CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: Ome3® (omenpazon). Karicyiibl 20 mr
Batch No. / Cepust Ne: B2200950 Batch Quantity / O6nem

cepun: 1990000 NO
AR No / AHanuTudeckuii otuer Ne: Date of Analysis / JlaTa
2002FP22000646 - anaausa: 30-03-2022
Mfg. Date: / JaTa npoH3BoJACTBA: 02/2022 Date of Expiry / Fogen no:

01/2025

Analysis performed according ND / Anasus nposeaes no HI: TI N015479/01-121120

Ne Test / ITokasaTean Result / PesyapraThl Specification / Hopma

1 | Description / Hard gelatin transparent capsules of size 2

Onucanue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on

with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

s

Incontrolled Copy

e

1]

both parts of the capsule. Capsule | pellets. /

content - white pellets. / Teepnsie KETaTUHOBBIE Ipo3payuHbie
Teepabie JKENATUHORBLIE | Kancynpl  pasMepa 2 ¢ OecBeTHBIM
Mpo3payHEle KallCyisl pazMepa 2 ¢ | KOpIycoM,  po30BOH  Kpbllieukoil — mn

MapKupoBKoit gepHoro msera «OMEZ» na
obenx yacTax karcynbl. CoIepXUMoe Karcy
— rpaHyJbl 6enoro Wiy MouTH 6€Ioro 1BeTa.

OECUBETHBIM KOPIYCOM, pPO30BOM
KpBIIEYKOH U MapKHpOBKOH
yeproro uBera «OMEZ» Ha obenx
gacTsx  karcynel.  ConepxkuMoe
Karicyn — rpaHyJsl 6enoro usera.

2 | Identification / TlogauaHOCTH

2a) | ByUV/V®-

crieKTpodoTOMETpHS

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® - crexTpsl TOIJIOIIEHHUS PACTBOPOB
mperlapata W craHpapTHoro  ofpasua
oMenpaszona B obnactu oT 230 go 350 HM
JIOJDKHBI MMETh MaKCUMYMBI TIpH OAHOH M
TOM XK€ IJINHE BOIHEL

Complies as prescribed/
CooTBeTCTBYET TpeOOBAaHUAM

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Remarks : The Product conforms to ND/
Mpumeyanne: IIponykT cooTBETCTBYET TpeboBanusaM HJIL

WI-GLOB-QA-0669-1.0

Page 1 of5

Printed By: K Narayana Swamy Printed Date & Time (IST): 31-03-2022 15:34:26



Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTMU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (omenpason), kKancybl 20 mr
Batch No. / Cepus Ne: B2200950 Batch Quantity / O6bem
B N - cepan: 1990000 NO
AR No / AHanuTHYecknii oTdeT Ne: Date of Analysis / laTa
2002FP22000646 aHaamsa: 30-03-2022
Mfg. Date: / /laTa npousBoacTBA: 02/2022 Date of Expiry / I'ogen go:
01/2025

Analysis performed according ND / Anasius nposeaen mo H/I: TI N015479/01-121120

PacTtBOpenne

98%, 97%, 97%, 97%,

Ne Test / Iloka3aTenab Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCcTByeT TpeboBaHMAM chromatogram of test solution should
BOIKX wm f:orrespond to the retention time of main peak
CBRYIKX/BCKX in the chroma‘fogram qf or'r'lepraz?'le reference
standard solution (section "Assay"). /
Bpems ynepKuBaHHWsS OCHOBHOTO MMHKa Ha
XpomaTorpaMMe  HCIEITYEMOTO  pacTBopa
JOTKHO COOTBETCTBOBATh BpeMeHH
VOEp)KWBAHUS ~ OCHOBHOTO  TIMKa  Ha
XpoMarorpaMMe pacTBopa CTaHAApTHOTO
obpasua oMernpasona (pasnen
«KonuuecTBeHHOE OTIPEACIEHHIEN).
3 | Average net fill weight | 270.2 mg/270,2 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpenuss Macca 283.5 mg) /
COMEPKUMOr0 Karcey.J 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.5% wiw / 1,5% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 2.6/2,6 Acceptance value (AV) should be less than or
units / OaqropoaHocTL equal to 15.0./
J03NPOBAHMSA TTokasaresns mpueMieMocTH (AV) IomkeH
ObITH MeHee WK paBeH 15,0,
6 | Dissolution / 1%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C7H;oN30S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJI0pUCTOBOAOPOAHOIA
KUCNOTHI - He Gonee 10 % C7HoN;O5S
(oMenpazon) depes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C;7H,sN50;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7H9N30;S (oMenpazon) yepes

30 MuH.

97%, 96%

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykr coorBercTByer TpeboBanuam HJI

Conclusion : APPROVED /
3axarwuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
|Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (omenpason), Kancynsl 20 mr
Batch No. / Cepust Ne: B2200950 Batch Quantity / O6nem
B B cepuu: 1990000 NO
AR No / Anaantuyecknii order Ne: Date of Analysis / laTta
2002FP22000646 anajamsa:  30-03-2022 R
Mfg. Date: / laTa npon3BoacTBa: 02/2022 Date of Expiry / Togen go:
01/2025

Analysis performed according ND / Auaauz nposenen no HJI: TI N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kamcyl B QTIOMHHHEBOM CTpHIIE.
Ilo 3 crpuma ¢ UHCTPYKUMEH IO
NIPAMEHEHHIO B MAaYKy KapTOHHYFO.

Ne Test / IlokazaTenas Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / IlocToponHne npumMecH
Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIro6ag equHUYHAS

HeuneHTH G HLIUpOBaHHA

s TIPUMECH

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

8 | Assay/ 20.0 mg /20,0 mr 180mg to 220 mg of Cy;H;sN;058
KonnuecTBeHHOE (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpenesieHHe label claim). /

Or 18,0 mr mo 22,0 mr C;;H;4N;O5S
(omernpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMUHAJIEHOTO COACPKAHMA).

9 | Microbial limits / MuxpotuoJsiorndeckass Y4ucToTa

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
Ob1ee 4nCiIo a3poOHBIX

MHUKPOOPraHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/r
O6miee yucno
JpOMOKEBBIX U
TJIECHEBBLIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin1l g/
OtcyrctByerB I T OtcyTcTBHE B 1 T
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. / 1o 10 xancyn B amlFOMUHHEBOM
crpune unu 8 [TA/AJI/TIBX // antoMHHAEBOM
omucrepe. [To 3 crpuna wnu no 3 6auctepa ¢
HHCTpYKuMeldl 1o TPUMEHEHHIO B TadkKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [poayKT coorBeTcTBYET TpeboBanmam HJI

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykTt: Omes® (oMenpazon), kancymsl 20 mr
Batch No. / Cepust Ne: B2200950 Batch Quantity / O6nem
B cepuu: 1990000 NO
AR No / Aranutudecknii oryet Ne: Date of Analysis / lata
2002FP22000646 anaausa: 30-03-2022
Mfg. Date: / laTa npousBoacTBa: 02/2022 Date of Expiry / Togen no:
01/2025

Analysis performed according ND / Anaaus npoeesien o H/I: TI N015479/01-121120

Ne Test / IlokazaTean Result / PezyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsetctBum ¢ HJ|
Mapxkuposka
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temniepatype He Boime 25 °C.
YcnoBus XpaHeHHs
13 | Shelf life / Cpox 3 years / 3 rozma
TOJHOCTH

2/
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Remarks : The Product conforms to ND/
IIpumeuanmne: IIponykt coorBeTcTBYET TpeboBaHmam HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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