Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

IpoaykT: Omes® (omenpason), Kancyssl 20 mr

Batch No. / Cepus Ne:

B2103369

Batch Quantity / O6bem

_ cepuu: 1990000 NO

AR No / Ananutudeckuii oT4yet No: Date of Analysis / JlaTa

2002FP21001993 anagau3a: 04-10-2021

Mfg. Date: / JlaTta npoM3BoacTBA: 09/2021 Date of Expiry / I'oaen go:
08/2024

Analysis performed according ND / Auanus nposenen no HJ/I: 11 N015479/01-121120

Ne

Test / ITokasaTe b

Result / Pe3yabTaThl

Specification / Hopma

1

Description /
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. /

Trepnble *KeJNaTHHOBbIE
MpO3payHble Karncylbl pazMepa 2 ¢
OeclBETHbIM  KOPILYCOM, pO30BOH
KpBILLIEYKOMH U MapKUpPOBKOHR
yepHoro 1eeta «OMEZ» Ha 06eunx
yacTax Kkamcynabl. Conepxumoe
Kancyn — rpanyJisl 6enoro nsera.

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. /
TBepasle KEeJTaTUHOBbIE I1po3padHble
Kancyyisl pasmepa 2 ¢ OecLBETHbIM
KOpPIyCOM,  pO30BOMi  KpbIILIEYKOH M
MapkupoBkoii depHoro neera «OMEZ» ua
obeux yactax kancyysl. CogepKUMoe KancyJ
~ rpaHy/ibl 6€n0ro Ui nouT 6eyoro Lgera.

Identification / NogauHHOCTL

2a)

By UV / V-
crnekrpodoToMeTpus

Complies as prescribed/
CoorBeTcTByeT TpeOOBaHUAM

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. /

VY@ - croekTpel MOMNOULIEHUS PAacTBOPOB
npemapata M CTaHZApTHOro  ofpasua
omMenpaszona B obnactu ot 230 mo 350 Hm
JIOJDKHBI MMETh MaKCUMYMBI TPH OMHOW H
TOM K€ AJIUHE BOJIHbI.

Remarks : The Product conforms to ND/
IIpumeuanue: Ipoaykt cooTBeTCTBYET TpeOGoBanusamM HJJ

Conclusion : APPROVED /
3akmouenne; OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of 5

Printed Date & Time (IST):

06-10-2021 10:22:49




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

|Product: Omez ( Omeprazole), capm:s 20 mg

__HponyKT: Ome3® (omermnpazon), Kancy;_l__l_,c.?_() MT

Batch No. / Cepusi Ne: B2103369 Batch Quantity / O6nem

I cepun: 1990000 NO

AR No/ Ananutudeckuii oruer Ne: Date of Analysis / JlaTa

2002FP21001993 a”aquza: 04-10-2021

Mfg. Datec: / laTa npon3Boacrsa: 09/2021 Date of Expiry / 'oacH ago:
08/2024

Analysis performed according ND / Anaaus npogenen no HJI: I N015479/01-121120

Ne Test / Iloka3zaTesas Result / Pe3yabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTsercTByeT TpeOGOBAHUAM chromatogram of test solution should
BOKX i f:orrespond to the retention time of main peak
CBRICX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemsi yupepxuBaHHS OCHOBHOrO NMKa Ha
XpoMaTorpaMMeé  MCIILITYEeMOLO  pacTBOpa
JOJDKHO COOTBETCTBOBAaTH BpeMeH!
YAEPKUBAaHUSL ~ OCHOBHOTO nuka  Ha
XpOMaTOrpaMMeé  pacTBOpa  CTaHAapTHOTO
obpasua oMerpasoJa (paznen
«KonuuecTBeHHOE OMpeneneHuey ).

3 | Average net fill weight
/ Cpeansig macca
CO/IEP3KUMOro Karmncya

274.0 mg/274,0 Mmr

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

1.3% wiw / 1,3%

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

5 | Uniformity of dosage 53753
units / OxHopoaHocTL

A03MPOBAHUS

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

INoxazarens npuemnemocty (AV) nomkeH
6bITh MeHee unu pasen 15,0.

