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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product: Omez (Omepraz_ole), capsules 20 m_g

IMpoaykT: Ome3® (oMemnpason), Kancﬁm 20 Mr_

Batch No. / Cepus Ne:

B2200795

cepHM:

Batch Quantity / O6bem

2000000 NO

IAR No / Anaantudecknii oruer Ne:
2002FP22000509

Date of Analysis / laTa
aHaau3a:

10-03-2022

Mfg. Date: / laTa npon3soAcTBAa:

02/2022

Date of Expiry / Toaen g0:

CooTBeTCTBYET TpeOOBAHMAM

01/2025
Analysis performed according ND / Anasnu3s nposened o HI: TT N015479/01-121120 ]
Ne Test / Hoka3zaTeab Result / Pe3yabTaTsl 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. / Tepable HKeNaTUHOBbBIE Npo3payvHbIe
TBepapic KCTIATMHOBhIE | KATICYTRH  paiMepa 2 ¢ OecrmeTiiniM
npospaybbie Karcysibl pasmepa 2 ¢ | KOPIycoM,  PO30BOH  Kphlllewko# U
OcCUBETHLIM  KOPIIYCOM, PO30BOii | Mapkupoekoil 4epnoro npera «OMEZ» Ha
KpBILIEYKOH " MapKupoBKoif | 0benx uacTax kancynbsl. CogepKUMoe Karncyn
yepHoro 11Beta «KOMEZy Ha o6enx | — rpaHynbl 6€10T0 T MOUTH 6€M0T0 UBETA.
qacTsax  kamcynmel.  ComepXumoe
KarcyJy — rpaHyisl 6e10ro upera.
2 | Identification / ITogtnHHOCTB
2a) | ByUV/VYO- UV-absorption spectra of both test and
crniekTpodoTomMeTpus Complies as prescribed/ standard solutions of omeprazole in the range

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

Y® - cnexTpel TOTIOWIEHUS pPacTBOPOB
mpenapata W CTaHAapTHoro  ofpazua
omenpazona B obnmactu or 230 no 350 HM
MOMIXKHBEI MUMETh MaKCUMYMBI TIpA OJIHOM U
TOM e JJTUHE BOJHBI.

Remarks : The Product conforms to ND/
Mpumeuanne: Tponykt cooTBeTcTBYET TpebopanusaM HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

[Product: Omez {Omeprazole), capsules 20 mg

IMpoaykT: OMe3® (oMempa3ot), Karcybl 20__M1-

Batch No. / Cepus Ne: B2200795

AR No / AnaantTuyecKkmii oruer Ne:
2002FP22000509

Batch Quantity / O6bem
CepHM:

2000000 NO

Date of Analysis / laTa
anaausa: 10-03-2022

Mfg. Date: / JlaTa npou3BoacTBa:

02/2022

Date of Expiry / I'ogen go:
01/2025

Analysis_p:arformed according ND / Anasms nposenen no H/I: II N015479/01-121120

Ne Test / IloxazaTean Result / PezyasTaTnl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHNAM chromatogram of test solution should
BYKX correspond to the retention time of main peak
CBRKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMst yoepKUBaHUS OCHOBHOTO THKa Ha
XpoMaTorpaMMe  HCTHRITYEMOTO  pacTBOpa
JIOTIKHO COOTBETCTBORATD BpEMEHH
YIEp>KUBaHUS OCHOBHOTO MUKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHOapTHOTO
obpazma omMmerpaszona (pazmen
«Konu4YeCTBEHHOE ONPEEIIeHUE ).

3 | Average net fill weight
/ Cpennsist Macca
CO/IEPIKUMOTO KaTICyJl

270.5 mg/270,5 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 / Bona

1.0% w/w / 1,0%

Not more than 3.0% /
He 6o0mee 3,0 %

5 | Uniformity of dosage
units / OqHOpoaAHOCTH
J03HPOBAHHUS

3.2/32

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

IToxazaTenb npueMineMocTy (AV) nonxeH
OBITH MeHee Wiu paseH 15,0.

