JNEPKABHA CJYXKBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By bepesuskischka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo SIKICTb BBE3€HOro B YKpaiHy JIiKapchbKoro 3acofy
19.07.2023 Ne 36786/23/26
INOMIIE30O

o

(HalimMeHyBaHHs nixapchx{}rﬂ 3ac00y 3riaHO 3 pEECTPAUiHUM NOCBIAYCHHAM)
aiodimizar ana posunHy aas iH'ekuiii no 40 mr; 1 paaxkon 3 aiodigizaTom y kapronniii
Kopooui

(bopma BHMyCKy, 03yBaHHS, BUA NAKYBAHHS JTiKapChkoro 3acoby)
Homep peectpauifinoro noceiguenns UA/17804/01/01 crpok aii peectpauitinoro nocsinuenns 05.12.2024

Cepis nikapchkoro 3aco6y Ne 2253001 KinekicTs BBe3eHOTO Jikapcskoro 3acoby 42707

BupoGHHK Medap Inay Can. AIIL, Typeyunna

(HalimMeHyBaHHs BHPOOHMKa NikapchKoro 3acoby, KpaiHa NMOXoMKeHHS)

Beeseno B YkpaiHy Tosapucrso 3 o6mexenolo sinnosigansuicrTio "Tpokac ®apma
Yxpaina', inent, kon: 37177201

(nakimenysanHs Ta xoa 3a CAPTIOY ropuan4iol ocodu abo npissuile, iM's. N0 6aTLKOBI
piznuHoOi 0cobH - nianpuemus, if Micue npoxuBaHHs Ta peectpauifinuit Homep oGnikosol
KapTKH AnaTHUKa noaarkis abo cepis Ta HOMEP nacnopTa)

Iporokon BisyaasHoro koutpoaw sin 05,07.2023 Ne 1809/9,
JlaGoparopuuit aHani3 akocTi Aikapcbkoro 3acoby 3ailicHeHuil:

Jlabopatopis papmaxoneiinoro ananisy JII1 "Ykpaincekuii HaykoBuii GapMaKomeHuil HeHTp
SIKOCTI JIikapchkuX 3aco6iB” (M. Xapkis, Byi. ActpoHomiuna, 33)

(HaliMeHyBaHHs Ta MiCLE3HAX0MKEHHs 1aGopaTopil, 1o nposena nabopatopil aHais aKocTi)

BucHoBoK o0 sAxocTi sikapckkoro 3acofy, Bunanuit na6oparopieio Bin 18.07.2023 Ne 396/44523

PesynbTaTi 1ab0opaTOpHOro aHanisy skocTi Jlikapcbkoro 3acofy 3a nepeBipeHUMH NOKa3HUKaMK BIANOBIAAIOTH
BHMOTaM METOAIB KOHTPOIIKQ AKOCT] (@HANITHYHO-HOPMATHBHOT AQKYMEHTAUIT),

3a pesyabTarTaMM [AEPXKABHOTO KOHTPONK BCTAHOBAEHO, MO nikapebkui  3aci6 seeseHo B Ykpainy 3

-ROMOF BakgpdaascTea oo 3a6e3neuerHs AKOCTi ikapcbkux 3acobis.

Ipan 3AJ/IBOPHUX

(itinlianwy Ta npizsuwe)

(nocanosa BYBH:
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Manufuctured by Melar Hac San, AL S,
Location: Ramazunoglu Mah. Ensar Cad. No; 20,
34904 Kurtkoy — Pendil/istanbul, Turkeay
License: TR/AUY72020/34-2

Bupodgenor Megap Loy Can AL,
Micuesnaxomkeiis: FaMazavsorny Max, Encap s, Ne 20,
34906 Kypiwoit - Tlenau/CramOyn, Typeuurna

