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CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJTH3A

ﬁ’roduct: Omez (Omeprazole), capsules 20 mg IMpoayxr: Omes® (omenpa3zon), KAICYInl 20 mr
Batch No. / Cepnsa Ne: B2102434 Batch Quantity / O0nem

cepun: 2000000 NO
AR No / Ananatadyecknii ordeTt No: Date of Analysis / Jlata
2002FP21001497 amamm3a: 19-07-2021
Mfg. Date: / JlaTa npoH3BoACTBA: 06/2021 Date of Expiry / Tonen no:

05/2024

Analysis performed according ND / Ananns nposener no H/I: IT N015479/01-121120

Ne

Test / Iloxka3aTeab

Result / Pe3yabTaThI

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. /

Teepasie KENATHHOBEIE
MpO3pavuHble Karcynsl pasMepa 2 ¢
fEClBETHBIM  KOPIYCOM, PO30BOM
KPBIIIEYKOH M MapKHPOBKOH
yepHoro 1gera «OMEZ» Ha obenx
vacTax  xamcynsl.  Copmepxumoe
KaICyJl — rpatyJikl 6ernoro 1gera.

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. /
Teepasic JKCIATHHOBEIC MIpO3pAYHEIE
KancyJsl pasMepa 2 ¢ GecuBETHBIM
KOpIycoOM,  PO30BOH  KpBIIIEYKOH U
MapkupoBKod yepHoro msera «OMEZy» Ha
o6enx yacTax xarcynbl. CoepKUMOoe Karcyi
— rpaHyIel 6€JI0ro MK MOYTH OEIoro nBeTa.

Identification / IlogmuanocTh

2a)

By UV/Vo-
CHEKTPOPOTOMETPHA

Complies as prescribed/
CooTBeTcTBYET TpeOOBaHHAM

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® - cmexkTpsl MOTJIOMIEHHS PAacTBOPOB
mpemapara M CTaHA2pTHOro  olpasia
oMenpasona B obmactu ot 230 mo 350 HM
HOOJDKHEI MMETh MAaKCUMYMBI TIPH OJHOW H
TOH K€ JTUHE BOJTHEL.

Remarks : The Product conforms to ND/
IIpumeyanne: ITponykT coorBeTcTBYET TpeboBanmaM HJT

Conclusion : APPROVED /
3axmouenne: OJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (omenpazon), Kancynsl 20 mr
Batch No. / Cepust Ne: B2102434 Batch Quantity / O0nem
2000000 NO
AR No / Ananutudecknii order Ne: Date of Analysis / laTa
2002FP21001497 agaam3a: 19-07-2021
Mfg. Date: / /laTa NpOH3BOACTBA: 06/2021 Date of Expiry / T'oaen xo:

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

Ne Test / Iloxa3aTeab Result / PezyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHUAM chromatogram of test solution should
BOKX wmn f:orrespond to the retention time of main peak
in the chromatogram of omeprazole reference
CBOXX/BCXKX . .
standard solution (section "Assay™). /
Bpems  yacpKUBaHEA OCHOBHOTO IHMKA Ha
XpOMATOrpaMMe  HCHBITYEMOTO  pacTBOpa
JIOTMKHO COOTBETCTBOBATh BpPEMEHU
yAEPKUBAaHMA  OCHOBHOTO  NHMKA  Ha
XpOMaToOrpaMMe pPAacTBOpa  CTAHAAPTHOIO
obpasua oMenpasona (pazaen
«KoinaecTBeHHOE OTIPENICIICHHE ).
3 | Average net fill weight | 269.0 mg/269,0 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsst Macca 283.5mg) /
COAEPXKUMOT0 KATCyJa 270,0 mr + 5,0 % (256,5 Mr - 283,5 mr)
4 | Water / Bona 1.5% wiw / 1,5% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 4.8/4,8 Acceptance value (AV) should be less than or
units / OxHOPOAHOCTL equal to 15.0./
JI03HPOBAHHS TToxazarens npuemiemocts (AV) KomkeH
ObITH MeHee i paseH 15,0.
6 | Dissolution / 0%, 0%, 2%, 2%, 2%, 3% In 0.1 M hydrochloric acid solution - not

