(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKoCTi

Agpeca 02093, ™. Kuis, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566~68~78 lMpuitManbHa
(+38044)207-73-41 Binpin KoHTpomo AKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dbapmakoHarnagy

Ceptudikar akocri / Ceprudikar ananisy Ne 170000003517

1. HalimeHyBanHa npogykuii: MEPIHAOMPEC® A

(Ha3Ba, cuna giifakTueHicTh, Nikapcoka popma Ta 1 TabneTka MicTUTb: NepuHgonpuny TpeT-6yTunaminy 8 mr (o signosifae 6
pO3Mip yrMakoBKM (iAeHTUYHO [0 TEKCTY Ha ,676 mr nepunponpuny) Ta amnoaunidy 6ecunaty 13,870 mr (wo signosigae
ynaKkoBui rotosol npoaykKuin)) 10

M amnoguniny); Tabnetku no 8 mr/10 mr; no 10 TabneTok y KOHTYpHI
YapyHKOBI YNakoBLi; No 3 KOHTYPHi YapyHKOBI YNaKOBKK B naulli 3
MapKyBaHHAM YKPaiHCbKOIO MOBOIO

2. Homep cepit: 5710324
3. Poamip cepit: 9,758 TYN
4. KpaiHa-BUpo6GHuK: YKpaiHa

5. HalimeHyBaHHA KpaiHu / KpaiH npnzHayeHHs YkpaiHa

Ans cepili;

6. Homep peecrpauiliHoro nocsiguexHs: UA/17768/01/02 Lie no 21.11.2024

7. fara Bupo6HMYTBA; 03.2024

8. llaTa 3aKiHuYeHHA TepmiHy npuaaTHoCTI 03.2027

{micaup i pik, nicna akoro J13 He 3acTocoByeTbCA):

9. Hasea, agpeca Ta HoMepu nileH3ii Bcix BUPOONEHO, BKMIOYaloYN YNakoBKy/MapKyBaHHA Ta KOHTPOSb AKocTi Ha [pAT
AiNbHULB BUPOGHULUTBA | KOHTPOJIO AKOCTI; «QapmauesTuuHa  ¢ipma  «HapHuus» 3a  agpecow: M Kuis, Byn.
Ceptudikaru BignosigHocti GMP Bcix Bopucninbcoka, 13; niueHzin AB Ne598086; csigoutBo npo aTecTauilo
JinbHNLb: nabopartopin BKA N2 128; ceptudikat GMP Ne 072/2023/GMP

10. AHani3s BnKoOHaHwii 3rigHo: MKA J13 ao peecrpauinHoro nocsigueHHa UA/17768/01/02 sig 21.11.2019

N22319, i3 3MmiHO0

Pesynbratu aHanisy:

Nen.n.  HafimeHyBaHHA MOKasHUKa Bumoru HopmaTMBHOI flOKyMeHTayil Pesynbrar aHanisy
1 Onuc Tabnetku 6inoro abo maiixke 6inoro Konbopy, niockoUunisgpuuHoi  Bianosigae
bopmu 3 dackoto
2 lpeHTudixauia A fikicHa peakuia Bignioeigae
3 lpeHTndikayis B flkicHa peakuia Bignosigae
4 lpenTudikauia C Ha xpomaTorpamax BUNPoBOBYBaHOTO PO3YUHY Ta PO3UUHY Binnosinae

NOPIBHAHHA, oflepKaHuX y po3dini "KinbkicHe BU3HauYeHHR", Yacu
yTpUMyBaHHA nikis nepuHgonpuny Ta amnoguniny, BignosigHo,
MaioTb crliBnagaTty

5 OpHopifHicTb fo3oBaHuUX oauHULb  Bignosinae sumoram AOY/ED, 2.9.40. NpuimanbHe yucno Bignosigae
Mepungonpuny Tpet-6yTunamin AV <150 %
6 OpHopigHicTb fo3oBaHux oguHvlpe  Bignosigae sumoram JOY/ED, 2.9.40. MpuiimanbHe yucno Binnosigae
AmnoauniH AV<150%
7 PosnagarHs He 6inbwe 15 xB 11 xe.
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£
8 Cynpegmﬁl AOMILUKN %)@ Jowmiwkun B nepvngonpuny - ve Ginbie 0,6 % 0.0 %
"
o
~ KODGTHORS o
9 quposmm rgn?(u,gwa - Domiwku F nepungonpuny - He 6inswe 0,6% 0,0%
10 Cyijpomga%c? @s&%f«m - Homiwky E nepuHaonpuny - He Ginbwe 0,4 % 0,0 %
11 Cynp@,smm Q) ?1 2 o N Bypnb-aKoi iHwo! goMiwku nepungonpuny - He Ginblwe 0,2 % 0,0 %
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MpopoBxeHHs Ceptudikar akocti / Ceprudikar ananisy Ne 170000003517 m l"lm“l“u”lmlm”m”"“““II“

