CERTIFICATE OF ANALYSIS

CootBeTcTBYET TpeOOBAHIAM

CEPTUD®UKAT AHAJIN3A
|Product: Omez (Omeprazole), capsules 20 mg Tpoaykr: Ome3® (oMernpason), Kancyrsl 20 mr
Batch No. / Cepust Ne: B2201356 Batch Quantity / O6bem
. cepun: 2000000 NO .
AR No / AHaanTH49ecKkMii oT9eT Ne: Date of Analysis / laTa
2002FP22000953 ol anasmnsa: 07-05-2022
Mfg. Date: / Jlata npomn3soacTBa: 04/2022 Date of Expiry / I'oaen go:
_ - 03/2025
Analysis performed according ND / Ananus nposenen no HJL: 11 N0O15479/01-121120 ]
Ne Test / IToka3aTeanb Result / Pe3ynbsTaThl Specification / Hopma
1 | Description / 5 Hard gelatin transparent capsules of size 2
Onncanue 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. / Trepavle JKENATUHOBLIE [Ipo3pauHble
Trepasle JKEJaTUHOBBIE | Kalcymel  pasMepa 2 ¢ OecuseTHbIM
Npo3pavHLIe Kancynbl pazmepa 2 ¢ | KOPOycoM,  pO30BOi  KpBIIEUKOH W
OeCIBETHBIM  KOPITyCOM, pO30BO# | MapkupoBkoil uepHoro useta «OMEZ» Ha
KpHIIIEYKOH 1 MapKupoBKoH | obenx yacTsx Karcynsl. ComepKuMoe Kamcy
uepnoro upera «OMEZ» Ha o6enx | — rpaHyns! 6eoro WK modTH 6eI0To 1BETA.
yacrsix  kancynel.  Comepxumoe
KarcyJ — rpaHyjibl 6enoro LBera.
2 | Identification / IogJHHOCTL
2a) | ByUV /Y- UV-absorption spectra of both test and
criekTpooTOMETPHS Complies as prescribed/ standard solutions of omeprazole in the range

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

V@ - cnexkrpsl TOMNOLICHUS pPacTBOPOB
npermapata W CTaHZapTHOro  obOpasua
oMenpasona B obmacti oT 230 no 350 HM
IODKHBI WIMETb MaKCUMyMBI IIPH OFHOM H
TOW e IUTHHE BOJTHBL.

Remarks : The Product conforms to ND/
Mpumeuanne: [IponyxT coorBeTcTBYET TpeboBaHuam HJI
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Batch No. / Cepun Ne;

Product: Omez (Omeprazole), capsules 20 mg

Mpoayxt: Onmes® (oMerpazoit), Kancyibl 20 mr

B2201356

j&ﬁo / AHaauTUYecKHil oTuet Ne:
2002FP22000953

Batch Quantity / O6bem

cepun: 2000000 NO )
Date of Analysis / laTa

anamuza: (7-05-2022

-Mfg. Date: / JaTa npou3BoacTBa:

04/2022

Date of Expiry / I'ogen go:

Pacreopennd

0%, 0%, 0%, 0%, 0%, 0%

95%., 95%, 98%, 96%, 99%, 94%

0372025
Analysis performed according ND / Anayins nporeaen no H/: 1T N015479/01-121120 iy
No Test / [TokazaTean Result / PesyabTaThi Specification / Hopma
2b) | By HPLC Or Comp_]i_es as ;Es_cribed/ "~ | The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeGoBaHHAM chromatogram of test solution should
BYKX mm f:orrespond to the retention time of main peak
CBYKX/BOKX in the chroma?ogram qf oTepraZ(I)‘le reference
standard solution (section "Assay"). /
Bpems ynepxuBaHUS OCHOBHOIO NHKa Ha
XpoMarorpaMMe  HCITBITYEMOTO  pacTBopa
IOTKHO COOTBETCTBOBRATH BPEMEHN
yAepKUBAHHUA OCHOBHOT'O nMka  Ha
XpoMarorpaMMe  pacTBopa  CTaHZApTHOTO
obpazma oMmemnpasona (pazmen
«KonuuecTBeHHoe onpeneneHue»).
3 | Average net fill weight 269.0 mg / 269,0 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeausist macca 283.5mg) /
COACPIKUMOT 0 KATCYJ 270,0 mr + 5,0 % (256,5 mr - 283,5 wmr)
4 | Water/ Boaa 1.0% w/w /1,0%: Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 3.1/3,1 Acceptance value (AV) should be less than or
units / OAHOPOAHOCTD equal to 15.0./
MO3UPOBAHHUS [Toxazarens npuemaemMocT (AV) nomxkex
ObITE MeHee UK paseH 15,0.
6 | Dissolution / In 0.1 M hydrochloric acid solution - not

more than 10 % of C]7H|9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XNOpNCTOBOAOPOTHOM
KHCIOTHI - He 6onee 10 % C 7HoN3;0;S
(oMempazon) uepes 2 4.

