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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

l’roduct: Omez (Omeprazole), capsules 20 mg

| Mpoaykt: OMe3® (oMempazon), Kancynsl 20 wr

Batch No. / Cepusn Ne:

B2103893

Batch Quantity / O6bem

cepuu: 1990000 NO o
AR No / Ananutnueckuii or4yet Ne: Date of Analysis / laTa
2002FP21002204 anam3a: 06-11-2021

Mfg. Date: / laTa npoussoacrsa:

10/2021

09/2024

Date of Expiry / T'oxen go:

Analysis performed according ND / Anaaus nposegen mo HJI: TI N015479/01-121120

Ne Test / [Toka3zaTenb

Result / Pe3yabTaThl

Specification / Hopma

1 Descripfi_on /
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. /

Tsepnnte JKeJlaTHHOBEIE
TIpO3paAYHRIE KATICYNR pazMepa 2 ¢
GecuBETHBIM KOpPIYCOM, pO30BOii
Kpbllleukod W MapKHpPOBKOH
gyepHoro 1eeta «OMEZ» Ha ofenx
yactax kancynsl. Copepikumoe
KaricyJi — rpaHyibl 6enoro LUBeTa.

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. /

Teepunie kKeIaTHHOBBIE po3padHble
Karmcynel  pasMepa 2 ¢ OecupeTHBIM
KOPITYCOM, PO30BOit KpBILICYKO u

Mapkuporkoit gepHoro useta «OMEZ» Ha
o0eux yactax karncyibl. CogepXUMoe Karcyi
— TpaHynbl 6€J10ro MK noyTH 0eoro 1BeTa.

2 | Identification / IloaIMHHOCTH

2a) | By UV/V®-

CIEKTPOQOTOMETPHS

Complies as prescribed/
CooTBeTCTBYET TpebGOBaHUAM

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® - crekrpbl TOIJIOMIEHHUS PACTBOPOB
npemapara M cranmapTHoro  obpasua
oMenpaszona B obmacti ot 230 mo 350 nm
JOJDKHBI MMeTh MaKCHMYMBI MPH OXHOH M
TOH e AJIMHE BOJIHEL.

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBercTBYeT TpeboBaHuaM HJL

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....

Page 1 of5

Printed Date

& Time (IST): 09-11-2021 18:18:13




0pY

T
i it

J
A

~

Incontrolie

|

L

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg MpoayxT: OMe3® (oMenpazon), kancynst 20 mr -
Batch No. / Cepus Ne: B2103893 Batch Quantity / O6sem
| cepuu: 1990000 NO ~
AR No / ARanuTH4YeckHii oTuet Ne: Date of Analysis / JlaTa
2002FP21002204 - anaymsa: 06-11-2021 |
Mfg. Date: / laTa npoM3BoACTBA: 10/2021 Date of Expiry / T'ogen go:

09/2024

Analysis performed according ND / Anaau3s nposegen no H: TT N015479/01-121120

No Test / IlokazaTenb Result / PesyabTaTst Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBETCTBYET TpeOOBaHUAM chromatogram of test solution should
BIKX s f:orrespond to the retention time of main peak
CBRIKX/BCKX in the chroma‘gogram qf or?epraz?'le reference
standard solution (section "Assay"). /
Bpemst yiepXHBaHWS OCHOBHOTO TMiKa Ha
XpoMaTorpaMMe  HCTBITYEMOTO  pacTBOpa
IONKHO COOTBETCTBOBATh BPEMEHH
yAepPKUBAHWUS OCHOBHOTO MUka  Ha
XpoMaTorpaMMe — pacTBopa  CTaHAapTHOTO
o6pasua oMernpasona (pasnen
«KonuuecTBeHHOE ONPEACTCHUEY ).
3 | Average net fill weight 2713 mg/271,3 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpenusisi Macca 283.5 mg) /
COAEPIKUMOT0 KAyl 270,0 Mr =+ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water/ Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 2.6/2,6 Acceptance value (AV) should be less than or
units / OaHopoaHOCTL equal to 15.0./
JO3UPOBAHUS | lokazatens mpuemnieMoct (AV) nomkeH
OBITH MEHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTtBOpeHue more than 10 % of C;;HyN;05S
(omeprazole) is dissolved after 2 h/
B 0,1 M pacrBope X710pNCTOBOAOPOIHOM
KucnoTeI - He 6omee 10 % C7HoN303S8
(omenpazon) yepes 2 4.
97%, 96%, 95%, 98%, 94%, 96% | In pH 6.8 buffer - not less than 75 % (Q) of
C,7H,sN;0;S (omeprazole) is dissolved after
30 min/
B Gydepe pH 6,8 - e Menee 75 % (Q)
C,7H;9N30;S (oMempazon) yepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanune: ITpoaykt cooTBeTcTBYET TpeboBanusM HJT 3axkaiouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

