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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANTHU3A

|Product: Omez (Omeprazole), capsules 20 mg

Tpoaykr: Omes® (omenpason), karicyist 20 mr

Batch No. / Cepus Ne:

B2103680

cepum:

Batch Quantity / O6bem

1990000 NO

2002FP21002061

AR No / Anaautudeckmii order No:

Date of Analysis / TaTa
aHaJIM3a:

16-10-2021

Mfg. Date: / [laTa npou3BoAcTBA:

09/2021

08/2024

Date of Expiry / 'ogen go:

Analysis performed according ND / Auaau3 nposegen no HL: T1 N015479/01-121120

Ne Test / IlokasaTeanb

Result / PesyabTaThl

Specification / Hopma

1 | Description /
Onucanne

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. /

Trepmste JKEJTaTHHOBBIE
[po3padHsle Karcylmbsl pazMepa 2 ¢
GeclBETHBIM KOPITyCOM, PO30BOM
KpBIIEYKOH W MapKUPOBKOH
yeproro usera «OMEZ» na obenx
yactsx  kancynel. ConepskuMoe
Karicyl — rpaHyJibl 6ENoro uBera.

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. /

Teepnsle KEJTaTHHOBREIE TIpo3payHble
Kancynsi  pasmepa 2 ¢ OecUBETHBIM
KOpIlycOM,  pO30BOH  KpBHIEukoil U

MapKupoBkoit yeprHoro usera «OMEZ» na
oGenx yactax kancynsl. CoaepRUMoe Karicyn
— rpaHyJibl 6ENOTO UK TIOYTH 6EJI0ro LBETA.

2 | Identification / I[ToaiuHHOCTDH

2a) | By UV/ V-

cnieKTpodoTOMETpHA

Complies as prescribed/
Co0TBeTCTBYET 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. /

V® - crekrpbl TOTJIOMIEHUS PacTBOPOR
npemapata M CTaHaapTHoro  obpasua
oMenpazora B obnactu ot 230 go 350 HM
JIOJDKHBI MMETh MAaKCUMYMBI TpU OOHOH M
TOM e JIJINHE BOJIHEI.

Remarks : The Product conforms to ND/
Ipumeuanne: [poaykT cooTBeTcTRYET Tpebosannam HJT

Conclusion : APPROVED /
Zaximouenne: OJOBPEHO

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAITH3A

Product: Omez (Omeprazole), capsules 20 mg MpoayxT: Ome3® (omenpason), kKancynsl 20 mr
Batch No. / Cepna Ne: B2103680 Batch Quantity / O6bem
N cepun: 1990000 NO
AR No / AHanuruyecknii otdeT Ne: Date of Analysis / lata
2002FP21002061 anaausa:  16-10-2021
Mfg. Date: / laTa npoHu3BOACTBA: 09/2021 Date of Expiry / T'ogen no:
08/2024

Analysis performed according ND / Anasm3s nporesien no H/I: TI N015479/01-121120

PacTBOpenne

95%, 95%, 96%, 92%,
92%, 92%

Ne Test / IloxazaTeJib Result / Pe3yabTaThl 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
BOYKX v ?orrespond to the retention time of main peak
CBOKX/BOIX in the chroma?ogram qf or'r'lepraz?'le reference
standard solution (section "Assay"). /
Bpemst yaep)kuBaHWS OCHOBHOTO TIMKa Ha
XpoMarorpaMMe  MCIBITYEMOTO  pacTBopa
JOTKHO COOTBETCTBOBATh BpEMEHU
yaepKUBaHUS OCHOBHOTO  TIMKa  Ha
XpoMarorpaMMe — pacTBopa CTaHIapTHOTO
o0pa3zua oMmemnpasona (paznen
«KonuuecteeHHoe onipeleNieHUE» ).
3 | Average net fill weight | 267.9 mg/267,9 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
CONEPKRMMOro KarncyJm 270,0 M1+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Bona 1.0%w/w /1,0% Not more than 3.0% /
He 6Gomee 3,0 %
5 | Uniformity of dosage 2.2/2.2 Acceptance value (AV) should be less than or
units / OaHOpoAHOCTH equal to 15.0./
JI03UPOBAHUS TTokazarens npuemieMoctl (AV) nomkeH
ObITH MEHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 1%, 2%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H gN;3;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJIOpUCTOBOAOPOAHOM
kucnoTsl - He 6oiee 10 % Ci7H;oN5O5S
(oMenpason) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H;oN30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7HoN;03S (omenpazoin) uepes

