APHUUSA

Appeca 02093, m. Kuis, syn. Bopucninbcbka, 13
Ten./dakc: (+38044)3566-68-78 lMpuiimansHa
(+38044)207-73-41 Bigain KoHTponio AKOCTI
(+38044)207-73-04 YnosHoeakeHa ocoBa 3 sAKocTi

(+38044)207-73-27 YnosHoBaxeHa ocoba 3 ¢apMaxkoHarnsgy I" ‘"‘"I“

Ceprndikar axkocri / Ceptudikar ananizy Ne 170000008117

1. Hatimenysanna npogykuii:

(HasBa, cuna aiifakTuBHICTb, Nikapcbka dopma Ta
po3Mip ynakoskM (ifeHTUYHO 4O TEKCTY Ha

YMakoBUi roToBol NPofyKyii))

2, Homep cepii:

3. Pozmip cepii:

4. KpaiHa-BupoGHIK:

MEPIHAOMPEC® TPIO

1 Tabnetka MicTUTL: Nnepunaonpuny TpeT-6yTunaminy 8 mr (Lo Bignoeinac 6

,676 Mr nepuHponpuny), inaanamigy 2,5 mr ta amnoguniny 6ecunary 13,87

M
(wo signosigae 10 mr AMITCAUNTIHY)

Tabnetki no 8 mr/2,5 mr/10 mr; no 10 TaGneTok y brictepi; no 3 6nicrepn

B Nayli 3 mapKyBaHHAM YKPaTHCLKOK MO
1FF20624
32,393 YN

YkpaiHa

5. HalimenyBaHHA KpaiHu / KpaiH npuaHavYeHHs Ykpaina

Ans cepii:

6. Homep peecrpayiiinoro nocsigueHHa: UA/19239/01/04
7. faTta Bupo6HULTEa: 06.2024

8. farta sakiHueHHA TepmiHy npupaTROCTI 06.2026

(micsaLb | pik, nicna akoro N3 wHe 3aCTOCOBYETBCAY):

9. Hasea, apgpeca Ta Homepw niyensiii Beix

BOIO

BMpobneHo, BKNOYAIOUN YNaKOBKY/MapKyBaHHA Ta KOHTPONb AKOCTI Ha NpAT

HinbHULb BUPOGHMYTES | KOHTPOMO AKoCY: «DapmauerTidHa  dipma «fapHaua» 32 agpecaw. ™M Kuis, BYJI.
bopucninecoka, 13; niyeHsin  AB Ne598086; ceinoutso npo  arecTauio

Ceprudikatu signosigHocti GMP Bcix

BinbHMLb:

10. AHanis Bukonanwit srigho:

PesynbraTu ananizy:

natoparopiit BKA N2 128; ceprudikar GMP Ne 072/2023/GMP

MKA 113 no peecrpayiiinoro nocsiguenns UA/9239/01/04 Big 23.02.2022

Ne360

N®n.n. HahmeHyBaHHA nokazHuKa Bumory HopmatueHol gokymeHTayil Peaynvrat ananizy
1 Onuc TaGnetku 6inoro abo maitke 6inoro KONLOPY, NAoCKOUMNIBAPKMYHGT  Bignoeipae
dopmn, 3 Gackew i puckoio
2 lnenTudikania A Ha Xpomatorpamax sunpoGosyeaHoro PO2UNHY | po3YMRy Bianosigae
MOPIBHAHHA, OflepXRauuX y posaini "Kinskicne BU3Ha4eHHA", Yacu
YTPMMaHHA ki neprHgonpuny, iHganamigy Ta aMnoANNIHY,
BiANOBiAKO, MaIOTL cniBnagaTy
3 laeHTndikayia B YO cnekTpu ROrKHAHAA BUNPOGORYEAHGMO PO3UnHy i pozunRy Bignosigae
nopisHAHHA B obnacTi ig 215 1M go 400 HM MakTh cniBnapnaTu
4 laenTudikauia C AkicHa peakyin Bianosinae
5 CAHOpIAHICTE JO30BAHKUX OOWUHKLb, Bianoeigae sumoram AOY, 2.9.40, MpuiAManbHe yucno Bignogigac
[TepuHacnpuny TpeT-ByTunami AV < 15,0%
6 OpHopigHicTs fo3oBaHMX oAgvHUUL,  Bignoaigae emmoram A0V, 2.9.40. MNprAManske yucno Bignosigae
IHAanamig AV < 15,0 %
7 OpaHopigHicTs fo3oBaHux ogumiue, Bignoeigae sumoram ADY, 2.9.40. MpuiaManbHe Yicno Bignoeinae
Amnogunip,poH R i n; AV=150%
8 Po3naghhina '%,7 He 6inswe 15 x8 3 xs.
(4
< KopoTkoBa -
9 Cydposigsi Agmiwkn, - Nomilwki B - He Ginswe 0,6 % 0.0 %
Iep viaonpil) rsHa -
10 Cyﬁposipéi IJ\DEB}{W!FIH = HAomiky F - He Ginswe 0,8 % 0.0 %
) TP S PR
11 Cynpag,i,uHi DOMILLIKN. o Homitwkn E - ve Ginbive 0,4 % 0,0 %
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Npopoekennn Ceprudikar akocti / Ceprudikar aHanisy Ne 170000008117

