CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omepra_zole), capsules 20 mg

Mpoaykt: Ome3® (oMenpaso), Kancysl 2__0 MT

Batch No. / Cepus Ne:

B2103731

cepHH:

Batch Quantity / O6bem

2000000 NO

AR No / AHaauTHuuecknii orgert Ne:

2002FP21002070

Date of Analysis / laTa
aHaJu3a:

19-10-2021

Mfg. Date: / laTa nponssoacTBa:

09/2021
08/2024

Date of Expiry / I'ogen go:

Analysis performed according ND / Ananuns nposexen mo H/I: T N015479/01-121120

Ne Test / IToka3zaTenan

Result / Pe3ynbTaThl

Specification / Hopma
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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. /

Teepusie KEeJNAaTUHOBBIEC
TIpo3payHble Karcyibl pazmepa 2 ¢
OecuBeTHBIM KOpPIYCOM, pO30BOIi
KpbIlIEUKoit 3| MapKUpOBKOH
yepHoro uBeta «OMEZ» Ha obenx
yacTax karcyisl. Copepixumoe
Karcyn — TpaHynbl 6enoro Ugera.

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. /

Trepubie JKeNaTUHOBEIE TIpo3payHbIe
Karmcynasl  pasMepa 2 ¢ GecupeTHbIM
KOpILyCOM, po30BOit KpPBILIEYKOI "

MapKknpoBkoil depHoro usera «OMEZ» Ha
o0benx gactax kancyiel. CollepKUMoe Karcyr
— rpaHyIsl 67010 UM MoYTH 6eNoro 1Bera.

2 | Identification / [logiuHHOCTDL

2a) [ByUV/Vo-
criekTpodoToMeTpust

Complies as prescribed/
CooTBeTrcTByeT TpeGOBaHHAM

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® - cOekTpsl TOIJOUWIEHUS pPacTBOPOB
npenapara U cranmapTHoro  obpasua
oMenpazona B obmactu oT 230 mo 350 um
JNOJDKHBI UMeTh MaKCHMYMBI TIpU OIHOH u
TOI1 »Ke JJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanne: [TpogyKT cooTBeTCTBYET Tpeboraumsam HJI

Conclusion : APPROVED /
3akmouenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg B

MpoxykT: OmMe3® (oMenpason), KaTCyIib! 20 mr

Batch No. / Cepust Ne: B2103731 Batch Quantity / O6bem

- cepun: 2000000 NO -
AR No / Ananurnveckuii order No: Date of Analysis / laTa
2002FP21002070 anammsa: 19-10-2021

Mfg, Date: / JlaTa npoH3BOACTBA:

09/2021
08/2024

Date of Expiry / T'oaen go:

Analysis performed according ND / Anaans nposegen no H: T1 N015479/01-121120

Ne Test / [Toka3aTean Result / PesyabTaTn! Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBeTCTBYET TpeOOBaHUSIM chromatogram of test solution should
BOIKX fzorrespond to the retention time of main peak
CBRIKX/BOCX in the chromat.ogram qf or'rllepraZ(')'le reference
standard solution (section "Assay"). /
Bpems yaep)XMBaHHS OCHOBHOTO TKa Ha
XpoMaTorpaMMe  HCIIBITYEMOTO  pacTBopa
JOMKHO COOTBETCTBOBATh BpeMeHH
yOEepKWBAHUS  OCHOBHOTO nuka  Ha
XpoMaTorpaMMe  pacTBOpPa  CTAHZAPTHOTO
obpa3zua oMeripasona (paznen
«KonnuecTBeHHOE ompenencHue) ).
3 | Average net fill weight | 268.8 mg/268,8 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansst Mmacca 283.5mg) /
COIePKUMOTro KarncyJl 270,0 Mr =+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.1% wiw / 1,1% Not more than 3.0% /
He 6outee 3,0 %
5 | Uniformity of dosage 0.9/0,9 Acceptance value (AV) should be less than or
units / OaHOpPOAHOCTH equal to 15.0./
H03UPOBAHUSA [Mokasatens npuemneMoctd (AV) nomkeH
OBITE MeHee uiu paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not

