CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

_Broduct: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus No:

B2102324

IMpoaykT: OMe3® (oMenpazon), Kanch_Tbl 20 mE

cepum:

Batch Quantity / O6nem

1960000 NO

_Aﬁo / AHaJlTHYeCcKHIT oT4eT Ne;
2002FP21001446

Date of Analysis / laTa
aHanu3a:

06-07-2021

Mfg. Date: / laTa npousBoacTsa:

06/2021
05/2024

Date of Expiry / Toaen no:

Enalysis performed according ND / Auanns nposexen mo H/L: T1 N015479/01-121120

Ne

Test / TlokasaTenb

Result / PesynbTaTthbl

Specification / Hopma

1

Description /
Onncanue

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. /

Teepavie XeTaTHHOBBIE
Mpo3paynble Kamcyybl pamepa 2 ¢
6ecUBETHBIM KOPITyCOM, pPO30BOil
KpBILIEUKOH " MapKHpPOBKOM
yeproro 1Beta «OMEZ» Ha 0benx
gacTax  Kancynel.  Comepxumoe
KarcyJ — FpaHyJisl 6enoro Lsera.

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. /
Tpepavie MENATHHOBbLIE npo3pauiiLie
Karcynsl  pasmepa 2 ¢ OeCUBETHBIM
KOPITycOM,  pO30BOM  KpbileykoW W
MapkupoBkoi depHoro nsera «OMEZ» Ha
obenx gacTax kancynsl. ComepkuMoe Karcys
— rpaHynsl 6€n0oro uny nmoyty 6enoro UBeETA.

Identification / TloanuHoCTH

2a)

By UV /V®-
cncKTpodoToMeTpus

Complics as prescribed/
CoO0TBETCTBYET TpeOOBAHUSAM

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® - cnekrtpel TOrNOLIEHHS pPacrTBOPOB
npenapara W  CcTaHIapTHoro  obpasua
omemnpasoyia B obnactu or 230 go 350 Hm
IOMKHBL UMETh MakKCUMYMBI TIPH OLHOH W
TOMW e IJINUHE BOJTHEBL.

Remarks : The Product conforms to ND/
TMpumevanne: IponykT coorsercTByeT TpeboBanuam HJL

Conclusion : APPROVED /
Jakarwgenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of5

Printed Date & Time (IST):

06-07-2021 21:52:11




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

NpoaykT: Ome3® (oMenpazon), Kancynbl_2()_ MI

Batch No. / Cepns Nu:

B2102324

cepHu:

Batch Quantity / O6bem

1960000 NO

AR No / AHaJnriuecKuii orget No:

2002FP21001446

Date of Analysis / JHata
ananusa: 06-07-2021

Mfg. Date: / laTta npousBoacTea:

06/2021
05/2024

Date of Expiry / Toaen go:

Analysis performed according ND / Anasus nposegen mo H/l: T N015479/01-121120

Ne Test / ITokazaTeasn Result / PesyabTaTnl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHUM chromatogram of test solution should
BYKX s f:or;esp(})lnd to the reten;ion time of maifn peak
in the chromatogram of omeprazole reference
EERUSEOER standard solution (section "Assay"). /
Bpems yumepxMBaHHA OCHOBHOrO MHKA Ha
XpoMarorpaMMe  HCTBITYEMOTO  pacTBOpa
JIOIHKHO COOTBETCTBOBATH BpPEMCHA
yIepK1UBaHNs OCHOBHOTO nnka Ha
XpoMarorpaMMe — pacTBopa  CTaHIapTHOTO
obpasua oMernpaszona {pazmen
«KonuuecTBeHHOE ONIPEIENEHUEY ).
3 | Average net fill weight 268.8 mg / 268,8 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansis Macca 283.5 mg) /
COAepPKUMOT O Karcy.T 270,0 Mr =+ 5,0 % (256,5 Mr - 283,5 mr)
4 | Water / Boaa 1.4% wiw / 1,4% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 43/43 Acceptance value (AV) should be less than or
units / OqHOpoaAHOCTH equal to 15.0./
J03UPOBAHUA MMoxkazarens npueMnemMocth (AV) nomkes
6bITE MeHee Uy paseH 15,0.
6 | Dissolution / 0%, 1%, 1%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not

PacTBopenue

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

more than 10 % of C;7HoN;0:S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJIOprCTOBOIOPOAHOM
KkucioTsl - He 6oree 10 % C7H oN305S
(omenpazon) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C7H,yN;0O;S (omenpazon) uepes

30 muH.