6 | Dissolution /
PacTtBopenne

101%

0%, 0%, 0%, 0%, 2%, 0%

101%, 97%, 102%, 98%, 100%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C]7H19N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrtBope XnopHUcTOBOLOPOAHOMN
Kucnotel - He 6osee 10 % Ci7HoN305S
(oMempason) depes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N30;S (omeprazole) is dissolved after
30 min /

B Oydepe pH 6,8 - ne menee 75 % (Q)
C,7HoN;0;S (omenpazoin) uepes

30 MuH.

Remarks : The Product conforms to ND/

M pumeuanne: [poaykr cooTBeTcTBYeT TpeboBanmam HJI

Conclusion : APPROVED /
3akawuenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

\Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMes® (OMenpason), Karcyis 20 mr |
Batch No. / Cepusi Ne: B2200795 Batch Quantity / O6nem
. cepun: 2000000 NO o
AR No / AHannTnYecknil oTder Ne: Date of Analysis / lata
2002FP22000509 B B anaamsa: 10-03-2022
Mfg. Date: / laTa nponsBoacTBa: 02/2022 Date of Expiry / T'ogen no:
01/2025

Analysis performed according ND / Araans npoenen no H/: TI N015479/01-121120

Ne Test / IToxaszaTean

Result / PesyasTatsl

Specification / Hopma

7 | Related substances / ITocTopontine npumecn

Any individual
unidentified impurity /
JIro6ast eqHUYHAA
HenaeHTHGHLHPOBAHHA
S IPUMECH

0.04% / 0,04%

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

Total impurities / 0.1%/0,1%

Cymma nprmMeceit

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

8 | Assay/ 19.8 mg /19,8 mMr 18.0mg to 220 mg of Cj;H;gN;O;58
KosnyecTBenHoe (99.2% / 99,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegejieHne label claim). /

Ot 18,0 MI" 10 22,0 MT C17H]9N303S

(omermpason) B xamncyie (ot 90,0 mo 110,0 %
OT HOMHUHAJILHOTO COAACPKAHNSA).

9 | Microbial limits / Mukpo6uosiorndeckas YHCTOTA

a) Total Aerobic
Microbial Count /
O61ee 4Kcino a3poOHbIX
MHKPOOPTraHU3MOB

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

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

b) Total Combined
Yeasts and Mould Count
Ob1miee YnciIo
JIPOMOKEBBIX U
MIeCHEBbIX rpuboB

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

Not more than 100 CFU/g /
He 60nee 100 KOE/r

¢) E. coli

Absentin1g/
OrcytrcTByeT Bl T

Absentin 1 g/
OtcytcrBue B 1 1

10 | Packaging / YnakoBka
3 strips

10 capsules in an aluminum strip.
and patient

. . 10 capsules in an aluminum strip or
information

leaflet in a carton pack. / Tlo 10
Kancyn B aTIOMWHHEBOM CTpPHIIC.
ITo 3 crpuna c WHCTpYKIMEH o
NpPUMCHCHUIO B NAUKy KapTOHHYIO.

PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / ITo 10 kancyn B alntoMMHUEBOM
crpure win B [TA/AJI/TIBX // antoMrHMEBOM
onuctepe. ITo 3 crpuna nnu o 3 6raucrepa ¢
UHCTPYKUMEH [0 MPUMEHEHHI0 B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHwsaM HJI

Conclusion : APPROVED /
3axarouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykTt: OmMe3® (oMenpason), Karncyibl 20 mr

Batch No. / Cepust Ne:

B2200795 Batch Quantity / O6bem

cepuu: 2000000 NO

TOAHOCTH

AR No / Ananmnrudeckuii oruer Ne: Date of Analysis / laTa
2002FP22000509 anajusa: 10-03-2022
Mfg. Date: / laTa npou3BoacTBa: 02/2022 Date of Expiry / I'ogen ao:
01/2025
Analysis performed according ND / Ananns nposeaen mo HI: T1 N015479/01-121120
Ne Test / [loxa3aTenan Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorercteuu ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype e Boime 25 °C.
YcaoBHS XpaHeHUSA
13 | Shelf life / Cpok 3 years / 3 rona

Remarks : The Product conforms to ND/
MMpumeuanue: IIpoaykr coorBercTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmrouenne: OJOBPEHO
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