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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoxykT: Ome3® (omerpaszon), Kancyibl 20 mr

Batch No. / Cepust Ne:

B2104355

cepHu:

Batch Quantity / O6bem

2000000 NO

AR No / Ananurndeckuii oTyet Ne:
2002FP21002434

Date of Analysis / laTa
aHaau3a:

13-12-2021

Mfg. Date: / laTa nponsBoacTBa:

11/2021
10/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Ananus nposeaex no H: 1T N015479/01-121120

Ne

Test / ITokazaTeanb

Result / PesyabTaThl

Specification / Hopma

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. /

Tepasie KEeIaTUHOBbBIE
TIpo3padHble Karlcynsl pasMepa 2 ¢
OeclLBETHEIM KOPIYCOM, pO30BOMH
KpBILIETIKON " MapKUPOBKOH
yepHoro nsera «OMEZ» na obenx
yactax kancynel. Comepxumoe
KaricyJs — rpaHyJsbl 6eoro 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. /
Tseparie JKeIIaTWHOBBIE
KarcyJael  pasMepa 2 ¢ OecuBeTHBIM
KOPILYCOM, pPO30BOIt KpPBILIEYKOH "
MapkupoBkoii yepHoro usera «OMEZ» Ha
0benx yactax kancynbl. Coep>XumMoe KarcyJr
— rpaHynbl 6€J10ro UK MoyTH Henoro uBeTa.

Opo3payHbIe

Identification / IlogTuHHOCTDL

2a)

By UV/Vo-
crekTpodoTOMETpHS

Complies as prescribed/
CootBetcTByeT TpeGOBaHNAM

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® - crnekTpbl TOTTOWICHHS PacTBOPOB
npernapara W CTaHjapTHoro  obpasna
oMempaszona B obnactd oT 230 mo 350 mm
JOJDKHBI WMEeTh MakCUMyMBI TIPH OHHOW U
TOM K€ JIINHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumevanne: [IpoaykT cooTBeTcTBYET TpeboBanmam HJJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 1 of 5

Printed Date & Time (IST):

14-12-2021 17:31:28




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

Ipoaykr: OMe3® (oMenpasol), KarcyJrst 20 ™r_

2002FP21002434

Batch No. / Cepusi Ne: B2104355 Batch Quantity / O6bem

L - 2000000 NO

AR No / Anaautudeckuii oT4er Ne: Date of Analysis / laTa
13-12-2021

Mfg. Date: / laTa npou3BoAcTBa; 11/2021

Date of Expiry / I'ogen no:

Analysis performed according ND / Anaan3s nposenien no H/: 1 N015479/01-121120

Ne Test / TlokazaTeJb Result / PeaynbTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeET TpeGoBaHUAM chromatogram of test solution should
BOXX s correspond to the retention time of main peak
CBIKX/BCIX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems ymepKWBaHHWS OCHOBHOTO THKAa Ha
XpoMarorpaMMe  HCIBITYEMOTO  pacTBOpa
JIOJKHO COOTBETCTBOBATh BpeMeHU
Ve pKUBAHUS OCHOBHOTO  TIMKa  Ha
XpoMarorpaMMe pacTBopa  CTaHZapTHOTO
obpasua oMeInpazosna (pazmen
«KonMJecTBEHHOE OTIPEIENIEHHEY ).

3 | Average net fill weight
/ Cpeansist Macca
COIEPIKHMOro Karney.Ja

269.9 mg / 269,9 Mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 mMr + 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 3.2/32
units / QaHOpoaAHOCTH
J03APOBAHUS

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

TToxazarens nmpremMaeMocTd (AV) IoibkeH
O5ITH MeHee uin paseH 15,0.

6 | Dissolution /
PacTBOpenue

93%, 94%

0%, 2%, 0%, 1%, 0%, 0%

101%, 95%, 93%, 93%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;7H9N;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XnopHCTOBOAOPOAHOMN
KHCIIOTHI - He 6oree 10 % C;HoN3O5S
(oMenpason) depes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N30;S (omeprazole) is dissolved after
30 min /

B Gydepe pH 6,8 - He meHee 75 % (Q)
C,7HoN50;S (omenipason) uepes

30 MHUH.

Remarks : The Product conforms to ND/

IIpumeuanne: [poayxr cooTBeTcTBYET TpeboBanmsamM HJL

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO
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CEPTHO®OHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoayxT: Ome3® (omerpason), Kancyinsl 20 mr 4‘
Batch No. / Cepust No: B2104355 Batch Quantity / O6bem
| cepuu: 2000000 NO o
AR No / Anagautndecknii otder Ne: Date of Analysis / laTa
2002FP21002434 ananauia: 13-12-2021
Mfg, Date: / /laTa npon3BoAcTBA: 11/2021 Date of Expiry / I'ogen go:
= 10/2024
Analysis performed according ND / Auasius nposenen mo HJI: TT N015479/01-121120

Ne Test / [lokazarens Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / IlocTopoHHUE pUMecH
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6oiee 0,5 %

Jrobas ennnnuHas

HeWIeHTUQUIMPOBaHHA

s IPUMeECh

Total impurities / Not detected / He 0GHapyxeHa Not more than 2.0 % /
CyMmMma nmpuMeceit He 6onee 2,0 %

8 | Assay/ 20.2 mg /20,2 mr 18.0mg to 22.0 mg of C;;H;N;O;8
KosinyecTBeHHOE (101.0% / 101,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeeHue label claim). /

(04 18,0 Mrr naoo 22,0 MT C|7H19N3O3S
(omempason) B karmcyie (ot 90,0 o 110,0 %
OT HOMMHAJIBHOTO COZICPKAHUA).

9 | Microbial limits / Mukpo6nosorudeckast 4HcToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O61mee 4ncino a3poOHBIX

MHKPOOPTaHU3MOB
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
Obwee yncno
ZPOJIOKEBBIX 1
TIECHEBLIX TPUGOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcrByeTB 1 T OtcytcrtBue B 1 T

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

3 strips and patient information o e B . alum_mum strl'p or
. PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / Ilo 10 blist d patient information leaflet in
Kamcysl B aJFOMUHMEBOM CTpPHILE. Z, JISEerS (@ pelich B
A e carton pack. / TTo 10 kancyn B alOMHHHEBOM
iy sl crpure win B I[TA/AJI/TIBX // anroMuHVeBOM
P ¥ KapTOHHYIO. Gnucrepe. To 3 crpuna unu o 3 6nucrepa ¢
HHCTPYKIMEN 110 TPUMEHEHHI0 B Mauky

KapTOHHYIO.

Remarks : The Product conforms to ND/
Hpumeuanue: [IponykT cooTsercTByeT TpebosanusiM HJJ

Conclusion : APPROVED /
Jakaouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJH3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: OmMe3® (oMermpa3oin), KarncyJib! 20 MP

Batch No. / Cepus Ne: B2104355 Batch Quantity / O6bem
B cepuu: 2000000 NO o
AR No / AHajiuTHYeckuii oTuer Ne: Date of Analysis / laTa
2002FP21002434 anagu3a: 13-12-2021
Mfg. Date: / Jlata nponsBoacTBa; 11/2021 Date of Expiry / Togen go:
10/2024

Analysis performed according ND / Ananus nporeaen no HJI: IT N015479/01-121120

Ne Test / TlokazaTenasn Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBetcTBum ¢ HJ]
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnieparype He Bbie 25 °C.
Y caoBUSA XpaHeHUd
13 | Shelf life / Cpox 3 years /3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

Tpumedanne: [TpoaykT cooTBeTCTBYET TpeboBannam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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