Agpeca 02093, M. Kuis, BYyn. BopucninbCbKa, 13

Ten./Qaxc: (+38044)566-68-78 MNpuitmanbHa A
(+38044)207-73-41 Biggin KoHTpOMIO AKocTi

(+38044)207-73-04 YnosHOBaXeHa ocoba 3 AKoCT

(+38044)207-73-27 YnoBHOBaxXeHa ocoba 3 dapmakoHarnapy

Ceptudikar akocri/ Ceptudikar ananisy Ne 170000033416

1. HalimeHyBaHH#A NpoayKuii: MEPIHAOMPEC® TPIO
(Ha3Ba, cuna Aii/akTUBHICTb, NiKapCbKa dopma Ta 1 Tabnetka MicTUTL NepUHACPWITY TpeT-6yTunaminy 8 mr (1o BiNoBinae
PO3Mip YNaKkoBKN (IREHTVHYHO A0 TEKCTY Ha 6,676 mr nepuHgonpuUny), inganamigy 2,5 Mr Ta amnoannity 6ecunaty 13,87
ynakosLji roTosof npogayKuii)) (wo signosigae 10 mr amnoguniny); Taénetku no 8 mr/2,5 mr/10 mr; no 10
Tabnevok y bnictepi; no 9 bnictepis B nauui P
2. Homep cepii: 2H20526
3. Poamip cepil: 9,365 YN
4. KpaiHa-BUpOGHUK: Ykpaida

5. HaiimeHyBaHHsA KpaiHn / KpaiH Npu3Ha4YeHHA YkpaiHa

[ns cepii:

6. Homep peecTpaLiiiHOro NOCBIAYeHHA! UA/19239/01/04

7. Qara BupobHuUTBa: 05.2026

8. [laTa 3aKiH4YeHHA TepPMiHy npupaTHocTi 05.2029

(micsup i pik, nicns akoro JI3 He 33CTOCOBYETLCA):

9. HasBsa, aapeca Ta Homepu niteHsii Bcix BUPOGEHO, BKIOYatoHN yrakoBKY/MapKyBaHH#A Ta KOHTPOIb akocTi Ha MpAT

[inbHULUbL BUPOGHNUTBA i KOHTPOJIO AKOCTI; «DapmaliesTuHa  dipma «flapHuua» 3a agpecol: M Kuis, BYy”.

Ceptudikartn sipnosigrnocri GMP Bcix bopucninbcbka, 13; niyeHsis  AB Ne598086; ceigourso npo aTecrauiro

RiNbHULb: na6opatopiit BKA Ne 128; ceptudikat GMP Ne 099/2025/GMP &

10. Ananis BUKOHaHUI 3rigHo: MKS N3 go peecTpauiiiHoro NocBig4eHHsA UA/19239/01/04 sig 23.02.2022
N2360

PesynbraTtu aHanisy:

Ne n.n. HalimeHyBaHHA NOKasHUKa BuUMoOrit HOPMAaTUBHOI noKymeHTauii PesynbTar aHanisy
1 4
1 Onuc TabneTku 6inoro abo maixe binoro konbopy, nnockouuainapuuHoi  Bignosinae
dopmu, 3 packoto | pUCKoHo
2 IgeHTudiKaLia A Ha xpomarorpamax BUMPOBOBYBAHOTO PO3UUHY | PO3UMHY Bignosigae

NOPIBHAHHA, OfePXaHuX 'y pozgini "KinbkicHe BU3HaUEHHA", uacu
yTpUMaHHA NiKiB nepuHponpuiy, iHaanaminy Ta amMnoauniny,
BiANOBIAHO, MaloTh CNiBMaAATH

3 ineHTudikatia B Y® cnekTpy NOFNMHAHHA BUNPOGOBYBaHOTO PO3UNHY i pO3UKHY Bignosinae
nopiBHAHHA B 06nacTi 8if 215 1M ao 400 HM MaloTb criBnagaTii

4 ineHTudikauia C flkicHa peakuis Bignosipae

5 OAHOPIAHICTL 030BAaHNX OAVHULE. Bignosigae Bumoram AOY, 2.9.40. MNpuitmanbHe YACno Bignosigae
NepuHaonpuay TpeT-6yTunamin AV < 15,0 %

