CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

r_lTroduct: Omez (Omeprazole), ca_psules 20 mg
Batch No. / Cepus Ne: B2201221

Mpoaykr: Ome3® (OMe;pa30n), kancynsl 20 yr

Batch Quantity / O6bem
cepum: 1990000 NO

AR No / AHaquTH4ecKHii oT4eT Ne:

Date of Analysis / laTa

2002FP22000775

anaymsa:  21-04-2022

Mfg. Date: / JaTa npou3BoJCTBA:

03/2022

02/2025

Date of Expiry / T'ogen no:

Analysis performed accordir@ ND / Auauaus nposeaen mo H: IT N015479/01-121120

Ne Test / Iloxa3zaTennb

Result / Pe3yabTaTnl

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. /

Trepasie JKelaTUHOBEIE
TIpo3padHble KaTlcyJsl pa3Mepa 2 ¢
OceCclUBETHBIM  KOPITyCOM, pO30BOM
KPpBILIEYKOH u MapKUpPOBKOH
yepHoro usera «OMEZ» Ha o6enx
yactax kancynmel. Comepxkumoe
KaIcyJl — MpaHyJ el GeNoro uBeTa.

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. /

TBepasie KEaTHHOBBIE TIpo3padHbIe
Kamcynmsl  pasMepa 2 ¢ OecupeTHBIM
KOpPILYyCOM, pO30BOH KpbIIEYKoit "

MapkupoBko# uyepHoro useta «OMEZ» Ha
o6enx yacTax kancysbl. CopepXXuMoe Karncyn
— rpaHy”nbel 6enoro UK no4ty Henoro Lpera.

2 | Identification / IloaauHHOCTH

2a) | ByUV/Vo-
CHEeKTpohOTOMETPHS

Complies as prescribed/
CoorsercTByeT TpeOOBaHNIM

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® - cnexTpel TMOTJIOMEHNS pacTBOPOB
nperapara W  CcTaHAapTHoro  ofpasma
oMenpazona B ob6iactd ot 230 no 350 HMm
JIOTOKHBl UMETh MaKCUMYMBI TIpH ONHOH
TOM e JJINHE BOJTHBI.

Remarks : The Product conforms to ND/
Hpumeuanne: [IponykTt cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3axuouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

T’_ro_duct: Omez ( Omeprazole), capsules 20 mg

[TMTpoaykT: OMe3® (oMenpason), KarncyJibl 2§ Mr

Batch No. / Cepus Nu:

B2201221

Batch Quantity / O6nem

cepun: 1990000 NO B
AR No / AnanuTudeckuii otyer Ne: Date of Analysis / IaTa o
2002FP22000775 aHajmsa: 21-04-2022 .
Mfg. Date: / laTa npousBoacTsa: 03/2022 Date of Expiry / I'ogen no:

02/2025

Elz;lysis performed according ND / Anaaus nposeaex mo H: TT N015479/01-121120

Ne Test / Ilokazaredn Result / Pe3yabTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOoBaHHAM chromatogram of test solution should
BOKX win correspond to the retention time of main peak
CBYIKX/BCICX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMst yIoep)KUBaHHS OCHOBHOTO TTWKA Ha
XpoMaTorpaMMe  MCIBITYEMOTO  pacTBopa
JIOJIKHO COOTBETCTBOBATH BpEMeHH
YAEepKUBAHWS OCHOBHOTO TTHKa Ha
XpoMaTorpaMMe pacTBOpa  CTaHAapTHOTO
oOpazua oMemnpasona (pazmen
«KonuuecTBeHHoe onpeneneHue ).

3 | Average net fill weight
/ Cpegnsis Macca
COAEP/KUMOro KamcyJi

270.4 mg / 270,4 Mr

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

4 | Water /Boaa

1.1% w/w /1,1%

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

5 | Uniformity of dosage
units / OgHOpoOAKOCTL
J03MPOBAHHS

3.3/3,3

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

[ToxaszaTens preMneMoctd (AV) TomkeH
6bITE MeHee wn paBeH 15,0.