30 MuH.

Remarks : The Product conforms to ND/
Tpumeuanne: [IponyKT cooTBeTCTBYET TpeboBanmsaM HJT

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Printed By: Ajay Kumar
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHANHU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoayxT

: Ome3® (omenpazol), kancysst 20 mr

Batch No. / Cepus Ne:

B2103680

Batch Quantity / O6bem

ceprim: 1990000 NO N
AR No / Anaaurndeckuii otueT Ne: Date of Analysis / laTa
2002FP21002061 anaausa:  16-10-2021

Mfg. Date: / laTa npon3soJcTna:

09/2021

08/2024

Date of Expiry / I'ogen go:

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

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kancysl B aFOMMHHEBOM CTpHIIE.
Ilo 3 crpuna ¢ WHCTpyKLMER IO
MIPUMEHEHNIO B MAUKy KapTOHHYIO.

No Test / IlokasaTenan Result / PeyanTaThl Specification / Hopma

7 | Related substances / IlocToponHue NpAMecH
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jrobas emuHUHHAA

HeuaeHTUPHUIIMpOBaHHA

s IpUMecCh

Total impurities / Not detected / ne o6rapyxeHa Not more than 2.0 % /
CyMMa npuMeceit He 6omnee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 180mg to 22.0 mg of Cj;HoN;O058
Koau4decTBeHHOE (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeejeHue label claim). /

Or 18,0 mr pmo 22,0 mr C;H;9N;0O5S
(omemnpaszon) B kancyne (ot 90,0 no 110,0 %
OT HOMMHAJILHOTO COAEPKaHuA).

9 | Microbial limits / Mukpo6nojoruueckas 44cTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O6i1ree YHCIO a9pOOHBIX

MHUKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count 4 Mewnee 10 KOE/r He Gomee 100 KOE/T
O6miee yrcno
JPOIOKEBBIX U
TIJIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytctByeTB 1 T OtcytctBue B 1 T
10 | Packaging / Ynakorka | 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. / TTo 10 xancyin B afoMMHHEBOM
crpune wiu B [TA/AJI/TIBX // antoMUHHEBOM
6mucrtepe. Tlo 3 crpuna nmu o 3 6aucTepa ¢
HHCTPYKIMel 10 TIPUMEHEHHIO B Tauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: TIpoaykT cooTBeTcTBYET TpebosannsM HIT

Conclusion : APPROVED /
3akJuouenue: OJJOBPEHO

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Tpoayxt: Ome3® (omenpazon), kancyibl 20 mr

Batch No. / Cepusn Ne:

B2103680 Batch Quantity / O6bem

cepuu: 1990000 NO

AR No / Ananurudeckuii oruer Ne: Date of Analysis / [laTa

2002FP21002061 anajmsa:  16-10-2021

Mifg. Date: / /laTa npousBoacTBAa: 09/2021 Date of Expiry / Togex no:
08/2024

Analysis performed according ND / Auanns nposexen no HI: TT N015479/01-121120

Ne Test / IlokasaTeb Result / Pe3yibTaThl Specification / Hopma
11 | Labeling / According to ND / B coorercteun ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Bbie 25 °C.
Yc/0BHA XPAaHEHUS
13 | Shelf life / Cpox 3 years / 3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
IMpumeuanne: [IpoJyKT COOTBETCTBYET Tpeboranusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Printed By: Ajay Kumar.....
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