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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

rBro_d&t: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepust Ne:

B2102550

cepun:

MpoaykT: OMe3® (omenpason), kancy ikl 20 Mr
Batch Quantity / O6bem

1690000 NO

AR No / AHaautudeckuii oTuet Ne:
2002FP21001642

Date of Analysis / laTa
ananusa: 05-08-2021

Mfg. Date: / laTa npou3BoAcTBA:

07/2021

Date of Expiry / T'onen nno:
06/2024

Analysis performed according ND / Anaau3 nposeged mo H/L: T1 N015479/01-121120

Ne

Test / ITokazaTenn

Result / PesynabTaThl

Specification / Illopma

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. /

Trepmeie KeTaTHHOBbIE
npo3paynble Kancynbl pasMepa 2 ¢
OECIBETHBIM  KOPITYCOM, DPO30BOH
Kpbllleykoli U MapKUPOBKOI
yepHoro 1BeTa «OMEZ» Ha obenx
bactsax  kancynel.  Comepxumoe
KarcyJ — rpaHyJibl 6e50ro usera.

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 KENaTHHOBbLIC npo3payHbie
Kamcynel  pasMepa 2 ¢ OECUBETHBIM
KODITyCOM,  pO30BON  KpBIIeuko# W
MapkupoBkoli ugepHoro useta «OMEZ» wa
obenx yacTax kancynsl. ComepXXUMoe Kamncyd
— rpaHynbl 6€N0ro UM MOUTH GENOro UBETA.

Identification / Tlogauunoctn

2a)

By UV/V®-
CTeKTpodhoTOMETPHS

Complies as prescribed/
CooTteeTcTBYeT TpebOBAHNSM

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. /

Y@ - cnexkrppl TOMMOLUEHHS PAcTBOPOB
npenapara M CTaHAapTHOTO  oOpasia
omenpasona B obnactn or 230 mo 350 Hm
JOJDKHBI MMETH MaKCUMyMBI TIpU OZHOW W
TOM ke JJTWHE BOJTHEI.

Remarks : The Product conforms to ND/

[prumeyanne: [TponykT cooTBercTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHATU3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMenpaszon), kancynet 20 mr
Batch No. / Cepus Ne: B2102550 Batch Quantity / O6nem

cepuu: 1990000 NO
AR No / AHasmuTH4eckuii oTger No: Date of Analysis / {aTa
2002FP21001642 anaausa: 05-08-2021 ]
Mfg. Date: / Jlata nponsBoacTsa: 07/2021 Date of Expiry / I'open go:

06/2024

Analysis performed according ND / Anaauns npoeeaer mo HJ/1: 11 N015479/01-121120

Ne Test / MokazaTean Result / PesynbraThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeOOBAHNUAM chromatogram of test solution should
BYKX correspond to the retention time of main peak
CBPKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMs ynmepkMBaHHs OCHOBHOrO nHKa Ha
XpoMarorpaMMe  HCABITYEMOTO  pacTBOpa
TOTHKHO COOTBETCTBOBATh BpPEMeHHN
yAepX UBaHUS  OCHOBHOTO nuKa Ha
XpoMaToTpaMMe  pacTBOpa  CTaHAAPTHOTO
obpazua oMenpazona (paznen
«KonuuecTBeHHOE ONpeaesieHUE ).

3 | Average net fill weight | 273.7 mg/273,7 mr
/ Cpegnsist macca
COAEPKUMOTO KATICyJI

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

4 | Water / Boaa 1.2 % w/w / 1,2%

Not more than 3.0% /
He 6omee 3,0 %

5 | Uniformity of dosage 43/43
units / OgHOpogHOCTH

Acceptance value (AV) should be less than or
equal to 15.0./

J03HUpPOBAHNS | lokazarens npueMnemocty (AV) nomxer
ObITH MeHee WK paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 2%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopeHue more than 10 % of C,;HgN;05S

98%, 96%, 95%, 96%,
95%, 98%

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope X10pUCTOBOJOPOAHOA
KHCIOTHI - He 60mee 10 % C7H,yN;05S
(omenpason) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ve menee 75 % (Q)
C7HgN;0;S (omenpason) uepes

30 MHUH.

Remarks : The Product conforms to ND/
IMpumeuanne: [Tpoaykt coorseTcTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
Jaxmonenne: OJNOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg_
Batch No. / Cepust Ne:

B2102550

Mpoayxr: Omes® (omenpason), kancyybt 20 mr.

