CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJN3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Ome3® (omenpason), kancynbt 20 mr

Batch No. / Cepust Ne:

B2102545

cepum:

Batch Quantity / O6bem

1990000 NO

AR No / Anaantugecknii orger No:

2002FP21001594

Mfg. Date: / laTa "pOHBBO}]:TB_a:

Date of Analysis / laTta
aHaJu3a:

30-07-2021

07/2021

Date of Expiry / I'ogen go:
06/2024

Analysis performed according ND / Ananu3 nposenen mo HJ: 11 N015479/01-121120

Ne

Test / ITokazaTeanb

Result / PesyasTathbl

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 - whitce pellets. /

Trepusie KEaTHHOBEIE
NpOo3pavyHbie Kancyybl pasMepa 2 ¢
GecuBETHEIM  KOPITYCOM, PO30ROiT
KpBILIEYKOit 41 MapKHUPOBKOH
yepHoro 1Beta «OMEZ» Ha obenx
yactsax  kancynel.  Comepxumoe
Kancyy — rpaHyibl 6enoro 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 JKeaTHHOBDLIC Mpo3payHbIC
Kamcynel  pazmepa 2 ¢ OecUBETHBIM
KOPITYyCOM, po30BON KpBIIeuKkoi "
MapkupoBkolf uyeprHoro ugera «OMEZ» na
06enx yacTax Karcyibl. CofiepkUMoe Karcy
— rpaHyJbl 6€710T0 WK MOYTH 6En0oro LBeTa.

Identification / IMognunHOCTE

2a)

By UV /Y-
criekTpodoToMeTpus

Complies as prescribed/
CooTBeTCTBYET TPeOOBAHMAM

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. /

VY® - cnektpel TOINOLIEHUSA pPacTBOPOB
npenapata W CTaHOapTHoro  obpasia
omenpazona B objgact or 230 mo 350 um
JOIHKHBI UMETh MaKCUMYMBI TIpH OZHOH W
TOI e TWHE BOJTHEI.

Remarks : The Product conforms to ND/
Mpumeuanne: ITpoaykt coorBeTcTBYET TpeboBanuaMm HJ{

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez ( Omcprz?zo]e), capsules 20 mg

IMpoaykT: OMe3® (oMenpason), KarcyJsl 20 MT

Batch No. / Cepusn Nu:

B2102545

Batch Quantity / O6nem

|cepumn: 1990000 NO
AR No / AHanauTH4eckmii oTuer Ne: Date of Analysis / lata
2002FP210015%4 anaauza: 30-07-2021
Mfg. Date: / JlaTa npoussoacTsa: 07/2021 Date of Expiry / Tonen go:
06/2024

Analysis performed according ND / Aranus nposegen no HJI: T1 N015479/01-121120

No Test / IToxazaTteab Result / PesynbTaTtsbl
2b) | By HPLC Or Complies as prescribed/
UPLC/UFLC CooTBeTcTBYET TpeBOBaHHUAM
B2XX wmm
CB3OXX/BCXKX

Specification / Hopma

| 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"). /

BpeMst yaepuBaHMs OCHOBHOIO MuKa Ha
XpoMaTorpaMMme  HCITBITYEMOTO  pacTBopa
JOIMKHO COOTBETCTBOBATE BpeMeHH
yACPKHBaHNA OCHOBHOTO nuka Ha
XpoMaTrorpaMMe pacTBopa CTaHOapTHOTO
obpazua omenpaszoina (pa3nen
«KonuuecTBeHHOE OTIpENENEHUEN ).

3 | Average net fill weight
/ CpeaHsist Macca
COAEP:KUMOT0 Karneya

271.8 mg/271,8 Mmr

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

4 | Water / Boaa

L1% wiw/ 1,1 %

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

5 | Uniformity of dosage
units / OaHopoaHOCTH
J03UpPOBAHUSA

4.4/4.4

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

[MTokazarens npuemneMoctd (AV) nomkeH
6BITE MeHee 1K pased 15,0.