In pH’6.8 buffer - not less than 75 % (Q) of
C17H19N5038 (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7H9N303S (omemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHusaM HJL

B
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

mduct:_Omez_(Omeprazole), capsules 20 mg_ B

I“p;)}]_\_’KT: Owmes3® (omenpason), Karncysl 20 mr

Batch No. / Cepns Ne: B2201356

Batch Quantity / O6nem
cepun: 2000000 NO -

AR No / Anaaurnueckuit orget Ne:
2002FP22000953

Date of Analysis / JlaTta
anaqusa: 07-05-2022

Mfg, Date: / JlaTta npousBoacTBa: 04/2022

Date of Expiry / T'ogen go:

03/2025

zlalysis performed according ND / Anasu3s nposenen mo HJI: T N015479/01-121120

No Test / [loxazaTens Result / PesyabTaTthl Specification / Hopma

7 | Related substances / [TocToponuune npumecn
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIrobag eqHUYHAS

HeUJIeHTU GUIHPOBaHHA

s IPUMECh

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

8 | Assay/ 20.1 mg/ 20,1 Mr 180mg to 22.0 mg of C;;H;gN3058
KoanuecTBeHHOE (100.3%/100,3% (omeprazole) in capsule (90.0 to 110.0 % of
onpejegeHne label claim). /

Or 18,0 MI" 10 22,0 MI C]7H]9N303S
(omenpazon) B kancyne (ot 90,0 no 110,0 %
OT HOMWHAITEHOTO COJIEpPIKaHus).

9 | Microbial limits / MukpoGuosiornyeckass 4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/r
Ob1ee uncno aspoOHEBIX

MHKPOOPTaHN3MOB
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
O61ee uncno
IPOKIKEBBIX 1
MIJ1IECHEBLIX rprubOOB
¢) E. coli Absentinl g/ Absentinl g/
OtcyrcrByeT B I T OrcytctBue B 1 r
10 | Packaging / YmakoBka | 10 capsules in an aluminum strip. . . .
3 strips and patient information 100 chstsl i ) alum.mum strl.p o
; PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / ITo 10 blist d patient information leaflet i
Karcyjl B aTIOMWHHEBOM CTPHIIE. Spstesanaipaticntitornaubn fica na
e ] [cronnm cterean ke o carton pack. / [To 10 kancyn B amOMHHUEBOM
crpure win B [TA/AJI/TIBX // amoMuHreBOM
TIPUMCHCHUIO B TAtky KapTOHHYIO. | gnyerepe. TTo 3 cr 1TH 10 3 6wt
pc. pyria Wi mo 3 6mucTepa ¢
WHCTpYKIMEN M0 MPUMEHEHUI0 B MaukKy
KapTOHHY!O.

Remarks : The Product conforms to ND/
IIpumevanue: [IpoaykT cooTBeTcTBYET TpeboBanusaM HJL
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CERTIFICATE OF ANALYSIS
CEPTHOUHKAT AHAJIM3A

MapxupoBka

|Product: Omez (Omeprazole), capsules 20 mg IMpoaykt: Ome3® (oMenpazon), kancyisl 20 mr
Batch No. / Cepusi Ne: B2201356 Batch Quantity / O6nLem - B
cepun: 2000000 NO —
AR No / Anaautudecknii oTuer Ne: Date of Analysis / aTta -
2002FP22000953 anaausa: 07-05-2022
Mfg. Date: / JlaTa npou3BoAcTBa: 04/2022 Date of Expiry / [osen go:
| 03/2025
Analysis performed according ND / Ananus nposeaen no HJ: IT N015479/01-121120
Ne Test / [loxazaTeJb Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootsercteum ¢ HJJ

12 | Storage conditions /
YcinoBus XpaHeHUd

At temperature below 25 °C. / TTpn Temnepatype He Beiute 25 °C.

13 | Shelf life / Cpox

TOOHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

IMpumeyanne: [IponykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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