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CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Page1of4/Cip. 1 us 4

Batch No / Cepust Ne :  B2106407

AR No/ AHaJlllTlvlqéckul‘i—OTlle'r Ne: 2002FFP21000370

Date of Mfg / Hara
PON3BOACTBA:

INpoayrr: Omes® (omenpasoin), Kancyiis 20 mr
Batch Quantity / O6sem- 2000000 No
leepun; - o
[Date of Analysis/ JlaTa: 19/02/2021
ayajmsa:

01/2021 'Date of Expiry / l'ogen no: 12/2023

Analysis performed according ND / Auasius nposeaen no H/L:
1T N015479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018)

No Test / ITokaszaTean

Result/ Pe3yana'rb;

Specification / Hopmzi

1 | Deseription /
Onneanne

Complies as prescribed

Coorsercrayer TpeboBatnam

'2' size hard gelatin capsules with colorless
transparent body and pink colored transparent
cap having black "OMEZ" imprinting on both
body and cap with double locking system.
Capsule content - white to off-white spherical
pellets.

Teplble KeNaTHHOBBIC MNPO3pavHbLIE KalCyJbl
pazmepa «2» ¢ 0eCUBETHbIM  KOPAYCOM,
PO30BOH KpbILUEUYKOH, MapKUPOBKOIi uepHOro
ugera «OMEZ» Ha obeux wacrax KancyJsbl.
Coaepxxumoe Kancya — rpaHynbt 0ejioro uiu
nmouTH 6eNoro LBeTA.

2 | Identification / TloamuuHoCTE

2a) By UV / Y®-cnekrpo-
doTomerpus

Complies as prescribed/
CootetcTByeT TpeboBaHHAM

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@ - cnekTpbl [OMNOLWEHHS PACTBOPOB
npenapara M cTanpapTHoro  obpasua
omenpazona B obnacru ot 230 no 350 Hm
JIOJIKHBI MMETh MaKCUMYMBI MpH OJHOH M ToH
e JNTHHE BOJIHbI,

Remarks : The Product conforms to ND/
Hpumesanne: [poaykr coorsercrayet Tpedosatiusiv HJ1

Conclusion : APPROVED /
3akmiouenne: OJJOBPEHO

'—Knal_yst/

[Tposeneno: \@__

Checked by /

[Ipogeperio: %
A

Approved by QA In-Charge /

Hokyment onobpen OOK: 2/1
/A

Date / ara: 19/02/2021

Ly

Date / laTa: 19/02/2021 |

Dale / lara: 19/02/2021
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT ALLAJTH3A

Page20f4/Crp. 2 u34

Product: Omez (()rm:p?:tznle_}. u;lpshles 20 my

Date of Mfg / lara

MpoiBOICTRA:

Batch No #Cepust Ne : B2100407

AR No / Anamyrrisicernii otuer Ne: 2002FP21000370

g Tpoayrr: OMes® (omenpason), kaneyin 20 M
Batch Quantity / O6sem 2000000 No
cepan: S
Date of Analysis / lata 19/02/2021
|aHanmsa:

01/2021

Date of Expiry / Topen no: 12/2023

Analysis performcd- ac'cording ND / Auanns nposegen no H/I:
T NO15479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018)

No Test / MMoicaszarenn

Result/ Pesyn LTATHI

' 2b) | By HPLC / BOXKX

Complies as prescribed/
CoorsercrByeT TpebopaHHsm

Spec_iﬁ_cation / Hb[;M;l )

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, as obtained in Assay. /

Bpems yaepxuuBaHus OCHOBHOTO nuka Ha

XpOMaTorpamme  HCIbITYEMOro  pacTeopa
HOJIKHO COOTBETCTBOBATHL BPEMEH i
yASpKHUBAHUsI OCHOBHOTO nuka Ha
XpoMarorpaMme  pacTBopa  CTaHAAPTHOroO

obpasla omenpasosna.

3 | Average net fill weight
/ Cpeausia macca
COACPIKIMOTO0 KANCYJI

270.6 mg/ 270,6 mr

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

4 | Water / Boaa

1.2 %w/w /1,2 %

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

5 | Dissolution /
PacTteopeune

1%, 2%, 0%,
0%, 2%, 0%

93%, 97%, 93%,
93%, 95%, 92%

In 0.1 M hydrochloric acid solution - not more
than 10 % of C7H19N3O;3S (omeprazole) is
dissolved after 2 h./

B 0,1 M pacTeope xN0pucTOBOIOPOAHOM
kucaoTet - He Gonee 10 % Ci7H 1oN305S
(omenpason) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H1¢N;OsS (omeprazole) is dissolved afler

30 min./
B 6ydepe pH 6,8 - He meree 75 % (Q)
C17H19N30;S (omenpazon) yepes 30 MuH.