6 | Dissolution /
PacTtBopenne

0%, 0%, 0%, 0%, 1%, 3%

93%, 90%, 92%, 92%, 91%, 92%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C17H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope XJI0pHucTOBOAOPOAHOM
KHUCIIOTEI - He Gonee 10 % C7;HgN;Os5S
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne menee 75 % (Q)
Cy7H9N30;S (omempason) uepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumewanne: IIpoaykt cooTBeTcTBYET TpeboBaHmam HJJ

Conclusion : APPROVED /
3akmoueune: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 5

Printed Date & Time (IST):

22-04-2022 17:40:07




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHN3A

Product: O_mei (Omeprazole), capsules 20 mg

[Mpoayxkr: Omes® (omenpason), kancybt 20 wr

Batch No. / Cepus Ne:

2002FP22000775

B2201221

cepHuu:

Batch Quantity / O6bem

1990000 NO

AR No / AuandTudecknii otuer Ne:

Date of Analysis / {laTa
|aHanm3a:

21-04-2022

Mfg. Date: / laTa npou3BoacTBAa:

03/2022

02/2025

Date of Expiry / T'ogen go:

Analysis performed according ND / Anasus mposenen no HJI: T1 N015479/01-121120

Ne Test / IlokazaTeanb

Result / Pe3yabTaTsl

Specification / Hopma

7 | Related substances / ITocTopoHHHe IpUMecH

Any individual
unidentified impurity /
JIro6asg equHUYHAA
HenneHTHQULIMpPOBaHHA
s TIpUMEChH

0.05% /0,05%

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

Total impurities /
CymMa npumeceit

0.1%/0,1%

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

8 | Assay/
KoanuecTBeHHoOE
ompejeneHue

20.0 mg /20,0 mMr
(100.1% / 100,1%)

18.0 mg to 22.0 mg of C;7H;sN;058
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 mr go 22,0 mr C;;HgN;O;S
(omenpa3zon) B karcyine (oT 90,0 mo 110,0 %
OT HOMUHAITEHOTO COIePXKaHus).

9 | Microbial limits / Mukpo6uosiornyeckas YucToTa

a) Total Aerobic

Less than 10 CFU/g /

Not more than 1000 CFU/g /

Yeasts and Mould Count
O061ee 9nCcIo
JIPOXOKEBEIX U
TUIECHEBBIX IPUOOB

Menee 10 KOE/r

Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/r
O61nee uncino a3poOHbIX

MHUKPOOPTaHH3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

He 6onee 100 KOE/r

¢) E. coli

Absentin1 g/
OtcytcTByeTB 1 T

Absentin 1 g/
OtcyrctBue B I T

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
KalcyJl B AFOMHHHEBOM CTpHIIE.
Ilo 3 crpuna ¢ HHCTpPYKUMEN IO
MIPUMEHCHHIO B ITAUYKY KapTOHHYO.

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. / TTo 10 xanicyn B aTtOMUHIEBOM
crpurte win B [TA/AJI/TIBX // amoMuHREBOM
onucrepe. [To 3 crpumna wnw mo 3 6nucrepa
HHCTPYKUMEH [0 TNPUMEHEHUI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykTt coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axkmiouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
|Product: Omez (Omeprazole), capsules 20 mg _ |IpoaykTt: Ome3® (omenpason), Kancynbl 20 mr
Batch No. / Cepust Ne: B2201221 Batch Quantity / O6bem
- B - cepuu: 1990000 NO
AR No / Ananutudeckuii order Ne: Date of Analysis / laTa
2002FP22000775 anaguza: 21-04-2022 o
Mf{g. Date: / laTa npox3BoacTBa: 03/2022 Date of Expiry / T'onen no: o
02/2025

Analysis performed according ND / Ananus nposeaen no H: 1 N015479/01-121120

Ne Test / Iloka3zaTeab

Result / Pe3yabTaTsl

Specification / Hopma

11 | Labeling /
MapkupoBka

According to ND / B cootBerctBryn ¢ HJJ

12 | Storage conditions /
YcaosHus XpaHeHus

At temperature below 25 °C. / T1pu Temnepatype He Brimie 25 °C.

13 | Shelf life / Cpox
TOIHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

IMpumeuanue: [Tponyxt coorBercTBYET TpeboranuaM HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO
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