CynpoBigHi fomilKN.
MepuHponpuny

CynposigHi gomilkn.
Mepungenpuny

CynposigHi goMiniki, HWi gomilky
CynposinHi fOMILKK. IHWE gomiluzm
CynposigHi gomilku, [HIWi gomitukm
PoayviHenns. NepuHponpuny TpeT-
GyTunamiH

PosunHenHA. lHganamig
PosyuneHHa. Amnoginix
MixpobionoriyHa umcrota

KinbkicHe BU3HaveHHA.
NepuHgonpuny TpeT-6yTunamin
KinsxicHe BusHavedHn. lnganamig
KinbkicHe Bu3HaueHHA. AMnoguniu

Ynakoeka

Mapkysans

By ab-sKkol iHLWGT 4oMILLKY nepuHAonpuay - He Ginbwe 0,2 %
Cyma gomimox {kpim gomiiok B,E,F) - He Ginbiwe 1,0 %
IHaanamigy pomiwky B — He Ginbwe 0,3 %

Byab-axol iHWOT gomitwky — He Ginbwe 0,2 %

Cyma pomiwok (kpim fomilwok nepuHponpuny i iHAanamigy
Aomilwky B) — He Ginbwe 1,0 %
Binnosinac sumoram BOY, 2.9.3 npn Q=85 % 3a 15 x&

Binnoeigae sumoram AdY, 2.9.3 npn Q=75 % za 45 xa
Bianoeinac sumoram AOY, 2.9.3 npu Q=85 % 3a 15 xs

KpuTepii npuiHsTHocT: 3aranbHe Yyncno aepObHKX
Mikpoopranismis - 1000 KYO/r. 3aranbHe uncno apikguosnx i
nnicesesux rpubis - 100 KYO/r. BiacyTHicrs Escherichia colis 1 r
He Menwe 7,8 mri He bincwe 8,4 mr, & nepepaxyHKky Ha cepegHio
Macy TabneTku

He meHwe 2,38 mr i ve 6inbwe 2,62 mr, 8 nepepaxyHxy Ha
CepeaHIc Macy TatneTkn

He meHwe 9,5 mr i He Binbwe 10,5 mr, B NEPEepaxyHKky Ha cepeiHio
Macy TabneTku

BignosigHo no MKA N3

BianosigHo po zateeppxeHoro TEKCTY MapPKYBaHHSA

A A

Bignoeigae
0,0 %
0,0 %
Bignosigae
0,0 %
Binnoeinac
Bignoeigae
Bignogeigae

Binnoeinae *

8,0 mrfrab
2,51 mritab
9,9 mriTab
Bignoeigae

Bignogigac

11. KomenTapi:

12. Ymoswu 36epiranHna:

13. 3asmBa npo cepTnikaiio:

*Nepioguu4HICTE KOHTPOSIO B KOXKHIN 10 cepil

airei micui.

B opurinanbhiil ynakosui npu TemnepaTypi He Bue 25°C. 36epiraty B HeNOCTYNHOMY [1NA

Uum niareepmxyio, uio Bci BUpo6HMYi cTagii gna uiei cepii rotosoi npogykuii Gynu nposegeHi

B NOBHIl BIANOBIEHOCTI 3 BUMOramMK, BCTAHOBREHMMM B YiHHOMY KepigHuyTBI no GMP,
3arBepeHomy MiHICTePCTBOM OXOPOHU 3/10p0B’s YKpaiHu, | 3 BUMOramu peecTpaLiiHoro
AoChe KpalHU NpuaHadeHHn

Cepia no3zeoneHa go peanizauii / BigeanTaxenns z 05.07.2024

—

Mi6: Kopotkora O.I.

3arBepaxyo

Mocapa: CTapwmin iHCMeKTop - YNoBHOBaXeHa ocoba

Nianucaro enexkTpoHHum nignucom: 05.07.2024  14:58
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