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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHANIU3A

iroduct: Omez (Omeprazole), capsules 20 mg DpoaykT: OMe3® (omenpason), Kancybl PlijEvs
Batch No. / Cepus Ne: B2104630 Batch Quantity / O6bem
5 cepHuH: 1990000 NO
AR No / AHasnTHUYecKuii oT4eT Ne: Date of Analysis / laTa o B
2002FP22000043 anaausa;:  13-01-2022
Mfg. Date: / laTa npoussoacTBa: 12/2021 Date of Expiry / 'ogen no:
11/2024

Analysis performed according ND / Auajnz nposejen mo HJ[: 11 NO15479/01-121120

Ne Test / IToxaszaTennb

Result / PesynpTaThl

Specification / Hopma

1 | Description /
Onuncanue

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

Tsepmbie XKeNaTUHOBbIE
[IPO3patHble KalCyNbl pasMepa 2 ¢
OECLUBETHBIM KOPITyCOM, PO30BOH
KpBIIEYKoif W MapKHpOBKOH
yepHoro usera KOMEZ» Ha obenx
yactax  kancyiel.  ConepskuMoe
Kancyin — rpaHyJbl 6enoro Lpera.

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. /

Tsepaplic KeJlaTHHOBLIE Ipo3payHeIe
Kamcyisl  pasmMepa 2 ¢ OeclBeTHBIM
KOPITyCOM, pO30BOIii KPBILLIEYKON i

MapkupoBkoit uepHoro usera «OMEZ» na
obenx yacTax karrcynel. CoepKUMoe Karcyn
— IpanyJibl 6eNoro MM NoyTH OeNoro LBeTa.

2 | Identification / IlognuHHOCTH

2a) | By UV/VYd-

criekTpodoTOoMETpHst

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. /

V@ - crexkrpsl TOTJIONWIEHUS pacTBOPOB
npemapata M cTaHOapTHoro  obpasua
omernpasona B obmacti ot 230 mo 350 um
JOJIDKHBI MMETh MaKCUMYMBI TIpH OOHOH W
TOU JKe AJIMHE BOJIHDI.

Remarks : The Product conforms to ND/
Ipumeuanue: TTponyKT cooTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axarouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg _ |MpoaykT: Ome3® (oMenpason), Kancybl 20 Mr
Batch No. / Cepus Ne: B2104630 Batch Quantity / O6nem
| cepHH: 1990000 NO
AR No / Anaaurndecknii oryet Ne: Date of Analysis / laTa
2002FP22000043 B ananmsa:  13-01-2022
Mfg. Date: / laTa nponsBojacrsa: 12/2021 Date of Expiry / l'ogen no:
11/2024 B
Analysis performed according ND / Ananu3 nposenen no H/: 11 N015479/01-121120
Ne Test / IToxazaTenn Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBETCTBYET TpeOOBaHMIM chromatogram of test solution should
BOKX wm f:orrespond to the retention time of main peak
CBDICK/BCICX in the chroma‘Fograllm o_f or'rllepraZ(')'l.e reference
standard solution (section "Assay"). /
BpeMs ymcpKHBaHHS OCHOBHOTO TMIHKa Ha
XpoMarorpamMMe  WCIBITYEMOTO  pacTBopa
JIOTDKHO COOTBETCTBOBATh BpeMeHN
yIepxKuBaHUs OCHOBHOT'O mUka  Ha
XpoOMarorpaMMme — pacTBopa CTaHAapTHOTO
obpazua oMeTIpazona (paznen
«KonnvecTBeHHOE OMpeneNeHUE) ).
3 | Average net fill weight | 262.2 mg/262,2 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ CpeaHsia Macca 283.5 mg) /
COXCPIKUMOTO0 KATICyJT 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water/ Boaga 1.1% w/w / 1,1% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 29729 Acceptance value (AV) should be less than or
units / OgHOpOAHOCTH equal to 15.0./
J03UPOBAHUSA INokasarens npremiieMocTit (AV) momkeH
OBITE MeHee Wi paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpenne more than 10 % of C;;HsN305S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBOpe XJI0pNCTOBOJOPOIHOM
KUCIOTHI - He 6omee 10 % C7HoN3O;S
(oMmenpazom) yepez 2 4.
99%, 100%, 96%, 96%, In pH 6.8 buffer - not less than 75 % (Q) of
98%, 95% C17H.,9N3O3S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - e Meree 75 % (Q)
C17H19N;0;S (omenpazon) yepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeganue: IIpoayxTt cooTBeTcTBYET TpeboBaHusam HJT, 3axaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Mponykt: Omes® (oMenpasolt), KancyJrsl 20 mr

