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CERTIFICATE OF ANALYSIS
CEPTHO®UHKAT AHAJIU3A

|Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: OMe3® (OMenpagon), Karcynsl 20 yr

Batch No. / Cepus Ne:

B2103972

cepuu:

Batch Quantity / O6bem

1990000 NO

2002FP21002225

AR No / AHanutudeckmii oTaet No:

Mfg. Date: / JlaTa npou3BoacTBa:

10/2021

Date of Analysis / Iata
anamausa: 15-11-2021
Date of Expiry / Togen no:
09/2024

Analysis performed according ND / Ananns nposeaen no H/I: 11 N015479/01-121120

Ne Test / Iloxazarean

1 | Description /
Onucanue

Result / PesyasTaTsl

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. /

Teepmeie KeJTaTHHOBLIC
TIpo3pavHBIC KarcyJkl pasMepa 2 ¢
OeclBeTHBIM KOPIYCOM, PO30BOIi
KPBILIEYKOiA n MapKUPOBKOWM
yepHoro usera «OMEZ» Ha obenx
yacTax Kancynel. Comepxumoe
KaTcyJn — rpaHynsl 6eyoro LBeTa.

Specification / Hopma

Hard gelatin transparent capsules of size 2
witlt a colutless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

pellets. /

Teepipie »EeJTATHHOBEIC TIpo3pavHBIe
KalCynbl  pasMepa 2 ¢ OECUBETHBIM
KOpPIyCOM,  pO30BOM  KpBIIEYKoid M

MapkupoBkoi uepHoro mseta «OMEZ» Ha
06enx vacTax kancyysl. ConepXxnmMoe Karcyn
— rpaHynbl 0eJ0ro Wiy NoutH 6enoro uBeTa.

2 | Identification / logtMHHOCTDL

2a) | ByUV/ VY-
creKTpodOTOMETPHUS

Complies as prescribed/
CooTBeTcTBYeT TpeOOBaHUIM

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 - cnekTpbel NOMIOUIEHUS pPacTBOPOB
mpenapata W CTaH;apTHoro  obpasua
omenpazona B obmacth ot 230 mo 350 HM
OMKHBI UMeTh MaKCHMYMBI TIPW OJHON W
TO k€ ITHHE BOJIHEL.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykTt cootBeTcTBYET TpeGoBaHusaM HJL

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....

Page 1 of 5

Printed Date & Time (IST):

16-11-2021 10:40:11




1 0o~ i
1 LOpy

rol

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIM3A

MpoaykT: OMe3® (oMempazo), Karcybl DT

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

Batch No. / Cepus Ne: B2103972 Batch Quantity / O6bem
- cepau: 1990000 NO -
AR No / Ananurnueckmii oTuet No: Date of Analysis / JaTa
2002FP21002225 ananauza: 15-11-2021
Mfg. Date: / laTa npoH3BOACTBA: 10/2021 Date of Expiry / T'ogen go:
09/2024

Analysis performed according ND / Ananus nposejen mo H/: TI N015479/01-121120

No Test / IokazaTeanb Result / PesyansTatsl Specification / Hopma

2b) | By HPLC Or Complies as préscm)ed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOoRaHNAM chromatogram  of  est  svlutivn  should
B correspond to the retention time of main peak
CBIKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemst yoepKUBaHHA OCHOBHOTO THKa Ha
XpoMaTrorpaMMe — WCIBITYEMOTO  pacTBOpa
TIOJKHO COOTBETCTBOBATH BpeMeHH
y e pPKUBAHHMS OCHOBHOTO MUKa  Ha
XpoMaTorpaMMe  pacTBopa  CTaHIAPTHOTO
obpasia OMeITpazona (pasnen
«KonudecTseHHoe onpeneneHHen ).