6 OpHopiaHicTb [O30BAHNX OANHULD. Bignosinae sumoram AOY, 2.9.40. MpuiimanbHe Yucno Bignoeipae
IHganamiz AV < 15,0 %

7 OpHopigHicTb [030BAHNX OQUHULb. Bignosigae Bumoram JOY, 2.9.40. NpumanbHe YNCNO Bignogipae
Amnoaunid AV < 15,0 %

8 Posnaganga® © 74 He Ginble 15 x8 - 4 xs.

«® Ao
4 <

9 Cyn‘g\oaim—ig@g«%w&%ga Z Llomituku B - He Ginbwe 0,6 % 0,0 %
NeVHAOIPURY a1 “ '

10 Cyi{poaiAHii---% i, - Lomiwkn F - ve 6inbwe 0,6 % 0,0 %
”811”““9@‘3?@%)\@_@ VAMH & , , .

11 Cy”&QB'AH‘Cﬁ?}‘{@J{*@"; o > Jlomitku E - He Binbuwe 0,4 % 0,0%
ﬂepmﬁ-/gonpmny 4

12 Cynpon?‘lhuj(gomimwg_,\)’,{g«"‘\ Bynb-AKOT IHLIOT AOMILIKY NEPUHACTPVITY - He 6inbwe 0,2 % Bignosinae

Nepurponpuny® ¥ ¥
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MpogoBxenun Ceprudikar akocri / Ceptudikar ananizy N2 170000033416 m l""m”I”mmlml”ml]l"m"l m

CynposigHi gomilku.
Nepungonpuny

CynposiaHi gomiwku. [Hwi LOMILUKN
CynpoBigHi nomitkn. THwi AOMILLKN
CynposigHi pomittkn. IHWi gomiwku
PosuuHeHHs. MNepuugonpuny Tpet-
6yTunamin

Pozuunenns. Ivganamig
PosunHenHs. Amnoginiu
Mikpo6ionoriuna yucrora

KinbkicHe 8u3HayeHHs.
Meputponpuny tpet-6yTunamin
KinbkicHe Bu3HaueHHs. IHpanamig
KinbkicHe BusHaueHHs. Amniogunin

Ynakoska

MapkysaHHs

Cyma nomiwok (kpim pomiwok B,E,F) - e 6inbwe 1,0 %
lHpanamigy fomiwkm B — He Ginble 0,3%
Byab-akol iHWoi gomiwky ~ He Ginbwe 0,2 %

Cyma gomiwok (Kpim fomituok nepuHgonpuny i inganamigy
Aomiwku B) — He Ginbiwe 1,0 %
Bianosinae sumoram AOY, 2.9.3 npu Q=85 % 3a 15 xs

Binnosinae Bumoram 10Y, 2.9.3 npu Q=75 % 3a 45 xs
Binnosinae sumoram [0y, 2.9.3 npu Q=75 % 3a 15 xB

Kputepii npuiiHatHocti: 3aranbHe yucno aepobHux
MiKpoopraHismis - 103 KYO/r. 3arasnibHe YMCno ApPiKAKOBUX |
nniceHesux rpubis - 102 KYO/r. BigcytHicTe Escherichia colis 1 ¢
He menwe 7,6 mr i He Binblue 8,4 MF, B NepepaxyHKy Ha cepefHio
Mmacy TabneTtkun

He menwe 2,38 mr i He Ginbiue 2,62 Mr, B NepepaxyHKy Ha
cepefiHio Macy TabneTku

He menwe 9,5 mr i He Ginbwe 10,5 Mr, B NepepaxyHKy Ha cepefHio
macy Tabnertku

BianosigHo go MKA N3

Y BignosiaxocTi Ao 3aTBepaKeHoro TEKCTY MapKyBaHHS

0,0 %
0,1%
Bignosigae
0,0 %
Binnosigae
Bignosinae
Bignosigae

Bignoeigae *

8,1 mritab

2,50 mr/ta6
10,1 mr/Ta6
Bignosigae

Bignosigae

11. KomenTapi:

12. Ymosu 36epiranus:

13. 3asBa npo ceprudikayiio:

B opurinanbHiii ynakosui npu TemnepaTtypi He BuLle 25°C. 36e

*MepioguuHictb KoHTPONMO B KOXKHiIiT 10 cepii

Aiteir micui.

