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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OmMe3® (oMenpa3zod), KancyJ el 20 mr
Batch No. / Cepust Ne: B2104482 Batch Quantity / O6bem

cepun: 1990000 NO -
|AR No / Auaautudeckuii oruet Ne: Date of Analysis / laTa
12002FP21002537 ananuza:  24-12-2021
Mfg. Date: / laTa npousBoJcTBa: 12/2021 Date of Expiry / I'ogen no:

11/2024

Analysis performed according ND / Anaaus niposegen nmo HJI: TI N015479/01-121120

Ne Test / IToka3zaTennb

Result / PesyabTaTsl

Specification / Hopma

1 | Description /
Onucanne

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. /

Teepnbte KEITaTHHOBbIE
Mpo3payHble KAlCyJbl pa3Mepa 2 ¢
OGecuBeTHBIM  KOpPIYCOM, pO30BOI
KpBIIEYKOH " MapKUpOBKOH
yepHoro nsera «OMEZ» nHa obenx
yactax Kancynesl. Comepxumoe
KaricyJ — rpaHyJisl 6enoro usera.

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 to off-white

pellets. /

Tsepmbie XKeNaTHHOBBIE TIpo3pavyHEIe
Karmcynel  pa3mepa 2 ¢ OeclBETHBIM
KOPTyCOM, po30B0Oil KpPBIIIEYKOH "

MapkupoBkoi uepHoro usera «OMEZ» wna
obenx dactsix kancynbsl. Cogepkumoe Karrcy
— rpaHyJbl 6e10oro UM No4TH 6enoro nBera.

2 | Identification / IlogJuHHOCTD

2a) [ By UV/ V-

cnexTpodoToMETpUS

Complies as prescribed/
CootBercTByeT TpeGOBaHMAM

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. /

Y® - cHekTphl TOTJOLIEHUS pPacTBOPOB
npenapata M CcTaHAapTHOro  obpasua
oMerpazona B obmactu ot 230 mo 350 uM
JOJDKHB! MMETh MaKCHMYMBI TIPU OXHOW U
TOI1 K€ NJINHE BOJIHEI.

Remarks : The Product conforms to ND/
Hpumeuanne: ITponykT coorBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IpoaykT: OMe3® (oMempazon), kancynel 20 mr
Batch No. / Cepusn Ne: B2104482 Batch Quantity / O6bem
- cepun: 1990000 NO -
AR No / Auanurugeckuii oruer No: Date of Analysis / /IaTa
2002FP21002537 aHaamsa; 24-12-2021
Mfg. Date: / laTa npoussoacrea: 12/2021 Date of Expiry / Togen go:
11/2024

Analysis performed according ND / Ananu3s nposegen mo HJ: 11 NO15479/01-121120

PacTBopenue

98%, 97%, 98%, 97%, 96%, 96%

Ne Test / lToxazaTennb Result / PezynbTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTtBercTBYyeT TpebOBaRUAM chromatogram of test solution should
e f:orrespond to the retention time of main peak
CBRIX/BCIKX in the chroma?ogram qf or’r'leprazc‘)'le reference
standard solution (section "Assay"). /
BpeMs yyiepkvBaHWS OCHOBHOTO TIMKAa Ha
XpoMarorpaMMe — WCIBITYEMOTO  pacTBOpa
TIOJDKHO COOTBETCTBOBATh BpeMEHH
YIEpXWBaHUS  OCHOBHOI'O MUKa  Ha
XpoMaTorpaMMe  pacTBOpa CTaHIapTHOTO
obpazua oMenpasona (pazmen
«KonmuecTBeHHOE OTIpeieNieHue» ).
3 | Average net fill weight 272.0 mg /272,0 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansis Macca 283.5 mg) /
COAEPKUMOro KaneyJsa 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / OaHOpoAHOCTH equal to 15.0./
I03UPOBAHUS [Mokasartens mpuemneMocTi (AV) momxeH
ObITh MeHee WM paBeH 15,0.
6 | Dissolution / 2%, 0%, 0%, 3%, 1%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H oN3;03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBOpe X10pHUCTOBOAOPOAHOIA
KUCnoTHI - He 6onee 10 % C;H oN305S
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H9N50;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meree 75 % (Q)
C7;H9N;0;S (oMenpazoi) yepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr coorBeTcTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
3akiouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepust Ne:

