Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Batch No. / Cepust Ne: B2103971

Product; Omez (Omeprazole), capsules 20 mg

Ipoaykr: OMe3® (omenpason), Kancysel 20 Mr

cepuu:

AR No / AvasmTudeckuii oruer Ne:

Batch Quantity / O6bem
1980000 NO

Date of Analysis / JaTa

2002FP21002228

aHaan3a;

16-11-2021

Mfg. Date: / laTa npousBoacTBa:

10/2021

09/2024

Date of Expiry / 'ogen no:

Analysis performed according ND / Amanns mpoBeaes o HII: TT N015479/01-121120

Ne Test / TlokazaTenan

Result / PesyabsTathl

Specification / Hopma

1 | Description /
Onucanne

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. / Teepasle XKEaTHHOBBIE mpo3pauHeie
Tepavie JKENATUHOBLIC | KAnCynsl  pasMepa 2 ¢ OeclBETHBIM
npo3payHble Kancysel pasmepa 2 ¢ | KOPIyCOM,  PO30BOW  KphIIEUKOH W

0eCLBETHLIM KOPIYCOM, pPO30BO#
KPBILIEUKOH 7} Mapk1pOBKOH
yepHoro useta «OMEZ» 1a obeux
yacTax Karmcynel.  Cognep:kumoe
KarcyJ — rpaHysisl 6eJIoTo LUBeTa.

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

MapkupoBkoii ueproro 1eera «OMEZ» Ha
obenx vacTax karcynel. ColepKIMOE Karncyn
— TpanyJibl 6eM0oro MY NMOYTH 6ESTOTO LBETA.

2 | Identification / IlloanuanocTs

2a) | By UV/Vo-

cnektpodoTomMeTpus

Complies as prescribed/
CooTBeTcTBYET TpeOOBaHHAM

UV-absorption specira of both {est and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

VO - cnekTpel TOTJIOUIEHHS pPAacTBOPOB
mpenapara W craHmapTHoro  ofpasua
oMenpasosia B obmacth or 230 mo 350 HM
IOMKHBI VIMETh MaKCHMYMBl NPH OOHOM W
TOU K€ JIUHE BOJHEI.

Remarks : The Product conforms to ND/
IMpumeuanne: [Ipoaykr coorsercreyeT Tpedosanuam HJL

Conclusion : APPROVED /
Jaxkmoyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTHU3 A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Omea® (omenpazon), Kancytel 20 Mr

Batch No. / Cepust Ne:

B2103971

Batch Quantity / O6bem

cepun: 1980000 NO -
AR No / Ananantudeckmii oruer Ne: Date of Analysis / laTa
2002FP21002228 ananusa:  16-11-2021
Mfg. Date: / laTa NIpOH3BOACTBA: 10/2021 Date of Expiry / 'ogen go:

09/2024

Analysis performed according ND / Auaan3s nposexen mo H/: TT N015479/01-121120

PacTteopenne

91%, 96%, 92%, 94%, 95%, 93%

Ne Test / [TokazaTenn Result / Pe3ynbTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of Eim
UPLC/UFLC CooTBeTcTBYeT TpeOOBAHNAM chromatogram of test solution should
BOKX wnn ?onespond lo the retent‘ion time of maip peak
CBYIX/BOKX IQ the chromal.ogram qf 0111epra4(|)'le reference
standard solution (section "Assay"). /
Bpemst ymepXvBaHWs OCHOBHOTO TIMKa Ha
XxpoMatorpaMme  HCHBITYEMOTO  pacTBopa
JIOJDKHO COOTBETCTBOBATE BpEMEHH
yaAepvBaHNA OCHOBHOTO  TIWKa  Ha
XpomaTorpaMMe  pacTBopa  CTaHIApTHOTO
o6pazua omenpasona (paznen
«KoJTHYECTRETITIOE OTIPEACTICITHEY).
3 | Average net fill weight | 269.0 mg/269,0 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
CONEPKUMOT 0 KATICY.JT 270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boga 1.1%w/w / 1,1% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 3.7/3,7 Acceptance value (AV) should be less than or
units / OaHopoaRoCTH equal to 15.0./
03HUPOBAHUA TMokasaTens npueMneMoctd (AV) nomkeH
OBITE MeHee WITH paseH 15,0.
6 | Dissolution / 3%, 0%, 4%, 0%, 4%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C,;HyN;03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XIOpHCTOBOAOPOAHOM
KMCIOTHI - He 6onee 10 % Ci;H oN;03S
(omerpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H 9N;05S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne menee 75 % (Q)
Ci7H9N;0;S (oMenpason) uepes

