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Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

HpogyxT: Omes® (oMenpasoin), KancyJsl 20 wr

Batch No. / Cepust Ne: B2201193 Batch Quantity / O6nem
B cepuu: 1990000 NO

AR No / Ananutnyecknii oryer Ne: Date of Analysis / lata

2002FP22000743 aHagausa: 14-04-2022

CooTBeTcTBYeT TPeOOBAHNUIM

Mfg. Date: / JaTa npousBoJacTBAa: 03/2022 Date of Expiry / l'ogen mo:
02/2025
Analysis performed according ND / Anaau3s nposegen no H/: TT N015479/01-121120 o
Ne Test / HHoka3zaTenn Result / Pe3synbTaThl Specification / Hopma
1 | Description / ; Hard gelatin transparent capsules of size 2
Onucanue Hard gelatin transparent capsules of | with a colorless body, pink cap and black
size 2 with a colorless body, pink | marking "OMEZ" un both parts of the
cap and black marking "OMEZ" on | capsule. Capsule content - white to off-white
both parts of the capsule. Capsule | pellets. /
content - white pellets. / Teepable YKETaTUHOBLIE MIpo3payHble
Teepable JKENATUHOBLIE | Karcynmel  pasMepa 2 ¢ OecuBeTHHIM
TIpo3payHble Karcyjbl pasMepa 2 ¢ | KOpIMycoM,  PO30BOH  Kpblllewkoit  u
OCCIIBETHBEIM  KOPITYyCOM, pPo30BOit | MapkupoBkoi yepHoro usera «OMEZ» Ha
KPBILICYKON U MapKUpoBKoii | obemx JacTax kancynsl. CofepKuMoe Karcyn
yepHoro usera «OMEZ» Ha o6eux | — rpaHynbl 6€10T0 MW MOYTH 6EIOTO UBeTa.
qactsix  karicynsl.  CopepxkuMoe
KarcyJy — rpaHyJibl OeJIoro IBeTa.
2 | Identification / ITogjauHHOCTL
2a) | ByUV /Y- UV-absorption spectra of both test and
ciekTpodoromMeTpus Complies as prescribed/ standard solutions of omeprazole in the range

230 to 350 nm should exhibit maxima at the
same wavelength. /

Y® - cnexkTpbl TIOTJIOIIEHWS pPacTBOPOB
mpermapara W CcTaHpapTHoro  oOpasia
oMenpasona B obnactd ot 230 go 350 HM
JOJDKHBI MMETh MaKCHUMYMBI TIpM OOHOH U
TOM K€ ITHHE BOJHEL.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykr cooTBETCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

Product: Omez (Omeprazole), capsules 20 mg

ﬂponyx?Ome@(&enpa?ﬁon), Kancys'tb_l_'i{i_Mr

Batch No. / Ccpust Ne:

B2201193 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / Anasutudecknii oraer Ne:
2002FP22000743

Date of Analysis / laTa
aHaausa: 14-04-2022

Mfg. Date: / laTa npousBoacTBa: 03/2022

Date of Expiry / 'onen go:

PactBopenue

02/2025
Analysis performed according ND / Anaaus nposenen mo HJI: 11 N015479/01-121120
Ne Test / Iloka3zaTean Result / PesyabTaTnl 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
BYKK s correspond to the retention lime of main peak
in the chromatogram of omeprazole reference
EBICHBON standard solution (section "Assay"). /
BpeMmst ynepKUBaHUS OCHOBHOTO MHMKa Ha
XpoMaTorpaMMe  WCIBITYEMOTO  pacTBOpa
TIOIKHO COOTBETCTBOBATH BpeEMeHHU
yACPKUBAHUS OCHOBHOI'O NnuKa  Ha
XpOMaTOrpaMMe  pPacTBopa  CTaHAApPTHOTO
obpasta oMmernpasona (pazmen
«KonuyecTBeHHOE ONpeaeneHue» ).
3 | Average net fill weight 270.7 mg/ 270,7 mMr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5mg) /
COAEPAKUMOT0 KAMcya 270,0 Mr+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water/Bona 1.3% w/w/ 1,3% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 3.1/3,1 Acceptance value (AV) should be less than or
units / OgHOpOAHOCTD equal to 15.0./
J03UPOBAHUSA IToxazaTens npueMneMocty (AV) nomkeH
OBITH MeHee 1in paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H;oN30;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XJTOpUCTOBOAOPOIHOIM
KucioThI - He 6onee 10 % C;;H;oN;0;S
(omMermpazon) Hepes 2 4.

