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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

|Product: Omez (Omeprazole), capsules 20 mg

NpoaykT: Ome3® (omernpason), Kancyinl ”:(TMp

Batch No. / Cepus Ne:

B2104629

cepuM:

Batch Quantity / O6bem

2000000 NO

12002FP22000034

AR No / AHaanTuyeckunii oryer Ne:

Date of Analysis / Jara
aHaJIH3a:

11-01-2022

Mfg. Date: / laTa npousBsoJcTsa:

12/2021
11/2024

Date of Expiry / I'open go:

Analysis performed according ND / Anaau3s nposenen mo H/: TT N015479/01-121120

Ne Test / Iloka3aTenanb

Result / PesyanTaThl

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. /

Trepneie XeJTaTHHOBEIE
Mpo3padHble Karcynsl pasMepa 2 ¢
OecuBeTHBIM KOPIYCOM, pO30BOii
KpPBIEYKOil U MapKUPOBKOH
yepHoro ueera «OMEZ» Ha obemx
yactax kancynel. ConepxuMoe
Kancyn — rpaHynbl 6eoro usera.

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. /

Trepnrie XKeJlaTHHOBBIE MIpo3pavdHble
Karcyiasl  pasMepa 2 ¢ OeclBeTHBIM
KOPI1yCOM, po30BOH KpPBILIEY KON "

Mapkipoekoil yepHoro upera «OMEZ» Ha
o6enx yacTax karcynsl. CoaepkuMoe Karcy
— rpaHyJibl 6eJIoro WM MoYTH OENOTo 1BeTa.

2 | Identification / IloaaMHHOCTD

2a) | ByUV/ V-

criekTpodoTOMETpHS

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® - cnekTpsl MOTJOUICHUA pPacTBOPOR
npermapara M cTaHgapTHoro  oOpasua
oMemnpazona B obmactH ot 230 mo 350 HM
JOJKHBI MMEeTh MaKCHMYMBI TIpU OAHOH W
TOH 7K€ IJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
ITpnmeuanne: [IponyKT cooTBETCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3axurouenue: OJJOEPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A
|Product: Omez (Omeprazole), capsules 20 mg Mpoayxrt: OMe3® (oMenpason), kancyist 20 mr
Batch No. / Cepusn Ne: B2104629 Batch Quantity / O6bem
u cepun: 2000000 NO -
AR No / Anagutnueckuii otdet Ne: Date of Analysis / laTta
2002FP22000034 anaausa; 11-01-2022
Mfg. Date: / laTa npousBoAcTEA: 12/2021 Date of Expiry / T'ogen no:

11/2024

Analysis performed according ND / Anaans nposeaer no H/I: TI N015479/01-121120

PactBopenue

95%, 95%, 96%, 93%, 93%, 93%

Ne Test / [lokazaTenn Result / Pe3yabTaTsi Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBaHUAM chromatogram of test solution should
BOYKX win f:orrespond to the retention time of main peak
CBYIKX/BCIKX in the chroma’gogram qf or'rllepraZ(’)'le reference
standard solution (section "Assay"). /
BpeMst yIOepKHBaHWA OCHOBHOTO THKA Ha
XpoMaToTpaMMe MCIBITYEMOTO  pacTBopa
ZIOJIKHO COOTBCTCTBOBATh BPEMCHHU
yIepKWBaHWss ~ OCHOBHOIO  TIMKa  Ha
XpoMaTorpaMMe  pacTBOpa CTaHOapTHOTO
oOpasua omenpasoJia (paznen
«KoudecTBeHHOE OTIpe/IeIIeHUE ).
3 | Average net fill weight 266.8 mg /266,8 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpenusist Macca 283.5 mg) /
COePKHMOro KarncyJu 270,0 mr =+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 0.9% w/w /0,9% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 34/34 Acceptance value (AV) should be less than or
units / QaHopoaHocTH equal to 15.0. /
JIO3UPOBAHUS IToxazaTtens mpuemiaeMocTi (AV) H0MKeH
OBITH MEHee WiH paseH 15,0.
6 | Dissolution / 1%, 5%, 1%, 2%, 1%, 2% In 0.1 M hydrochloric acid solution - not

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

B 0,1 M pacTBope XJI0pHCTOBOJOPOAHOIM
KucIoThl - He 6olree 10 % C17H gN3O;S
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C,7H,oN30;S (omemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanne: I[lponykt coorBercTBYET TpeGoBannam HJL

Conclusion : APPROVED /
3axaoyenne: OJOEPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product: Omez (Omeprazole). capsulés_ZO mg

IMpogykT: Owme3® (oMenpason), Karicyisl QQ__M]-

Batch No. / Cepus Ne: B2104629 Batch Quantity / O0bem
i B cepuu: 2000000 NO
AR No / Anaantudeckuii otyert No: Date of Analysis / laTa
2002FP22000034 anajusa: 11-01-2022

Mfg. Date: / JlaTa npon3BoAcTBA:

12/2021
11/2024

Date of Expiry / T'ogen mo:

Analysis performed according ND / Anasnu3 npoeegen o HJI: TI N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcysl B QTIOMHHHCBOM CTpPHIIE.
Ilo 3 cTpuma c WHCTPYKUHEH IO
NPUMEHEHHIO B ITaYKy KAPTOHHYIO.

Ne Test / [loxazaTensn Result / PeayanTaThl Specification / Hopma

7 | Related substances / IToctoponnue npumMecu
Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JTrobas enMHNYHAS

HeWACHTUPHULINPOBAHHA

s TpUMech

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

8 | Assay/ 19.6 mg/ 19,6 mr 18.0mg to 22.0 mg of C7HgN;O5S
KosuuecTBeHHOE (97.8% / 97,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeseHue label claim). /

Or 18,0 MI oo 22,0 MI C]7H|9N303S
(oMenpazon) B kxancyne (oT 90,0 mo 110,0 %
OT HOMHHAJILHOTO COoflepIKaHus).

9 | Microbial limits / Mukpo6uonmornieckas 4YHCTOTA

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
OO6titee YUCIIO a3pOOHBIX

MHUKPOOPTaHH3MOB
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
O6ee gmcio
JIPOXOIKEBBIX U
IUIECHEBBIX TPUOOB
c) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcTByerB 1 T OrcytctBue B 1 T
10 | Packaging / Ynaxoeka | 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. / ITo 10 karncyn B alltOMHHHEBOM
crpurte win B ITA/AJI/TIBX // antoMuHnEBOM
6mucrepe. ITo 3 crpuna unu no 3 Gnucrepa c
HHCTPYKIMEH 10 NPUMEHEHWI0O B TadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: ITpoaykT cooTBercTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
|Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (omernpaszon). Karicystbt 20 wr
Batch No. / Cepust Ne: B2104629 Batch Quantity / O6bem
I B cepHu: 2000000 NO
AR No / AHaauTH4eckmii oTver Ne: Date of Analysis / laTa
2002FP22000034 aHagusa: 11-01-2022
Mfg. Date: / laTa npoussoAacTBAa: 12/2021 Date of Expiry / T'ogen go:

11/2024

Analysis performed according ND / Ananus nposexen no HJI: TT N015479/01-121120

Ne Test / Iloxa3zaTenb Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorsercTsuu ¢ HJI
Mapxkuposka
12 | Storage conditions / At temperature below 25 °C. / IIpn TemnepaType He Bbime 25 °C.
YcaoBusi XpaHeHus
13 | Shelf life / Cpok 3 years /3 rona
roAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumevanune: [Tpoaykr cooTBeTcTBYET TpeboBanusaM H]J 3akmouenne: ONOBPEHO
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