Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg TpoaykTr: Omes® (omenpa3on), kancyJibt 20 mr
Batch No. / Cepus Ne: B2103211 Batch Quantity / O6bem

cepun: 2000000 NO o
AR No / Auaantuueckuii oruer Ne: Date of Analysis / lata
2002FP21001866 anaamsa:  13-09-2021
Mfg. Date: / laTa npou3BoacTBAa: 08/2021 Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Anasnu3s nposened no H: IT N015479/01-121120

Ne Test / [Toka3zaTen

Result / Pe3yabTaThl

Specification / Hopma

1 | Description /
Onucanue

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. /

Taepaple KEJIATUHOBEIE
npo3pauHble Kamcyiabl pasMepa 2 ¢
OeCLBETHBIM  KOPILYCOM, PO30BOH
KPBILLIEYKOM 17} MapKHUPOBKOH
yepHoro upera «OMEZ» Ha 06eux
yacTAx  kancynsl.  Copepxumoe
Karcys — rpaHyJibl 6eoro 1BeTa.

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 HKEJIATUHOBBIE npo3payHbie
Kancyjael pasMepa 2 ¢ OecupeTHBIM
KOpIYyCOM,  PO30BOH  KpBIIIEYKOH |

MapkupoBkoi uepHoro usera «OMEZ» Ha
o6eux vacTax kancyJisl. ConepKUMoe KamncyJ
— rpaHyasl 6enoro Win Modty 6e1oro 1BeTa.

2 | Identification / [TogMHHOCTDL

2a) | By UV/VY®-

crnekTpodoToMeTpHs

Complies as prescribed/
CoorBeTcTBY€ET 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@ - cnekTpbl MOIJIOWIEHUS PacTBOPOB
npenapara W CTaHmapTHoOro  obpasia
oMernpazona B obnactu ot 230 go 350 HM
JIOJUKHBl MMETh MAaKCUMyMbl Npu OJHOR n
TOi ke JJTMHE BOJIHBIL.

Remarks : The Product conforms to ND/
Hpumeuanume: [IponykT cooTBeTcTBYET TpeboBaHusm HJT

Conclusion : APPROVED /
3akmouenne: OJJOGPEHQO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: Ome3® (oMenpasod), KarncyJibl 20 mr

Batch No. / Cepus Ne: B2103211

AR No / AnaauTuueckuii oruer No:
2002FP21001866

Batch Quantity / O0bem
cepun: 2000000 NO
Date of Analysis / laTa
apammza:  13-09-2021

Mfyg. Date: / JJaTa npoH3BOACTBA: 08/2021 Date of Expiry / L'ogen go:

07/2024

Analysis performed according ND / Auasu3 nposeaed mo H/I: I1 N015479/01-121120

B3XX nin
CBOXX/BCXX

Ne Test / [loka3zaresanb Result / PesynbTaThi 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

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

BpeMst  yepKHBaHWUSA OCHOBHOI'O INHKa Ha
XpOMaTorpaMMe  HCIBITYEMOTO  pacTBopa
JOJDKHO COOTBETCTBOBATh BpEMeHH
yaepXUBaHusl OCHOBHOT'O nuKa  Ha
XpoMarorpamme — pacTBopa  CTaHAAPTHOIO
obpazua oMenpazona (paznen
«KonuyecTBeHHOE OMPeCIEHUE ).

/ Cpeanssi macca
COAEPIKUMOIo KancyJa

3 | Average net fill weight | 268.8 mg/268,8 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)

4 | Water/ Boaa 1.2% w/w / 1,2% Not more than 3.0% /

He 6onee 3,0 %

5 | Uniformity of dosage 3.8/3,8
units / OaHopoaHocTh

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

99%, 100%

J03UPOBAHHS [Tokasarens npuemiaeMoctd (AV) nomxeH
ObiTh MeHee niu paeeH 15,0.
6 | Dissolution / 2%, 2%, 2%, 0%, 2%, 3% In 0.1 M hydrochloric acid solution - not
PacTtBOopeHue more than 10 % of C;7H;4N505S

(omeprazole) is dissolved after 2 h/

B 0,1 M pacTBOpe XN0pUCTOBOAOPOAHOIA
KHCO0THI - He 6omee 10 % C,7H; 9N303S
(omenpazon) uepes 2 4.

