CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (oMenpaso), Karncyibl 2__(_) MI

Batch No. / Cepust Ne:

B2201196

Batch Quantity / O6bem

Co0TBETCTBYET TpeOOBAHMAM

. cepau: 1970000 NO .
AR No / Anagutudecknii oTdet No: Date of Analysis / {aTa
2002FP22000752 anaamsa:  14-04-2022
Mfg. Date: / JlaTa npousBoacTBa: 03/2022 Date of Expiry / Togen ao:
02/2025
Analysis performed according ND / Ananus mpoeeaen mo HJI: 1T N015479/01-121120
Ne Test / IlokasaTens Result / Pe3yabTaTnl 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" on 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. / Teepnbie KeNaTHHOBBIE rpo3payHsbie
Teepnbie JKeJaTUHOBBIE | KallCyNBl  pa3Mepa 2 ¢ OecuBeTHBIM
npo3payuHble Kalcyibl pasMepa 2 ¢ | KOPIycoM,  PO30BOH  KpBIMeYKoH
OeclBETHBIM  KOPITYCOM, PO30BO¥ | MapkupoBkoii uepHoro Leera «OMEZ» Ha
KPBIIEYKOH  u  MapKUpoBKOil | 0Oewx gacTax karcynol. CofepikiMoe Kamncyi
yepHoro usera «OMEZ» Ha obeux | — rpaHyJist 6e5oro i nouty 6es1oro nseTa.
gacTax karcynel.  CopmepxxumMoe
Karcyn — rpaHynsl 6esoro upera.
2 | Identification / TlonnnHHOCTH
2a) | ByUV/VYO- UV-absorption spectra of both test and
criekTpodoTomMeTprs Complies as prescribed/ standard solutions of omeprazole in the range

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

Y® - cnexTpsl TOTNOUICHHA pacTBOPOB
mperapata W cTaHZapTHoro  ofOpasma
oMenpasoiia B obnactu ot 230 mo 350 um
JOIKHBI UMETh MaKCHMyMBbl TIPH OHHONH W
TOW ’Ke JJITHHE BOJHEL.

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBercTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akmiouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez ( Om_cpranlc), capsules 20 mg

IMpoaykr: OMe3® (omenp;on_), Karcysl 20 mr

Batch No. / Cepus Ne: B2201196 Batch Quantity / O6bem
. cepuu: 1970000 NO N
AR No / Ananutnuecknii ordet Ne: Date of Analysis / Jata
2002FP22000752 anaymsa:  14-04-2022
Mfg. Date: / JlaTa npousBoacTBa: 03/2022 Date of Expiry / Toaen go:
02/2025

éllalysis_performed according ND / Anaaus nposegen mo HJI: T N015479/01-121120

Ne Test / [loxazaTenn Result / Pe3yabsTaTnl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooOTBETCTRYET TpeOOBAHIAM chromatogram of test solution should
B w1 f:orrespond to the retention time of main peak
CB¥X/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemsi ymepKWBaHWUS OCHOBHOTO IHKa Ha
XpoMarorpamMMe  HCOBITYEMOTO  pacTBOpa
IIOIKHO COOTBETCTBOBATH BpeMeHn
yAepKUBaHUA OCHOBHOTO nuka Ha
XpoMaToTpaMMe  pacTBOpa  CTaHZAPTHOTO
obpazma oMemnpazona (pazmen
«Konu4ecTBeHHOE OTIpelieNIeHHEY ).

3 | Average net fill weight
/ Cpeansin Mmacca
COAePKMMOT0 Karcy.Ji

264.3 mg /264,3 Mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 Mr + 5,0 % (256,5 mr - 283,5 mr)

4 | Water/Boaa

1.1% wiw / 1,1%

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

5 | Uniformity of dosage 4.1/4,1
units / QaHopoaHOCTH

A03NpOBaHUA

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

TToxasaTens npruemneMoctu (AV) nomxex
OBITE MeHee WK paBeH 15,0.