6 | Dissolution /
PacTBopeHue

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

94%, 98%, 96%, 98%, 96%, 94%

In 0.1 M hydrochloric acid solution - not
more than 10 % OfC]7H19N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJIOpHUCTOBOJOPOIHOIMA
KHCJI0ThI - He 6oee 10 % C;7HoN;05S
(omenpasoi) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - e menee 75 % (Q)
C17HsN303S (omenpazon) yepes

30 muH.

Remarks : The Product conforms to ND/

IIpumeuanue: Ilpoaykr coorBeTcTBYET TpeboBanusaMm HJJ

Conclusion : APPROVED /
Zamwuenne: OJJOGPEHO

Printed By: Krishnamohan Gunturu

Page

of 5

Printed Date & Time (IST):

06-10-2021 10:22:49




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg ___|Opoaykr: Ome3® (omenpasod), Kancynibl 20 mr
Batch No. / Cepun Ne: B2103369 Batch Quantity / O6bem

cepun: 1990000 NO -
AR No / Ananntuueckuii oruer Ne: Dale of Analysis / laTa R
2002FP21001993 o laHaam3a:  04-10-2021
Mfg, Date: / lata npon3BoacTBa: 09/2021 Date of Expiry / 'ogen go:

08/2024

Analysis performed according ND / Anaanz npoeeaes no H/: IT N015479/01-121120

Ne

Test / Iloka3zaTennb

Result / PesyabTaTni

Specification / Hopma

7

Related substances / IlocTtoponnne npumMecH

Any individual
unidentified impurity /
JIrobas enunuyHasg
HeuleHTUPUIMPOBAHHA
s IPUMeECh

0.02% /0,02%

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

Total impurities /
Cymma npumMecei

0.1%/0,1%

Not more than 2.0 %/
He Gonee 2,0 %

8 | Assay/ 20.1 mg/ 20,1 mr 18.0mg to 22.0 mg of C;H;gN;05S
KosnuecTBenHoe (100.5% / 100,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHue label claim). I

Or 18,0 mr pmo 22,0 mr C;;HoN;O;S
(omenpazon) B kancyje (ot 90,0 no 110,0 %
OT HOMHHAJIBHOTO COIEPHKAHMS).

9 | Microbial limits / MukpoGuoJioruyeckasi YHCTOTA

a) Total Aerobic 10 CFU/g/ Not more than 1000 CFU/g/
Microbial Count / 10 KOE/r He 6onee 1000 KOE/r
O61wee yncno aspobHbIX

MHKpPOOPraHN3MOB
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
O6111ee ynucio
JIPOJOIKEBLIX U
[UIECHEBBIX [PUGOB
c) E. coli Absentin 1 g/ Absentin 1 g/
OrcytctByerB I 1 OtcytctBue B 1 1
10 | Packaging / Ymakoeka | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kancyn B aJfOMUHHEBOM CTpHIIE.
[lo 3 crpuna ¢ uHCTpyKuUMed MO
MPUMEHEHHIO B MaYKy 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 xancyn B alOMHUHHEBOM
crpune uwiu B [1A/AJIIIBX // antoMuHneBoM
6nucrepe. Ilo 3 crpuna unu no 3 duucrepa ¢
UHCTPYKIMEHl 10 MOpHMEHEHHI0 B MaukKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeyanue: [Iponykr cooTsercTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

|poaykT: Ome3® (omenpason), kancyibl 20 mr

Batch No. / Cepus Ne:

B2103369 Batch Quantity / O6nem

|cepuu: 1990000 NO

AR No / AvannTHueckuii oTyer Ne: Date of Analysis / laTa
2002FP21001993

anaausza: 04-10-2021

Mfg. Date: / laTa npou3BOACTRA: 09/2021

Date of Expiry / Toaen go:
08/2024

Analysis performed according ND / Ananns nposeaes no H/: II N015479/01-121120

Ne Test / [lokazaTenn Result / Pe3yabTaThi Specification / Hopma
11 | Labeling/ According to ND / B coorsercTBuu ¢ HJI

MapkupoBka
12| Storage conditions / At temperature below 25 °C. / I1pu Temneparype He Bbitue 25 °C.

YcioBuA XpaHEeHUs

13

Shelf life / Cpok
rOIHOCTH

3 years /3 roma

Remarks : The Product conforms to ND/
Ipumeuanne: I[IpoayKkT COOTBETCTRYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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