Lum nigrsepaxyio, o sci BUpPO6HWYI cTagii ans
B NOBHIN BignosigHocTi 3 BUMOramu, BCTaHOBAEHUMM B YUNHHOM
3aTBepaxeHomy MiHictepcTBoM oxopoHu 3l0poB'a YK

AOCbE KpaiHW npusHaveHHn

Cepin posBoneHa o peanisaujii / BinBaHTaxeHHA 3 11.06.2026

piratv 8 HegocTynHoMy Ans

Li€i cepil rotosoi npogjykuii 6ynu nposegeHi
y kepisHuuTBi no GMP,
paity, i 3 BUMoramu peecrpadiiitoro

Mib: Kopotkosa O.I.

Mocapa: YnosHoBaxeHa ocoba

flisnucaro enexTpoHHUM Mignvcom: 11.06.2026
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flokymeHT niggnucako y cepsici ByacHo (noyaTok)
00481212_20260611_Certificate_17000003341 6.pdf
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HokyMeHT nignucaHo y cepsici BuacHo (NnpofoB)KeHHA)
00481212_20260611_Certificate_170000033416.pdf
Homep fokymeHTy: 170000033416

HokymeHT BignpasneHo: 13:09 11.06.2026

BianpaBHUK JOKYMEHTY

EnekrpoHHuit nignuc

13:09 11.06.2026

€PMOY/INH: 00481212

tOp. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®IPMA JAPHULIA
CTapLUKi iHCNeKTop-ynoBHOBaXeHa ocoba: KopoTkoBa OKcaHa I"eopriiBHa

Yac nepesipku KEM/ELM: 13:09 11.06.2026

CtaTtyc nepesipku cepTudikaTy: CepTudikat gie

CepiitHnii Homep: 2DBD5940D955E12A0400000097150000C1152600

Tun nignucy: kBanidikosaHUi

Tun ceptudikaTty: KBanibikoBaHUMi






Appeca 02093, ™. Kuis, Byn. Bopucninbebka, 13

Ten./OQakc: (+38044)566-68-78 [puimansHa

(+38044)207-73-41 Biapin KOHTPOMO AKOCT

(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCTI !

(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocrti / CepTudikat aHanisy N2 170000021289

1. HalimeHyBaHHA NpoAayKuil: MEPIHOOMPEC® TPIO

(Ha3Ba, cuna pii/akTusHicTb, Nikapcbka popma Ta 1 Tabnerka MICTUTL NepuHAONPUNY TpeT-6yTunamidy 8 mr (o Bifnosigae
PO3MIp ynakoBKkU (ifeHTUYHO 0O TEKCTY Ha 6,676 mr nepunaonpuny), inganamigy 2,5 Mr ta amnoguniy becunaty 13,87
YNaKoBLyi roTOBOT NPOAYKLT)) (wo sigrosigae 10 mMr amroauniny); Tabnetkm ro 8 mr/2,5 mr/10 mr; no 10

Tabnetok y 6nictepi; no 9 Gnictepis B nayui

2. Homep cepii: 2H30525
3. Pozmip cepii: 6,959 TYN
4. KpaiHa-BUupoOGHUK: YKpaiHa

5. HalimeHyBaHHs KpaiHu / KpaiH npusHaveHHAa YKkpaiHa

Ans cepii:

6. Homep peecrpaniiiHoro Noceig4YeHHs: UA/19239/01/04

7. BaTa Bupo6GHULTBa: 05.2025

8. Jlata 3aKiHuUeHHA TepmiHy NpuaaTHOCTI 05.2027

(micaup i pik, nicns Akoro J13 He 3aCTOCOBYETHCA):

9. Hassa, agpeca Ta HomepW NiUeHsill Bcix BUPOBNEHO, BKIIOYAKOUM YNaKOBKY/MapKyBaHHA Ta KOHTPONb AKOCTI Ha NpAT

AiNbHULb BUPOBGHULTBA | KOHTPOIO AKOCTI; «bapmauesTuHa  dipma  «[apHuus» 3a agpecot: M Kuis,  Byn.

