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. Moanifactured by Mefar Hac San. A, S,
. Location: Remazanogiu Msh. Ensar Gad, No: 20,
34906 Kurtkoy - Pendik/stanbul, Turkey

License: 2008/01.
Bupobreno: Megap Lisyu Can A. 111,
Micug : Pas ay-Max. Esicap Jxan. Na 20,
34906 Kyprxoit ~ Tenaui/Crantys, Typeuunna
- Jiuexaiz: 20084
CERTIFICATE OF ANALYSIS No.2020007398
CEPTHOIKAT AKOCTI '
Product name: POMPEZO
Hasea npodyxmy: TTOMIE30
Pharmaceutical form, byophilizate for solution for injections 40 mg in vial; 1 vial with lyephilizate for
package type and size: - solution for injections together with a leaflet in a carton box
Jlixapceka popma, munma. Hioginisam ons posuuny ons in exyitt no 40 M2 y gnaxowi, 1 @raxon 3 riogizisamon
DO3MID ynaroeru; on8 posuuny o8 in'exyiii pasom 3 iHempyRyicto Qnn medunozo 3acmocysanns y
» kapmonnit-xopeby : _
Dosage / potency: esomeprazole (as esomeprazole sodium) 40 mg
Hosa/ cuna oii: e3omenpason (y hopmi esomMenpasony nampig) 40 sz
Registration certificate: U A/i780 4/01/01 ' o
giec'mpaz;iﬁue nocaiQuents: o o
atch no.; )
No cepii: 2053003
Batch size:
Possip 'C‘e;ﬁ.,_ 42695 packages/ynaxaaox
Manufacture date:
Hama supobruymea: 102020
Expiry date: '
Teﬁug npudamuocmi: 09.2023
TEST LIMIT RESULT |
Hoxasruran axocmi Hopwyeanus Pesymemam |
Appearance B '
Onuc
~powder White colored lyophilized powder., . Conform
- NOPOULOK JHioginizosanuti nopowsox Ginozo KORbOpY , | Bidnosioae
- reconstituted solution Clear, colourless or light yellow colored solution. Conform
- sionoanenuti posuun Hposopus} Gesbapenuti abo COIMAG-H0emidt posuus Bidnosioae
Identification ' '
Dewmudpixayis Reterition times of main peaks which are obtained from sample
- esomeprazole and stanidard solutions chromatograms should be similar. Conform
= €30Menpason Yac  ympumysanus  ocnoesux nixie,  ompumanux  wa | Bidnosidae
XpoMamozpamax 00cHidxcyeannzo ma cmandapmuoeo Po3uunia
nRosunKi cnisngdamu,
Average mass 39 - 48 mg (43.5 mg+ 10.0%) 44 mg (m2)
Cepeonis maca 39— 48 m2 (43.5 Mz 10.0%)
Uniformity of mass Not more than 2 of the individual masses deviate from the
average mass by more than 10.0% and none deviates by more | Conform
than 20.0%
Odnopionicms Macu He Ginvwe 2 indusioyansnux mac SiOxunsIOmibes 610 cepednvoi | Bidnosidae
Macu Gizow wioe Ha 10,0%, ma xcodnd ne gidxuraemsea Givw
wige na 20%
Clarity Solution should be clear Conform |
IHpozopicme Posuun nosyren Gymu BPOOPUM Bionogioac i
Degree of coloration Solution should be not more intensely colored than reference | Conform
solution BYSs, '
Kamsoposicms Posuun nosunen Gymy sabapenenum e Iumencusnime wione | Bidnosidae
emanon BYs
Particitlate contamination
Mexawiuni exnionenns eI sy,
«visible particles Practically free from particles & Jcoan, & Conform !
- guGumi yacmxu Hpaxmuino ne micmume wacnion Bionosicae
-Sub-visible particles 2 10 pm: not more 6000 particles/vial 48 particles/vial
- % oy

r/jb Qegpv Wfbgﬁ Cho b .
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Manafactured by Metar liac San. A, S,
Lacation: Ramazanogiis Mah, Ensar Ced. No: 20,
34906 Kuitkoy — Pendik/isunbul, Turkey

License: 2008/01
Bupobneno: Medap Inas Can AU

Micyeshaxomuenns: Pasasatorny Max. Encap Jiwag, Ne 20,
34906 Kypruxoti - Tewmme/Cranbya, Typeawnna
/