96%, 99%, 97%, 98%, 98%, 95% | In pH 6.8 buffer - not less than 75 % (Q) of
C7H1sNs;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17H9N30;S (omMemnpasoin) uepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumevanne: [IporykT cooTBeTcTBYET TpeboBanusimM HJL

Conclusion : APPROVED /
3axiirouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg B MpoaykT: OMme3® (oMenpazon), Kancynisl 20 mr
Batch No. / Cepus Ne: B2201193 Batch Quantity / O6bem
o cepun: 1990000 NO o
AR No / AranuTndecknii otget Ne: Date of Analysis / Jara
2002FP22000743 anammsa: 14-04-2022
Mfg. Date: / laTa npou3BoacTBa: 03/2022 Date of Expiry / I'ogen go:
02/2025

Analysis performed according ND / Ananu3s nposenen o H/I: 11 N015479/01-121120

Ne Test / [lokasarens Result / PesyabTaThi Specification / Hopma

7 | Related substances / TlocTopoHHHE TPHAMecH

Any individual 0.05% / 0,05% Not more than (0.5 %. /
unidentified impurity / He 6Gonee 0,5 %
JroGas enwHUYHAS
HenneHTU GULIMPOBaHHA
sl IpUMeECh
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMmMa npumecei He Gonee 2,0 %
8 | Assay/ 20.2 mg/ 20,2 mr 18.0mg to 22.0 mg of C;HgN;O;58
KoanuecTBennoe (101.0% / 101,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHne label claim). /

Or 18,0 mr mo 22,0 mr C7H N3OS
(omenpason) B kancyne (ot 90,0 no 110,0 %
OT HOMWHAJIBHOT'O COACPIKaHN).

9 | Microbial limits / Mukpo6uosioruueckast 4MCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
Ofbmee uncno a’3poOHbIX

MUKPOOPraHU3MOB

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

O01ee uncno
JIPOMOKEBBIX 1
TIJIECHEBLIX IPHUOOB

¢) E. coli Absentinl g/ Absentin 1 g/
OrcytcTByerB 1 T OtcyterBre B 1 1

10 | Packaging / Ynmakoska | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kancyn B aTIOMUHHEBOM CTPHIIE.
ITo 3 crpuma c WHCTpyKUMel 10
NPUMEHEHHIO B MaYKy KapTOHHYIO.

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 xancyn B alFoMUHHEBOM
ctpune win B [TA/AJI/TIBX // anroMHUHHEBOM
6nuctepe. [lo 3 cTpuna unm 1o 3 OmucTepa ¢
UHCTPYKIME 10 MPUMEHEeHU0 B MaYKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBaHnam HJL 3akmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIHN3A

Product: Omez (Omeprazole), capsules 20 m_g__

Batch No. / Cepust Ne:

IMpoaykt: Omes® (omegpason), ;(ZF'IC}’JTLI 20 MT

B2201193

Batch Quantity / O6Lem
cepunr: 1990000 NO

AR No / AnanuTH4eckuii orger Ne: Date of Analysis / JaTa
2002FP22000743 anaausa; 14-04-2022
Mfg. Date: / JlaTa npon3BoacTBA: 03/2022 Date of Expiry / T'ogen xo:
02/2025
Analysis performed according ND / Anaans nposenexn mo H: IT N015479/01-121120
Ne Test / lloka3aTenan Result / PezyansraThl Specification / Hopma
11 | Labeling / According to ND / B cootsercTsun ¢ H]I
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bhime 25 °C.,
YcoBUS XpAHEHUHA
13 | Shelf life / Cpok 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/

Tpumeuanne: [Iponyxr coorBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axaouenue: OJIOBPEHO
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