6 | Dissolution /
PacTtBOpenne

0%, 0%, 0%, 0%, 1%, 0%

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

In 0.1 M hydrochloric acid solution - not
more than 10 % of C17HoN;03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XJTOPHUCTOBOIOPOIHON
KucIoTs! - He 6onee 10 % C,;H,oN;03S
(oMenpason) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H,4N;0,S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Metee 75 % (Q)
C17HoN;0,S (omenpason) uepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanne: [TpoaykT cooTBeTcTBYET TpeOoBanusaM HJI

Conclusion : APPROVED /
3akawuyenne: ONOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product: Omez (Omeprazolc), capsules 20 mg

Hpoaykr

: OMes® (oMenpazon), Kancynsl 20 Mr

Batch No. / Cepusn Ne:

B2102545

cepuu:

Batch Quantity / O6bem

1990000 NO

AR No / AnannTuuecknii oryer Ne:
2002FP21001594
Mfg. Date: / laTa npou3BoACTBA:

aHaau3a:

Date of Analysis / larta

30-07-2021

07/2021
06/2024

Date of Expiry / 'onen no:

Analysis performed according ND / Auaaus nposenen mo H/L: 11 N015479/01-121120

No Test / ITokasaTtenan Result / PesyabTaThl Specification / Hopma

7 | Related substances / ITocroponnHne npumecu o |
Any individual 0.02% /0,02% Not more than 0.5 %. /
unidentified impurity / He 6osee 0,5 %

JTrobast equHUYHAST

HenlleHTHOUINpOBaHHA

s IpuMech

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

8 | Assay/ 20.4 mg /20,4 Mr 180mg to 22.0 mg of C;H4N;0:S
KoanuecTBenHoe (101.8% / 101,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpexelieHHe label claim). /

Ot 18,0 113 i () 22,0 Mr C|7H|9N303S
(omenpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMUHAJILHOTO cCoAepKanu).
9 | Microbial limits / Mukpo6nonornieckas 411¢ToTa
| a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/T He 6omnee 1000 KOE/r
O61ee 9ncino a3poOHBIX
MHKPOOPraHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Meunee 10 KOE/r He Gosee 100 KOE/r
Obuiee yncno
JPOKKEBBIX |
TIIIECHEBBIX TPHUOOB _
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrctByeTB 1 T OrcytrctBue B I 1
10 | Packaging / Ynaxoska | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / [lo 10
Karcyn B alllOMUHHEBOM CTpHIIE.
TTo 3 cTpuna ¢ WHCTPYKUMEHR IO
NMPUMEHEHWIO B Na4Ky 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. / Tlo 10 xancyn B antoMHHAEBOM
crpune win B ITA/AJI/TIBX // antomMuHHEBOM
6nucrepe. I1o 3 crpuna unu no 3 d6nucrepa ¢
HHCTPYKIHEt TI0 TpPYMCHEHMI0 B MNaukKy
KapTOHHYFO.

Remarks : The Product conforms to ND/
TIpumeuanne: [TpoayxT coorBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3akiouenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date

& Time (IST): 30-07-2021 20:42:24




CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

Product: Omez (Omeprazolc), capsules 20 mg MpoaykT: Omes® (oMelpazon), Kancyiibl 20 mr
Batch No. / Cepus No: B2102545 Batch Quantity / O6nem

cepun: 1990000 NO
AR No / Anaantu4ecknii oTaet No: Date of Analysis / laTa
2002FP21001594 anaausa: 30-07-2021
Mfg. Date: / laTa npou3soacTea: 07/2021 Date of Expiry / Tonen no:

06/2024

Analysis performed according ND / Ananus nposegen mo HA: T1 NO015479/01-121120

No Test / IMokazareanb Result / PesynabTaTbl Specification / Hopma
11 Labeling / According to ND / B coorserctrn ¢ HJI
Mapkupobka
12 | Storage conditions / At temperature below 25 °C. / TTpu temnepatype He Bbime 25 °C.
YcaoBust XxpaHeHust
13 Shelf life / Cpox 3 years / 3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuyanne: I[NpoaykT coorsercTByeT TpeboBaHusM HJT 3axmouenne: OJOBPEHO
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ELECTRONIC SIGNATURES
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