CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMernpazon), kxancyisl 20 mr
Batch No. / Cepus Ne: B2103503 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / Ananntudeckuii oTqer Ne: Date of Analysis / JlaTa
2002FP21002035 anaausa: 11-10-2021
Mfg. Date: / laTa npou3sBoacTa: 09/2021 Date of Expiry / T'oaen no:

08/2024

Analysis performed according ND / Ananus nposenen mo H/I: IT N015479/01-121120

Ne Test / IloxazaTenan

Result / PesyanTaThl

Specification / Hopma
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1 | Description /
Onucanune

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. /

Tepasle »KeNaTHHOBELIE
Tpo3paydHble Kamlcynsl pasMepa 2 ¢
OecUBETHBEIM KOPITyCOM, pO30ROM
KpBIIEYKoit u MapKUpPOBKOH
gepHoro nBera «OMEZ» Ha 06enx
yactax kancynel. Conep:kumoe
KarcyJt — rpaHyJibl 6enoro LBera.

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. /

Teepasie JeNTaTUHOBLIC TIpO3padHEIe
Kancynel  pasmMepa 2 € OecIBETHBIM
KOpTycOM,  pO30BOW  KpbIIEUKOW W

MapKHUpoBKoil uepHOTO TBeTa «OMEZ» Ha
00enx gacTsx karcynsl. CogepX umMoe Karcyn
— rpaHyNibl 6€T0r0 MM TOYTH GEeNoro 1BeTa.

2 | Identification / IloaTuHHOCTD

2a) | By UV /Y-
criekTpodoToOMETpHS

Complies as prescribed/
CooTBeTcTBYET 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. /

V® - cnekTpsl TIOITIOUIEHNUS pacTBOPOB
nmpernapata W CTaHAAapTHOro  obpasua
oMenpaszona B obmacti oT 230 mo 350 HM
JIOJDKHBI UMeTh MaKCHMyMBI MPH OOHON U
TOU K€ JUTHHE BOJIHEL.

Remarks : The Product conforms to ND/
Ipumeuanne: IIponykT cooTBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3axuarouenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJINU3A

Product: Omez (Omeprazole), capsules 20 mg Ipoaykr: Omes® (omenpazon), Karcyisl 20 mr
Batch No. / Cepus Ne: B2103503 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / AHanutnudeckmuii order Ne: Date of Analysis / aTa
2002FP21002035 anammsa: 11-10-2021
Mfg. Date: / laTa npousBoacTBa: 09/2021 Date of Expiry / T'ogen xo:

08/2024

Analysis performed according ND / Anaaus nposeaed no H/: T N015479/01-121120

No

Test / IlokasaTear

Result / Pe3yibTaThl

Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

B32XX unu
CBDOXX/BCXX

Complies as prescribed/
CootBeTcTBYeT TpeGOBaHUAM

The retention time of main peak in the
chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMs ynepkHBaHWS OCHOBHOTO IHKa Ha
XpoMaTorpaMMe  WCIBITYEMOTO  pacTBOpa
IOTDKHO COOTBETCTBOBATh BpeMEHH
yIepKUBAHUS OCHOBHOTO  TIMKa  Ha
XpoMarorpaMMe pacTBopa  CTAHAAPTHOTO
o6pazua oMernpasona (pasnen
«KonmmuecTBeHHOE ONMpeAeeHNE ).

| Copy
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(& RN

Average net fill weight
/ Cpeansist Macca
CONepKHMOT0 Karcy.l

266.7 mg / 266,7 Mr

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

rolie

L
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PacTBOpenue

100%, 94%, 95%, 94%,
93%, 95%

4 | Water / Boaa 1.1% w/w/1,1% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 2.0/2,0 Acceptance value (AV) should be less than or
units / OaHopoagHoCTH equal to 15.0./
JI03UPOBAHUSA IMToxazarens mpuemineMoctTh (AV) momkeH
OBITE MeHee UK paBeH 15,0.
6 | Dissolution / 1%, 0%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7H;oN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope xnopHUcTOBOAOPOIHOM
KucnoThI - He 6onee 10 % C;7H;oN30;S
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
Cy7H19Ns0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17HsN3 058 (omenpazon) uepes

30 muH.

