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Product: Omez ( OmeBrazoﬁ capsﬁles Z(an

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

MpoaykT: OMe3® (0Me§pa3on), Karncynbl 20 MT

Batch No. / Cepus Ne:

B2200645

cepun:

Batch Quantity / O6bem

1990000 NO

2002FP22000461

AR No / Anagurndecknii oruer Ne:

Date of Analysis / laTa
aHAIU3A:

04-03-2022

Mfg. Date: / lata npou3BoacTea:

02/2022

0172025

Date of Expiry / I'ogen go:

Analysis performed achrding ND / Auanus nposenen mo HJI: 11 N015479/01-121120

Ne Test / [Toka3zaTean

Result / PesyabTaTsl

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. /

Teepnbie KeNaTHHOBEIC
TIpo3payHble Kancyybl pazMmepa 2 ¢
OecBETHBIM KOPITYyCOM, PO30BOH
KpblLIeuKoit u MapKHPOBKOIA
yepHoro usera «OMEZ» Ha o0eux
gacTax Kancynsl.  Comepxkumoe
Karcyln — rpaHynsl Genoro nperta.

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. /

Tsepable ’KETIaTHUHOBBIE Ipo3paynkIe
Kancynsl pasMepa 2 ¢ 6ecuseTHBIM
KOpIycoM,  pPO30BOW  KpBIIEUKOH W

MapkupoBkoit yepHoro usera «OMEZy» Ha
obernx gacTax kancyisl. CogepXXuMoe Kareyi
— TpaHyINbl 6eN0T0 WK NMOYTH O€JIoT0 1BETA.

2 | Identification / ITopauHHOCTL

2a) | By UV / V-

cniekTpodoTomeTpus

Complies as prescribed/
CoOTBETCTBYET TPeOOBAHUSIM

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. /

VO - crmekTpbl TMOTJIOMEHUS PacTBOPOB
mperiapata W CTaHAapTHOro  obpasila
omenpazona B obyacti ot 230 mo 350 uM
IOJDKHBLI MMETb MaKCHMYMBI Tp¥ OMHOM W
TOI e JIJTHHE BOJTHEI.

Remarks : The Product conforms to ND/
ITpumeuanmne: IIponykt coorBercTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmwuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (omenpazon), kKancysl 20 mr
Batch No. / Cepus Ne: B2200645 Batch Quantity / O6nem
| cepun: 1990000 NO )
AR No / AHanuTHYecKnii oTqeT Ne: Date of Analysis / laTa
2002FP22000461 anaausa: 04-03-2022
Mfg, Date: / laTa npon3BoacTBa: 02/2022 Date of Expiry / I'ogen go:
01/2025
Analysis performed according ND / Auann3s npoeened mo H/I: 1T N015479/01-121120 o
Ne Test / Ioka3zaTeanb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpebOBaHUIM chromatogram of test solution should
BO¥CK s .correspond to the retention time of main peak
CBPXX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemst ynepkuBaHWS OCHOBHOTO mNHKa Ha
XpoMaTorpaMMe  WCIBITYEMOTO  pacTBopa
JIOIKHO COOTBETCTBOBATH BpeMEHU
YAEPXKUBaHHA OCHOBHOTO TUKa Ha
XpoOMaTorpaMMe  pacTBOpa  CTaHAAPTHOTrO
o0pa3na oMelTpa3ola (pazmen
«KomuecTBeHHOE ONpPEACIEHUEY ).

3 | Average net fill weight
/ Cpenusisi Macca
co/IepIKHMOro Karcy

272.1 mg/272,1 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
units / QqHopoaHocTL
J03UPOBAHUSA

3.8/38

Acceptance value (AV) should be less than or
equal to 15.0./

[TokasaTenb npuemiieMocTd (AV) momkeH
6bITh MeHee WK paseH 15,0.