Ceprudikatn signoeipHocri GMP Bcix Bopucninbebka, 13; niuensia AB Ne598086: ceipouUTBO NPO  aTecTauilo

AiNbHUYb! naboparopiit BKA Ne 128; ceptudikar GMP Ne 072/2023/GMP

10. AHanis BUKOHaHWiA 3rigHO: MK N3 fgo peecrpauiiHoro nocsigueHHs UA/19239/01/04 Big 23.02.2022
Ne360

PesynbTaTtn aHanisy:

N¢ n.n. HaliMeHyBaHHA NOKa3HWKa Bumoru HOpMaTUBHOI AOKYMeHTauUil PesynbTar aHanisy
1 Onuc TabneTtku 6inoro abo Maie 6inoro Konbopy, NNockouuniHapuyHoi  Binnosigae

dopmu, 3 $packoio | pucKo
2 lgeHTudikauia A Ha xpomaTorpamax Bunpo6oByBaHOro po3UnHy i pO3UnHy Bignosigae

nopiBHAHHA, opepXkaHnx y po3aini "KinbkicHe BU3HaueHH", yacu
yTpuMaHHs nikis nepuraonpuny, iHganamiay Ta amnoguniHy,
BiANOBIAIHO, MatOTh ChiBNanaTu

3 lgeHTudikauia B Y cnekTpy NOrANHAHHS BUNPOBOBYBAHOrO PO3UUHY | PO3UUHY Bignosipae
nopisHAHHA B 06nacri 8ig 215 Hm Ao 400 HM matoTb cnisnapatu

4 lnenTudikauis C AkicHa peakuis Bignosigae

5 OpaHOpIAHICTb 030BaHUX OAVHMLE.  Bignosigae sumoram [OY, 2.9.40. MpuitmanbHe Yncno Bignosigae
MepuHgonpuny TpeT-6yTunami AV <150 %

6 OaHOPIAHICTL A030BaHNX OavHULL. Bignosifae Bumoram A0Y, 2.9.40. NpuitmanbHe uncno Bianosigae
iHganamig AV <150 %

7 ORHOPIAHICTD 4030BaHMX oAMHULL.  Bignosigae sumoram JOY, 2.9.40. NpnitmanbHe 4ucno Bignosipnac
Amnogunin AV <150 %

8 Po3naaaH\yg,§ o B He 6inbwe 15 xB 5 xB.

r”«c' r

9 CynpoBiaHi AOMILIK Jomitkn B - He Ginbwe 0,6 % 0,0 %
Mepirponpiy” “OH¢ g

10 CymposiaHi A - Jlomiwku F - He Ginbwe 0,6 % 0.0 %
MepuHaon

11 Cyr:.ipoai,q Domiwkwm E - ve 6inbwe 0,4 % 0,0 %
MNepvignonpusy

12 Cynpdiﬁi‘;q}ii pomiwkmM, & ByAb-AKOT iHLIOT FOMIWKM NepuHAonpuny - He Ginbwe 0,2 % Binnosinae

NepuHponpny, y %
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Mpoaosxenns Ceptudikar axocri / Ceprudikar ananizy N2 170000021289 I” mlml”I“I”"I“""”mllm”“ ”“

CynposigHi gomitiku.
(tepuHpgonpuny

CynposigHi gomilky. [HWI JoMiluKy
CynpoBigHi gomiwku. [HWwi fomituky
CynposigHi gomikn. [HWwi aomitku
PosunHenHs. MepuHponpuny Tpet-
ByTunamiv

PosuuHenHs. thpanamig

Po3zumnHerHa. Amnoginin

MikpobionoriyHa uncroTa

KinbKkicHe BU3HayeHHA.
NepuHgonpuny TpeT-6yTuUnami
KinbkicHe Bu3HaueHHs. lHaanamig
KinbkicHe BU3Ha4yeHHA. AMaogunin