B2104482

Mpopyxr

: Omes® (oMenpazon), KarcyJrsl 2_0 MT

cepHH:

Batch Quantity / O6bem

1990000 NO

AR No / Avaimurauecknii otdet Ne:

2002FP21002537

aHaJau3a:

Date of Analysis / JlaTa

24-12-2021

Mfg. Date: / laTa npousBoacTBa:

12/2021
11/2024

Date of Expiry / I'ogen go:

Analysis performed according ND / Ananns nposeaed nmo HJ: IT N015479/01-121120

Ne

Test / IlokazaTennb

Result / PesyabTaThl

Specification / Hopma

7

Related substances / IlocTopoHHHe IpUMecH

| Any individual
unidentified impurity /
JTIro6ast eqiHU4HAL
HEMAEHTH GUIpoBaHHa
s TIpUMeCh

0.03% /0,03%

Not more than 0.5 %. /
He 60mee 0,5 %

Total impurities /

0.1%/0,1%

Not more than 2.0 % /

Cymma npumecei He 6onee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 22.0 mg of C;sH;N;O;8
KoanuyecTBeHHOE (100.4% / 100,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHe label claim). /

Or 18,0 M 10 22,0 MT C17H|9N303S
(omenpason) B karcyne (ot 90,0 no 110,0 %
OT HOMHUHAEHOTO COAEPIKaHUA).

9 | Microbial limits / Mukpo@nonoruieckast 44cTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O6mmee yncio a3poOHBIX

MHUKPOOPTaHI3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count 4 Meunee 10 KOE/r He 6omee 100 KOE/r
OoOuiee ynucio
JPOXOKEBLIX 1
TJTeCHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcytrcTByeTB 1 T OrcyTterBiie B 1 1
10 | Packaging / Ymakoeka | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcynl B aTOMHHHCBOM CTpHIIE.
Ilo 3 crpuna c WHCTpyKUMEd Mo
TIPUMEHEHHUIO B TTAYKy KapTOHHYO.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / TTo 10 karicyn B antoMUHUEBOM
crpure wia B [TA/AJI/TIBX // amroMuHIEBOM
6nuctepe. [To 3 crpuna wim no 3 6aucrepa ¢
WHCTPYKLMEH 10 NpUMEHEHWI0 B TayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanne: [1ponykt coorBeTcTBYET TpeGoBanusaM HJT

Conclusion : APPROVED /
3axarwuenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJINIA
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[Product: Omez (O;nepr_azole), capsules 20 mg

Batch No. / Cepus Ne: B2104482

Batch Quantity / O6sem
cepuu: 1990000 NO

AR No / AHaaurudecknii otuert Ne:
2002FP21002537

Date of Analysis / laTa
aHaausa: 24-12-2021

Mfg. Date: / Jlara npon3poacTea: 12/2021

Date of Expiry / T'open no:

11/2024

[Mpoayier: Omes® (omenpason), Karcyist 2_(_5 MT

Analysis performed according ND / Auanus nposenen mo HJI: 1T N015479/01-121120

Ne Test / llokazaTens Result / PesyanTaThl Specification / Hopma
11 | Labeling / According to ND / B coorBerctBuu ¢ HJI
MapkupoBka

12 | Storage conditions /
YcaoBus XpaHeHUs

At temperature below 25 °C. / Ilpu Temneparype He Boite 25 °C,

13 | Shelf life / Cpoxk
TOHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

Ipumeuanne: IIpoaykr cooTBETCTBYET TpeboBauusaM HJT

Conclusion : APPROVED /
3akmovenne: OJJOBPEHO
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