Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT

AHAJTHUIA

[Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: OMe3® (oMempaszol), KarcyJrst 2_§)_ MT —

Batch No. / Cepus Ne: B2200060 Batch Quantity / O6bem

I - cepun: 1350000 NO

AR No / AHajiuTH4eckHil oT4eT No: Date of Analysis / laTa o
2002KP22000119 aHasusa:  24-01-2022

Mfg. Date: / JlaTa npoH3BOACTBA:

12/2021
11/2024

Date of Expiry / Tonen go:

Analysis performed according ND / Ananns uposegen no HJI: ITN015479/01-121120

Ne

Test / IlokazaTeans

Result / PesynbTaThl

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. /

Teepasre JENAaTHHOBEIC
Tpo3pauHbie KarcyNbl pazmepa 2 ¢
GeCUBETHHIM KOPIYCOM, pPO30BOM
KpbIILIedKoit " MapKHUPOBKOA
yeproro 1BeTa «OMEZ» Ha obenx
gactax  kancynel.  Conepxnmoe
KarcyJ1 — TpaHyJIbl 6eJ1oTo LBETa.

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. /
Teepabie KenaTHHOBbIE MpOo3payHbIe
KaTlicyel  pa3Mepa 2 € OeclBETHBIM
KOPIlyCOM,  PO30BOM  Kpbllleykoif 1
MapkupoBkoit depHoro mpeta «OMEZ» na
00enx vacTax Kancynsl. ColepXumMoe Kamncy
— IpaHyibl 6enoro win nouTu 6enoro uBeTa.

Identification / IToga

HHHOCTDb

2a)

By UV/V®-
criekTpodoToMeTpus

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. /

VO - coekTpsl TOIIONIEHHS pPacTBOPOB
mperapata M CTaHgapTHoro  obpasua
oMenpasoiia B obnactd oT 230 no 350 Hm
JOJDKHE MMETh MaKCUMyMBI NpH ONHOW U
TOM ke JUIHHE BOIIHBIL.

Remarks : The Product conforms to ND/
Mpumeuanue: IpogykT cooTBeTcTBYET Tpebosanmsim HJI

Conclusion : APPROVED /
3akaiouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg ]'lpouvﬁ: Owmes® (oMEemnpazon), Karncysl f(j_Mr

Batch No. / Cepus Ne:

B2200060 Batch Quantity / O6bem

cepum: 1350000 NO

AR No / AnaanTH4ecKuii oT4et No: Date of Analysis / laTa
2002FP22000119 B anammsa:  24-01-2022 -
Mfg. Date: / laTa npou3BoacTBa; 12/2021 Date of Expiry / T'oxen go:

1172024

Analysis performed according ND / Ananus nposeaen no HJL: 1T N015479/01-121120

TIpumeuanne: [IpoaykxT cooTBETCTBYET TpeGoBanuam HJL

N Test / [TokaszaTens Result / PeaynhTaThi Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBETCTBYET TPpeOORAHUAM chromatogram of test solution should
BYKX mm fsorrespond to the retention time of main peak
CBYKX/BCKX in the chromaFogram of omeprazole reference
standard solution (section "Assay"). /
BpeMs yAepKHUBaHWS OCHOBHOTO NHKAa Ha
XpoMaTorpaMMe — WCTIBITYEMOTO  pacTBOpa
JOIDKHO COOTBETCTBOBATD BpPEMEHU
VIEpKUBAHUS  OCHOBHOTO nvka  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOTO
obpasua oMenpaszona (pa3zen
«KonnuecTBeHHOE ONPEAETICHUEY ).
3 | Average net fill weight 271.0 mg /271,0 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macea 283.5 mg) /
COAepKUMOro Karey.J 270,0 Mr + 5,0 % (256,5 mr - 283,5 mr)
4 | Water/Boaa 1.3% w/w/1,3% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 32 13,2 Acceptance value (AV) should be less than or
units / OnHopoaHOCTL equal to 15.0./
J03UpPOBAHMA ITokazarens npuemieMocty (AV) nomkeH
OBITH MeHee W paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 2%, 4% In 0.1 M hydrochloric acid solution - not
PacTBOpenue more than 10 % of C,;H oN5;0;S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTtBOpe XIOpUCTOBOAOPORHOM
kucsoTe - He 6osee 10 % C7H;oN;0;8
(omempazon) yepes 2 1.
95%, 95%, 96%, 98%, 98%, 93% | In pH 6.8 buffer - not less than 75 % (Q) of
C,7H,4sN50;S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He meree 75 % (Q)
C,7H,oN;0;S (oMemnpazon) uepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /

Zaknaouenmne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

|Product: Omez ('()1‘11t‘pra7.6_1f:_}, capsules 20 mg

HpO)lV_KT: Ome3® (omenpazoi), Kancyisl 2_Q MT i

2002FP22000119

Batch No. / Cepus Ne: B2200060 Batch Quantity / O6bem
L - cepun: 1350000 NO o e
AR No / AnanuTnveckuii otuer Ne: Date of Analysis / JlaTa

anajguza:  24-01-2022

Mfg. Date: / JlaTa mpousBo/JCTRA:

12/2021
11/2024

Date of Expiry / T'onen no:

Analysis performed according ND / Anajus npoeegen no HJI: TTN015479/01-121120

Ne Test / IToka3aTenb

Result / PesyabTaThl

Specification / Hopma

7 | Related substances / [TocTopoHnue npumecu

Any individual
unidentified impurity /
Jliobas eAMHUYHASA
HengeHTHUIUpOBaHHa
o IpUMech

0.03%/0,03%

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

Total impurities /
CyMMa npumecei

0.1%/0,1%

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

8 | Assay/
KoauuecTBeHHOE
onpeaeleHue

20.0 mg /20,0 mr
(100.1% / 100,1%)

18.0 mg to 22.0 mg of C|7H]9N3O3S
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
OT 18,0 MTr 1o 22,0 MT C]7H19N3O3S
(omemnpazomn) B kancyne (ot 90,0 go 110,0 %
0T HOMUHAILHOTO COAEPXKAHWA).

9 | Microbial limits / MukpoGuoioruieckas YMcToTa

a) Total Aerobic

Less than 10 CFU/g /

Not more than 1000 CFU/g /

Yeasts and Mould Count
O61ee YHucio
JPOXIKEBBIX U
MJIECHEBELIX TPHOOB

Menee 10 KOE/r

Microbial Count / Mewnee 10 KOE/r He 6onee 1000 KOE/T
O061ee YKCII0 a3pOOHBIX

MUKPOOPTaHU3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

He 6onee 100 KOE/r

¢) E. coli

Absentin1 g/
OtcytcTByeTB 1 1

Absentin 1 g/
OtcyTtctBUEe B 1 T

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
KarcyJl B aJIOMHHUEBOM CTpHIIE.
ITo 3 cTpuma ¢ WHCTpyKUMEH IO
TIPUMEHEHWIO B TAYKy 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. / TTo 10 kancys B allOMHHHEBOM
crpune wix B TTA/AJI/TIBX // antomMunneBoM
onucrepe. ITo 3 ctpuna winn o 3 6aucTepa ¢
HHCTPYKIMEN [0 MPUMEHEHUI0 B MAuKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: IIpoaykT cooTBeTCTBYET TpeboBaHmaM HJI

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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of 5

Printed Date

Page 3

& Time (IST): 24-01-2022 22:13:23




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUONKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IMponykt: OMe3® (oMenpason), KancyJsl 26 MT
Batch No. / Cepns No: B2200060 Batch Quantity / O6nem o
B cepun: 1350000 NO .
AR No / AHanuTH4YecKHit oTueT No: Date of Analysis / Tara -
2002FP22000119 anagu3za:  24-01-2022
Mfg. Date: / /laTa npousBoacTBA: 12/2021 Date of Expiry / T'onen go:
11/2024

Analysis performed according ND / Ananus npoeeaen o H: 1 NO15479/0 1-121120

YcaoBusi XpaHeHust

Ne Test / IloxasaTenb Result / PesynbTaTh! Specification / Hopma
11 | Labeling / According to ND / B cootBercTBnm ¢ HJI
MapkupoBka
12 | Storage conditions /

At temperature below 25 °C. / TIpu Temneparype He Beime 25 °C.

13 | Shelf life / Cpox

FOJIHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

Tpumeuanne: [poaykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axiouenue: OIOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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