Jinenszix: 200871
TEST LIMIT RESULT |
Hoxasnwcu sxocmi Hopmysanns Pegynemam
- HesuduMi yacmxy 2 10 smrm: we Ginvue 6000 “acmor/ghnaxon 48 wacmox/gn.
2 25 pum: not more 600 particles/vial 2 particles/vial
= 25 mxm: ne Ginvue 600 wacmon/naxon 2 wacmox/ghu.
H 9.0-120 ’ 9.8
Water content Not more 7.0% 2.99
Buicm sodu He binvuie 7.0% sl
Dissolution time of powder | Not more | min. 02 mi
Yac pozuunenns HOpowKy He Ginswé 1 xg. .2 min {xg.)
Uniformity of dosage units Acceptance value (AV) should meet the requirements Conform
Oducpiduicms dozosanie TIpuiinamue snauennn (AV) sae sidnosidamic sumozam Bionogidae
oOuHYe
Related substances
Cynposioni domiwru
- impurity D Not more 0.50 % <LOQ
- Oosimyu D He Ginvuwe 0,50 %
- impurity E Not more 0.50 % Not detected
- OoMiuku E He Ginswe 0,50 % He rusisneno
- unknown impurity Not more 0.20 %
- He idenmucpixoeana He binvwe 0,20 % 0.08 %
domiuxa
- total impurities Not more 2.0 %
- cyma Bomiwon He 6inowme 2,0% 0.08 %
Enarntiomeric impurity
Homiwka eHanmiomepy
- impurity F NMT 0.50% 0.04 %
- domiwna F He binvie 0,50 %
Assay
Kinsxicune susnaveins
- Esomeprazole 38.0 - 42.0 mg/vial (40.0 mg/vial +5.0%) 39.4 mg/vial
- esoMenpazany 38.0 — 42.0 m2/chnawon (40.0 meldbnaron + 5, 0%) 39,4 me/aaxon
Sterility Solution should be sterile Sterile
Cmepunbnicmy Posutin nosuner Gymu cmepunvuim Cmepunsnuii
Bacterial endotoxins Not more 4.37 EU/ml. <4.37 EU/mi
Baxmepianoui endomoxcuny | He binvwe 4,37 MO/ un 4,37 MO/un
0 hereby certtfy that the abovementioned data are trustworthy and accurate. This product baick s manufactire
(packaging/iabellin included) under the quality control on the abovementioned manufacturing site in full

conformity with the GMP requirements, established by the regulatory
specification and control methods of the analytic-normative documentatio
manufacture, packaging and analysis are reviewed; conformity with the GMP is established. o
Lun 3 3aceiduyio, wo 1epepaXoBana suwe ingopmayin € Qocmosiproo i mokoo, Ifn cepin npadysyii Oyna
GUZOMOGIHEH (BKIOUMIONU HAKYGAHNR / MADKYBAHNA) 3 NPOBEOCKHAM KONMPOMO SKOCT MG GUIGeEKaZaH L upobHui

inbHuYl 6 noswii eionosionocmi 3 sumoeanu GMP, eemanoenenumy MRMOPHUM OP2aHOM ygfewunu, a maKoxc y
sidnosiorocmi 31 cneyughixayien i MEMOOaMU KOHMPORIO AKOCME (lflz% gapeccmposatumy ¢ Vepaini. Ipomoxonu
SUPOGHUYINGA, YRAKODeKI M aHanizie Gynu nepezianymi ma.scmanoareno 8ionoeidnicnis GMP.

agency. of Tarkzy as well as with the
registered ;'n URraine. The protocols of

Surname and position of person, approving batch release to market

Tpissuwge ma nocada / searnns 0cobu, axa gudana dosein na GUNYCK cepii
Mexedocep i3 sabesneuenms sxocmi-5 ykem Epes

Signature and date, stamp s ™

Hionuc ma dama nidnucanns, neyamua / wmarn 03.12.2020 %

Quality assurance Manager: Buket Erel
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HEPXITIKCIIVIKBA
HAEPKABHA CIYXKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
By bepesnaxisenka, 29, Kuis, 02098, Ten/dake: (044) 550-23-55, ren. {044) 550-20-53
E-mail: dls kyiv@dls.gov.ua,hitps://www.dls.gov.ua, Kog €IPTIOV 37079055

BHUCHOBOK
PO SIKiCTH BBE3EHOTO B YKPaiHy JikapenKoro 3acoby

07.05.2021 Ne 25272721726

HOMIIE3O
(Halivenysanus HMKapeEKOro 3aco0y 3riaHo 3 peecrpauiinuM NOCBiNHeHAN )
gioinizaT aus posuuny s in'exniit no 40 mr; 1 guaxon 3 modixizarom ¥ KapTroHmii
Kopobui
((opma BrITYCKY, JO3YBAHHS, BIJ IAKYBRHHS JHKAPCBKOID 3ac00y)

Homep peectpauiitnoro nocsinuenns UA/17804/01/01 crpox nif peecrpauiitvoro nocsiguensa 05.12.2024

Cepin nikapenxoro sacoby Ne 2053003 Kinsxicte BBe3eHOro sikapeskoro sacody 15960
Bupobuux Medap Lnag Can. A.l1L, Typeuunna
{naivenysams BHpoOHMKa AIKEpCHKOro 3acoby, KpalHa NOXOMKEeHHS )
Baeseno B Yxpainy Tosapucreo 3 ofmMexenow sigmosizansnicrio "BJIVC @APMA",
inenr. ko 43821180

Dativenysam ra kog 3a CAPTIOV wpuimanol ocobu abo npiasune, iv's, o Garsiosi disuunsd
0coby - nignpueni, T MICHE NPOKUBANNHA & peeeTpaLiiitmi HoMep oBAIKoBOT KapTRY IATHIRA
noxarkis alo cepls ta HOMep HacnopTa)

[porokon Bisyansuore kowrpomo six 07.05.2021 X 1471/2.

3

38 pesymyraramMy  EPKABHOIO KOHTPOMIC BCTAHOBJEHO, WO Jixapeekui  3acid  meesenc B Vipainy
JOTPHEMAHHESAM sumor 33 fHReTRa. o0 3afesnedenns aKoCT 'ggcs;mx 3acobis.

Havanesuk Muxona XOJIOJIEHKO
{nocaaosa ocoba opy {nignuc) {ininfamy ra npissuie)
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