Anpeca 02093, m. Kui, Byn. bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 MpuitmanbHa

(+38044)207-73-41 Bipgin koHTpONO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 aKocTi

(+38044)207-73-27 YnosHosaxeHa ocoba 3 dapmaKoHarnsgy

[

Ceptudikar akocri / Ceptudikar ananizy N2 170000016609

1. HaitmenyBaHHA npogyKuii: MEPIHOONPEC® AYO

(Ha3Ba, cvna fii/akTuBHICTb, Nikapcbka popma Ta
PO3Mip ynakoBKW (IAEHTWYHO GO TEKCTY Ha
YNakosLi roTosoi NpoaykKLii))

MOBOO
2. Homep cepii: 3N10125
3. Po3mip cepii: 32,493 TyN
4. KpaiHa-Bupo6HuK: YkpaiHa

5. HalimenyBaHHA KpaiHu / KpaiH npusHaveHHs YkpaiHa

AnsA cepii:

6. Homep peectpauifiHoro nocsigueHHs: UA/19069/01/02 Lie no 16.11.2026
7. Oata Bupo6HULTBA: 01.2025

8. laTa 3akiHYeHHA TepmiHy npugaTHocTi 01.2027

(micaupb i pik, nicna AKoro J13 He 3aCTOCOBYETHCA):

9. Hasea, agpeca Ta HoMepu niyeHsiii Bcix

1 TabneTtka MicTUTL NepuHKonNpUNy TPeT-6yTunamiHy 8 mr (ujo sianosifac 6
,676 mr nepurponpuny) Ta inganamigy 2,5 mr; taénetku no 8 mr/2,5 mr; no
10 Tabnetok y bnicrepi; no 3 6aictepu B NayLli 3 MApKyBaHHAM YKpPaiHCHKO

BUPOBEHOo, BKAOYAOUM YNaKoBKY/MapKyBaHHS Ta KOHTPOSMb AKOCTI Ha MpAT
agpecoio: ™M  Kuis, Byn.
CBIAOUTBO MNpo artecTauii

AiNbHNLb BUPOGHNLTBA | KOHTPONIO AKOCTI; «QapmayeBTuuHa dipma  «dapHuua»
Ceprudikaru BignosigHocti GMP Bcix Bopucninbceka, 13; niyeHsia AB N2598086;
AiNbHULb: naboparopiit BKA Ne 128; ceptudikat GMP N2 072/2023/GMP

10. AHani3 BUKOHaHul 3rigHo:

MKA N3 po peectpauiiHoro nocsiguyeHHss UA/19069/01/02 sin 16.11.2021

Ne2537
PesynbraTu aHanisy:
N¢ n.n. HalimeHyBaHHA NoKazHMKa Bumoru HopmaTuBHOT foKyMmeHTaLil PesynbTar aHanizy
1 Onuc Tabnetku 6inoro abo maiixe 6inoro Konbopy, nnockouuniHapuuHo!  Bignosigae
bopmu, 3 dackoio
2 lneHTudikauia A Ha xpomatorpamax Bunpo6oByBaHHOMO PO3UMHY (a) i pozunHy Binnosinae
nopiBHAHHA (a), oaepXanux y poaaini "KinbkicHe BusHaueHHs",
yacu yTpumyBaHHA NiKie nepurgonpuny Ta iHganamigy, signosigHo,
MatTb cnisnagartiu
3 ineHTU®IKaLin B Y®-cnekTpu NornuHaHHaA BUNPOGOBYBAaHOTO PO3YUHY | PO3UUHY Bianosigae
nopieHAHHA B o6nacTi Big 215 Hm go 400 Hm matoTh cnienagatu
4 lnenTudikavia C AkicHa peakuin Binnosigae
5 OpHopiaHicTb ao3oBaHuMx oguHULb. Bignosigae sumoram AOY, 2.9.40. MNpuitmansHe yucno Bignosigae
MNepuHponpuay TpeT-6yTnamiH AV <£150%
6 OpHopinxicTb fo3oBaHKX oaMHULb.  Bignosigae sumoram J0Y, 2.9.40. MpuitmanbHe uncno Bignosigae
IHaanamig AV £ 15,0 %
7 Po3nagaHHsn He 6inblwe 15 x8 2 x8.
8 Cynpom,qu Bemitai nepuHAonpUNY Dowmiwku B - ve Ginbwe 0,6 % 0,0%
9 »>
ff (}/‘
9 CynposigHj AOMilIKK neputionpuny [omiwkn F - He Ginbwe 0,6% 0.0 %
4 p A ;&;pm KORE p ﬂ p v A °
10 Cyc’poBlAHl ngiﬂfKVi nepMHAowpmny Jowmiwku E - He binbwe 0,4 % 0,0 %
Ceopr umm
11 Cyr?poal,qfiz];:( gvl’u{:u Epvmgmpwny Bygb-AKkol iHwoi agomitwikn - He Ginbie 0,2 % Bignosigae
0481 ?7 2
12 Cynpos}gm AOMiLLKN neQVrHAOﬂpMﬂy Cyma pomitwok (kpim gomiwok B,E,F) - He Ginbwe 1,0 % 0,0 %
-Gr\o ¥ «ng
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Npogosxenns Ceprudikat skocti | Cepruikar ananisy N 170000016609