100%, 101%, 99%, 101%, In pH 6.8 buffer - not less than 75 % (Q) of

C17HsN303S (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - He menee 75 % (Q)

Ci7H sN305S (omemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IMpumeuanue: [Iponykr cooTBeTcTBYET TpeGosanuam HJI 3akmodenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5
Printed Date & Time (IST):  15-09-2021 10:18:36




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

ITpoayKT: ( OMe3® (oMerpazo), KancyJbl 20 mr

Batch No./ Cepusn Ne: B2103211

AR No / Anajanrudeckuii orqyer Ne:
2002FP21001866

Batch Quantity / O6bem
cepun: 2000000 NO
Date of Analysis / laTa

anamuza: 13-09-2021

08/2021

M—fg. Date: / laTa npou3BoACTBA:

Date of Expiry / I'ogen no:
07/2024

| Analysis performed according ND / Ananus nposeaen no H/l: I1 N015479/01-121120

No Test / [Toka3aTeb

Result / Pe3yabTaThl

Specification / Hopma

7 | Related substances / IlToctopoHHne npuMecu

Any individual 0.02% /0,02%
unidentified impurity /
JIrob6ast eiuHKYHAS
HeuzleHTHPUUUPOBaHHA

s IpUMech

Not more than 0.5 %. /
He 6osnee 0,5 %

Total impurities /
Cymma IpuMeceit

Not detected / He oGHapyxeHa

Not more than 2.0 % /
He 6ouee 2,0 %

8 | Assay/ 19.7 mg/ 19,7 Mr 180mg to 220 mg of C;HN3;05S
KosiuuecTBeHHOE (98.6% / 98,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenejieHne label claim). i

Ot 18,0 MI' 1O 22,0 mr C]7H]9N3O3S
(omernpaszon) B kancyie (oT 90,0 no 110,0 %
OT HOMUHAIBHOTO COEPKAHN).

9 | Microbial limits / MuxpoOunosoruueckas 4ucrora

a) Total Aerobic
Microbial Count /

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 605ee 1000 KOE/r

O6miee yucio a3poOHBIX
MUKPOOPTaHU3MOB

b) Total Combined
Yeasts and Mould Count /| Menee 10 KOE/r
O61ee yuciao
JPOXKKEBBIX U
IUIECHEBBIX TPUGOB

Less than 10 CFU/g /

Not more than 100 CFU/g /
He Gonee 100 KOE/r

¢) E. coli Absentin 1 g/

OtcytcTByeTB I T

Absentin1 g/
OtcytctBue B 1 1

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient

] information | 10 capsules in an aluminum strip or
leaflet in a carton pack. / Ilo 10 | pA/AL/PVC // aluminum blister. 3 strips or
Kancyn B antoMMHUEBOM CTPHUIE. | 3 plisters and patient information leaflet in a

Ho 3 crpuna ¢ MHCTPYKIMEH MO | carton pack. / ITo 10 kamcyn B amoMUHUEBOM
TIPYMEHEHUIO B NMAa4Ky KapTOHHYIO.

crpune uau B [TA/AJI/TIBX // amtomuHneBom
osucrepe. [To 3 crpuna unu mo 3 6aucrepa ¢
UHCTPYKIMell Mo MpPHAMEHEHUI0 B MAuKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

Ilpumedanue: [IpoayKT cOOTBETCTBYET TpeOoBanusam HJI

Conclusion : APPROVED /
3akioyenue: OJJOBPEHO
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gzduct: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Batch No. / Cepusn Ne:

cepun: 2000000 NO

IMpoaykt: Ome3® (omenpazon), Kancynbl_éo ML
B2103211 Batch Quantity / O6bem

AR No / Anajaurnueckuii otyet Ne: Date of Analysis / laTa

12002FP21001866 anasmsa:  13-09-2021

Mftg. Date: / lata npon3BoJcTBa: 08/2021 Date of Expiry / I'oaeH go:
07/2024

Analysis performed according ND / Auaan3 nposeaen no HJ/1: IT N015479/01-121120

Ne Test / IlokasaTens Result / PezyabTaTsi Specification / Hopma
11 | Labeling/ According to ND / B coorBercreuu ¢ HJI
MapxupoBka

12 | Storage conditions /
YcaoBusi XxpaHeHUs

At temperature below 25 °C. / Ilpu Temreparype He Bbitiie 25 °C.

13 | Shelflife / Cpok

roaAHOCTH

3 years/ 3 rozga

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoaykr cooTseTcTBYET Tpeboanusam HJI

Conclusion : APPROVED /
3akawudenue: OJOBPEHO
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