PacTBOpeHUe

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

more than 10 % of C;7H4Ns03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacreope X1n0opucTOBOIOPOTHON
KxucioTsl - He 6ottee 10 % Ci7H oN3;O5S8
(omempazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H9N303S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He MerHee 75 % (Q)
C,7H9N303S (omempazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

Ipumeuanne: [Ipoaykt cooTBeTcTBYET Tpebobanusm HJT

Conclusion : APPROVED /
3akaoyenne: OJJOBPEHO

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: OMe3® (oMemnpason), Kancyisl 20 mr

Batch No. / Cepust Ne: B2103731 Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Ananutudeckuii otder Ne: Date of Analysis / laTa

2002FP21002070 anaauza:  19-10-2021 -

Mfg. Date: / laTa npon3BOACTBA: 09/2021 Date of Expiry / F'ogen go:
08/2024

Analysis performed according ND / Ananns nposegen no H/I: TT N015479/01-121120

Ne Test / Iloxa3zaTejb

opy

J

Fa

ncontrolled (

S

Result / PesyabTaThl

Specification / Hopma

7

Related substances / IlocTtopoHHHe IpUMecH

Any individual
unidentified impurity /
JTro0as enunaHas
HenJleHTU(pUpoBaHHA
o TIpAIMecCh

0.03%/0,03%

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

Total impurities /

0.1%/0,1%

Not more than 2.0 % /

3strips and patient information
leaflet in a carton pack. / ITo 10
Karcyll B alFOMUHHEBOM CTpHIIC.
Ilo 3 crpumna ¢ HMHCTPyKUHWeH IO
TIPUMEHEHHIO B MAUKY KaPTOHHYIO.

Cymma nipumeceit He 6onee 2,0 %

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of Cy;HgN;3OsS
KoauuecTBeHHOE (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeaeseHne label claim). /

Or 18,0 MI° o0 22,0 Mr C17H19N303S
(omempazon) B karncyine (ot 90,0 mo 110,0 %
OT HOMMHAJIBHOT'O COEPKaHuU).

9 | Microbial limits / Muxpo6nonorudeckast 4HcTOTa

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
O6uiee 4rCno a’3poOHBIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Mewee 10 KOE/r He 6omee 100 KOE/r
Ob6uiee 9ncno
IPONCOKEBBIX U
TIIECHEBBIX TPUGOB
¢) E. coli Absentin1lg/ Absentinlg/
OrcytcTByeTB I T OtcytctBHe B 1 T
10 | Packaging / Ymakoska | 10 capsules in an aluminum strip.

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 xancyn B amlOMHHMEBOM
crpune win B ITA/AJI/TIBX // antoMuHieBOM
6nucrepe. [To 3 crpumna unm mo 3 Gnuctepa ¢
HHCTPYKIMeH 10 INPUMEHEHWI0O B Ta4Ky
KapTOHHY10.

Remarks : The Product conforms to ND/
TIpnmeuanune: ITponykT coorBeTcTBYET TpebosanusamM HJL

Conclusion : APPROVED /
Zakawdenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OmMe3® (oMenpa3on), Kancyrs! 20 mr
Batch No. / Cepus Ne: B2103731 Batch Quantity / O6nem

cepun: 2000000 NO
AR No / Ananurudeckuii oryet Ne: Date of Analysis / JlaTa
2002FP21002070 anajusa: 19-10-2021
Mfg. Date: / laTa nponsBoJcTBAa: 09/2021 Date of Expiry / I'ogen go:

08/2024

Analysis performed according ND / Ananus nposegen no HJI: 1T N015479/01-121120
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Ne Test / Tloxasarean Result / Pe3yabTaTnl Specification / Hopma
11 | Labeling / According to ND / B coorBetctsuu ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Beilre 25 °C.
YcaoBust XpaHeHHd
13 | Shelf life / Cpoxk 3 years / 3 roma
TOXHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponyxT cooTBETCTBYET TpeboBaHusM HJI 3akaouenue: OJJOBPEHO
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