Nipessis TRIUYZ2020/34-2

CERTIFICATE OF ANALYSIS No. 2021009768
CEPTHWIKAT AKOCTI
Product name: POMPEZO
Hasea npoodyxmy. [IOMITE3O
Pharmacecutical form, Iyophilizate for solution for injections 40 myg;
package type and size: I vials with Iyophilizate together with a leaflet in @ carion box
dixapcexa ghopma, mun ma o iuizam 0aa posuuny 0 iy exyiti no 40 yz;
POIMID YRAKOCEKH.! I hraren 3 mioginisamom pazox 3 HCMPYKYICIo ORA MEeOUMHOZO FUCTOCYBAHKA Y
KApMONHIU KOpOLI
Dosage / potency: esomeprazole (as esomeprazole sodini) 40 mg
Hoza /cuna 0ii: e30Menpazony (v (hopati esomenpasony Hampiio) 40 ae
SiCgnIaton Certilicalt; UA/17804/01/01
Peccrmpayivne HOCBIOUEHHA.
Batch no.: 2253001
Ne cepil:
?.atcl% 'S,lze:.‘._ 42 776 packages/ynarxoeox
o3xtip cepii.
Manufgcture date: 81,2022
Hameag eupobuuypmea:
Expiry date: 12.2024
Tepatin npuOamnocmi.
TEST LIMIT RESULT
Hokaznuxu srocmi Hopayeanns | Pezyapmam
Appearance
Onuc
- lyophilizate White colored Iyophilized powder. Conforms
- Jloginizam Hioghizinocoanuir nopoutor Ginoee ROALOPY Biongaioae
- reconstituted solution Clear, colourless or light yellow colored solution, Conforms
- 20MOBUH POIYUH ITposopuil Gezbapenuii GO0 CGLMIO-HCOGINNU POIYUH Bionogidoae
Identification Retention times of main peaks which are obtained from sample and
esomeprazole standard solutions chromatograms should be similar. | |
Deumugivayia Yac ympuyGaGHHA OCHOGHUX WIKIG, OMPUMARUX HU XDOMAMOZPAMAX Conform
E30MENPUBONY JOCNIOXCYSANVE0 MA CINAHOAPIIHOZO PUSHURIG , NOGUHIIT CHIBRGOATIL Bionoesidae
Average mass 30 — 48 mg (43.5 mg + 10.0%) 45.0 mg {vz)
Cepeodust maca 39— 48 a2 (43.5 e x 10.0%)
Not more than 2 of the individuai masses deviate from the average |
Uniformity of mass mass by more than 10.0% and none deviates by more than 20.0% Conforms
Odnopiduicme macu He Ginsue 2 IHOUGIOYaonUX MuC BIOXUAZIOMBCS GIC cepednsol macy Bionosioae
Ol mivie na 10,09, ma scodna ne sidxunsempes Oinwvut nixne na 20%
Clarity Solution should be clear Conforms
Ilposopicme Poautin ROGUREH OYMU NpO30PUM Bionoegidae
Degree of coleration Solution should be not more intensely colored than reference sojution Conform
Konvoposicmo BYs. Bionosioae
- Posu nocunen Oymu 2a0apeiIeHus He IHIMEHCUGHINE HINC @MAROH
| BY;
Particulate contamination
Mexanivni sxurouenns
-visible particles Pracrically free from particles Conforms
~ GUOUMIE HaACIKL Hparomuqno ne micmume HaCOK Biongsgioae
~stub-visible particles > 10 um: not more 6000 particlgflyia 1131 particles/vial
~ HesUOWME YacmKuy > 10 sz we Ginvwe 6000 vadfimx 1131 wacmox/gn.
Y 5 :
> 25 wm: not more 600 parti N particles/vial
> 25 amar ne Sinvue 600 vadls ‘m yacinor/gn.
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b ' Manufactured by Weiar Ilac San, AL S.
; ; : Locetion: Ramazanogly Makh, Ensar Cad, No: 20,
| ; 34006 nNurtkoy - Pendik/Istanbul, Turkey
- ' ' License; TRIUY/2020/34-2