\Product: Omez (Omeprazole), capsules 20 mg Mponykr: OMe3® (oMenpaszoi), KarcyJib! 20 Mr
Batch No. / Cepus Ne: B2103893 Batch Quantity / O6bem

B cepun: 1990000 NO
AR No / Avanutudeckuii oraet Ne: Date of Analysis / lata
2002FP21002204 - anaausa; 06-11-2021
Mifg. Date: / laTa npoH3BoJACTBA: 10/2021 Date of Expiry / 'onen go:

09/2024

Analysis performed according ND / Anasins nposeaen mo HJI: IT N015479/01-121120

Ne Test / IllokazaTenn

Result / PesyabTaTsl

Specification / Hopma

7 | Related substances / IlocTopoHHHE pUMeCH

Any individual
unidentified impurity /
JIro6as enuHUyHas
HeuaeHTUPUIMPOBaHHA
s IPHMECH

0.03% / 0,03%

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

Total impurities / 0.1%/0,1%

CyMmMa npuMeceit

Not more than 2.0 % /
He 6omee 2,0 %

8 | Assay/ 19.7 mg/ 19,7 mr 18.0mg to 22.0 mg of Cy;H;gN3058
Koau4decrBeHHOE (98.6% / 98,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeJcHue label claim). /

OT 18,0 M 1mo 22,0 MI C]7H19N303S

(omerpason) B kancyne (ot 90,0 mo 110,0 %
OT HOMUHAJIBHOTO COAIEPXaHNu).

9 | Microbial limits / Mukpo6nosoru4eckast 4HcTOTA

a) Total Aerobic
Microbial Count /
O61ee 9rcno a3poOHbBIX
MHUKPOOPTaHU3MOR

10 CFU/g /
10 KOE/r

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
Obmmee yncno
IPOXKEBBIX 1
TIIeCHEBEBIX TPUOOB

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

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

c) E. coli

Absentin 1 g/
OtcyTcTByeTB 1 T

Absentin 1 g/
OrcytctBre B I T

10 | Packaging / YnakoBka
3 strips  and

10 capsules in an aluminum strip.

10 capsules in an aluminum strip or

patient information

leaflet in a carton pack. / Tlo 10
Karncyl B allOMMHUEBOM CTpUIIE.
Ilo 3 crpuna c WHCTpyKUHWER IO
TIPUMEHEHHIO B TTa4Ky KapTOHHYIO.

PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / TTo 10 xancyn B aTrFoMUHHEBOM
crpure win B ITA/AJI/TIBX // amroMuHuEBOM
6nucrepe. [To 3 crpuna unu no 3 6nucrepa ¢
WHCTpyKuMell Mo TpUMEHEHUI0 B IAaYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeyanne: IIponyxT cooTBeTcTBYET TpeboBaHuAM HJI

Conclusion : APPROVED /
3akaouenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg IMponykr: OMe3® (oMenrpason), Kancysl 20 mr
Batch No. / Cepus Ne: B2103893 Batch Quantity / O6bem

cepur: 1990000 NO
AR No / Aranmntudecknii oTuer Ne: Date of Analysis / JaTa
2002FP21002204 - a”Hajamsa: 06-11-2021
Mfg. Date: / [laTta npousBoacTBa: 10/2021 Date of Expiry / I'ogen go:

09/2024

Analysis performed according ND / Ananus nposenen mo HJI: TI N015479/01-121120

Ne Test / IToxazaTean Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooreercrBuu ¢ HJ
MapknpoBka
12 | Storage conditions / At temperature below 25 °C. / ITpn Temnepatype Be Beime 25 °C.
YciaoBust XpaHeHHs
13 | Shelf life / Cpox 3 years /3 roma
TOAHOCTH

Remarks : The Product conforms to ND/
IIpumevanue: IIpoAyKT COOTBETCTBYET TpebosanusamM H]T

Conclusion : APPROVED /
3axmwyenne: OJJOBPEHO
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