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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

IProduct: Omez (Omeprazole), capsules 20 mg_ Mpoxyxt: OMe3® (oMenpazon), Kancysl 20 mr
Batch No. / Cepust Ne: B2201041 Batch Quantity / O6bem

cepun: 1990000 NO .
AR No / AnanuTtuyeckuii otyer Ne: Date of Analysis / laTa
2002FP22000653 aHaymsa: 30-03-2022
Mfg, Date: / laTa npon3BoJcTBa: 02/2022 Date of Expiry / Togen no:

01/2025

Analysis performed according ND / Auaausz nposenen mo H/{: TI N015479/01-121120

Ne Test / lloka3aTennb

Result / Pe3yabTaTbl

Specification / Hopma

1 | Description /
Onucanue

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. /

Trepaeie KeNaTUHOBbIE
Mpo3payHble Karcynsl pasMepa 2 ¢
OCCIBETHEIM  KOPITyCOM, pO30BO
KPBINEYKOM W MapKUpPOBKO
yepHoro 1pera «OMEZ» Ha obenx
gacTax  kancynsl.  Comepxxumoe
KarcyJ — rpaHyJibl 6enoro LBera.

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. /

Teepavie KeNaTUHOBBIE npo3payHble
Karcynsl  pasMepa 2 ¢ GeclBETHBEIM
KOpITycoM,  pO30BOH  KpbIIUEYKOW o

MapkupoBkoil gepHoro usera «OMEZ» Ha
o6enx yacTsax kancynsl. ConepKnMoe Karcys
— rpaHyJBl 6€N10To WM TOYTH OeToro HBeTA.

2 | Identification / IloganHHOCTH

2a) | By UV / V-
CHEKTPOGOTOMETPHS

Complies as prescribed/
COOTBETCTBYET TpeOOBAHUAM

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. /

VY® - choekTpsl TOTHOLIEHHS PacTBOPOB
mperapata W  CTaHAapTHoro  obpasma
oMenpazona B obnactu or 230 mo 350 HM
OJDKHBI MIMETh MAaKCUMYMBI NPU OXHON U
TOW >Ke ITHHEe BOJTHEI.

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykT cooTBETCTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
E‘oduct: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (omerpa3on). Karcyisl 20 mr
Batch No. / Cepus Ne: B2201041 Batch Quantity / Oonem
| o cepun: 1990000 NO N
AR No / AHaIuTHYecKHit oTyeT Ne: Date of Analysis / lata
2002FP22000653 anaausa: 30-03-2022
Mfg, Date: / laTa npousBoacTBa: 02/2022 Date of Expiry / 'ogen no:

01/2025

Analysis performed according ND / Anaaus npoeenen mo HJI: TI N015479/01-121120

PacTBOpeHne

97%, 97%, 97%, 97%, 97%, 96%

Ne Test / IlokazaTens Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBaHNSM chromatogram of test solution should
B f:orrespond to the retention time of main peak
CBRKX/BCIKX in the chroma’gogram qf or?epraz?'le reference
standard solution (section "Assay"). /
Bpemsi ynepXHBaHHsS OCHOBHOI'O IIMKAa Ha
XpoMarorpaMMe  HCHBITYEMOTO  pacTBopa
IOJKHO COOTBETCTBOBATH BpeMeHHU
YACPXKUBAHUS  OCHOBHOIO nMKa  Ha
XpoMaToTpaMMe  pacTBOpa  CTaHOAPTHOTO
obpasiia omermnpasona (pazmen
«KonuuecTBeHHOE OnNpenencHUe» ).
3 | Average net fill weight | 269.9 mg/269,9 mr 270.0 mg £+ 5.0 % (Between 256.5 mg and
/ Cpeansist macca- 283.5mg) /
COAEPIKUMOTO KATICYJT 270,0 mr + 5,0 % (256,5 mr - 283,5 Mr)
4 | Water/Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6o015ee 3,0 %
5 | Uniformity of dosage 5.0/5,0 Acceptance value (AV) should be less than or
units / OaHOpPOAHOCTH equal to 15.0./
JA03HPOBAHUS TTokasartens npuemneMoctd (AV) nomkeH
OBITE MeHee unu paseH 15,0.
6 | Dissolution / 1%, 0%, 1%, 5%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H;gN;05S
(omeprazole) is dissolved after 2 h/

B 0,1 M pacrBope XJIIOpHCTOBOIOPOIHON
Kkucotel - He Gonee 10 % C7H oN303S8
(oMempazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN503S (omeprazole) is dissolved after
30 min/

B G6ydepe pH 6,8 - He MeHee 75 % (Q)
C7H9N;038 (omenpazon) gepes

30 mmH.