CynposigHi foMiWwKn iganamigy
CynpogigHi AoMilKY iHpanamigy
CynposigHi AoMilIKK iHpanaminy
PosunHenHs. MNepurgonpuny TpeTt-
ByTUNamiH

Po3uuHeHHs. IHAanamig
MikpobionoriuHa yncroTa
KinbkicHe BW3Ha4eHHA.
MNepuHgonpuny TpeT-6yTUnami
KinbkicHe BU3HauyeHHA. IHRanamig

YnakoBska

MapkysaHHA

Jlomiwkm B - He Ginbwe 0,3 %

Byab=AKOT iHLWOT AOMILLIKY - He Binblue 0,2 %

Cyma oMiloK (Kpim Aomiluku B) - He Ginbwe 1,0 %
Bignosigae umoram 0Y, 2.9.3 npu Q=85 % 3a 15 x8
Bignosinae sumoram AdY, 2.9.3 npu Q=80 % 3a 30 x8

KpuTepil npuitHATHOCTI: 3aranbHe uncno aepobHux
MikpoopraHiamis - 103 KYO/r. 3aranbHe 4nCno ApiKAKOBUX |
nniceHesux rpu6is - 102 KYOIr. BigcyrHictb Escherichia colis 11
He meHwe 7,6 Mr i He Ginbwe 8,4 mr, B nepepaxyHKy Ha cepefHto
macy Tabnetku

He meHwe 2,38 mr i He Ginblue 2,62 mr, B NepepaxyHKy Ha
cepefHI0 Macy Tabnetku

BignosigHo go MKA 13

Y BignosigHoOCTI i3 3aTBEPAKEHUM TEKCTOM MapKyBaHHA

TR

0.1 %
Binnosigae
0,0 %
Binnoginae
Binnosigae

Bignoeigae

7,8 mr/tab
2,47 mriTab
Bianosigae

Bignosigae

11. KomeHrapi:

12. YmoBwm 36epiraHHA:

13. 3asBa npo cepTudikauito:

bes komeHTapis

aiTe micui.

B opuriHanbHili ynakosui npu Temnepatypi He suie 25°C. 36epiraTi B HeAOCTYNHOMY ANA

Uum nigTeepaxyio, Wo Bci BUpobHuyi cTagil ana yier cepii roToBOI NPoAYKLUii 6ynu nposefeHi

8 MOBHIN BiANOBIAHOCTI 3 BUMOTamMn, BCTAHOBIEHUMI 8 YMHHOMY KepisHuyTei no GMP,
3aTBepaKkeHoMy MiHICTEpCTBOM OXOPOHU 300poB'a YKpaiHu, | 3 BUMOramu peecTpauinHoro
[AOCbE KpaiHU Npu3sHadeHHA

Cepisa posBoneHa Ao peanisauii / BigBaHTa)KeHHA 3 28.02.2025

MI6: KopoTkosa O.[.

Nocapa: YnoBHoBaxeHa ocoba

3aTBepaXyo

NignucaHo enekTpoHHum nignucom: 28.02.2025 13:16
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JloKyMeHT nignucaHo y cepBici BuacHo (novatok)
00481212_20250228_Certificate_170000016609.pdf
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[okyMeHT nignucaHo y cepsici BuacHo (NpoAoBKeHHs)
00481212_20250228_Certificate_170000016609.pdf

Homep gokymenTy: 170000016609

[okyMeHT Bignpasnexo: 13:21 28.02.2025

BignpaBHUK AOKYMeHTY

EneKTpoHHU#A nignuc

13:21 28.02.2025

€APN0Y/INH: 00481212

tOp. Hasea: MPUBATHE AKLUIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA IAPHULA
cTaplumit iHcnekTop-ynoBHoBaxeHa ocoba: KopoTkosa OkcaHa MeopriiBHa