6 | Dissolution /
PacTtBOpeHue

0%, 0%, 0%, 0%, 0%, 0%

100%, 98%, 96%, 97%, 97%,
98%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C,;HsN305S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XHOpHUCTOBOAOPOIHON
KxucioThl - He 6onee 10 % C;H;oN;O58
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17;HgN30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne MeHee 75 % (Q)
C7H9N305S (omemnpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanne: IIponykr coorBeTcTBYET TpeboBannsam HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

| HpoaykT

: Omes® (omenpasod), kancyist 20 vr

Product: Omez (Omeprazole), capsules 20 mg

3 strips and patient

information
leaflet in a carton pack. / [lo 10
Kalcyn B aIOMHHWEBOM CTpPHIIE.
ITo 3 crpuna c WHCTpyKIMEd Mo
NPUMCHEHHIO B NIaYKy KapTOHHYIO.

Batch No. / Cepus Ne: B2200645 Batch Quantity / O6nem

5 cepun: 1990000 NO B i
AR No / AHajiuTHYeckHuii oTdeT No: Date of Analysis / {laTta

2002FP22000461 anamusa: 04-03-2022

Mfg. Date: / laTta npou3BOACTBA: 02/2022 Date of Expiry / T'ogen no:

L 01/2025 i

Analysis performed according ND / Anaans nposegen mo HJI: T1 N015479/01-121120

No Test / [lokasaTens Result / PesyabTaTsl Specification / Hopma

7 | Related substances / ITocToponaue npumecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He Gonee 0,5 %

JIroGas emuHIYHas

HeuIeHTUHUNMpPOBaHHA

s IPUMECH

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

8 | Assay/ 20.3 mg /20,3 mMr | 18.0 mg to 22.0 mg of C;7H¢N;05S
KoauuecTBeHHOE (101.6% / 101,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneieHHe label claim). /

Or 18,0 mr pmo 22,0 mr C;;H;oN;OsS
(omenpaszon) B xancyne (ot 90,0 no 110,0 %
OT HOMHUHAJILHOTO COJIEPXAHMUS).

9 | Microbial limits / MukpoGuosornyeckasi YucToOTAa

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 4K1cI0 adpoOHBIX

MHKpPOOPTaHH3MOB
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
Ob11ee uncno
JIPOXIKEBBIX 1
TUIECHEBBIX IpUbOB
¢) E. coli Absentin1 g/ Absentin 1 g/
OrcyrcrByerB I T OrcyterBue B 1 r
10 | Packaging / Ynakoska | 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 karcyn B amtOMUHUEBOM
ctpurne win B [TA/AJI/TIBX // antoMuHIEBOM
6muctepe. ITo 3 crpumna unu no 3 Giucrepa ¢
WHCTPYKLWEH [0 MNpPUMEHEHWI0 B MavkKy
KapTOHHYTO.

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykt cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....

Page 3

Printed Date & Time (IST):

of 5

07-03-2022 13:26:56




] Copy

v |

-~
\

Uncontroile

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpason), kancyasl 20 mr
Batch No. / Cepust Ne: B2200645 Batch Quantity / O6bem
B cepun: 1990000 NO B
AR No / Ananutnyeckuii oTdet Ne: Date of Analysis / [laTa
2002FP22000461 anajusa: 04-03-2022
Mfg. Date: / laTta npoH3BOACTEBA: 02/2022 Date of Expiry / I'oaen ao:

01/2025

Analysis performed according ND / Ananus nposener mo HJI: I N015479/01-121120

Ne Test / Iloka3aTean Result / PesyasTaTst Specification / Hopma
11 | Labeling / According to ND / B cooTtBetcTBrH ¢ H]|
Mapknpogka
12| Storage conditions / At temperature below 25 °C. / [Ipu TemnepaType He Boie 25 °C.
YcaoBusi XxpaHenus
13 | Shelf life / Cpox 3 years /3 rona
TrOAHOCTH

Remarks : The Product conforms to ND/

IMpumeuanue: [Iponykt coorBeTrcTBYET TpeboaHuam HJL

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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