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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

E_roduct: Omez (Orﬁeprazole), capsules 20 mg

Ipoaykr

: OMe3® (oMenpazol), KancyJbl 20 Mr

Batch No. / Cepusi Ne:

B2200410

Batch Quantity / Oobem

i - cepun: 2000000 NO o
AR No / Ananurnuecknii otder Ne: Date of Analysis / JaTa
2002FP22000294 anaansa:  14-02-2022

Mfg. Date: / JlaTa npounsBoacrsa:

01/2022

12/2024

Date of Expiry / T'oaen mo:

:\nalysis performed according ND / Anaans nposenen no HJI: IT N015479/01-121120

rNe

Test / IToka3zaTean

Result / Pesynbratsl

Specification / Hopma

1

Description /
Onncanue

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. /

Teepasle JKETaTUHOBbIE
Npo3payHble KaTcyJbl pazMepa 2 ¢
OecUBETHBIM  KOPIYCOM, pO30BOIi
KPBIIEYKOH W MapKUpPOBKOM
yeproro useta «OMEZ» Ha 00enx
yactax  karncynel.  Cogpepxkumoe
Karcyn — rpaHyiisl 6enoro Lsera.

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. /
Trepasie JKeJIATUHOBBIC
Kancynsl  pasMepa 2 ¢ OecuseTHbIM
KOPILyCOM, po30BoOit KpPBILIEYKOH "
MapkupoBkoit yepHoro musera «OMEZ» Ha
06enx vactsx kancynesl. Comepxumoe Karcyd
— rpaHyIisl 6€70T0 MM MOYTH OeNToro 1BeTa.

IPO3pavyHbIC

Identification / IlogtHHHOCTDL

2a)

By UV /V®-
cnekTpodoToMeTpHs

Complies as prescribed/
CootBeTcTBYET TpeGOBaHMIM

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. /

VY® - choekTpel TIOTHOILNEHWS PAacTBOPOB
npemapata W craHmapTHoro  obpasua
oMemnpasona B obmacti ot 230 mo 350 HM
JOIDKHBI UMETh MaKCUMyMBI TIPH OXHOW M
TOM K€ JUTUHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHusmM HJI

Conclusion : APPROVED /
3akuouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHUDHKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Owmea® (omenpason), kancyset 20 mr

Batch No. / Cepus Ne: B2200410

Batch Quantity / O6bem
cepuu: 2000000 NO

'AR No / AHaauTudeckmii oTuer Ne:
2002FP22000294

Date of Analysis / laTa
anaqamsa:  14-02-2022

Mfg. Date: / laTa npou3BoACTBA: 01/2022 Date of Expiry / I'ogen fo:

12/2024

Analysis performed according ND / Ananus nposeaen o HJI: 1T N015479/01-121120

B3OXX wimm
CBDOXX/BCXX

Ne Test / IloxazaTeanb Result / Pe3yabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeGOBaHMAM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

Bpems ylepXuBaHWS OCHOBHOTO IIHKa Ha
XpOMaTorpaMMe  VICTIBITYEMOTO  PacTBOpa
JIOTIKHO COOTBETCTBOBATh BpEMEHN
yAepKUBAHUS OCHOBHOTO TKa  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOTO
o0pasua omMerpa3ona (pazmen
«KonuuectBeHHOE OTIpEIeNeHHE ).

/ Cpegunsisi Macca
COEPIKIMOTO KaTcyJl

3 | Average net fill weight | 273.7 mg/273,7 mr 270.0 mg £ 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 Mr £ 5,0 % (256,5 mr - 283,5 Mr)

4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /

He 6onee 3,0 %

5 | Uniformity of dosage 2.1/2,1 Acceptance value (AV) should be less than or
units / OaHopoaHOCTH equal to 15.0./
JIO3HPOBAHUS TTokazaTens mpreMneMoctH (AV) momkex
6pITh MeHee WK paBeH 15,0.
6 | Dissolution / 1%, 1%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTtBOpeHnne more than 10 % of C;HoN;03S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope Xn0opUCTOBOAOPOIHOM
KkucIoTsl - He 6oiee 10 % C7HoN3O5S
(omenpazon) yepes 2 u.

