CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product: Omez (Omeprazolce), capsules 20 mg IMpoaykT: OMe3® (oMenpason), KANCyb 20 mr |
Batch No. / Cepnst Ne: B2102546 Batch Quantity / O6nem
_|cepum: 1990000 NO
AR No / AHanuTHYecKHiT oTyeT Ne: Date of Analysis / laTta
2002FP21001598 anajuza: 30-07-2021 -
Mfg. Date: / JlaTta npoussoacTsa: 07/2021 Date of Expiry / Togen no:
06/2024

Analysis performed according NI) / Auanus nporeer io H/L: T1 N015479/01-121120

No Test / IlokaszaTennb

Result / PesyabTaTht

Specification / Hopma

1 | Description/

‘Hard gelatin transparent capsule_s of size 2

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. /

Teepavre XeTaTUHOBBIE
Mpo3payHble Karncyssl pazMepa 2 ¢
GECIBETHEIM  KOPITYCOM, PO30BOK
KpbILIEUKOi u MapKHUPOBKOMH
gepHoro 1BeTa «OMEZ» Ha obenx
yacTsx  kamcydsl,  ComepxumMoe

with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /

Tpepauie AENATHHOBbLE npo3paivie
Karcyyael  pasmMepa 2 ¢ OecuBeTHBIM
KOPITYyCOM, po30BOH KpPBIIIECYKOW "

MapkHpoBKoil yepHoro usera «OMEZ» Ha
obenx yacTsx kancyybl. ComepKuMoe Karcy
— rpaHyJsl 6e70ro UK OUTH 6enoro UBeTa.

Karlcyl — rpalyJibl Genoro BeETA.

2 | Identification / IloanunayocTH

2a) | ByUV/V®-
CrIeKTpohoTOMETPHA

Complics as prescribed/
CooTBeTcTBYET TpeOOBARMAM

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 TOMNOIIEHUS pPacTBOPOB
npemapara W cramgapTHoro  oOpasua
omenpaszona B obnactv ot 230 mo 350 HM
JIOJGKHBL UMETh MaKCUMYMBI TIpW OfHOH W
To¥ e IJTVHE BOJTHEI.

Remarks : The Product conforms to ND/

Mpumedanue: [TpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIIM3A

[Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (omernpazon), Kancyabl 20 mr

Batch No. / Cepus Ne: B2102546

Batch Quantity / Oobem
cepun: 1990000 NO

AR No / AnajitTHdeckuii otuer Ne:
2002FP21001598

Date of Analysis / laTa
amanuza: 30-07-2021

Mfg. Date: / lata npou;mncnaa:

07/2021

| Date of Expiry / 'onen no:

06/2024

Analysis performed according ND / Ananus nposegen o H/L: TI1 N015479/01-121120

PacTBOopenue

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

Ne Test / ITokazareanb Result / PesynsTaThi Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeGOBaHHAM chromatogram of test solution should
B s fzorrespond to the retention time of main peak
CBRIC/BCIKX in the chromaFogram qf omeprazole reference
standard solution (section "Assay"). /
BpcMsa  yACPKUBAHHA OCHOBIIOFO NUKA Ha
XpOMATOTpaMMe  HICITBITYEMOTO  pacTBOpa
TOTKHO COOTBETCTBOBATh BpeMeHH
yaepXKUBaHUA  OCHOBHOTO MHUKa  Ha
XpOMaTOTpaMMe  pacTBOpa CTaHIAPTHOTO
obpaszua oMenpazona (pasnen
«KonuuecTBeHHOE OTIpEACIECHAEY ).
3 | Average net fill weight | 268.5 mg/268,5 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansisi Mmacca 283.5 mg) /
COEPKIMOT0 Kancya 270,0 mr £+ 5,0 % (256,5 mr - 283,5 wr)
4 | Water / Boaa 1.1% w/iw / 1,1% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 2.9/2,9 Acceptance value (AV) should be less than or
units / OqHopoaHOCTH equal to 15.0./
J03UPOBaAHUNR [Mokazarens npuemnemoctr (AV) momxkeH
6BITH MeHee Wi paseH 15,0.
6 | Dissolution / 2%, 3%, 0%, 1%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % OfC|7H|9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJI0pUCTOBONOPOAHOMN
KHCHOTEI - He 6osee 10 % Cj7H9N;05S
(omenpazon) uepes 2 u.

