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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMenpasoin), Kancysisl 20 mr -
Batch No. / Cepust Ne: B2103898 Batch Quantity / O6bem
L cepuu: 1990000 NO
AR No / Ananutuyeckuit oruer Ne: Date of Analysis / laTa
2002FP21002215 anaauza: 13-11-202]
Mfg. Date: / laTa npoussojacTBa: 10/2021 Date of Expiry / T'ogen no:

09/2024

Analysis performed according ND / Ananu3s nposegen mo HJ: IT N015479/01-121120

Ne Test / [Tokazatennb

Result / PesyabTaTs!

Specification / Hopma

1 | Description /
Onucanuce

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. /

Trepnble JKETaTUHOBbIE
TIpo3pavHBle Karcyisl pasMepa 2 ¢
OeclBETHBIM KOPIYCOM, pO30BOIi
KpBILIEUKOit " MapKUpPOBKO
yeprHoro uBera «OMEZ» Ha obenx
yacTax  kancynesl. Coaepkumoe
KaTiCyJ1 — TpaHyINel GeJloro BeTa.

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 KeNaTHHOBBIE MIpO3pavyHbIe
Karcynmel  pasMepa 2 ¢ OecHBETHBIM
KOpIyCOM, pO30BOM KpPBbILIEYKOoil "

MapkupoBKkoil depHoro usera «OMEZ» nHa
oberx gacTax karncynsl. ComepknuMoe Karcyt
— rpaHymibl 6enoro Wiy nNoyTH 6enoro 1BeTa.

2 | Identification / IToaunHoOCTE

2a) | By UV/ V-

crniekTpodoTomMeTpus

Complies as prescribed/
CootBeTrcTByeT 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@ - crekTpsl TNOTNOUIEHWA pacTBOPOB
npenapata W craHmapTtHoro  ofpasua
omenpasona B obmacty or 230 1o 350 HM
JIOJKHBI MMETh MaKCUMYyMBI TIPU OZHOH |
TOM K€ IJTMHE BOJIHBI.

Remarks : The Product conforms to ND/
IIpumeuyanue: [TponykT coorBercTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

WI-GILOB-QA-0669-1.0

Printed By: Ajay Kumar.....
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CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg IMponykr: OmMe3® (omenpazon), Kancynmr
Batch No. / Cepus Ne: B2103898 Batch Quantity / O6bem

cepun: 1990000 NO o
AR No / Auajautudecknii otgert Ne: Date of Analysis / [laTa
2002FP21002215 anammsa:  13-11-2021
Mfg, Date: / laTa npoussoacrea: 10/2021 Date of Expiry / I'ogen no:

09/2024

Analysis performed according ND / Ananu3z nposenen mo HJI: II N015479/01-121120

Ne Test / [loxasaTenn Result / PesynbTaTsnl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTtBercTByeT TPeOOBaHUAM chromatogram of test solution should
BOCK wum correspond to the retention time of main peak
CBRIX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMsi YuepKWBaHHS OCHOBHOTO TiHKa Ha
XpoMaTorpaMMe  HCIBITYEMOTO  pacTBopa
ZOIKHO COOTBETCTBOBATH BpPEMEHU
yOepXKHMBAHUS  OCHOBHOTO  TIMKA  Ha
XpOMaTorpaMMe  pacTBOpa  CTAHIAPTHOTO
obpasua oMenpasona (paznen
«KONMYeCTBEHHOE OTpeeNICHUEY ).

3 | Average net fill weight
/ Cpeansist Macca
COAEPKUMOT0 Karcy.Ji

270.6 mg / 270,6 Mr

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

4 | Water/ Boaa

1.0% w/w / 1,0%

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

5 | Uniformity of dosage
units / OgHOpoaAHOCTH
I03UPOBAHUSA

44744

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

[MTokaszaTens mpueMneMocti (AV) momkeH
6BITE MeHee MK paseH 15,0.

6 | Dissolution /
PacTeopenne

0%, 0%, 0%, 2%, 0%, 0%

93%, 96%, 96%, 95%, 94%, 96%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;HgN3;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBOpe X10pHCTOBOAOPOIHOI
KUCIOTHI - He 6omee 10 % C;H;oN305S
(oMenpazon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H;sN;05S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Meree 75 % (Q)
C7H,19N305S (omenpazon) uepes

30 mMuH.