CynpoBigHi fOMIUIKM

CynposiaHi flOMILLKN

CynposiaHi AoMiLLIKY

PosunHerHs NepuHgonpuny TpeT-
ByTUnamiH

Po3umHeHHs Amnoavniy

Mikpo6ionoriuHa yncToTa

KinbKicHe BU3HaueHHA
MepuHgonpuny TpeT-6yTunami
KinbkicHe BU3HaueHHA AMNoauniH

YnakoBKa

MapKyBaHH#A

Cyma [oMiLIoK nepuHgonpuny (kpim pomiwok B,E,F) - He Ginbuie
1,0 %

Bynb-AKOi JOMILLIKM aMIOAUNIHY - He Ginbwe 0,2 %

Cyma JOMILIOK amMnoauniHy - He Ginbwe 1,0 %

Bignogipae sumoram AOY/ED 2.9.3 npu Q=75 % 3a 15 x8
Bignosinae sumoram JOY/ED, 2.9.3 npu Q=75 % 3a 15x8

Kputepii npuitHATHOCTI: 3aransHe Hucno aepobHIKX
mikpoopraHizmie - 1000 KYO/r. 3aranbHe uucno OPIKOKOBUX i
nniceHesux rpubis - 100 KYO/r. BiacyTHicTb Escherichia colis 1 r

He merwe 7,6 mr Ta He 6inblwe 8,4 Mr, y nepepaxyHKy Ha cepefiHio
macy TabneTtku

He meHwe 9,5 mr Ta He 6inbwe 10,5 Mr, y nepepaxyHKy Ha
cepe/iHio Macy Tabnetku
BignosigHo no MKA 13

BinnosigHo go MKA 113

0.0 %
Bignosigae
0,0 %
Bignosigae
Bignosigae

Bignoginae

7,9 mr/tab
9,9 mr/Tab
Bignosipae

Bipnoeigae

11. KomeHTapi:

12. YmoBu 36epiraHHa:

13, 3asBa npo cepTudikauito:

Be3 KoMeHTapis

Airein micui.

LM NigTBEPMKYIO, WO BCi BUPO

B opuriHansHif ynakosLi npu TemnepaTypi He Bulle 25°C. 36epirati B HEAOCTYNHOMY ANA

GHMYI cTagii ana uiel cepii roTosol npoayKuil 6ynn NpoBefeHi

B NOBHIN BIANOBIAHOCTI 3 BUMOramid, BCTAHOBAEGHUMU B HUHHOMY kepisHuuTei no GMP,

3aTBepaKeHoMy MiHICTEPCTBOM OXOPOHN 300pOB’s YKpaiHy, i 3 BuMmoramy peecTpaLifiHoro
JIOChE KpalHU MpusHayeHHa

Cepis go3soneHa Ao peanizayil | sigBanTaxenHs 3 15.04.2024

NiB: KopoTtkosa O.T.

Mocapa: YnosHoBaxeHa ocoba

MignucaHo enekTPOHHUM MiANUCoM: 15.04.2024

3aTBepAXKyio
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J[loKyMeHT nignucakxo y cepeici BuacHo (nouartok)
00481212_20240415_Certificate_170000003517.pdf
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JLLOKYMEHT nignucaHo y cepeici BuacHo (NpoAoBKeHHsA)
00481212_20240415_Certificate_170000003517.pdf

[okymeHT BignpasneHo: 11:46 15.04.2024

BrnacHUK JOKYMEHTY

EnexkTpoHHUY nignuc

11:46 15.04.2024

€ProYy/iMH: 00481212

tOp. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULIA
cTaplumi iHCeKTop-yrosHoBaxeHa ocota: KopoTkosa OkcaHa lNeoprilsHa

Yac nepesipku KEM/ELM: 11:46 15.04.2024

CraTyc nepesipku ceptudikaty: Ceptudikar gie

CepiitHuit Homep: 32BA6ADA8780FF45040000009715000005D10100

Tun nignucy: keanidikosanuit






