CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
[Product: Omez (Omeprazole), capsules 20 mg TMpoaykT: Omes® (omerpason), kaneyibt 20 mr |
Batch No. / Cepus Ne: B2104626 Batch Quantity / O6bem
i cepum: 1990000 NO .
AR No / Ananutndeckmit otuer Ne: Date of Analysis / laTta
2002FP22000005 anajusa:  07-01-2022
Mfg. Date: / laTa npon3soJcTBa: 12/2021 Date of Expiry / T'onen go:

11/2024

Analysis performed acc_or(_iing ND / Ananus nposeaen no H/{: 11 N015479/01-121120

Ne Test / Iloka3aTenb

Result / PesyabTaTsl

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. /

Trepnsle ’KEeJNaTHHOBbIE
NpOo3pavHBIe KarcyJibl pasmepa 2 ¢
OCCUBETHBIM  KOPHYCOM, pO30BOIi
KpBILIEYKOHA W MapKHpPOBKOM
yeproro usera «KOMEZ» Ha obenx
yacrax kancynel. Coaepxumoe
KATICYJT — rpaHylibl 6eJI0ro LBeTa.

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. /

Teepnrie eJIATHHOBEIE IpO3payvHbie
Kancyjel  pasMepa 2 ¢ OecuseTHHIM
KOpIlyCOM,  pO30BOHM  KpBIIEukoi M

MapkupoBkoii depHoro useta «OMEZ» Ha
obenx wacTsx xarcysbl. ConepknMoe Karcyn
— rpanyJbl 6enoro wim nouyty 6enoro ugera.

2 | Identification / IlogiuHHOCTEL

2a) | By UV/V®-

cnekTpodoTOMETPHS

Complies as prescribed/
CooTBeTCTBYET TPpeGOBaHUAM

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® - crmexTps! TMOTIOMEHUS pPacTBOPOB
npemapata M CTaHjapTHoro  obpasua
omenpaszona B obmacth ot 230 mo 350 HM
HIOJKHEl UMETh MaKCUMYMBI TIpH OIHOW H
TOM K€ [JIMHE BOJIHEI.

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusiM HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO
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Batch No. / Cepust Ne: B2104626 Batch Quantity / O6bem

cepum: 1990000 NO

AR No / Anagutndeckni orver Ne: Date of Analysis / laTa

2002FP22000005 - anaansa:  07-01-2022

Mfg. Date: / laTa npon3BoACTBA: 12/2021 Date of Expiry / T'onen go:
11/2024

Analysis performed according ND / Ananus npoeesen no HJ: 1 N015479/01-121120

Ne Test / Ioxazarens Result / Pe3yabTaThl 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
BOKX fzorrespond to the retention time of main peak
CBYIKCX/BCIKX in the chroma‘fogram o_f or'r'lepraz(')'le reference
standard solution (section "Assay"). /
Bpemst yIoepKMBaHWsS OCHOBHOTO TNHKa Ha
XpoMaTorpaMMe  HCITBITYEMOTO  pacTBopa
TOJIKHO COOTBETCTBOBAThb BpeMeHU
yIepKUBAHUS OCHOBHOTO  TMKa  Ha
XpoMarorpamMme pacTBopa CTaHIapTHOTO
obpasua omenpasona (pa3zmen
«KonmmiecTBeHHOE ONpeIeTICHIEY).
3 | Average net fill weight 270.9 mg/270,9 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennssi macca 283.5mg) /
COIEPKUMOro Karncy.l 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.3% w/w / 1,3% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 1.8/1,8 Acceptance value (AV) should be less than or
units / OIHOPOAHOCTH equal to 15.0./
I03MPOBAHUS [Tokazatens mpuemieMocTti (AV) noskeH
ObITh MeHee WTH paseH 15,0.
6 | Dissolution / 3%, 2%, 0%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopenue more than 10 % of C;sHoN3;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTtBOpe XnopncTOBOAOPOAHOI
KUCITOTHI - He 6omee 10 % C,7H oN3O5S
(omemnpazon) yepes 2 4.
99%, 102%, 101%, 99%, In pH 6.8 buffer - not less than 75 % (Q) of
100%, 101% C]7H!9N3O3S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7H9N305S (omemnpazon) gepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuyanne: [Ipoaykr cooTBeTcTBYET TpebosanusM HJJ 3axawuenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: OMe3® (oMenpazon), KarncyJyibl 20 mr
Batch No. / Cepust Ne: B2104626 Batch Quantity / O6bem |
B B cepHu: 1990000 NO -
AR No / AHanuTtnyecknii oruer Ne: Date of Analysis / laTa
2002FP22000005 anaguza:  07-01-2022
Mfg. Date: / laTa nponsBoacTBa: 12/2021 Date of Expiry / 'oaen go:

11/2024

Analysis performed according ND / Ananus nposexet o H: T1 N015479/01-121120

No Test / Iloxa3zaTess Result / Pe3yabTaTsl Specification / Hopma

7 | Related substances / [locTopoHHHE MpUMecH
Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JTro6as equHUYHASA

HenaeHTH GUITMpOBaHHA

g TIpUMech

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

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of C;H;oN;0;5S
Koauuccrsennoe (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHue label claim). /

Or 18,0 MI IO 22,0 MI C17H]9N303S
(omenpaszon) B kancyine (ot 90,0 no 110,0 %
OT HOMHHAJILHOTO COZIEpPKaHMs).

9 | Microbial limits / MukpoGuosiorudeckast 44cToTa

a) Total Aerobic
Microbial Count /
Obrmee yrcno aspoOHbIX
MHKpPOOPTaHH3MOB

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
Ob11ee 4uCIIO
IPONCKEBBIX 1
TUTECHEBBIX TPHUOOB

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

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

¢) E. coli

Absentin 1 g/
OtcyTtctByerB 1 T

Absentin 1 g/
Orcytcrue B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / TTo 10
Kancyll B ATIOMHHHEBOM CTpHITE.
IMo 3 crpunma ¢ MHCTPYKUMeH Tmo
TIPUMEHEHHUIO B ITa4Ky KapTOHHYO.

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 amtoMAHUEEOM
crpune wid B ITA/AJI/TIBX // anroMHHEEBOM
6muctepe. [To 3 crpuna unn no 3 6aucrepa c
HHCTPYKUWed 10 T[PUMEHEHHIO B TMaYKy
KapTOHHYIO.
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CEPTUDPHUKAT AHAJIU3A

Iﬁoduct: Omez (Omeprazole), capsules 20 mg_

Hpoayxr: Owme3® (OM_enpa30n), xancyysl 20 mr
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Batch Quantity / O6bem

cepum: 1990000 NO
AR No / AraauTtnyeckuii order Ne: Date of Analysis / laTa ]
2002FP22000005 anaausa:  07-01-2022
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11/2024

Analysis performed according ND / Anaans nposenen mo H/: 1T N015479/01-121120

Ne Test / Ilokazarean

Result / Pe3yabTaTsl

Specification / Hopma

11 | Labeling /
MapkupoBka

According to ND / B cootserctBuun ¢ HJI

12 | Storage conditions /
YciioBus XpaHeHUus

At temperature below 25 °C. / TTpu Temmieparype He Bpinie 25 °C.

13 Shelf life / Cpox 3 years / 3 roga

roaHOCTH

Remarks : The Product conforms to ND/
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