Pacreopenue

97%, 95%, 98%, 95%,
98%, 97%

more than 10 % of C;7;H;sN1O3S
(omeprazole) is dissolved after 2h /

B 0,1 M pacTBOpe XJIOpHCTOBOAOPOAHOM
KHUCIIOTHI - He 6onee 10 % Ci7HoN;038
(omemnpazomn) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
Ci7HoN;30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C17H1oN;30;S (omemnpason) uepes

30 muH.

Remarks : The Product conforms to ND/
ITpumeyanune: IIpoaykT coorsercrByeT Tpebosanuam HJT

Conclusion : APPROVED /
3axmouyenne; OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

\Product: Omez (Omeprazole), capsules 20 mg Ipoayrr: Ome3® (oMenpason), Kancyasl 20 mr
Batch No. / Cepust Ne: B2102434 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / Anasutnyeckuii oryer No: Date of Analysis / laTa
2002FP21001497 amaimsza: 19-07-2021
Mfg, Date: / [laTa mpoH3BoACTBA: 06/2021 Date of Expiry / F'ogen go:

05/2024

Analysis performed according ND / Anasm3 nposenen mo H/I: I1 N015479/01-121120

Yeasts and Mould Count
OGiiee 9ncio
IOPONOKEBBIX U
IUIECHEBBIX IPHOOB

Meunee 10 KOE/r

Ne Test / [Toxa3aTesn Result / Pe3yasTaThl Specification / Hopma

7 | Related substances / IloctroponHHEe IpHMeCH
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jho6ast emuaUYHAs

HenJeHTU(QUINPOBAHHA

A IPUMECh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMma npumeceit He 6omnee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 220 mg of C;HpN;O038
KoanyecTBeHHOE (100.6% / 100,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejeieHue label claim). /

Or 18,0 Mr Jgo 22,0 MI C17H19N303S
(omempazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHUHAJTIBHOTO COIEPIKAHMUA).

9 | Microbial limits / MukpoGuoJiorayeckast 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
O6ee yncno aspoOHBIX

MHKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g/

He 6onee 100 KOE/r

¢) E. coli

Absentinl g/
OrcyrctByeTrB 1 T

Absentinl g/
OtcyrcTBHe B 1 T

10

Packaging / Ynakoska

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kafncyl B aJIIOMUHHEBOM CTpHIIC.
Ilo 3 crpuma ¢ uMHCTpyKnMed Io
HOPHAMEHEHHIO 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. / ITo 10 xancyn B aTrOMHHHIEBOM
crpure win B ITA/AJI/IIBX // anmroMuHHEBOM
6mictepe. ITo 3 crpuna wim mo 3 6mMcrepa ¢
HHCTPYKLMEH MO TPUMEHEHHIO B MAuKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Hpumeyanue: [IpogykT coorBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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| Copy
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

IpoaykT: Ome3® (omenpa3on), Kancynsl 20 mr

Batch No. / Cepua Ne:

B2102434 Batch Quantity / O0bem

cepur: 2000000 NO

AR No / AnannTH4YecKnii ordyer Ne: Date of Analysis / JlaTa

2002FP21001497 anmaimmsa: 19-07-2021

Mfg. Date: / /laTa npon3BoAcTBa: 06/2021 Date of Expiry / 'ogen go:
05/2024

Analysis performed according ND / Amanns nposenen mo HJI: TI N015479/01-121120

Ne Test / Iloka3aTelb Result / Pe3yabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorBercTBuu ¢ H]J
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / Ilpn Temueparype He Bbiie 25 °C.
Yc10BUA XPAHCHUS
13 | Shelf life / Cpox 3 years / 3 roga
rOHOCTH

Remarks : The Product conforms to ND/
IIpumeyanne: IpoxykT coorBeTcTBYET TpeboBaHmaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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