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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMenpazon), XKarcyibl 20 MT
Batch No. / Cepusi Ne: B2103846 Batch Quantity / O6nem -
cepuu: 2000000 NO o
AR No / AvaguTnuecknii oTyeT Ne: Date of Analysis / IaTa
2002FP21002145 anaymsza:  30-10-2021
Mfg. Date: / laTa npousBoAcTBa: 08/2021 Date of Expiry / I'ogen no:
07/2024

Analysis performed according ND / Ananus nposesen no HJI: TT1 N015479/01-121120

Ne Test / Tloka3aTelb

Result / PesyabTaTsl

Specification / Hopma

1 | Description /
OnMcanue

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. /

Teepnpie )KEJIATUHOBbIE
Tpo3padvHble Karcymsl pazMepa 2 ¢
OecLBETHEIM  KOPIMYCOM, pO30BOii
KpbILIeYkoil " MapKUpPOBKOH
gepHoro useta «OMEZ» na o0eux
yacTax  Kancyiel. Coaepixumoe
Karcyn — rpaHynsl 6enoro 1seTa.

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. /

Teepasie XeTaTHHOBLIE Opo3pavHbIe
Karicynel  pazMepa 2 ¢ O€CUBETHBIM
KOpNycOoM,  pO30BOii  KpbIleukoil U

MapkupoBkoi depHoro ngera «OMEZ» wna
oberx gacTsax kancynbl. ComepKuMoe Karcylr
— rpadynsl 6enoro wnu noytn Geynoro uBera.

2 | Identification / IlogiunHOCTL

2a) | By UV/VO-

criekTpodoToMeTpus

Complies as prescribed/
CooTBeTcTBYeT TpeGoBaHNAM

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® - crexkTpsl TIONIOWEHUSA PacTBOPOB
npemapara W CTaHaaptHoro  obpasla
oMernpazona B obsactu or 230 mo 350 HmM
IOIDKHEI MMEThH MaKCHUMYMBI TIPH OJHOW W
TOI1 k€ JJINHE BOJIHEI.

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBercTByeT TpeboBanmsam HJT

Conclusion : APPROVED /
3akaoueune: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3IA

Ergduct: Omez (_Omeprazole), capsules 20 mg

TpoaykT: Ome3® (omenpasor), kancyist 20 wr N

Batch No. / Cepus Ne: B2103846

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AHanuTuuecKuii oTyer Ne:
2002FP21002145

Date of Analysis / lata
anajamnsa: 30-10-2021

Mfg, Date: / laTa npousBoacTsa: 08/2021 Date of Expiry / Togen no:

07/2024

Analysis performed according ND / Auaaus nposeaen no H/I: TI N015479/01-121120

B2XX unn
CBDXXX/BCXKX

Ne Test / Tloka3aTeas Result / PezyasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHNAM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMs ynepXWBaHWs OCHOBHOTO TMHKa Ha
XpoMaTorpaMMe  HCITBITYEMOTO  pacTBopa
TOTKHO COOTBETCTBOBATh BpEMEHN
YHEPKUBAHUSA ~ OCHOBHOTO nmWka  Ha
XpOMaToTpaMMe  PacTBOpa  CTaHIapPTHOTO
obpasua omernpaszona (pazzen
«KonuuecTBeHHOE OTIpEIENCHNEY ).

/ Cpeansis macca
COEPKUMOro KancyJ

3 | Average net fill weight 266.6 mg / 266,6 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and

283.5mg) /
270,0 mr+ 5,0 % (256,5 mr - 283,5 wmr)

4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /

He 6omnee 3,0 %

5 | Uniformity of dosage 2.5/2,5 Acceptance value (AV) should be less than or
units / OHOPOAHOCTD equal to 15.0./
J03HPOBAHMSA TToxasaTens npreMieMocT (AV) Ionxen
OLITE MeHee Win paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 2% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C7HsN3;0;S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XJ10pHCTOBOAOPOAHOM
KUCIOTHI - He Gonee 10 % C7HoN3O;3S
(omMenpazon) yepes 2 4.

95%, 94%, 94%, 94%, 94%, 94% | In pH 6.8 buffer - not less than 75 % (Q) of

C7HsN3;05S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ve Menee 75 % (Q)
C,7H,3N305S (omenpazon) depes

30 MUH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanue: Iponykr coorBeTcTBYET TpeboBanuam HJL 3akawuenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Batch No. / Cepus Ne:

I’_roduct: Omez (Omeprazole), capsules 20 mg

| ]—][;OEIyKT: Omes® (ometipazor), KarncyJisl 20 mr

B2103846

AR No / Avanutudeckuii oruet No;
2002FP21002145

|cepum:

Batch Quantity / O6bem

Date of Analysis / JaTa
anaausa: 30-10-2021

2000000 NO

Mfg, Date: / laTa npousBoacTBa:

08/2021

07/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Ananns npoeenen mo HI; T1 N015479/01-121120

3 strips and patient

information

leaflet in a carton pack. / ITo 10
Kalcynl B alFOMWHHEBOM CTPHIIE.
Ilo 3 crpuna c¢ uHCTpyKUMEH mno
TIPUMEHEHWIO B MAaYKy KapTOHHYIO.

Ne Test / lloka3aTenb Result / PezyabTaThi Specification / Hopma

7 | Related substances / [locroponHue npuMecH
Any individual 0.02% /0,02% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JIro6ag enynn4Hag

HEUIEHTHHHULMpPOBaHHA

S IPUMeECh

Total impurities / Not detected / He oOHapyxcHa Not more than 2.0 % /
CyMmMa npumMmeceit He 6onee 2,0 %

8 | Assay/ 20.2 mg /20,2 M 180mg to 22.0 mg of C;H;oN;O5S
KoanuecTBeHHOE (101.1%/ 101,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejeeHne label claim). /

Or 18,0 mr gmo 22,0 mr C;;H;gN;OsS
(omempazomn) B kamncyne (ot 90,0 mo 110,0 %
OT HOMHHAJIFHOIO COAIePXKaHKS).

9 | Microbial limits / Muxpoonosioruyeckast Y4McToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
Obmiee uncno a’3pobHBIX

MHKPOOPTAHN3MOB
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/T
Ob11ee gucno
JIPOXIKEBBIX 1
MJICCHEBBIX I'PHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrctByerB I T OtcyTtcTBHE B 1 T
10 | Packaging / YmakoBka | 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 kancys B alFOMAHHEBOM
crpurte unn B TTA/AJI/IIBX // anroMrHREBOM
onucrepe. [1o 3 crpuna unu no 3 Gnucrepa ¢
WHCTPYKUMEH TI0 TIPUMEHEHWI0O B MayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpnmedanne: ITponykr coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axinrouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Batch No. / Cepust Ne:

Product: Omez (Omeprazole), Eapsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

AR No / AHanuTHIecKuid otqer Ne:
2002FP21002145

cepun: 2000000 NO
Date of Analysis / /laTa
anajgusa: 30-10-2021

Mfg. Date: / laTa npon3BoAcTBa: 08/2021

Date of Expiry / I'onen no:
07/2024

Analysis performed according ND / Awaaus nposenen no H: TT N015479/01-121120

Ne Test / IokazaTean Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootercTBun ¢ HJJ
MapkupoBKa
12| Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Bbue 25 °C.
YcaoBusi XpaHeHus
13 | Shelf life / Cpox 3 years / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

Mpumeuanne: [1poaykT cooTBercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3akarouenue: OJJOGPEHO
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Mpoayxr: OMe3® (oMenpason), Karcysibl 20 mr |
B2103846 Batch Quantity / O6nem
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