30 MuH.

Remarks : The Product conforms to ND/
Npumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusam HJ|

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO
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Uncontrolled Copy

“P_roduct: Omez (Omeprazoleicapsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUPUNKAT AHAJIU3A

]'lpoz?m: OmMe3® (oMenpazon), kancynnl 20 Mr

Batch No. / Cepus Ne: B2103971 Batch Quantity / O6bem
cepun: 1980000 NO

AR No / Ananmurudeckuii oruer No: Date of Analysis / laTa

2002FP21002228 aHaimm3a:  16-11-2021

Mfg. Date: / IaTa npon3BoacTBa: 10/2021 Date of Expiry / T'oxen no:
09/2024

Analysis performed according ND / Ananwus nposegen mo HJI: 1T N015479/01-121120

3 strips and patient

information
leaflet in a carton pack. / TTo 10
Kancyj B aIIOMUHWEBOM CTPHIIE.
[To 3 crpuna ¢ MHCTPYKLMEH o
MPUMEHEHHIO B MAUKY KapTOHHYHO.

Ne Test / TlokazaTenb Result / Pe3ynbTaThl T Specification / Hopma
7 | Related substances / ITocToponnue npumecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6osee 0,5 %
Jlrobas eauHnyHas
HengeHTHOUIMPOBAHHA
S IPUMECH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumeceif He 6onee 2,0 %

8 |Assay/ 20.0 mg / 20,0 mr ~ 1180mg to 220 mg of CyH;eN;058
Konu4gecrreHnnoe (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onipesieicHNe label claim). /

Ot 18,0 MI*  J0 22,0 MT C|7H[9N3O3S
(omernpazon) B kancyne (ot 90,0 no 110,0 %
OT HOMUHAJILHOTO COIEPXKaHus).

9 | Microbial limits / Mukpo61ionorn4yeckast 4HCTOTA

a) Total Aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / Meree 10 KOE/r He Gonee 1000 KOE/r
Ob1ree yncTo a3pobHbIX

MHKPOOPraHW3MOB
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
O6wee uncno
JPOXIKEBbIX U
NJECHEBBIX rpHOOB
¢) E. coli Absentin 1 g/ Absentin | g/
OtcytcTByerB I T OtcyTcTBHE B I T
10 | Packaging / ¥makoeka | 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. / [To 10 karncysr B amoMHHHEBOM
crpurte unu B [TA/AJI/TIBX // amoMHH1EBOM
osucrepe. [To 3 crpuna vnu no 3 GnucTepa ¢
WHCTPYKLHEH M0 TMpUMEHEHHI0 B Iauky
KapTOHHY1O.

Remarks : The Product conforms to ND/
Ipumedanne: IIponykT cooTBeTcTBYET Tpebosanusim HJL

Conclusion : APPROVED /
Jaxkmouenue: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (omenpason), kKancysl 20 Mr
Batch No. / Cepus Ne: B2103971 Batch Quantity / O6bem
cepun: 1980000 NO
AR No / AHauTHYecKnil oT4er Nb: Date of Analysis / JaTa

2002FP21002228

aHamn3a: 16-11-2021

Mfg. Date: / llaTa npousBoacTBa: 10/2021

Date of Expiry / 'ogen ao:
09/2024

Analysis performed according ND / Auanus nposegen o HI: TI N015479/01-121120

Ne Test / IlokazaTenb Result / Pe3ynbTaThl

Specification / Hopma

11 | Labeling/

_Acc_:ording to ND / B coorBetcteum ¢ HJI

Mapkuposka

12 | Storage conditions / At temperature below 25 °C. / Tlpn TeMnepartype He Bbiite 25 °C.
YcjioBust XpaHeHUs

13 | Shelf life / Cpox 3 years /3 roga
TOAHOCTH

Remarks : The Product conforms to ND/

Mpumeuaanune: [TponykT cooTBeTcTBYET TpeboBaHmsiM HJT

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO
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