Batch No. / Cepus Ne:

B2104630

Batch Quantity / O6bem

B CepHH: 1990000 NO -
AR No / Anaantnyeckmii oryeT Ne: Date of Analysis / laTta
2002FP22000043 - anaausa:  ]13-01-2022
Mfg. Date: / laTa Npon3BoACTBA: 12/2021 Date of Expiry / Togen m0:
11/2024

Analysis performed according ND / Ananu3s nposejien no HJI; TT N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karncyll B aTIOMUHHEBOM CTpWIIE.
ITo 3 crpuna ¢ WHCTPYKUMEH MO
TIPUMEHEHHIO B MaYKy KapTOHHYIO.

Ne Test / Iloxa3aTenb Result / PeayabTaTsl Specification / Hopma

7 | Related substances / IlocTopoHaHe PHMECH
Any individual 0.04% /0,04% Not more than 0.5 %. /
unidentified impurity / He 6ouee 0,5 %

JTro6as eqyHIYHAsA

HeuaeHTH (PHUIIMPOBaHHA

1 IpUMecCh

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

8 | Assay/ 20.0 mg /20,0 mr 180mg to 220 mg of C;;H;gN;058
KonuuecTrBeHHOE (99.8% / 99,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHne label claim). /

Ot 18,0 MI” 10 22,0 MT C17H19N303S
{omenpaszon) B xarncyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COACPIKAHUA).

9 | Microbial limits / Mukpo6uosoruvyeckas YHCTOTA

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
O01ee 4rcio aypoOHBIX

MHUKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count /| Meree 10 KOE/r He 6omee 100 KOE/r
O01ee yuciIo
IPOMCKEBBIX U
IUIECHEBBIX TPUOOB
¢) E. coli Absentin1 g/ Absentinl g/
OtcyterByerB I T Orcyternue B 1 T
10 | Packaging / YnakoBka | 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. / TTo 10 kancyn B anrtoMMHHEBOM
crpune win B [TA/AJI/TIBX // antoMuHNEBOM
6nucrepe. ITo 3 crpuna unu no 3 6aMcrepa ¢
WHCTPYKIEH 10 UPUMEHEHHIO B TMadky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: ITponyKkT cooTBeTCTBYET TpeboBanuaM HJT

Conclusion : APPROVED /
Zakmouenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHU3A

\Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMenpazolt), Karcyiibl 20 mr
Batch No. / Cepust Ne: B2104630 Batch Quantity / O6bem

- cepuMu: 1990000 NO
AR No / Aranutndeckwii oruer Ne: Date of Analysis / laTa
2002FP22000043 anaamza:  13-01-2022
Mfg. Date: / JlaTa npon3BojacTBa: 12/2021 Date of Expiry / 'ogen no:

11/2024

Analysis performed according ND / Ananus nposeaen mo HJ: 1T N015479/01-121120

Ne Test / IToxazaTesn Result / PesyasTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootrBerctuu ¢ HJJ
MapkupoBka

12 | Storage conditions /

At temperature below 25 °C. / Tlpn Temniepatype He Bbite 25 °C.
YcjaoBus XpaHeHUs

13 | Shelf life / Cpox 3 years / 3 roza
roAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTcTBYET TPeboBanusaM HJT 3axkmogenue: OJJOBPEHO
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