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT coorBercTBYET Tpebopanmsam HJL

Conclusion : APPROVED /
3axmwuenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

12-10-2021 09:38:10
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIHU3A
[Product: Omez (Omeprazole), capsules 20 mg ) Mponaykr: OMe3® (omemnpason), KﬂHGYJ:[_I:.‘l_Ei)___Mr
Batch No. / Cepust No: B2103503 Batch Quantity / O6bem
B cepun: 1990000 NO B |
AR No / Anaautndecknii oryer Ne: Date of Analysis / TaTa
2002FP21002035 anaamsa: 11-10-2021
Mfg. Date: / lata npoussoacTea: 09/2021 Date of Expiry / Toaen go:
08/2024
Analysis performed according ND / Anasaus nposeaen mo HI: TI N015479/01-121120
No Test / IokazaTenn Result / Pe3yabTaThi Specification / Hopma
7 | Related substances / ITocToponnue npumecn
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIto0ast enuHUYHas
HelIeHTHGULUPOBaHHA
s IpUMech
Total impurities / Not detected / He o6HapyxeHa Not more than 2.0 % /
CymMMa nipumMeceit He 6onee 2,0 %
8 | Assay/ 199 mg/ 19,9 mr 18.0mg to 22.0 mg of C;;H;gN;O;38
KonuuecTBeHHOe (99.5% / 99,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeaeHue label claim). /

or 18,0 MIr 1o 22,0 MT C]7H|9N303S
(omertpason) B kancyne (ot 90,0 mo 110,0 %
OT HOMUHAJILHOTO coiep KaHus ).

9 | Microbial limits / Mukpo6uoJornyeckast YHcTOTA

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
O61ee yncio a3pobHBIX

MHUKPOOPTaHW3MOB

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/T

Ob1ee uncno
JIPOKKEBBIX 1
TJIECHEBLIX IPHOOB

c) E. coli Absentinl g/ Absentin 1 g/
OrcyrcrByerB 1 T OtcytctBue B 1 T

10 | Packaging / Ynakorxa | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / TTo 10
Kamncyll B aTIOMUHHEBOM CTpHIIE.
ITo 3 crpuna c WHCTpYKLMEH MO
TIPUMCHEHHIO B IIa4Ky 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. / I1o 10 karcyn B amroMUHHEBOM
crpune winn B [TA/AJI/IIBX // antoMuHueBOM
6mmcrepe. ITo 3 crpura wim o 3 6mucrepa ¢
MHCTPYKUIMEN TI0 TIpUMEHEHWI0 B MaYKy

KapTOHHY1O.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Ipoaykt cooTBeTCTRYET TpeboBaHmsamM HJJ 3akarouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykt: Ome3® (omerpazon), Kancymbi 20 mr

Batch No. / Cepust Ne:

B2103503 Batch Quantity / O6bem

cepur: 1990000 NO

AR No / AHannTH9ecKuii oT4yeT Ne: Date of Analysis / laTa

2002FP21002035 anajusa: 11-10-2021

Mfg. Date: / [laTa nponssoacTsa: 09/2021 Date of Expiry / I'ogen no:
08/2024

Analysis performed according ND / Ananuz nporener mo H: TT N015479/01-121120

Ne Test / ToxasaTesn Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootrserctBuu ¢ HJJ
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Boie 25 °C.
YcioBus XpaHeHUs
13 | Shelf life / Cpox 3 years / 3 ropma
TOAHOCTH

Remarks : The Product conforms to ND/
IMpumeuanue: ITponykT cooTBeTcTBYET TpeboBaHuAM HJI

Conclusion : APPROVED /
3akmouenne: QJJOGPEHO

Printed By: Krishnamohan Gunturu

Page 4 of 5
Printed Date & Time (IST): 12-10-2021 09:38:10
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