/ Cpeansisn Macca
COIEPIKUMOro KarncyJ

3 | Average net fill weight 269.4 mg / 269,4 mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5mg) /
270,0 Mr £ 5,0 % (256,5 mr - 283,5 Mr)

4 | Water / Boaa 1.2%w/w/ 1,2%

Not more than 3.0% /
He 6omee 3,0 %

5 | Uniformity of dosage 3.1/3,1
units / OaHOpOAHOCTH

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

99%

I03UPOBAHUSA TTokasarens mpuemneMocTn (AV) TokeH
OBITH MeHee UTu paseH 15,0.
6 | Dissolution / 0%, 0%, 2%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopeHue more than 10 % of C;;H oN;03S

(omeprazole) is dissolved after 2 h /

B 0,1 M pactBOpe X10pHCTOBOIOPOIHOMN
kucIoTsl - He 6onee 10 % C7HoN305S
(omenpason) uepes 2 u.

98%, 101%, 98%, 98%, 101%, In pH 6.8 bufter - not less than 75 % (Q) of

C7H;9N305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meree 75 % (Q)
C7H,9N305S (omemnpazon) "epes

30 MUH.

Remarks : The Product conforms to ND/

TIpumeuyanne: [Ipooyxr coorBeTcTBYET TpeboBauusM HJI

Conclusion : APPROVED /
3axkmwuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Omes® (oMenpazon), Kancyisl 20 mr ]
Batch No. / Cepus Ne: B2103972 Batch Quantity / O6nem
cepuu: 1990000 NO
AR No / Ananutnyeckuii oruer No: Date of Analysis / JaTa
2002FP21002225 o aHajmsa:  15-11-2021 o
Mfg. Date: / laTa npou3BoJcTBA: 10/2021 Date of Expiry / I'ogen go: o
09/2024

Analysis performed according ND / Ananms nposenen o H: TT N015479/01-121120

Ne Test / lokazarennb Result / Pesynbsrarsi Specification / Hopma

7 | Related substances / Tlocroponuse npumMecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6ornee 0,5 %

JIro6as ennuuyHas

HENAESHTH PUIIMPOBAHHA

s1 TPUMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npuMeceit He Goinee 2,0 %

8 | Assay/ 19.9 mg/ 19,9 mr 180mg to 22.0 mg of C;;HigN;0;58
KosnyecTBeHHoe (99.3% / 99,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHue label claim). /

Or 18,0 mr mo 22,0 mr C;H;9N;O58
(omempazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMUHAABHOTO COAEPIKaHU).

9 | Microbial limits / Mukpo6uoJiornueckast 44cToTA

a) Total Aerobic
Microbial Count /
O01ee uncno a3poOHBIX
MHUKpPOOPTraHW3MOB

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 YncIo
ZIPOMOIKEBBIX N
IJIECHEBLIX TPHOOB

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

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

¢) E. coli

Absentinl g/
OtcyrcTByeT B 1 T

Absentin1 g/
OtcyrctBHe B 1 1

10

Packaging / Ynakoeka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Kancysl B aJIOMHHHEBOM CTpHIIE.
[To 3 crpuna ¢ WHCTpyKLMEH IO
MIPUMEHEHNIO B TIAYKy KapTOHHYIO.

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. / ITo 10 karcyn B amfoMHHIEBOM
ctpune unu B [TA/AJI/[IBX // anroMuHueBOM
6nucrtepe. [1o 3 crpuna wiu no 3 Gnucrepa ¢
HHCTPYKIMEH TI0 TIpUMEHEHHI0 B TAauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

Mpumeuanne: [TpoayKkr cooTBeTcTBYET Tpebopanmsam H]JJ

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIHU3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: OMe3® (oMenpazoil). Karcyibl 20 mr
Batch No. / Cepus Ne: B2103972 Batch Quantity / O6bem
B B cepun: 1990000 NO
AR No / Ananutn4yecknii otdeTt Ne: Date of Analysis / laTa
2002FP21002225 aHajuza:  15-11-2021
Mfg. Date: / laTta npon3soacrsa: 10/2021 Date of Expiry / T'ogen go:

09/2024

Analysis performed according ND / Anaaus npogseaen no H/I: IT N015479/01-121120

Ne Test / loxasaTens Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND/ B coorsercrenn ¢ HJ1
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TIpu Temnepatype ne Boime 25 °C.
YcaoBusi XpaHeHHs
13 | Shelf life / Cpok 3 years /3 roga
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykt cooTBercTBYET TpeboBanusM HJL 3axmouenne: OJJOBPEHO
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