YnakoBka

MapkyBaHHA

Cyma pomiwok (kpim gomiwok B EF) - He 6inbwe 1,0 %
IHganamigy fomiwkm B — He Ginbwe 0,3 %
Byab-sKol iHWoT fomitku — He 6inbwe 0,2 %

Cyma gomiwok (Kpim fomitiok nepvHgonpuny i iHganamigy
pomiwku B) — He 6inbuwe 1,0 %
Bipnosigae sumoram 4dY, 2.9.3 npu Q=85 % 3a 15 x8

Bianosinae sumoram 1OY, 2.9.3 npu Q=75 % 3a 45 x8
Binnosinae sumoram AOY, 2.9.3 npu Q=85 % 3a 15 x8

KpuTepil npuitHATHOCTI: 3aranbHe Yncno aepoBHUX
mikpoopraHizmis - 10% KYO/r. 3aranbHe 4ncno gpixkmKoBux i
nniceHesux rpubis - 102 KYO/r. BigcytHicte Escherichia colis 1 ¢
He meHwe 7,6 mr i He 6inblie 8,4 mr, 8 NnepepaxyHKy Ha cepefHto
Macy Tabnetku

He meHwe 2,38 mr i He 6inbwe 2,62 Mr, B NepepaxyHKy Ha
cepefHI0 Macy TabneTku

He meHwe 9,5 mr i He 6inbwe 10,5 mr, B nepepaxyHKy Ha cepefiHio
macy Tabnetku

BiarosigHo ao MKA 13

Y BiANOBIAHOCTI 4O 3aTBEPAXEHOr0 TEKCTY MapKyBaHHA

0,1 %
0,0 %
Binnoeinae
0.0%
Bignosigae
Binnosinae
Binnosigae

Binnosigae *

7.9 mr/Tab

2,56 mrirab
10,0 mr/Tab
Binnosinae

Bignosigae

11. Komenrapi:

12. Ymosm 36epiraHns:

13. 3asBa npo cepTudikauito:

*NepioanyHicTs KOHTPOnIO B KOXHIN 10 cepil

niten micui.

B opuriHanbHin ynakosyi npu TemnepaTypi He sulle 25°C. 36epirati B HeAoCTYyNHOMY Ans

Livm nigreeppxyro, Wo Bci BUpobHuYi cragii ans uiei cepii rotosoi npoaykuii 6ynn npoeegeHi

B MOBHIli BIANOBIAHOCTI 3 BUMOramu, BCTAHOBIEHUMU B UMHHOMY KepiBHuyTsi no GMP,
3aTBepaKeHoMy MiHiCTepCTBOM OXOPOHM 300poR's YKpalHK, i 3 BUMOramu peectpaliitHoro
[OCbE KpaiHW Npu3HaveHHn

Cepin poszBoneHa fo peanisauyii / BigBanTaxeHna 3 21.05.2025

MNib: Kopotkosa O.I.

Mocana: YnosHoBaxeHa ocoba

3aTBepaxyto

fignucado enekTpoHHUM nignucom: 21.05.2025  10:28

LokyMeHT nignucaHo y cepici BuacHo (noyaTok)
00481212_20250521_Certificate_170000021289.pdf
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JOKyMeHT nignucaxo y cepsici BuacHo (NPOAOBXKEHHA)
00481212_20250521 _Certificate_170000021 289.pdf
Homep LOKYMEHTY: 170000021289

[loKyMeHT BifinpaB/ieHo: 10:30 21.05.2025
BignpaBHUK OKYMEHTY

EneKTpOHHUIA nignuc

10:30 21.05.2025

¢APMOY/IMH: 00481212

{Op. HasBa: NPUBATHE AKLIIOHEPHE TOBAPWCTBO GAPMALEBTUYHA ®IPMA JAPHNLA
CTapLUMM iHCMEeKTOp-ynoBHOBaXEHa ocoba: KopoTkoBa OKcaHa leopritBHa

Yac nepesipku KEM/ELIM: 10:30 21.05.2025

CTaTyc nepesipku cepTudikaTy: CepTudikaT gie

CepiitHuit Homep: 2DBD5940D955ET 2A040000009715000080320D00

Tun nignuey: keanidikoBaHui

Tun cepTudikaTy: kBanihikoBaHUi
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