Remarks : The Product conforms to ND/
ITpumeuanne: [ponykr coorBercTBYeT TpeboBanuaM HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20_mg

MpoaykTt: OMes® (omerpazon), kancynbl 20 wr

Batch No. / Cepus Ne: B2103898

Batch Quantity / O6bem

cepun: 1990000 NO
AR No / Ananutugeckuii oTdeTt Ne: Date of Analysis / laTa
2002FP21002215 anaamsa: 13-11-2021

Mfg. Date: / laTa nponsBoacTBa:

10/2021

09/2024

Date of Expiry / T'ogen go:

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

Ne Test / IokazaTenab Result / PeayabTaTsl Specification / Hopma

7 | Related substances / IloctoponHue npuMecu
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6osiee 0,5 %

JIrobast emMHIYHAL

HeUneHTU PUIMpPOBaHHA

s TIpUMech

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

8 | Assay/ 20.2 mg /20,2 mMr 18.0mg to 220 mg of Cj3HgN;Os8
KosuuecraeHHoe (101.2% / 101,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejaeeHue label claim). /

Or 18,0 mr mo 22,0 mMr C;;HgN;O5S
(omenpazon) B xarcyne (ot 90,0 mo 110,0 %
OT HOMHUHAJIBHOIO COAEPKaHUs).

9 | Microbial limits / MukpoGunosioruueckasi 4HcTOTA

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
O61ee Yrcio aspoOHBIX

MHKpPOOPTaHI3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Meree 10 KOE/r He 6onee 100 KOE/T
Oo11ee YHcIo
JIPONOKEBBIX 1
TJIECHEBBIX IprboB
c) E. coli Absentin 1 g/ Absentin1 g/
OrcytcTByeTrB 1 T OtrcyTcTBHE B 1 T

10 | Packaging / YnakoBka | 10 capsules in an aluminum strip. 10 1 . lumi .

3 strips and patient information 2 e e i strl'p or
. PA/AL/PVC // aluminum blister. 3 strips or
ISailch linma SaiiiGing patks; {f NG I0 blist d patient information leaflet in a

Karcyjl B allOMHHWEBOM CTpHTIE. S SIS e Cons
s 0 B o G 1D carton pack. / ITo 10 xancyn B aniloMUHIEBOM
e e B . crpurie w8 TTA/AJI/TIBX // anfoMrHIEBOM
P Y| KAPROHEYTE: 6nuncrepe. ITo 3 crpuna unu o 3 6amrcrepa ¢
WHCTPYKIMENH M0 TIpUMEHEHWIO B Mayky

KapTOHHY'O.

Remarks : The Product conforms to ND/
Mpumeuanne: [Iponykr cooreTcTBYET TpeGoBaHuam HJL

Conclusion : APPROVED /
3axmwouenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Hpoaykr: Ome3® (oMenpazon), Kancynsl 20 wr
Batch Quantity / O6nem

cepun: 1990000 NO

Date of Analysis / laTta

_i’_roduct: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepust Ne: B2103898

AR No / Ananutuvecknii oruer Ne:

2002FP21002215 aHajuza: 13-11-2021
Mfg. Date: / laTa npon3BoacTBa: 10/2021 Date of Expiry / I'ogen no:
09/2024

Analysis performed according ND / Anaau3s nporeaen mo H/L: TT1 N015479/01-121120

Ne Test / HokazaTenn Result / PesyasTaThi Specification / Hopma
11 | Labeling / According to ND / B cooTBetcTBMY ¢ HJI
Mapkuporka
12| Storage conditions / At temperature below 25 °C. / TIpu temrreparype He Boite 25 °C.
Ycii0BHS XpaHeHUs
13 Shelf life / Cpok 3 years / 3 ronma
TOAHOCTH

't
-

Uncontrolied (

PY

Remarks : The Product conforms to ND/
IIpumevanne: [IpoayKT cooTBeTcTBYCT TpeboBaHmaM HJI

Conclusion : APPROVED /
3axkarouenne: OJOBPEHO
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