta BTOPUHHOT
yMakoBOK MiKapCbKOro
3aco6y. BBeieHHs 3MiH
NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS
* gidnosidHo do iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)

**y pasi BHECEHHS 3MiH 00 IHCMPYKUIT Npo MeduyHe 3acmocyBaHHSs

HauvannbHukK
dapManeBTUYHOr0 yIpaB/IiHHA

Onexkcanap I'PINEHKO
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