Yac nepesipku KEM/EUM: 13:271 28.02.2025

Cratyc nepe.ipku cepTudikaty: Ceptudikar gie

Cepiliuii Homep: 2DBD5940D955E12A040000009715000080320D00

Twvn nignucy: keanidikopaHui

Tun cepTudikaty: kBanidikosaHui






SC

{+38044) 207-73-04 YnosHosaweHa ocoba 3 AKocTi
{(+38044)207-73-27 YnosHosaxeda ocoba 3 dapmakoHarnagy

Agpeca 02093, wm. Kuie, pyn. Bopucninbeexa, 13
Ten./@akc: (+38044)566-68-78 MpuitmansHa
n@’ @ p H u u g {#38044)207-73~41 Bignin KOHTpON AKOCTI

Ceprridikat akocri / Ceprudikat aHanisy Ne 170000013679

1. HalimesysanHa npogykyii; MEPIHAOMPEC® AYO

(+azea, cvina giifakTueHicTs, nikapcbka dopma a1 Tabnetka MICTUTL NEpPUHKONPUAY TpeT-ByTunamiHy 8 mr (Lo signosigae 8

posmip ynakeskm (ifeHTUMHO 40 TeKCTY Ha 676 mr nepurpgonpuny) Ta iHganaminy 2,5 mr; Tabnetky no 8 mrf2,5 mr; no

YNaxkosui roTosol NpogyKLii)) 10 rabnerok y 6nicrepi; no 3 GnicTepu B naqwi 3 MapKyBaHHAM YKPAiHCbKOI
MOBOHK

2. Homep cepil: 1ET31124

3. Posmip cepil: 33,252 YN

4. KpaiHa-supo6HuK; Yrpaina

5. HalimeHyBaHH=A KpalHu / KpalH npmzHayeHHa Ykpaiva

BnA cepil:

6. Homep peecrpauiiiHoro nocgigueHHn: UA/19069/01/02 flie po 16.11.2026

7. fata BUpoGHULITBA: 11.2024

8. [laTa sakiH4yeHHA TepMiHY NprUZaTHOCTI 11.2026

(micaub | pik, nicna Aakoro J13 He 3aCTOCOBYETbEA):

9. Hazea, agpeca ta HoMepny AiLeHsii BCiX BUpoOAEHo, BRIIOYAIOHN YNAKOBKY/MapKYBaHHA Ta KOHTPonb AkocTi Ha TMpAT

ANbHULL BUPOGHULTEA | KCHTPOMIO AKOCTI; s«apmadestuuna  dipma  «lapHuus»  3a  agpecow: M Kuis, syn.

Ceptudikarn eignoeigHocri GMP scix bopucninbebka, 13; niyensia AB Ne598086; ceimouTso npo avecrauin

HinbHNLUb: naboparopiit BKA Ne 128; ceprndikar GMP Ne 072/2023/GMP

10. Ananiz eukoHaHWii srigxo: MKA N3 go peecrpauiiiHoro nocsiguensa UAS19069/01/02 sig 16.11.2021
Ne2537

PeayneraTu aHanisy:

Nen.n. HalimeHyBaHHA MOKazHNKa Bumoru HopmaTuBHOT ROKyMeHTaL il PezynbTaT aHaniay
1 Onuc Tabnetku Ginoro abo malixke Sinoro Ronbopy, NAOCKOUMAIHAPKUHOT Bianosigae

hopmi, 3 Packoio
2 lnentudikauin A Ha xpomatorpamax sunpoGosyBarHOro posuuHy (a) i posquny Bignosinae

nopisHAKHA {a}, ogepaHKx y posgini "KinokicHe BuaHaueHHs",
HACK YTRUMYBAHHA AIKIB nepuHAaonpuiy Ta iHpanaminy, signosinxo,
maloTe Ccnignagar

