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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHANH3IA

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Omes® (omenpason), karcysiel 20 mr

Batch No. / Cepns Ne: B2104164 Batch Quantity / O6sem
cepun: 2000000 NO

AR No / Apanutu4ecknii order Ne: Date of Analysis / laTta

2002FP21002321 anaamsza: 30-11-2021

Mfg. Date: / laTa nponsBoacTBAa:

11/2021
10/2024

Date of Expiry / Iogen go:

Analysis performed according ND / Anasms nposenen no HJI: T1 N015479/01-121120

Ne Test / IToxazaTean

Result / PesyabTaTsl

Specification / Hopma

1 | Description /
OnucaHue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Trepawie XEJIaTHHOBLIE
Mpo3pavHble KarcyJiel pazMepa 2 ¢
OeCUBETHBIM  KOPIYCOM, pO30BOH
KpBIIEYKO! W MapKHUpOBKOMH
yeproro nera «KOMEZ» Ha ofenx
yactax  kancyisl.  ConepikuMoe
KaricyJ — rpaHyJisl 6enoro LBeTa.

Hard gelalin lrausparent capsules of size 2
with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

pellets. /

Teepabre XKeJIaTHHOBEIC MIpo3pavHbIe
Kancynsl  pasMepa 2 ¢ OecuseTHBIM
KOpIlycoM,  pO30BOHM  KpbUIEYKOH M

MapKupoBkoif depHoro ngera «OMEZy» wna
obenx gacTax xarncynol. ComepKnMoe Kancyn
— rpanybl 6enoro Uy Mo4TH GeNoro LBeTa.

2 | Identification / TloxTMHHOCTH

2a) | By UV/Y®-

cnekrpodoTomeTpus

Complies as prescribed/
CooTBETCTBYET TpeOOBAHNAM

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

V@ - croekTphl TIONTOUICHUS pPacTBOPOB
npemnapata W CTaHAapTHoro  obpasua
oMenpazona B obmactu oT 230 go 350 Hm
IODKHBI MMeTh MaKCHMyMBI TIpH OOHOH U
TOH XKe IJIMHE BOJNHEIL.

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoayKT COOTBETCTBYET TpebosanuamM HJI

Conclusion : APPROVED /
3akarwuenue: OJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHU3A

Product: Omez (Omeprazole), caps_ules 20 mg

MpoaykT

: OMes® ( OM_Cl'lpa30J'I), karcynel 20 pr

Batch No. / Cepus Ne:

B2104164

Batch Quantity / O6bem

- cepun: 2000000 NO
AR No / Avanutniecknii order Ne: Date of Analysis / laTa o
2002FP21002321 anamu3za:  30-11-2021
Mfg. Date: / laTa npousBoacTsa: 11/2021 Date of Expiry / T'ogen xo:
10/2024

Analysis performed according ND / Anasns nposesen no H/L: TI N015479/01-121 120

PacTBopenme

94%, 96%, 96%, 94%, 94%, 96%

Ne Test / IToxazaTean Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention Llime of main peak in the
UPLC/UFLC COTReTCTRYET TPEOORARNAM chromatogram of test solution should
BKX f:orrespond to the retention time of main peak
CBRICX/BCIKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
BpeMs yAepKUBaHHS OCHOBHOTO THKa Ha
XpoMaTorpaMMe  HCITBITYEMOTO  pacTBOpa
TIOJKHO COOTBETCTBOBATE BpeMEHH
yOEPKWUBaHWsS ~ OCHOBHOTO  TMHKa  Ha
XpoMaTorpaMMe  pacTBopa  CTaHIAapTHOTO
obpasla oMerpasolia (pazmen
«Konn4ecTBEeHHOE ONpeIeNICHIE ).
3 | Average net fill weight | 266.1 mg/266,1 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5mg) /
COIEepPKUMOTO Karicya 270,0 mMr = 5,0 % (256,5 Mr - 283,5 mr)
4 | Water / Bona 0.9%w/w / 0,9% Not more than 3.0% /
He Gomnee 3,0 %
5 | Uniformity of dosage 34/34 Acceptance value (AV) should be less than or
units / QaHopoaHOCTL equal to 15.0./
J03UpOBAHUSA Tlokazarens mpueMineMocTd (AV) momxeH
OBITL MeHee WK paBeH 15,0.
6 | Dissolution / 1%, 1%, 0%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;HoN303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XNOpUCTOBOAOPOIHOM
KucHoThl - He 6onee 10 % Ci7H9N;505S
(oMemnpason) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H19N30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meHee 75 % (Q)
C7HsN;0;S (omemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeyanne: [IponyKT cooTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepust Ne: B2104164

