N, A

JAEPKABHA CJIIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Haxii Ceitnuunol, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €APIIOY 37079055

BUCHOBOK
Npo SIKiCTL BBE3eHOr'0 B Y KPAaiHy JiKkapchbKroro 3acoly

25.06.2024 Ne 32830/24/26

IMOMIIE30O

(HaliMeHy BaHa AIKAPCLKOTO 3acofy 3rilHO 3 peecTpalifHiM NOCRINYEHHAM)
giodisizaT pasn pozuuny pa i exniii no 40 mr y dnaxoni; 1 ¢gyrakod B kapToHHiil kopodui

(dopma BUITyCKRY, N03YBaHHS, BHI NaKyBaHHA j1ikapcbkoro 3acoby)

Howmep peectpautiiinoro nocsinuenns UA/17804/01/01 crpox aii peectpauiitioro nocsinuenns 05.12.2024

Cepis nikapcbkoro 3acoby Ne 2453001 KinekicTh BBE3EHOTO NiKapchkoro 3acoby 41876
BupoGnuk Medap Inau Can. A.lLL, Typeudnna

(nakimcHynanns BupoGrnia nikapeskoro 3acofy, kpaiia ROXORMEHHU)
Baeseno B Ykpainy Tosapucrso 3 o6Mexxenoro BinnosigansuicTio "Tpokac ®apma

Yxpaina', ineur. won: 37177201

(naitmenysanns Ta ko 38 CAPITOY ropranusol ocobu abo npissuiie, im's, no Batsrosi ¢iznunol
0colu - niznpuemus, 1T Micue npoXUBaHNA Ta peccTpauiiiuuit Homep 061iK0BOT KAPTKH NJATHHKA
nonatkio afo cepis Ta noMep nacnopra)

TMpoTtokon Bisyanwhore kourposo sin 18.04.2024 Ne 1327/1.

JlaGopaTophuii ananiz akocti nikapchkoro 3acoby saificHennt:
Jla6opatopis ¢gapmanesTuunoro ananizy IIT " Nepxanunit excriepTanii nentp MO3 Vipainu”
(Byn. (Exxena ITothe) Antona [lenika, 14,)

(naktMenyBaHHA Ta MiclEe3HaxomkenHs naGoparopii, wo nposena naSoparoprult ananis akocri)

BHCHOBOK [O/0 AKOCT! Nikapcbkoro 3acoBy, sunawnit naboparopieio six 21.05.2024 Ne 24/0331

Pesynvrard naGopaTopHoro aHanisy akocTi sikapcbkoro 3acafy 33 NepeBipeHUMH NOKA3HHKAMH pignosiaaloTs
BIMOTAaM METO/iB KOHTPOJHO SKOCTI (aHANITHYHO-HOPMATHBHOT OKYMEHTAaUIT),

JlaGoparopuuii aHanis skocti nikapeskoro 3aco6y 3nilicHenuit
Jla6oparopis gapmaxkoneitnoro ananisy JIT "Yipaincekuit HaykoBuii (papMakoneHHui LEHTp
sIKOCT] Jlikapehkux 3acobiB" (M. Xapkis, ByJl. ACTpoHOMiYHa, 33)

(HaliMeHyBaHHs Ta MiclesHaxoxenis naSopatopi, uio uposena nabopatopuit ananis skocri)

BHCHOBOK ILIOAO AKOCTI NiKkapebkoro 3acoby, Bupannii naboparopieso sin 05.06.2024 Ne 442/44024
PesynpraTh naGopaTopHOro ananisy AKOCTi Nikapchkoro 3acoly 3a nepeBipeHnMY MOKA3HHKAMH pianoBixawTL
BAMOTaM METOLIB KOHTPOMIO AKOCTI (AHARITHYHO-HOPMATHBHOT TOKyMeHTaul).

