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CERTIFICATE OF ANALYSIS
CEPTHDOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepust Ne:

B2103115

cepum:

Ipogykr: Owmes® (oMenpason), KaricyJTbl 20 mr
Batch Quantity / O6nem

1990000 NO

AR No / AnajuruueckHii oryer Ne:

2002FP21001812

Date of Analysis / laTa
aAHaJIH3a:

06-09-2021

Mfg. Date: / laTa nponsBoacTBa:

08/2021

07/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Ananu3 npoeegen mo H/I: 11 N015479/01-121120

Ne

Test / IokazaTedn

Result / Pe3yabTaTsl

Specification / Hopma

M\
Y

1

Description /
Onucanue

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. /

Trepubie KENaTNHOBLIC
TIPO3payHBIE Karcysl pa3Mepa 2 ¢
OeclBETHEIM KOPIYCOM, PO30BOIi
KpBIIIGUKOH M MapKUpPOBKOI
yeprHoro useta «OMEZ» na o6enx
yactax kancynsl. Conepikumoe
Karcyn — rpaHynbl 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. /
Teepasie KCITaTHHOBBIE Npo3pavHbie
Kamncynmsl  pasMepa 2 ¢ OecuBETHBIM
KOpITYCOM, pPO30BOH KpPBILIEUKOM n
MapkHApoBKkoi depHoro ueeta «OMEZy» Ha
00enx yacTax karncyibel. ComepXHMoe Kamcyi
— rpaHyIbl 0€Noro MY NMOYTH GENoro 1iBeTa.

Identification / IloaTHHHOCTE

2a)

By UV/ V-
crniekTpodoTOMeTpHst

Complies as prescribed/
CoorBercTByeT TpeOOBaHUAM

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® - cnexkTpsl TIOTNOUIEHUS pPacTBOPOB
npernapara ¥ craHaapTHoro  obpasua
omenpazona B obmactu ot 230 mo 350 um
JOJKHBI UMCTh MaKCUMYMBI TIPH OOHON U
TOM K€ IJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
TTpumeuanue: ITpoayKT cooTBETCTBYET TpeboBanusm HJI[

Conclusion : APPROVED /
3axiarouenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

!’roduct: Omez (Omeprazole), capsules 20 mg Mpoaykt: Omes® (omenpazon), kancynst 20 yr |
Batch No. / Cepust Ne: B2103115 Batch Quantity / O6bem

cepur: 1990000 NO
AR No / Auaaurudeckuii ot4et Ne: Date of Analysis / laTa
2002FP21001812 anaam3a: 06-09-2021
Mfg. Date: / laTa npon3BoacTBa: 08/2021 Date of Expiry / Togen no:

07/2024
Analysis performed according ND / Auaan3s nposener mo H/[: TI N015479/01-121120

Ne Test / ITokazaTean Result / PeayabTaThi Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoO0TBeTCTBYET TpeOOBaHHAM chromatogram of test solution should
BOIKX f:orrespond to the retention time of main peak
CBYKX/BCIKX in the chroma‘Fogram qf or'r'lepraZ(')lle reference
standard solution (section "Assay"). /
BpemMst ynepkuBaHMS OCHOBHOT'O TMKa Ha
XpoMarorpaMMe — WCIBITYEMOTO  pacTBopa
IOIKHO COOTBETCTBOBATh BpeMeHH
yIepKUBAHWS OCHOBHOTO Muka  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIApTHOrO
obpazua oMerpasona (pa3zmen
«KonnuecTBeHHOE OTpeeeHNe» ).
3 | Average net fill weight | 272.1 mg/272,1 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ CpenHsis Macca 283.5mg) /
COICPIKUMOTO KANCYJT 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 1.5/1,5 Acceptance value (AV) should be less than or
units / OaHopoaHoCTL equal to 15.0./
J03WPOBAHUA | lokasarens npuemnemocty (A V) momkeH
OvITE MeHee WiH paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 3%, 2%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpenue more than 10 % of C;;HgN30,S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBope XnopHCTOBOAOPOAHOM
KHCIToThI - He 6osee 10 % C;H;oN;058
{oMenpa3zon) yepes 2 4.
93%, 101%, 95%, 93%, In pH 6.8 buffer - not less than 75 % (Q) of
99%, 93% C,7H}9N3038 (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - re menee 75 % (Q)
C7HsN30;S (omenpazom) uepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanne: TIponykr cooTBeTcTRYeT TpedoBaHusM HJJ 3akarouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

