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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product: Omez EO_mep_razole), capsules 20 mg

Tpoaykt: OMe3® (oMenpa3ol), KarcyJIsl 20 Mr

Batch No. / Cepus Ne: B2103738 Batch Quantity / O6bem
i cepun: 2000000 NO
AR No / AHanuTHYecKHii oTyeT No: Date of Analysis / laTa
2002FP21002126 anaanza: 28-10-2021

Mfg. Date: / lata npomBou_CTBa:

09/2021

08/2024

Date of Expiry / Togen go:

Analysis performed according ND / Ananus npogenen o H/I: 1T N015479/01-121120

Ne Test / Iloxa3zaTenn

Result / PesyabTaTsl

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. /

Trepmeie XKeNaTUHOBbIE
Mpo3payHble Katcyisl pasMepa 2 ¢
OeclBETHLIM KOPIYCOM, pO30BOI
KpBILIEYkoH W MapKHUPOBKOI
yepHoro 1Beta «OMEZ» Ha obenx
vyacTax kancynsl, Conepxnmoe
Karcyn — rpaHynsl 6enoro 11geTa.

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. /

Tsepasie XKENaTHHOBEIE TpO3padHEIe
Kamcynmel  pa3Mepa 2 ¢ OecuBeTHBIM
KOPILyCOM, po30BoOit KphIIIe4yKoi U

MapkupoBkoii yepHoro usera «OMEZ» Ha
o0enx yactax karncynsl. ComepxuMoe Karncymn
— rpaHynsl 6enoro UM NoyTH 6enoro uBeTa.

2 | Identification / [ToganHHOCTL

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. /

Y® - cnekTpsl MNOTIOLIEHUA pPAacTBOPOB
npermapara M CcTaHAapTHoro  obpasua
oMempaszona B obmactu or 230 mo 350 HM
MOJ/DKHB! MMETh MAKCHMYMBI TIpH OTHOH M
TOI JK€ JUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: OTOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar....,

Page 1 of 5

Printed Date & Time (IST):

30-10-2021 16:45:30




4

a

AV

- 3

|

O

™

rolled

i
L

Uncont

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpason), Kancyasl 20 mr
Batch No. / Cepust Ne: B2103738 Batch Quantity / O6bem
N cepumn: 2000000 NO -
AR No / AHaanTH4ecKkuii orver Ne: Date of Analysis / laTa
2002FP21002126 anajusa: 28-10-2021
Mfg. Date: / laTa nponssojcTea: 09/2021 Date of Expiry / T'ogen go:
08/2024

Analysis performed according ND / Anasnu3s nposener mo HJI: TT N015479/01-121120

PacTtBopenmne

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

Ne Test / TlokasaTenb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeGOBaHUAM chromatogram of test solution should
BOKX win f:orrespond to the retention time of main peak
CBRKX/ROKK in the chroma‘gogram o.f or'r'leprazc')le reference
standard solution (section "Assay"). /
Bpems yaepXuBaHWA OCHORHOTO NHKAa Ha
KpoMaTorpaMMe  WCIBITYEMOTO  PacTBOpa
TIOJXKHO COOTBETCTBOBATh BpEMEHH
yIEpKUBAHHA  OCHOBHOTO mMka  Ha
XpoMaTorpaMMe  pacTBOpa CTAHOAPTHOrO
obpasua oMernpasona (pasnen
«KonnyecTBeHHOE ONPENCTICHUE ).
3 | Average net fill weight 266.5 mg / 266,5 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Mmacca 283.5 mg) /
COACPKUMOr0 KaTcy.Jl 270,0 mMr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water/ Boaa 1.1% wiw / 1,1% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 22/22 Acceptance value (AV) should be less than or
units / OgHOpOAHOCTH equal to 15.0./
JI03UPOBAHUS ITokaszaTens npueMneMoctd (AV) nomxex
OLITH MeHee WK paseH 15,0.
6 | Dissolution / 1%, 0%, 4%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C]7H]9N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XN0OpHUCTOBOAOPOIHOI
KHUCITOTHI - He Gonee 10 % C;HoN30;S
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N30sS (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - Be menee 75 % (Q)
C7H9N30;S (omenpason) gepes