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

B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C7HyN;03S (omenpazon) uepes

30 muH.

Remarks : The Product conforms to ND/
Tpumeuanne: TTponykT coorBetcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Zaxkarouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg

[Mpoaykr

: Ome3® (omenpaszon), KancyJisl 20 mr

Batch No. / Cepusi Ne: B2102546 Batch Quantity / O6bem

cepuu: 1990000 NO -
AR No / Anamuruueckuii oTder Ne: Date of Analysis / Mara
2002FP21001598 ananusza: 30-07-2021

Mfg. Date: / laTa npou3BojcTRA:

07/2021

06/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Ananus nposegen mo H/l: T1 N015479/01-121120

3strips and patient information
leaflet in a carton pack. / Ilo 10
Karcyym B aTfOMWHHEBOM CTpUIIE.
ITo 3 crpuma c WHCTpyKOMEH 10
PUMEHEHHIO B aYKy KapTOHHYIO.

Ne Test / Ioxa3aTenab Result / PesynbTathl Specification / Hopma

7 | Related substances / HOCTOPOHHHGT][)HMCCH N
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6osee 0,5 %

Jlrobas canHuyHas

HenaeHTHGUIpoBaHHA

s IPUMeCh

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

8 | Assay/ 19.9 mg/ 19,9 mr 18.0mg to 220 mg of C;H¢N;058
KoanuyecTBeHHoe (99.3%/ 99,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejelieHne label claim). /

Ot 18,0 Mr 10 22,0 M C|7H19N303S
(omenpazom) B karncylne (ot 90,0 mo 110,0 %
OT HOMWUHAILHOTO COIepKaHNs).
9 | Microbial limits / Mukpo6uonoruueckan 4ucTora
| a) Total Acrobic "Less than 10 CFU/g/ Not more than 1000 CFU/g/
Microbial Count / Menee 10 KOE/T He 6osiee 1000 KOE/r
Oobmiee 4UCIo a3poOHBIX
MUKPOOPraHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6onee 100 KOE/r
O0mmee 4nicio
IPOXKKEBBIX U
TIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OtcytcTByeTB 1 T OtcyTctBHe 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. / [1o 10 kancyn B amoMUHHEBOM
ctpune uin B [TA/AJI/TIBX // antoMAHKHEBOM
6nucrepe. ITo 3 crpuna unu no 3 6aucrepa ¢
WHCTpyKOMeil 10 TPUMEHCHUI0 B NauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: ITponykT cooTBeTCTBYET TpebosaHnam HIL

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Copy
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Product: Omez (Omepra_zc_)le), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANTH3A

Ipoaykr: OMe3® (omenpaszodn), kancynsl 20 mr

Batch No. / Cepust Ne:

B2102546 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / Ananuruvecknii or4et No: Date of Analysis / laTa

2002FP21001598 anaausa: 30-07-2021

Mfg. Date: / JlaTa npousBoAcTBa: 07/2021 Date of Expiry / 'ogen no:
06/2024

Analysis performed according ND / Ananus nposenen mo H/L: 1T N015479/01-121120

No Test / IoxazaTeab Result / PesyasTaTbl Specification / Hopma
11 | Labeling/ i According to ND / B cooreTcTBUM ¢ HJ]
MapxkupoBka

12 | Storage conditions /
Ycnosus XpaHeHust

At temperature below 25 °C. / IIpn Temnepatype He Bbiue 25 °C.

13 | Shelf life / Cpok

3 years /3 roma

TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TMpumeuanne: [Tpoaykt coorsercTByeT TpeGoBanusam HJI 3axmouenne: OJIOBPEHO
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ELECTRONIC SIGNATURES
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