Batch No. / Cepus Na:

2002FP22000887

Ne | Test/ [lokasareas

1 | Description /
Onucante

By UV/ VY-
cnexkTpohoToMeTpHA

2a)

Product: Omez (Onipiazalel. capstles 20 myg,

B2201228
AR No / Anannrauecktii oTHeT Ne:
Mfg, Date: / Java npoussoacrsa;

Analysis performed according NI / Anasus nposeae

3 | Identification / THopauntocTs

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTHIA

_|eepum:

T 03/2022

02/2025

Result / Pesyastarht

nno WI: II NO15479/01-121120

[ pasmyicr: Dares® fopapuaion ). e sl 20 mr
Batch Quantity / Obnem

2000000 NO

Date of Analysis / Hata
anaawsa: 28-04-2022
Date of Expiry / Togen go:

Specification / H_u;;ﬁs;

Hard gelatin transparent capsulcs of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Teepable KENATUHOBLIE
Npo3pasHbiC KANCYIL pasmepa 2 ¢
GeciAeTHLIM  KOPITYCOM, pO30BOH
KpwuiesKoil " MapKHPOBKOii
wepnoro usera «OMEZ» Ha obeux
yacrax  Kancyawl, Coacpxumoc
KATCYN — rpaHyiibl 6e10oro LReTa.

Complies as prescribed/
Cootsercrayer TpeOOBaHNIM

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. /

Teepiuie HeIIaTHHOBBIE npo3pavHse
Kameynsl  paimepa 2 € OeCuBETHbIM
KOPITYCOM,  pO30ROF  KPEMUEUROH "

MapKHPOBKOH 4¢pPHOTO UBETA «OMEZ» Ha
obenx yacTAx kancynel. Cozepxkunoe Kancy
— rpady)e! Genoro WK Moyt OCoTo UBeTa.

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. /

VO - CcrCKTPB! TOMIOUIEHWS  PacTROPOR
npemapata W cTaHuaprHoro  obpazua
oMmerpaszona B obnactn ot 230 xo 350 HM
JOJUKHLI MMETL MAaKCHMYMBI TIDH OLHOH W
TOI e JHHE BOJHBI.

Remarks : The Product conforms to ND/
NMpumeuanne: TTpORYKT COOTBETCTBYET TPEOOBAHNAM HA

Conclusion : APPROVED /
3armouenne: ONOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHAa AT A ANTERA

Product: Omez (Omeprazole), capsules 20 mg [ poayice: Owea® (aMenpurgn), KHCYI 20 wr
Ratch No. / Cepun Ne: B2201228 Batch Quantity / Ofnem
. _ _ . cepun: 2000000 NO-_ o i,
AR No / Apaanruneckuit atuer No: Date of Analysis / lata
12002FP22000887  _ anaguza:  28-04-2022 i B
IM{g. Date: / laTa npou3soAcTBa; 03/2022 Date of Expiry / Togen fto:

02/2025

._Ang_l_ysis perﬁirmed according ND/ Auamia_nponcu_eu no HX: TINO15479/01-121120

Ne " Test / TlokasaTenh Rcsultwl Pe3ynuTaTs! _[
2b) By HPLC Or Complies as prescribed/
UPLC/UFLC CooTBeTcTBYET TPEOOBAHHAM

BAXX nnn
CBONX/BCKX

Specification / Hup;da—

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

Bpemsi yaepAKUBAHHA OCHOBHOTO MHWKa Ha
XPOMATOrpaMMe  MCIIBITYCMOTO  pacTBopa
JOKHO COOTBETCTRORATE BpeMeHH
yACPAHMBAHWE ~ OCHOBHOTO  TiMka  Ha
xponarorpammc pamopa CTaHIapTHOTO
obpazua aMernpazona (pazzen
«KonBuecTBeHHOE OTIPEARTIEHHED ).

3 | Average net fill weight 269.5 mg /269,35 mr
/ Cpeausis macca
CDJIE!JBKHMDI'O Kancya

l 270,0 Mr= 5,0 % (256.5 mr - 283,5 mr)

270.0 mg = 5.0 % (Between 256.5 mg and
283.5mg) /

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

Acceplance value (AV) should be less than or
equal to 15.0./

TTokazaTens npHemaemocT (AV) Jomxen
GuiTh Menee ualt pagen 15,0.