[Product: Omez (Omeprazole), capsules 20 mg

“pOEyKT: Omes® (omernpason), Kancyist 20 mr

Batch No. / Cepus Ne:

B2103115 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / Ananntaueckuii oruer Ne: Date of Analysis / Jara
2002FP21001812 ananuza:  06-09-2021
Mfg, Date: / laTa npoH3BoACTBAa: 08/2021 Date of Expiry / T'ogen no:

07/2024

Analysis performed according ND / Anasus nposeger no H: TT N015479/01-121120

IMpumeuanne: 11poayKT cooTBeTCTRYET TpeboBanuam HJI

Ne Test / TlokazaTenb Result / Pe3yabTaTnl Specification / Hopma

7 | Related substances / locTopoHHKE NPHMeCH
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jro6as enuHuuHas

HeMAeHTH HULMPOBaHHA

s TPUMECH

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

8 | Assay/ 20.1 mg /20,1 mr 180mg to 220 mg of Cy7H;gN;O58
Konu4yecTBeHHOE (100.5% / 100,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejeeHne label claim). /

Ot 18,0 MI" 10 22,0 MT C]7H|9N303S
(oMenpazon) B kamncyie (ot 90,0 mo 110,0 %
OT HOMHUHANILHOTO COZlEpKaHMs).

9 | Microbial limits / Mukpo6mnosiornyeckasi HHcTOTA

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
O61ee yncno a3poOHBIX

MUKPOOPTaHI3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6onee 100 KOE/r
O061ee yncio
JPOXOIKEBBIX 1
MIECHEBBIX prOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyTcTBYETB I T OrcyrcreneB 1 1

10 | Packaging / Ymakoeka | 10 capsules in an aluminum strip.

3 S‘[I‘lpS. and patient information | capsules in an aluminum strip or

leaflet in a carton pack. / ITo 10| pA/A1/pPVC // aluminum blister. 3 strips or

Kamcynr B adtoMHHUCBOM  CTPUTIC. | 3 plisters and patient information leaflet in a

Tlo 3 cTpuna ¢ MHCTPYKLMEH TIO | co1i6n pack. / ITo 10 Karcyn B aTOMUHHEBOM

TIPUMCHCHHIO B TIaYKy KAPTOHHYIO. | cropne ynn B TTA/AJI/IIBX // amoMURKHEBOM
6muctepe. Ilo 3 crpuna unu no 3 dmucTepa ¢
WHCTPYKIMEH 10 TIpUMEHEHWI0 B TadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akmouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3ZA
Product: Omez (Omeprazole), capsules 20 mg Hpoaykr: Omes® (OM(;HpaSOJT), kancynst 20 wmr
Batch No. / Cepus Ne: B2103115 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / Ananutuyeckuii oTqet Ne: Date of Analysis / laTa

2002FP21001812 aHaamsa: 06-09-2021

Mfg. Date: / IaTa npouspoacTna: 08/2021 Date of Expiry / I'onen go:
07/2024

Analysis performed according ND / Anayins nposegen mo H/: T N015479/01-121120

YcaoBua XxpaHeHUs

Ne Test / IoxazaTtesn Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorsercTenu ¢ HJJ
MapknpoBka
12 | Storage conditions /

At temperature below 25 °C. / T1pn Temniepatype He Bbile 25 °C.

13 Shelf life / Cpox 3 years / 3 roma
TOIHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIponyxT cooTBeTcTBYET TpeboBanmsm HJI 3axmouenue: OJJOBPEHO
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