Bruposnuene: Medap Liaa Can A1,
Mictieanaxoprering; Pavazanoray Max, Excap xan, Ne 20,
34906 Kyprxoll - [lenma/Crandysa, Typeuuuna

Hinemiz: TR/UY/2020/34:2

TEST LIMIT RESULT

Hoxasnuru sxocmi B Hopasyearnns Pezynomam
pH 9.0 - 12.0 9.7
Water content Not more 7.0% 1.0 %
Bricm soou He Binvue 7,0% B i
Dissolution time of Not more 1 min.
powder He Ginvure 1 xs. 0.2 min (xe.)
Hac poFUHHEHHA HODOWIKY
Uniformity of dosage Acceptance value (AV) should meet the requirements Conforms
units Hpuitusinne suauenns (AV) yvoe sionosioamu imozam Bioviosidae
Odropidnicms do306aHUx

oQuH®Ys

Related substances
Cynpogioni dominixu

- impurity D Not more 0.50 % <Disregard limit
- oomiwiku D He 6invue 0,50 % < Meici suagnens
- impurity B Not more §.50 % Not detected
~ Oomituxu E He dinvue 0,50 % He susisneno
- unknown unpurity Not more 0.20 % 0.07 %

- He iDenmudhirosana He bimswe 0,20 %

QOMIUKG

- total impurities Not more 2.0 % Conforms

-~ CYMA OOMIULOK He Ginse 2,00 % Bionosioac
Enantiomeric impurity

Lominixa enarimiomepy -

< Uit NMT 0.50% gj;iiﬁf;:i
- Qomiutca F He 6invue 0,50 % T
Assay

Kinvxicne gusnauenns

- Esomeprazole 38.0 —42.0 mg/vial (40.0 mg/vial = 5.0%) 39.8 mg/vial

-~ EIOMERDASTONY 38.0 — 42.0 me/haaron (40.0 me/hrarxon £ 5.0%) 39 8 mz/chnaxon
Sterility Solution should be sterile Sterile
Cmepuapuicme Pozuun nosunen BYMU CIREPUILHUM __ Cmepunonui
Bacterial endotoxins Not more 4.37 EU/ml <4.37 EU/ml
baxmepianoni noonioxcwunu | He Sinowe 4,37 EO/ _ < 4,37 EO/n

L do hereby certify that the abovementioned data are trustwortity and eccurate. This product batch Is manufuctured
(packaging/labelling included) under the quality controi on the abovementioned manufacturing site in full
conformity with the GMP requirements, established by (he regulatory agency of Turkey as well as with the
specification and control metfiods of the analytic-normafive documentation, registered in Ukraine. The protocols of
manufacture, packaging and anaclysis are reviewed; conformity with the GMP is established, | |

Lwm 5 30ceiduyro, wjo nepepaxvsana eue ingopmayis © Socmosipnoio 1 mounvio. L cepis npedyxyit Byna
SUZOMOBGHERA (BIATOYAIOYY HAKYSAHHS / Mfzphyemmfg)p 3 HPOGRCCHHAM KOHRIPOMIO AKOCII HU GUIHEEKE3ANTH SUPOOHUYI
Oinpruyi ¢ nognili gionogionoci 3 sunozamu GMP, semanosnenumuy peyramopnuy opeanosm Typeusing, a Maroic y
gidnogionocmi 3i-cneyuicayicio | Memodamu KOWMPONIO AKOCII (mﬁ sapeecmpoganumy ¢ Ykpaiui. Ilpomoxonu
SUPODHUYMEA, YNAKOBKY Md aHWIIZIe EYAL nepeaninymi ma scimanosneno eionosicwicms GMP.

Surname and position of person, approving batch refease to market
Hpizawye ma nocada / 38anHs ocodu, AXAG gudaia 038in Ha GUIYCK cepil

Signature and date, starnp

Ilionuc ma dama nidnucanis, ney 28.07.2022