4  Water/Boxa 1.3% wiw / {:-;5?/5 B
1
5 | Uniformity of'dosage 3.0/3,0
units / OxHOpOANOCTH
[03upoBaHNa
6 | Dissolution / | 2%, 0%, 0%, 0%, 0%, 1%
PacreopcHie

95%. 95%, 94%, 95%,
; 95%, 95%

In 0.1 M hydrochloric acid solution - not
more than 10 Yo GfC”[‘inan,s
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTsope XNopHcTOBOROPOAHO
xuenoTsl - e Gonee 10 % CigH1oN305S
(omenpason) wepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H1sN3 048 (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - ne menee 75 % (Q)
C,7H;eN2038 (omenpazon) uepes

30 MuH.

Remarks : The Product conforms ta ND/
IIpumeuanne: [1ponyKT COOTBETCTRYET TpeOoBaHHAM HII

Conclusion ; APPROVED /
Faxmouenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHDUHKAT AHAIHU3A

Produet: Omez (Omeprusoler. capsules 20 nie

,Batch

Ne

7

AR No / Axaimrusecxuit oTuer No:
2002FP22000887
Mig. Date: / Jata nponisoacrpa:

No./ Cepan Na: B2201228

03/2022

518[_\{;18 performed according N D/ AIIAIN3 TPOBCAEH Nt

Test / MMoxazatens
Related substances / I'foc':l-o;rullu;e npHMecH

0.03% / 0,03%

Any individual
unidentified impurity /
Jhroban epszununas
HEMAEHTUDULKMPOBAHHE
2 NpUMCch

Total impurities /
Cymma npumecei

0.1%/0,1%

Result / PesyanTaTit

lﬁim,l.\-‘m': Omea® romerpa v, Ky en 20y

cep

Batch Quantity / QObnem

2000600 NO

[ﬁate of Analysis / Iata

(anmanusa;

28-04-2002

lDatc of Expiry / TCogew po:

1022025
o HI: 1 NO15479/01-121120

|

Specification / Hupa_u;

“Not more than 0.5 %, /
He 6onec 0,5 %

")
r

Assay /
Koanuccreenuoe
oupeJeNTeHIte

195mg/ 19,5 ur
(97.6% / 97,6%)

MHKPOOPraHu3MOB
~ b) Total Combined

a) Total Aerobic
Microbial Count /
Ob1nee wicno aspodubix

Menee 10 KOE/r

Less than 10 CFU/g /

9 Microbial limits / Muxpobuosornyueckan uneToTa

Not more than 2.0 % /
He Gonee 2,0 %

180mg to 220 mg of C.H,N0.8
(omeprazole) in capsule (90.0 to 110.0 % of

label claim). /

Or 18,0 Mrono 220 wMr CnH]qNgOgS

(omenpason) B kancyne (or 90,0 no 110,0 %

OT HOMWHANBHOTO COACPKAITHA),

Yeasts and Mould Count /i Megee 10 KOE/r
O6wee uncno
IPOAGKEBbIX M

[IECHEBLIX rpubos

c) E. coli . Absentin g/

Otcyrersyer s | ¢

Less than 10 CFU/g /

10 Packaging / ¥naxoska 10 capsules in an aluminum strip.
3strips and patient information
leaflet in a carton pack. / ITo 10
KANcyn B NIOMMHHEBOM CTpHIe.
Ho 3 ctpuma ¢ wretpykumeit 1o
| IPHMEHEHHIO B MAYKY KAPTORITYIO.

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

| Not more than 100 CFU/g/

He 6onee 100 KOE/r

“Absent in 1 g/
OrcyrerBues L r

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. / 1lo 10 kancyn B anroMuHuesoM
ctpure min B [TA/AJI/TIBX // amomaunenom
Gnuctepe. Tlo 3 crpuna wmit 1o 3 Gnuctepa ¢
WHCTPYKUMeAi no rpiMelennio B  nauxy
KAPTOHHYK),

Remarks : The Product conforms to ND/

[pumeyanne: NponykT cooTRereTBYeT Tpebosanuam HAI

Caonclusion ;: APPROVED /
3akniovenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIH3A

Product: Omez (Onweprizele ). capsudes 20 iy TMpeayne: Owea® LOMCH D, ke it 200 g
Batch No. / Cepus Xe: B2201228 Batch Quantity / Ofnem
) o ___|eepm: 2000000 NO

AR No / Auaaurndeckui oTuer Ne: Date of Analysis / Jara
2002FP22000887 o anuauza: 28-04-2022 _
Mfg. Date: / IaTa npoR3BojIcTBA: 03/2022 Date of Expiry / logen go:

o 02/2025 o
Analysis performed according ND / Anasnus uposciien mo HI: TL N015479/01-121120 N _

Ne Test / [TokaszaTels Result / PesmerﬁTm Specification / Hop:i—a—
11 | Labeling/ “According to ND / B coorsercraii ¢ HJJ B
MapKHpoBKa
12 | Storage conditions / At temperature below 25 °C. / Tlpu TeMneparype He Biute 25 °C.
__| ¥Yeaosns xpanenng | _ _
13 | Shelflife / Cpok 3 years /3 rona
TOHHOCTH
Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /
Tpumeuanne: TIpoaykT coorsercTByeT Tpebosanitim HI 3axmouenne: O/IOBPEHO
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