Remarks : The Product conforms to ND/
IMpumeuanne: TNMponyxt cooTBeTcTBYET TpeboBanuam HII

Conclusion : APPROVED /
3akmouenue; OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
[Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (oMerpason), Kancyisl 20 mr
Batch No. / Cepus Ne: B2201041 Batch Quantity / O6bem
i cepun: 1990000 NO |
AR No / AHaaxuTHYecKHii oT4eT No: Date of Analysis / laTta
2002FP22000653 anaamusa; 30-03-2022 B
Mfg. Date: / laTa npoH3BoACTBA: 02/2022 Date of Expiry / I'onen xo:

01/2025

Analysis performed according ND / Anaunz npoeenen no H: 11 N015479/01-121120

Ne Test / [lokazaTean Result / PesynapTaTsl Specification / Hopma

7 | Related substances / Iloctoponnne npuMecu
Any individual 0.05% / 0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jhobas equHMYHAS

HenaeHTUGHLMpPOBaHHA

s IPUMECH

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

8 | Assay/ 20.0 mg /20,0 mr 180mg to 220 mg of Ci7H;oN3058
KoandecrBenHnoe (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHne label claim). /

Or 18,0 mr mo 22,0 mr C;H;4N;O;S
(oMenpazon) B xarncyne (ot 90,0 mo 110,0 %
OT HOMWHAJTBHOTO COEPXaHN).

9 | Microbial limits / Muxpo6nonorudeckasi YHCTOTa

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
O61wee yncno aypoOHBIX

MHUKPOOPTraHW3MOB
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
Ob1ee yucio
JIPOXKIKEBBIX U
IUIECHEBBIX 'pubOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcytcTByerB I 1 OtcytctBUE B I T
10 | Packaging / Yuakoska | 10 capsules in an aluminum strip. 10 1 . lumi .
3 strips and patient information L il et strl_p or
} PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Ilo 10 3 blisters and patient inf ion leaflet i
patient information leatlet in a
Karicy1 B aTOMIHMCBOM CTPHUIIC. k. / Tlo 10 kancyn B antOMUHHEBOM
[To 3 ctpuna ¢ uHCTpykKUMEH IO Ao pac Y
crpurie Wik B ITA/AJI/TIBX // anmoMiIHIEBOM
TPUMCHEHIIO B MANKY KAPTOHRYIO- | Grycrepe. To 3 crpuna niw mo 3 6ncrepa ¢
pe. Lio p p
UHCTPYKIMEH MO MNPUMEHCHUIO B MAYKy
KapTOHHYTO.

Remarks : The Product ¢onforms to ND/
Mpumeuanne: ITponykT cooTBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3axuwuenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATHIA

—P_roduct: Omez (Omeprazole), capsules 20 mg

IMpoaykT: OmMe3® (omenpazon), karneyibl 20 wr

Batch No. / Cepusi Ne: B2201041 Batch Quantity / O6nem
cepun: 1990000 NO
AR No / Avaautndeckuii orqet Ne: Date of Analysis / laTa
2002FP22000653 anaamsa:  30-03-2022
Mfg. Date: / JlaTa NIpou3BOACTBA: 02/2022 Date of Expiry / 'ogen go:
01/2025
Analysis performed according ND / Ananus npoBegen no H/I: TI N015479/01-121120
Ne Test / [loka3aTens Result / PesyabTaTel Specification / Hopma
11 | Labeling / According to ND / B cootBetrcTeum ¢ H/J
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbime 25 °C.
YcaoBusi XpaHeHHs
13 | Shelf life / Cpox 3 years /3 roga
TOAHOCTH

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpogyKT cooTBETCTBYET TpeboBaHMsAM HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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