30 MuH.

Remarks : The Product conforms to ND/
Hpumeuanue: ITpoaykT cooTBeTCcTBYET TpeboBaHuaM H/JI

Conclusion : APPROVED /
3axmaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: OMe3® (oMempa3oin), Kancyisl 20 mr
Batch No. / Cepus Ne: B2103738 Batch Quantity / O6nem
| _ cepan: 2000000 NO
AR No / AHanuTudeckuii order Ne: Date of Analysis / [IaTa
2002FP21002126 ananmnza: 28-10-2021
Mfg. Date: / laTa npoH3BoAcTBA: 09/2021 Date of Expiry / T'ogen no:

08/2024

Analysis performed according ND / Auanus npoeenen no H/I: IT N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kamcyll B aTlOMUHWEBOM CTpPHIIE.
Ilo 3 crpuna ¢ MHCTpyKLHUEH TI10
TIPUMEHEHHIO B IMAYKy KapTOHHYIO.

Ne Test / IloxazaTeanb Result / PeayabTaTsl Specification / Hopma

7 | Related substances / [loctopoHHHe npuMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JTrobas enuHnuHasn

HeUAeHTH PULNpOBaHHA

s TIpUMech

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

8 | Assay/ 19.8 mg /19,8 mr 18.0mg to 22.0 mg of C;;H;sN;0,8
Koau4decTBeHHoe (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeeeHne label claim). /

Ot 18,0 MI' 10 22,0 Mr C17H]9N303S
(oMenpason) B karcyne (ot 90,0 mo 110,0 %
OT HOMUHAJILHOT'O COZIEPXKaHus ).

9 | Microbial limits / Mukpo@nonoruieckast 4ucToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Mesnee 10 KOE/r He 6onee 1000 KOE/r
OO1mee 1ncio a3poOHBIX

MHUKPOOPTaHHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count ) Menee 10 KOE/r He 6omee 100 KOE/r
Obmee yncno
IpPOXOKEBBIX 1
IUTECHEBBIX TPHOOB
¢) E. coli Absentinl g/ Absentin1 g/
OtcyrcTByeTB 1 T OrcytctBHe B 1 T
10 | Packaging / Ymakoska | 10 capsules in an aluminum strip.

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. / ITo 10 xaricyn B allFOMUHHEBOM
crpurie Wy B ITA/AJI/TIBX // amroMUHHEBOM
6mucrepe. [1o 3 crpuna wnu no 3 Onucrepa
WHCTPYKUMEHW 10 TMPUMEHEHWI0 B Mayky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: [lpogykt coorBeTcTBYET TpeboanusaM HJL

Conclusion : APPROVED /
3akmovenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OmMe3® (oMempazon), Kancyssl 20 vr

Batch No. / Cepnst Ne: B2103738 Batch Quantity / O6bem
- cepuu: 2000000 NO
AR No / Ananurnyecknii oTgeT Ne: Date of Analysis / laTa
2002FP21002126 aHaausa: 28-10-2021

Mfg. Date: / laTa npoussoacTsa: 09/2021

Date of Expiry / T'ogen no:
08/2024

Analysis performed according ND / Anaaus nposegen mo H/: 1T N015479/01-121120

Ne Test / [TokazaTeanb Result / PezynbraThl Specification / Hopma
11 | Labeling / According to ND / B coorBerctuu ¢ HJJ
Mapxuponka
12 | Storage conditions / At temperaturc below 25 °C. / Tlpu Temneparype He Boiute 25 °C.
YciaoBHA XpaHeHUs
13 | Shelf life / Cpok 3 years /3 roma
rOAHOCTH

Remarks : The Product conforms to ND/
Mpumeuanune: [Tponykrt coorBercTBYET TpeboaHusaM HJL

Conclusion : APPROVED /
3axumouenue: OJIOBPEHO
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