Remarks : The Product conforms to ND/
ITpumeyanne: [1poaykT coorsetcTByeT TpeboBanusm H )|

Conclusion : APPROVED /
3aximouenne: QJJOGPEHO

Analyst /
[1poBenetio:

iy

Checked by /

[Tposepeno: Ag

Approved by QA In-Charge /

HokymenT o06pen OOK: W
A

Date / Tata: 19/02/2021

Date / lata: 19/02/2021

Date / lata: 19/02/2021
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CERTIFICATE OF ANALYSIS !
CEPTH®UKAT AHAJIU3A

'I’m(luc_t_: (Tl_u_-'_:z (Omeprazole), capsules 20 mg
Batch No / Cepust Ne: B2100407 -

Date of Mfg / ,IIa_Ta :
MPON3BOACTRA:

01/2021
|

2000000 No

Analysis performed according ND / Anaius nposenen no H}I:

N Test / ITokaszarenn

Result/ Pesyabrarni

6 | Related substances / Hoc16p0nnue IMpHMeECH

_Speciﬁcation / Hopma

cepuu: =3
AR No / Anannruyecknii oruer Ne: 2002FP21000370 Date of Analysis / aTa 19/02/2021 - =
aNAJIN3a;

[Date of Expiry / l“o_uen 10: 12/2023

p— _Page3 of4/Crp.3u3 4
|“1)(l'l}'li"i': One3® (openpasol ), Kaneyin 20 yr
[Batch Quantity / O6bem

Any individual
unidentified impurity /
Jlobast eaunuunas

| HewaeHTUPUUHpOBAHHA
S NpHUMeECh

0.01%/0,01%

Total impurities /
Cymma npumeceii

Not detected

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

"Not more than 2.0 % /

He 6onee 2,0 %

7 | Microbial limits / Mukpoononornyeckast 4iucrora

a) Total Aerobic
Microbial Count /
Ob1wee unco a3pobHbIx
MUKPOOPraHu3MOB

Less than 10 CFU/ g/
Menee 10 KOE/ r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/ r

b) Total Combined
Yeasts and Mould Count /
O6uiee yncno
JAPOAOKEBLIX H
TECHEBBLIX IpUOOB

Less than 10 CFU/ g/
Menee 10 KOE/ r

Not more than 100 CFU/g /
He 6onee 100 KOE/ r

¢) E. coli

Absentin 1 g/
OtcyrcrByerB I 1

Absentin 1 g/
OTtcyrctBue B 11

8 | Uniformity of dosage
units / OaHopoanocTn
AO3UPOBAHHUS

42/42

Acceptance value (AV) should be not more

than 15.0/

[Tokaszarenb npuemaeMoctu (AV) nomieH

ObITh He Honee 15,0

Remarks : The Product conforms to ND/
| [Tpuseuanne: [pouykr coorsercrayer Tpebopannsm HJJ

Conclusion : APPROVED /
3axmaiovennc: OJIOGPEHO

Analyst/
I'lposeneHo:

e

Checked by /
[Tposepeno:

b4

Approved by QA In-Charge /

HoxymeHT 0106per OOK: W
A

Date / Qata: 19/02/2021

Dale / Jara: 19/0272021

P

Date / dara: 19/02/2021
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Pagedof4/Crp. 4u3 4

Product: Omez (¢ Ymeprazole), c_zipsule_s 20 me

[Batch No / Cepusi Ne : B2100407

Date of Mfg_/ Hara
|IIPOH3BOACT B

AR No / AnamuTnuccKii oraer Ne: 20021°P21000370

_ Opoayrt: Ome3® (omenpasoi), Kancynem 20 sir
Batch Quantity / Oonem
lcepin: - — o
Date of Analysis / Tara  -19/02/2021
|amaJjusa:

2000000 No

01/2021

|Date of Expiry / Tonen no: 12/2023

Analysis performe(faccordillg ND / Auaans npdhenen Ei{ﬂ,
1T NO15479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018)

. —

Ne Test / Tokasatess Result/ Pe3yabraTh Specification / l_iopwi; "
9 | Assay/ 20.2 mg (101.09 0)/_ 180mg to 220 mg of C11H N3OS
[T Y - o (V4 &
Kosinuecrsetioe 20,2 mr (101,0%) (omeprazole) in capsulc.(‘)0.0 to 110.0 % of
ompejaeseHue ’ label claim). /
Or 18,0 mr no 22,0 wmr Cj7HoN:OsS

{omenpazon) B kancyse (ot 90,0 go 110,0 % or
HOMHHaIbHOIO COAEPIKAHNS).

10 Packaéing / ¥Ynaxoeka

Package / VYnakoska - 10
capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. /Tlo 10
Kancyn B allOMHHHEBOM
crpune.  Ilo 3 crpuna ¢
MHCTpYKLMeH 110 MpUMEHEHHIO

Package / VYnakoeka - 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./ o 10
Kancyl B allOMHHUEBOM CTpPUIe LMW B

ITA/AJITIBX // antomutneBom Oauctepe. [1o 3
cTpuna uau no 3 éaucrepa ¢ UHCTPYKIHEH No

B MIa4Ky KapTOHHYIO. NMPUMCHEHHIO B [1a4YKYy KapTOHHYIO.

11 | Labeling /
Mapxupopka

According to ND / B cootserctuu ¢ HJJ

12 | Storage conditions /

Yca0Bus xpanenus At temperature below 25 °C. / [1pu Temmeparype He soiwe 25 °C.

13 | Shelf life / Cpox 3 years /3 roga

TOAHOCTH

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Remarks : The Product conforms to ND/
Mpumeuanue: Ipoaykr coorsercrayer Tpebosanuam HJJ

Approved by QA In-Charge /
HoxymenT onobpen QOK:
o

Analyst / Checked by /

LA
Date / Hata: 19/02/2021

[Mposeaeno: IlposepeHo: B
Date / lata: 19/02/2021 Date / lara: 19/02/2021
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