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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJTU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykt: Ome3® (omenpazon), karcysbl 20 mr

Batch No. / Cepust Ne: B2103739 Batch Quantity / O6bem
cepau: 1990000 NO

AR No / AHAIUTHYeCKHI oTYeT No: Date of Analysis / lata

2002FP21002141 anaauza: 30-10-2021

Mfg, Date: / JlaTa npon3BOACTBA: 09/2021 Date of Expiry / Togen go:
08/2024

Analysis performed according ND / Anasns nposenen mo H/I: TI N015479/01-121120

No Test / IokasaTennb

Result / PesyabTaThl

Specification / Hopma

1 | Description /
Onmncanue

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, /

Trepabie XKenaTHHOBbIE
Mpo3padHbie Kamcyybl pa3Mmepa 2 ¢
6CCLBETHBIM KOPIYCOM, pPO30BOMH
KPBILIEYKOiA ;| MapKUPOBKOH
yepHoro usera «OMEZ» Ha obenx
yacTsax  kancynel. Copepxumoe
KarncyJ — rpaHyJibl 6enoro 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. /

Teepasie JKeJTaTHHOBEIE TIpo3pavHBIC
Karcynasl  pasMepa 2 ¢ OecuBeTHBIM
KOPILyCOM, po30BoOIi KpPBIINEYKOr "

MapkupoBkoit yeproro usera «OMEZ» Ha
obenx gactax karncyibl. Cogep)kuMoce Karncyi
— rpanybl 6€JI0ro Wiy NouTH OeNoro UBeTa.

2 | Identification / ITopanuHoOCTH

2a) | ByUV/ V-

cnekTpodoTomerpHs

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® - chnekTpbl MOIMIOWIEHUA PacTBOPORB
mpenapara ¥ CTaHmapTHoro  ofpasua
oMempaszona B obmacti ot 230 mo 350 HM
JOJDKHBI MMETh MaKCUMYMBI TIpH OJHON
TOIi e NJIMHE BOJIHEI.

Remarks : The Product conforms to ND/
Mpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxarouenue: OJJTOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product: Omez (Omepr_azole), capsules 20 mg IMpoaykT: OMes® (omenpazon), Kancyssl 20 ymr
Batch No. / Cepus Ne: B2103739 Batch Quantity / O6bem

cepuu: 1990000 NO

AR No / AnanuTHyeckuii oruer Ne: Date of Analysis / laTa
2002FP21002141 aHajmmza: 30-10-2021
Mfg. Date: / laTa npon3soacrea: 09/2021 Date of Expiry / Togen go:

08/2024

Analysis performed according ND / Ananu3 nposegen mo H/: T1 N015479/01-121120

PacTBOpeHUe

No Test / IlokasaTenb Result / PezyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYeT TpeOOBaHHAM chromatogram of test solution should
BKX 1 f:or;esp(})lnd to the reten;ion time of main peak
CBYKX/BCIK in the ¢ roma‘fogram o orPeprazc')'le reference
standard solution (section "Assay"). /
BpeMsi ymepkUBaHHSA OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe  WCIBITYEMOTO  pacTBOpa
JIOJIHO COOTBETCTBOBATh BpeMeHU
yACPKUBAHNS OCHOBHOTO mWKa  Ha
XpoMaTorpaMMe  pacTBopa CTaHOAPTHOTO
obpazua oMeIpasona (pa3nen
«KonudecTBeHHOE OTPEICIIEHHEN ).
3 | Average net fill weight | 270.0 mg/270,0 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansisi Mmacca 283.5 mg) /
COAEePKUMOT0 KANCyJa 270,0 Mr =+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.2/3,2 Acceptance value (AV) should be less than or
units / OgHopoaHoCTL equal to 15.0./
J03UPOBAHUSA Tlokazarens npuemaeMocTts (AV) TomkeH
OBITH MeHee MITH paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H yN3;0;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBOpe Xn0pNCTOBOAOPOIHOM
KHCIoTEI - He 6onee 10 % C7H 9N303S
(omenpazon) yepes 2 4.

100%, 95%, 96%, 97%, 95%, 99% | In pH 6.8 buffer - not less than 75 % (Q) of
C17HsN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne meree 75 % (Q)
C17H9N3058 (omenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT coorBercTBYeT TpeboBanusaM HJI

3axksmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHU3A

| Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: OMe3® (OMempazon), Kancyisi 20 mr
Batch No. / Cepun Ne: B2103739 Batch Quantity / O6bem

B cepuu: 1990000 NO
AR No / Anaautuyeckuii orvet Ne: Date of Analysis / laTa
2002FP21002141 ___|anmamm3a: 30-10-2021
Mfg. Date: / {aTa npousBoacTBa: 09/2021 Date of Expiry / I'ogen go:

08/2024

Rnalysis performed according ND / Ananns npoeeaen mo H: IT N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karncyn B alIOMHHHUEBOM CTPHIIE.
ITo 3 crpuna c WHCTpyKUMed Mo
TIPUMEHEHUIO B TTAYKY KapTOHHYIO.

Ne Test / IlokazaTean Result / PesyapTaTni Specification / Hopma

7 | Related substances / IloctoponHUe npuMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / I1e 6onee 0,5 %

JIro0as enuHu4HAsA

HeuIeHTH GUIMpOBaHHA

s TIpUMeCh

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

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 220 mg of C;;HoN;0,S
Konmu4decTBeHHoe (98.9% / 98,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHue label claim). /

or 18,0 M 10 22,0 MT C17H19N303S
(oMenpazon) B kancyiue (ot 90,0 mo 110,0 %
OT HOMHHAIBHOTO COJIEPXKaHU).

9 | Microbial limits / Mukpo6noJioruueckasi 4ucrora

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
Obmee yncino a’poOHBIX

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
Obmmee 4ncio
ZIPOXKIKEBBIX U
TUIECHEBBIX TPUOOB
c) E. coli Absentin 1 g/ Absentin1 g/
OtcytctByeTB I T OrcytctBe B 1 T
10 | Packaging / Ynaxkoska | 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 karncyJ B aTFOMUHUEBOM
ctpure wnn B [TA/AJI/TIBX // antoMAHHEBOM
6micrepe. [1o 3 crpumna wnn no 3 Gnucrepa ¢
WHCTPYKIMEH M0 TIpUMEHEHWIO B TMadyKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [ponykr coorBercTBYET TpebGoBaHusM HJI

Conclusion : APPROVED /
3akmouenue: OIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoxykT: OMe3® (oMenpa3on), KarncyJs! 20 Mr
Batch No. / Cepus Ne: B2103739 Batch Quantity / O6bem
B cepuu: 1990000 NO
AR No / AnasuTudeckuii otdet Ne: Date of Analysis / {aTa
12002FP21002141 anaausa: 30-10-2021
Mfg. Date: / laTa npon3BoacTBa: 09/2021 Date of Expiry / T'onen go:

08/2024

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

Result / PezyansTaThl

Specification / Hopma

Ne Test / llokasaTenn

11 | Labeling / According to ND / B coorsercreum ¢ HJI
MapkHpoBKa

12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiwe 25 °C.
YcaoBud XpaHeHUd

13 | Shelflife / Cpox 3 years / 3 roma
TOMHOCTH

Remarks : The Product conforms to ND/
IMpumeuaune: [1ponykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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