AR No / AHaautnvyecknii otuer Ne:
12002FP21001642

Batch Quantity / O6bem
cepun:
Date of Analysis / laTa
ananuza: 05-08-2021

1990000 NO

Mfg. Date: / lata npousBoacTBa:

07/2021

Date of Expiry / Toaen no:
06/2024

Analysis performed according ND / Auaans nposegen mo H/: 11 N015479/01-121120

No Test / Tokasarenab Resull / Pesysibrarsl Specification / Hopma

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

JIro0as equHWYHas

HEUIeHTHOHIIMPOBaHHA

s IPUMECh

Total impurities / Not detected / He obHapykeHa | Not more than 2.0 % /
Cymma npumMecei He 6onee 2,0 %

8 | Assay/ 20.1 mg /20,1 Mr 180mg to 22.0 mg of C;;H;¢N;O,S
KoanuecTBennoe (100.6% / 100,6%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeaejieHne label claim). /

Or 18,0 mr go 22,0 mr C;;H;oN;O;S
(omempazon) B karicyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOT'O COACPIKAHU).

9 | Microbial limits / MukpoGuoJiornueckasn uncToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/T He 6onee 1000 KOE/r
Obmee yncno aspoOHBIX

MHUKPOOPTaHU3MOB
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
Obee wrcno
IPOSKKEBBIX U
TUTECHEBBIX IPUGOB
¢) E. coli Absentinl g/ Absentin 1 g/
OtcyrerByeTB 1 T OtcytctBUEB 1 T

10 | Packaging / YmakoBka | 10 capsules in an aluminum strip.

3 strlps. and patient  information | |, capsules in an aluminum strip or

leaflet in a carton pack. / ITo 10 PA/AL/PVC // aluminum blister. 3 strips or

Kalcyn B aOMWHACBOM - CTPUIIC. | 3 blisters and patient information leaflet in a

To 3 ctpuma ¢ WHCTpYKUMEH TIO | o, o pack. / Tlo 10 xarcyn B anoMUHHEBOM

NpUMCEHCHIIO B NAtKY KapTOHHYIO. | crpne yymm 8 TTA/AJI/IIBX // anoMuAHCBOM
6nucrepe. ITo 3 crpuna unu no 3 Gnucrepa c
WHCTPYKIMENH 1O TPHMEHEHUIO B TAYKY
KapTOHHYFO. .

Remarks : The Product conforms to ND/
[Ipumenanne: [TponykT coorBereTnyeT TpedopanmsM HJL

Conclusion : APPROVED /
3awcmouenue: OJIOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (IST):

05-08-2021 20:03:37




Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

[Product: Omez ( Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

cepan: 1990000 NO

AR No / AHanuTHn4eckuii oTaer Ne: Date of Analysis / laTa

2002FP21001642 - anaimsa: 05-08-2021

Mfg. Date: / laTa npoussoacTsa: 07/2021 Date of Expiry / 'oaen no:
06/2024

Analysis performed according ND / Ananns nposeaen mo H/: 11 N015479/01-121120

TFOAHOCTH

Ne Test / IlokasaTenn Result / PesynasTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorBercrBun ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnieparype He Bblme 25 °C.
YcoBust XpaHeHUR
13 | Shelf life / Cpox 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeuanne: IlpoaykT cooTBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akarouenne: OIOBPEHO
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