3 lgeHTrdikadia B Y®-cnekrpu nornuHaHHA BUNPoGoBYBaHOrO POIUMHY | POIUUHY Binnosigae
nopiBHAHHA B 0GnacTi Big 215 Hm ao 400 HM MaloTh crignafaty
4 lpenrudikauin G AxicHa peakuis Bigniosigae
5 OgHopigHicre gososannx oauHKub.  Bignosigae sumoram JOY, 2.9.40. MpufimancHe HMCRo Binnoeinae
Nepurgonpuny TpeT-GyTunamin AV <£150%
4] Opropigricte gosoBannx oankvub.  Bignosigae sumoram JOY, 2.9.40. MpuAmancHe YWcno Binnoeinae
Inpanamig AV=150%
7 PoznagaHHA He Ginble 15 x8 5 xB.
8 CynposigHi pomikn nepuHgonpuny fomiwkn B - He Ginbwe 0,6 % 0,0 %
oHHU G
ot ny
9 CynpapigHi aomitxmn neﬁbﬂggonpwny Homiwkn F - He Ginbwe 0,6% 0,0%
<«
-
TKOB2 -
10 Cyg}‘)osinnrp%)?ﬁ%wanepwH,qer_[!pmny Homiwkn E - He Ginbwe 0,4 % 0,0%
11 Cyapoai leeo lrrfBHa VIHAQI]HpW'Iy Byab-Akol iHwol goMmilky - He Binswe 0,2 % Bignosinae
POSIREBNGY g Al
12 Cynﬁo,giﬂHi%%ﬂdﬁJ]ignllgepwgﬁ'onplnny Cyma gomiwox {kpim gomiwok B,E,F) - xe Ginswe 1,0 % 0.0 %
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Mpopoexenna Ceprudikar Akocti / CepTuidikaT ananizy N2 170000013679

CynposigHi fomitiky iHganamigy
CynpoBigti poMmillky iHganamigy
Cynposigsi gomilkK iHganamigy
Posuunenna. NepuHgonpuny TpeT-
GyTunamin

PoaunHeHHA. lhganamip
MikpabionoriuHa uvcToTa
KinbKicHe BU3HAYEHHA.
MNepuHponpuny TpeT-0yTunamiH
KinbKicHe Bu3aHaverHA. lHpanamig

YnaxosKka

MapkyBaHHs

Bomiwmsn B - He Ginblue 0,3 %

BYAb-AKOT IHWGT OMIWKY - He Binbe 0,2 %

Cyma fomiox (kpim gomitku B) - He Binbwe 1,0 %
Bignoeigae sumoram AADY, 2.9.3 npw Q=85 % 3a 15 xs
Bignosigae sumoram AOY, 2.9.3 npu Q=80 % 3a 30 xe

Kputepl npuitHaTHOCTI: 3aranbie YMCNo aepobHmx
Mikpoopranismis - 10% KYO/r. 3aranbHe yucno gpisasxosux i
nniceHeamnx rpwbie - 102 KYO/r. Bincytricte Escherichia colie 1 r
He meHte 7,6 mr i He Ginblue 8,4 Mr, B nepepaxyHKy Ha cepegHio
Macy TabneTku

He menwe 2,38 mr i He Binbwe 2,62 wvr, B nepapaxyHKy Ha
cepepfHK macy Tabnetku

BinnosinHe no MKA A3

Y BifNOBIZHOCTI i3 3aTBEPMKEHNM TEKCTOM MapKyBaHHS

[ ARTTREAE

0.1 %
Bipnoeinae
0.0 %
Binnoeinae
Bignoeinae

Bignosigae *

7.9 mritab
2,44 mritab
Bignoeinae

Bignosigae

11. KomeHrapi:

12. YmoBu 26epiraHysa;

13. 3anABa npo cepTudikauii:

*MepiopuyHICTL KOHTRONIO B KOXHIA 10 cepif

nitel micyl.

B opuridansriil ynakosui npw Temnepatypi He Buule 25°C. 36epiratii B HegOCTYNHOMY ANA

Uum nifTeepnskyto, wo sci BupobHuyi craail gna Uiel cepil roToeol npogykull 6ynun nposegeHi

B NOBHIW BignosigHoCcT! 3 BUMOramu, BCTAHOBAIEHWMIA B YMHHOMY KepisHMUTBI no GIMP,
3atBeppAxeHomMy MinicTepcTom oxopoHK 3gopos'a YKpaiH®, | 3 Bumoramn peecTpaliitHoro
AOCHE KpaiHW Mpr3HadeHHA

Cepis gossonena o peanizayii / sigpaHTaxeHHa 3 10,12.2024

Mis: Kopotkosa O.F.

Mocapa: YnosHosameHa ocoba

Mignucaxo enekrporHMm nignincom: 10.12.2024

3arBepaxyIo

14:18
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OoxymeHT nignucaHo y cepsici BuacHo {novaTok)
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