CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

IIpoaykr: Ome3® (OMCHD%;H), KaricyJist 20 mr
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Product: Omez (_(')nwprazole_)_, capsules 20 mg

Batch No. / Cepns Ne: B2200056

Batch Quantity / Oonem

| — cepun: 2000000 NO -
AR No / Anaautudecknii order Ne: Date of Analysis / laTa
2002FP22000087 anajgu3a: 19-01-2022

Mfg. Date: / laTa npou3BoacTBa: 12/2021

11/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Auanus nposesen mo H/I: TT1 N015479/01-121120

Ne Test / [Toka3zaTean Result / Pe3ynasTaThl

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. /

TBepnasie KEJTaTUHOBLBIE
Hpo3padHble Kamncybl pasMepa 2 ¢
OeclBETHBIM KOPIYCOM, pO30BOii
KPBIIEUKOM n MapKUpPOBKOH
yepHoro usera «OMEZ» Ha obenx
yacTax Kancynel. Coznepikumoe
KarcyJl — rpaHynsl 6eoro LBeTa.

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. /

Trepasie JeIaTHIIOBLIE TIpo3padIinie
Karcynsl  pasMepa 2 ¢ OecuBETHBIM
KOpMYCOM, pPO30BOii KpBILIEYKOI "

MapkupoBkoif yepHoro usera «OMEZ» Ha
oberx gacTax xarcynel. ConepXKUMoe Karncymn
— rpanyJbl 6eoro WK NoYTH Genoro 1BeTa.

2 | Identification / ITonuHHOCTDL

2a) | By UV/ Y-

cnekTpodoToMeTpus 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@ - cnekTphl IOTJIONIEHUS pPAcTBOPOB
mpenapata M CcraHAapTHoro  obpasua
omerpasona B obmact ot 230 mo 350 HM
NOMKHBEI UMETh MAaKCUMYMBI TPH OXHOM 1
TOM K€ IJINHE BOJHDI.

Remarks : The Product conforms to ND/
TIpumeuanne: IIponyKT COOTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3ax.nouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
IProduct: Omez (Omeprazole), capsules 20 mg TMpoaykTt: OMe3® (oMempa3odr), Kancynsl 20 mr |
Batch No. / Cepust Ne: B2200056 Batch Quantity / O6bem
- - cepuu: 2000000 NO
AR No / Auaauranyecknii orTqer Ne: Date of Analysis / laTa
2002FP22000087 apagmsa:  19-01-2022
Mfg. Date: / laTa Npou3BO/JCTBA: 12/2021 Date of Expiry / Togen no:
11/2024
Analysis performed according ND / Auasuz nposesien o HJL: T1 N015479/01-121120
Ne Test / TlokazaTesb Result / PeayabstaTh! Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TPeOOBaHIAM chromatogram of test solution should
BOKX i ?:orrespond to the retention time of main peak
CBRICK/BCIKX in the chroma‘fogram qf omeprazole reference
standard solution (section "Assay"). /
Bpewmst yjiep>XMBaHHS OCHOBHOTO TIHKAa Ha
XpoMaTtorpaMMe — MCIBITYEMOTO  pacTBopa
JIOTKHO COOTBETCTBOBATD BpeMeHH
yaCPKUBAHHS OCHOBHOTO TMWKa  Ha
XpOMarorpaMMe  pacTBopa  CTaHIapTHOTO
o6pasua oMernpasona (pa3zmen
«KonnuecTBeHHOE ONpeACICHUEY ).
3 | Average net fill weight 2713 mg/271,3 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansia macca 283.5mg) /
COIePIKUMOT0 KarcyJl 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.2% w/w /1,2% Not more than 3.0% /
He 6oitee 3,0 %
5 | Uniformity of dosage 3.8/3,8 Acceptance value (AV) should be less than or
units / OHOpOAHOCTH equal to 15.0./
J03HPOBAHASA TTokasarens nmpueMaeMocTd (AV) ITomkeH
OBITH MeHee Wh paBen 15,0.
6 | Dissolution / 0%, 2%, 0%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHue more than 10 % of C;H9N303S
(omeprazole) is dissolved after 2 h/
B 0,1 M pactBope XJI0pHCTOBOAOPOAHOIA
KHuCHoThl - He Gonee 10 % C,7H oN3;05S
(omenpason) yepes 2 4.
97%, 96%, 97%, 96%, In pH 6.8 buffer - not less than 75 % (Q) of
96%, 96% C17H}9N303S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7H oN303S (omenpazoin) yepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [ponykr coorBercTByeTr TpeboBaHuaM HJI 3axmoyenve: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product: Omez ( Omepraz_ole), capsules 20 mg _ |Hpoaykt: Ome3® (oMemnpasolr), KarcyJibr 20 mr
Batch No. / Cepus Ne: B2200056 Batch Quantity / O6bem
- - cepun: 2000000 NO i
AR No / AHaauTHYecKnii oT4eT Ne: Date of Analysis / laTa
2002FP22000087 anaauza: 19-01-2022 -
Mfg. Date: / laTa npoussoacrsa: 12/2021 Date of Expiry / I'ogen no:

11/2024

Analysis performed according ND / Anasns npoeegen nmo HJI: TT N015479/01-121120

[ Ne

Test / ToxazaTtean

Result / Pe3yibTaThbl

Specification / Hopma

7

Related substances / Ilocroponnne npumMecH

' Any individual

unidentified impurity /
JIrwOas enuBUYHAs
HeuIeHTU(GHUIUPOBAHHA
s TIPUMECH

0.03% /0,03%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /
CyMMa npuMecen

0.1%/0,1%

Not more than 2.0 % /
He 6onee 2,0 %

\/

3strips and patient information
leaflet in a carton pack. / Tlo 10
Karcyl B allOMUHWEBOM CTpHIIE.
ITo 3 crpuna ¢ WHCTpYKUMEid Tio
MIPUMEHEHHUIO B TTAUYKy KapTOHHYIO.

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of C,;H;sN;058
KonuuecrBenHoe (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHue label claim). /

Ot 18,0 MIrr oo 22,0 MT C17H]9N3O3S
(oMenpason) B karcyine (ot 90,0 mo 110,0 %
OT HOMUHAJIBHOI'O COMIEPKaHs).

9 | Microbial limits / MukpoGuosoradeckast 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
Ob61wee gucio aspoOHBIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/T
O6i1iee YnCIto
JPOAOKEBBIX U
TIECHEBBIX FPUOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcyrctByeTB 1 T OtcyrcrBUE B 1 T
10 | Packaging / Ynakorka | 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. / 1o 10 xamncyn B anroMUHUEBOM
crpure wm B ITA/AJI/TIBX // antoMUHHEBOM
6mucrepe. [To 3 crpuna win no 3 6aucrepa ¢
HHCTPYKIMEH 10 TNPUMEHEHMI0O B TMadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: IponykT coorBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
Zaxawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJU3A
Product: Omez (Omeprazole), capsules 20 mg - Mpoaykr: Ome3® (oMenpason), Karncyasl 20 mr
Batch No. / Cepus Ne: B2200056 Batch Quantity / O6Lem o
. cepun: 2000000 NO
AR No / Anamurryvecknii otuer No: Date of Analysis / IaTa
2002FP22000087 anamuza: 19-01-2022
Mfg. Date: / laTa npou3BoJcTBa: 12/2021 Date of Expiry / I'oaen go:

11/2024

Analysis performed according ND / Anaans nposenen mo HJ[: TI N015479/01-121120

Ne Test / [TokazaTeas Result / Pe3yabTaThi Specification / Hopma
11 | Labeling / According to ND / B cootBetcTBuu ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype ne Boite 25 °C.
YcioBus XpaHeHHs
13 | Shelflife / Cpox 3 years /3 rona
TOAHOCTH
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Uncontrolled C

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykt coorBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axkmawuenue: OJOBPEHO
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