3a  pesynLTaTamu  ACPKABHOMO KOHTPONIO —BCTAHOBNEHO, IO Jikapcbkui  3aciG  Bsesewo B Vkpaidy 3

NOTPUMAHH q ascTna wono 3abesncHeHHn skpdTi Aikapebrux 3acobis.

e
Mnimmc) (iniuianu Ta npissuiue)




Manufactured by Mefar llac San. AL S,
mefqr Lacation: Ramazanoghs Mah. Ensar Cad, No: 20,
34906 Kurtkoy - Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2

Bupodaenn: Medap Laay Can AL
Micuesnaxoorerns: Pavasanoray Max, Encap [, Ne 20.
34906 Kyprroit - Hewangs MmOy, Typewdrnia

Jhuensis: TR/UY2020/34-2

CERTIFICATE OF ANALYSIS No, 2024000347
CEPTH®IKAT AKOCTI
Product name: POMPEZO
Hasea npodykmy: HTOMITE30
Pharmaceutical form, Iyophilizate for solution for injections 40 mg;
package type and size: 1 vials with Iyophilizate together with a leaflet in a carton box
Aikapeora popsa, mun ma  xioghinizam Oas poswuny oas v exyiit no 40 ae;
POIMIP YRAROGKU: I dhaakon 3 alohirizamost pazost 3 HOMPYRYICIo Qa8 MEOUIHDSO 3ACTOCYEAINS v
Kapmonuii kopotyi
Dosage / potency: esomeprazole (as esomeprazole sodium) 40 mg
Hosa 7 cuag 0ii: ezomenpazoay (v hopmi esomenpaszony uampiio) 40 ae
Registration certificate:  y;5/17804/01/01
cecmpayiiine ROCeiowenns,
Batch no.: 2453001

No cepii:

Batch size:

Pozyip cepii:
Manufacture date:

41 945 packages/vuaxosox

T = . 01.2024
Hamer supodnuymecr:
Expiry date:
Tepsin npudamuocmi: 12.2026
TEST LIMIT RESULT
Horkasnuru sxoemi Hopayeanus Pesyavinam
Appearance
Onuc
- lyophilizate White colored lyophilized powder. Conform
- dHoghiaizam Jioghinizosanuti nopowor Giro2o kKoAvOpy Bionoaidae
- reconstituted solution | Clear, colourless or light yellow colored sotution. Conform
- 2OMOBUT PO Tposopuil Gestapenuii aGo ceinuio-Hcosmits posuun Bionogioae
Identification Retention times of main peaks which are obtained from sample | Conform
esomeprazole and standard solutions chromatograms should be similar. Bionosioac
enmudhivayis Yae  ympuMyeannsi  OCHOSHUX — NIKIG,  OMPUMAIUX 1A
EI0MERPAZOTY XPOMAMOZPAMAX — QOCHONCYEARO20 WA CIGHOAPIING20
pozuunie , NOGURHI CRIGRAMINY,
Average mass 39~ 48 mg (43.5 mg + 10.0%) 454 mg (ve)
Cepeous maca 39~ 48 me (43.5 a2 £ 10.0%)
Uniformity of mass Not more than 2 of the individual masses deviate from the | Conform
Qdropionicmp macti average mass by more than 10.0% and none deviates by more | Bionogioac
than 20.0%
He @Giavwe 2 inowsioyampHux — Mac  GIOXUAIONLCS 810
cepednbol macu Gt nioe wa 10.0%. ma ocodna ne
gioxuasicnives Olaviu wive na 20%
Clarity Solution should be clear Conform
Hposopicmy Pozuun nogunen Gymu npozopum Bionosioac
Degree of coloration Solution should be not more intensely colored than reference | Conform
Koavoposicmo solution BYs. Bionosioac
Pozuun nosunen 6vmu sabapenenust ne fHMEHCUSHIUE Hide (
enmaon BYs .
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mefar

Manufuctured by Mefar Hae San, A, S,
Location: Ramazanogly Mah. Ensar Cad. No: 20,
34906 Kurtkoy ~ Pendik/istanbul, Turkey
Livense: TR/UY2020/34-2

Bupobaeno: Mednp Lyau Cau AL
Micuesnaxoorenus: Pasazanorsy Max. Encap [hian Ne 20,
34906 Kyprroit - NenamdCramdys, Typewsunna

Miuensis: TR/AUY2020/34-2

Particulate

contamination

Mexaniuni exmovenns Practically free from particles Conform

-visible particles [IpaKmino ne Micmums Yacmox Bionosioac

~ GUOTMI HACHIKY > 10 pm: not more 6000 particles/vial 35 particles/vial

-sub-visible particles = 10 ymrae: ne Ginvwe 6000 vacmor/ghaaron 35 vacmor/gha.