96%, 97%, 96%, 95%, 98%, 97% | In pH 6.8 buffer - not less than 75 % (Q) of

C7HsN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Meree 75 % (Q)

C7H 9N305S (omemnpa3zon) gepes

30 mMuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IMpumeuanue: ITponykT coorBercTByeT TpeboBannam HJI 3axauenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

_Eroduct: Omez (Omeprazole), capsules 20 r;lg

|JTpoxykT: OMe3® (omernpason), Karcyisl 20 mr

Batch No. / Cepus Ne: B2200410 Batch Quantity / O6bem
| N cepun: 2000000 NO |
AR No / AHanuTH4YecKkHit oTdeT Ne: Date of Analysis / JaTa
2002FP22000294 . o aHagmsa:  14-02-2022 -
Mfg. Date: / laTa nponssogacTsa: 01/2022 Date of Expiry / I'ogen no:
12/2024

Analysis performed according ND / Ananus nposenen no HJI: TT N015479/01-121120

Ne Test / HoxazaTennb

Result / PeayasTaThi

Specification / Hopma

7 | Related substances / IlocToponaHe MpuMecH

Any individual 0.04% / 0,04%
unidentified impurity /
JroGas enpHUYHAS
HeVIeHTU PULMPOBaHHA

A IPYMECH

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities / 0.1%/0,1%

Not more than 2.0 % /

CyMma npuMeceit He 6onee 2,0 %

8 | Assay/ 20.1 mg /20,1 mMr 18.0mg to 22.0 mg of C;H;pN;O0;8
KonnvecTBeHHoe (100.4% / 100,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHue label claim). /

Ot 18,0 Mr 10 22,0 MT C17H19N303S
(oMmenpazon) B karcyne (ot 90,0 no 110,0 %
OT HOMHMHAJTBHOTO COZICPKAHNUA).

9 | Microbial limits / Mukpo6nonorudeckast 4HCTOTA

a) Total Aerobic
Microbial Count /
OO611ee YHCIo a3pOOHBIX
MUKpPOOPTaHI3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
Ob1ee uncno
NPO3CKEBBIX U
TITeCHEBBIX TPHOOB

Less than 10 CFU/g /
Mewnee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli Absentin 1 g/

OtcyTterByerB 1 T

Absentin1 g/
OrcyTtcTBUE B | T

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.

10 capsules in an aluminum strip or

3 strips and patient information
leaflet in a carton pack. / TTo 10
Karcyyl B aTlOMUHHEBOM CTpUIIE.
Ilo 3 crpuna c MHCTPYKLMEHR IO
TTPUMEHEHHIO B TTAYKY KapTOHHYIO.

PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / TTo 10 xamcyJs B altOMAHHEBOM
ctpune win B I[TA/AJI/TIBX // anfoMHHAEBOM
6nucrepe. ITo 3 crpumna uny no 3 6nucrepa ¢
HHCTPYKIMEl 10 NOpPUMEHEHMI0 B MadkKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
M pumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHmsaM HJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATIN3A

Product: Omez (Omeprazole), capsules 20 mg B MpoaykT: Omes® (oMerpason), KarncyJist 20 ME
Batch No. / Cepust Ne: B2200410 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / AHanuTndecknii or4er Ne: Date of Analysis / laTta
2002FP22000294 amaausa:  14-02-2022
Mfg. Date: / JlaTa npou3soacTBa: 01/2022 Date of Expiry / I'ogen go:
12/2024

Analysis performed according ND / Anaaus nposeaen no HJL: 1T NO15479/01-121120

Ne Test / TlokazaTens Result / Pe3yabTaTbl Specifica_tion / Hopma
11 | Labeling / According to ND / B cootercTtBuu ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Boiute 25 °C.
Ycaosus XpaHeHust
13 | Shelflife / Cpox 3 years / 3 rona
COAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: TIpoayKT COOTBETCTBYET TpeboBanusaM HJT 3axarouenue: OJOBPEHO
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