|MponykT: OMes® (oMenpason), Karcysl 20 Mr

Batch Quantity / O6bem

cepun: 2000000 NO
AR No / Anaautnaecknii oruer Ne: Date of Analysis / laTa
2002FP21002321 anaausa: 30-11-202] ]
Mfg. Date: / laTa npoH3BOACTBA: 11/2021 Date of Expiry / 'ogen go:

10/2024

Elalysis performed according ND / Ananu3z nposesen no HII: 1T N015479/01-121120

Ne Test / Tlokazatesb Result / Pe3yibTaThl Specification / Hopma

7 | Related substances / IlocTopoHHHe IpUMecH
Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

Jro6as emuHUUHAs

HenaeHTUPHIMPOBAHHA

st IpAMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumeceit He 6omnee 2,0 %

8 | Assay/ 19.6 mg/ 19,6 mr 18.0mg to 22.0 mg of Cy;H;pN;058
KonnuecrBeHHOe (97.9% / 97,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeJicHUe label claim). /

Or 18,0 MI 10 22,0 MT C17H]9N303S
(omempazon) B kamncyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COAepKaHU).

9 | Microbial limits / Mukpo6uosiornyeckas Y4HCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
O61mmee 9ncno a3poOHbIX

MHWKPOOPTaHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6omee 100 KOE/r
O6uiee uncno
JIPOKIKEBBIX U
TTECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytctByerB 1 T OrcyterBre B 1 T
10 | Packaging / Ynakoeka | 10 capsules in an aluminum strip. 10 I . lumi ;
3 strips and patient information R e et Oz o strl'p or
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Ilo 10 ] . ; .
3 blisters and patient information leaflet in a
Karcyil B aTIOMHHUEBOM CTpHIIE.
I & T wE e P carton pack. / TTo 10 xanicyn B antoMUHUEBOM
il el crpunie wia 8 TTA/AJI/TIBX // amroMuHAeBOM
P ¥ KapTOHHYIO. 6mucrepe. TTo 3 crpuna unu no 3 6nucrepa ¢
WHCTPYKIMEN TI0 TIPUMEHCHHIO B MauyKy
KapTOHHY'O.

Remarks : The Product conforms to ND/
Ipumeyanne: ITpoayKT COOTBETCTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Batch No. / Cepus Ne:

Product: Omez ( Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (oMempazo), KarcyJis! ?.0—_1\_/;1—

B2104164 Batch Quantity / O6bem

cepuni: 2000000 NO

AR No / AHauTu9eckuii oTueT Ne: Date of Analysis / lata

2002FP21002321 amaauza; 30-11-2021

Mfg. Date: / laTa nponu3BoJAcTBA: 11/2021 Date of Expiry / I'ogen no:
10/2024

Analysis performed according ND / Ananus nposenen mo HJL: TT N015479/01-121120

Ne Test / IToxazaTenn Result / PesyasTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootercteun ¢ HJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiute 25 °C.
YcaoBus XpaHeHUdA '
13 | Shelf life / Cpok 3 years / 3 rona
TOXHOCTH

Remarks : The Product conforms to ND/

Tpumevanne; [IpoayKT COOTBETCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akarouenue: OJOBPEHO
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