- HeGUAUMT YaCmKY = 25 pm: not more 600 particles/vial I particles/vial
2 25 sk me Giavwe 600 vacmor/haaron 1 vacmor/gh.r.

pH 9.0-12.0 9.6

Water content
Badicm sodu

Not more 7.0%
He 6irvree 7,0%

1.2%

Iy

Dissolution time of
powder

Hac pozuunenus
HOPOWIKY

Not more 1 min,
He 6lavue 1 xo.

0.3 min (x¢.)

Uniformity of dosage
units

Oouopionicme
QUIOBANUX OOUHULE

Acceptance value (AV) should meet the requirements Conform
Hpamsimne snavennst (AV) smac eionosioamu susioeav Bionosioae

Related substances
Cynpoesioni domiuiu
- impurity D

- Oosmiwury £

Not more 0.50 %
He Giroue 0,50 %

<L.OQ
< Meowca Kiapricnoao
BUSHUYECHIS

HOOMOKCUNU

- impurity E Not more 0.50 % Not detected

- Qomiuru E He Giavwe 0,50 % He eusigreno

- unknown impurity Not more 0.20 % <LOQ

- He idenmuirosana He bizvuee 0,20 % < Mesica xiroricnozo
oominixa GUIHAYCHHSA

- total impurities Not more 2.0 % Conform

- CYMA QOMIOK He &inowe 2,0 % Bionosioac
Enantiomeric impurity

Hoxthwka encarmiomepy

- impurity F NMT 0.50% 0.03 %

- ooMimrka I He dirowe 0,50 %

Assay

Kiavxicie ausnavenns

- Esomeprazole 38.0 - 42.0 mg/vial (40.0 mg/vial + 5.0%) 39.7 mgfvial

- E30MENPAIOAY 38.0 -~ 42.0 moihaaron (40.0 me/thaaron + 5.0%) 39,7 me/paaron
Sterility Solution should be sterile Sterile
Cmepibricms Pozuun nosunen dymu cmepuaoiuy Cmepuisnuii
Bactengl cud'otoxms Not more 4.37 EU/ml (437 Fl‘ J/ml
baxmepiaaoni 4,37 EQ/ma

He biavuee 4,37 EQ/i




Manufactured by Mefar Hae San. A, S,
Location: Ramazanogln Mah. Ensar Cad. No: 20,
34906 Kurtkoy ~ Pendik/Istanbul, Turkey
License: TRAUY2020/34-2

Bupodaeno: Medap laau Can AL
Micnesnaxoorenns: Pamusanoray Max, Encap [hxas Ne 20,
34906 Kypxoli - Menm/Cramoya. Typeusing

Jlivensia: TRASY2020:34-2

I do hereby certi;j! that the abovementioned data are trustworthy and accurate. This product batch is manufactured
(packaging/labelling included) under the quality control on the abovementioned manufacturing site in full
conformify with the GMP requirements, established by the regulatory agency of Turkey as well as with the
specification and control methods of the analytic-normative documentation, registered in Ukraine. The protocols of
manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Lhus 51 3aceiouyio, wo nepepaxosana ewnye indopaayis. ¢ docmosipuolo i mownoo. Il cepin npodviyii dvaa
RUOMOBACHA (GRAOHAIONU NAKYEANHA [ MAPKYSAHUS) 3 NPOGEOCHISM KOTINPOIIO SIKOCIT HQY GUIYCCKA3Anill Gupodnumiii
Olavruyi & noenils gionosionocmi 3 auvozaviu GMP, ecmanoeaenusu peeyasmopnus opeanom Typevuunu, a makoxe y
gionogionocmi 31 cneyudbiraificro | memodamu konmponro axocmi (MKSA), sapecemposanuyu 6 Vepaini. Hpomoronu
GUPOOHUMGA, YRAKROBKY MG (36 Gyau nepe2asymi ma eemanogaeno sionosionicms GMP,

Surname and position of person, approving batch release to market
Hpissuye ma nocada / ssauns 0cou, ska 6udaida Q0IGEL na GUITYCK cepit

Signature and date, stamp
Hionmue ma dama nionucanns, nevamea / wimasin - 02.04.2024