Remarks : The Product conforims to ND/

IMpumeuanne: ITpoLYKT cOOTBETCTBYET TpeboBanusaM HII

Conclusion : APPROVED /
Zaknawuenve: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

06-07-2021 21:52:11




CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg_

Mpoaykr: OMe3® (omenpason), KaﬂC)f_JII.»I_36 MT

Batch No. / Cepusn Ne: B2102324 Batch Quantity / O6bem
B cepun: 1960000 NO
AR No / AHanATHYecKHH oT4yeT No: Date of Analysis / lara
2002FP21001446 aHammsa: 06-07-2021

Mfg, Date: / laTa npousm_))]cnsa:

06/2021
05/2024

Date of Expiry / I'ogen no:

Analysis performed according ND / Ananns nposeaen no H: T1 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / [lo 10
Karcym B aTIOMWHWCBOM CTpHIIE.
IMo 3 crpuna ¢ WHCTpYKIWEN T10
NMPUMEHEHHIO B NA4YKY KApTOHHYFO.

Ne Test / IToxasaTenn Result / PesynbraThi Specification / Hopma

7 | Related substances / [TocroponHue npumecu
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as canHUYHAT

HeuleHTH GHIIpOBaHHA

51 TIPUMECh

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

8 | Assay/ 199 mg/ 19,9 Mr 180mg to 22.0 mg of C;H;¢N;O;3S
KonnuecTBeHHOE (99.6% / 99,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneieHue label claim). /

Or 18,0 mr no 22,0 mr C7H;4N;O;S
(omerpazom) B karcyne (ot 90,0 mo 110,0 %
OT HOMUHATIEHOTO COAEPKAHUN).

9 | Microbial limits / Mukpo6ronornyeckas 4uHcToTa

a) Total Acrobic Less than 10 CFU/g/ Not more than 1000 CFU/g/
Microbial Count / Menee 10 KOE/r He Gomnee 1000 KOE/T
O6miee yrcno aspobHEBIX

MHUKpPOOPTaHU3MOB
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
Obmee yncno
JPOXOKEBBIX U
TIECHEBBIX rprbOB -
¢) E. coli Absentin 1 g/ Absentin | g/
OtcyrcTRyeTB 1 T OtcytcTBre B 1 T
10 | Packaging / Ynakoeka | 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. / I'lo 10 xancyn B antoMHHHEBOM
ctpune unu B [TA/AJI/TIBX // antoMUHAEBOM
6nucrepe. ITo 3 crpuna unu no 3 dnuctepa ¢
WHCTPYKIMEH 10 TNPHMCHECHUIO B MNauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeyanne: [TpoaykT coorBeTcTRYET TpeboBaHusam HJL

Conclusion : APPROVED /
Zaxiouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (IST):

06-07-2021 21:52:11
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Product: Omez (Omcprazo]e),_capsu_lcs 20 mg

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

HpavKT: Owme3® (omenpaszon), KaI_lcyIIbI 20 mr

Batch No. / Cepusi Ne:

B2102324 Batch Quantity / O6bem

cepun: 1960000 NO

KR No / AHATHTHYECKHH oTyeT Ne:
12002FP21001446

Date of Analysis / laTta
anagusa: 06-07-2021

Mfg. Date: / lata nponssojacTsa: 06/2021

05/2024

Date of Expiry / 'ogen po:

Analysis performed according ND / Ananus nposenen no H/l: TI N015479/01-121120

No Test / HoxazaTens Result / PeayabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooreercrun ¢ HJI
MapkupoBKa
12 | Storage conditions / At temperature below 25 °C. / ITpu Temnepatype e Bbime 25 °C.
Yeaosua XpaHeHus
13 | Shelf life / Cpok 3 years /3 roga
rOAHOCTH

Remarks : The Product conforms to ND/
Mpumedanne: [TpogyxT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakawuenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 4 of 5

Printed Date & Time (IST):  06-07-2021 21:52:11
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