6 | Dissolution /
PacTBOpenue

1%, 0%, 1%, 0%, 0%, 0%

99%, 93%, 93%, 92%, 92%, 94%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;7HoN3;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XIopHCcTOBOAOPOAHOM
KUcIoThl - He 607ee 10 % C;7;H oN3058
(oMempason) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C17H19N303S (omenpazon) uepes

30 MUH.

Remarks : The Product conforms to ND/

Mpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Omcez (Omeprazole), capsules 20 mg Mpoaywer: OMea® (oMenmpazon), Kancynbl 20 mr
Batch No. / Cepus Ne: B2201196 Batch Quantity / O6nem

cepun: 1970000 NO
AR No / AHanutndeckuii oruer Ne: Date of Analysis / laTa
2002KP22000752 anajguza:  14-04-2022
Mfg. Date: / JlaTa npousBoacTBa: 0372022 Date of Expiry / Togen go:

02/2025

Analysis performed according ND / Anaaus nposenen mo HI: T1 N015479/01-121120

Ne Test / llokazaTenanb

Result / PesyabTaThbl Specification /_Hapma

7 | Related substances / IlocToponHHe npumecu

Any individual
unidentified impurity /
JIrobGas equHUYHAS
HeuaeHTU(PUIMPOBaHHA
s TIpUMEch

0.04% / 0,04%

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

Total impurities /

0.1%/0,1%

Not more than 2.0 % /

CymMa npumeceit He 6onee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 180mg to 220 mg of C7H;gN;O;8
Konan4decrBeHHoe (100.3% 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
ompeaeieHue label claim). /

Or 18,0 mr gmo 22,0 mMr C;;H;oN;0;S

(omcripason) B xancync (o 90,0 go 110,0 %
OT HOMWHAITLHOTO COIEPXKaHHs).

Uncontrolled Copy

9 | Microbial limits / Mukpo6unosioruieckasi 41cToTa

a) Total Aerobic
Microbial Count /
Obitee uncno a3poOHBIX
MHKPOOPTaHN3MOB

Less than 10 CFU/g /
Memnee 10 KOE/r

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

b) Total Combined
Yeasts and Mould Count
O611ee YKucno
IPOXOKEBBIX U
TJIECHEBEIX IPUOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentinl g/
OrcytcTByerB 1 1

Absentin 1 g/
OrcytctBue B 1 r

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kamcysl B ajllOMWHHEBOM CTpHIIE.
Mo 3 crpuna c WHCTPYKIMEH IO
UPUMEHEHUI B LIAYKY KAPIOHHYH).

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. / ITo 10 kancyn B aTFOMUHUEBOM
ctpure wnu B [TA/AJI/IIBX // antoMuHMEBOM
onmuctepe. [To 3 crpumna unm no 3 Gnmcrepa c
HHCTpYKLMell 10 NPUMEHCHUI0 B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumedanue: [TponyxT cooTBeTCTRYET TpeboaHusaM HJ{

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

l'fp_ouyKT: OmMc3® (oMcrpazon), karcynsl 20 mr

Batch No. / Cepust Ne: B2201196 Batch Quantity / O6nem
- cepun: 1970000 NO B
AR No / Anaaurnuecknii otdet No: Date of Analysis / lata
2002FP22000752 anaausa:  14-04-2022
Mfg. Date: / laTa npon3BoACTBAa: 03/2022 Date of Expiry / Toaen no:
02/2025
| Analysis performed according ND / Ananwu3s npoesen no H/: IT N015479/01-121120
Ne Test / ITokazaTean Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsetctsiu ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / Tlpu TeMniepatype He Beime 25 °C.
Y cJIoBUS XpaHEHHUS
13 | Shelf life / Cpok 3 years /3 roga
TOTHOCTH

Remarks : The Product conforms to ND/
Mpumeuanue: IIpoaykt cooTBeTCTBYET TpeboBaHmaM HJ

Conclusion : APPROVED /
3akitouenue: OJIOBPEHO
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