CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTU3A

Product;: Omez (Omeprazole), capsules 20 mg __ |Mpoaykr: Ome3® (oMenpasolr), KaTcy sl 2§_Mr -
Batch No. / Cepust Ne: B2104358 Batch Quantity / O6nem
o cepun: 1950000 NO
AR No / Ananutudecknii orger Ne: Date of Analysis / IaTa
2002FP21002471 anaausa:  20-12-2021
Mfg. Date: / laTa npon3BoacTBa: 11/2021 Date of Expiry / T'ogen go:
10/2024
Analysis performed according ND / Ananu3 nposenen mo H/I: T N015479/01-121120
Ne Test / IToka3aTean Result / PesyasTaTsl Specification / Hopma
1 | Description / ; Hard gelatin transparent capsules of size 2
Onucanne 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. / TBepasie KeJNaTHHOBEIE Ipo3payHble
TBeparie KEJATUHOBEIE | KAaliCynbl  pasMepa 2 ¢ OecIBETHHIM
Tpo3padHBle Kancyyisl pasmepa 2 ¢ | KOpImycoM,  po30BOH  KphlIedkoil |
OecUBeTHBIM KOpPIycOM, po30BOH | Mapkuposkoit yepHoro msera «OMEZ» nHa
KPBIIIEYKOW ¥ MapKHMpPOBKOH | 06enx yacTsx Karcynsl. ComepXumMoe Karcyot
yepHoro 1uBeta «OMEZ» Ha o6Genx | — rpaHynsl 6enoro Wiy No4TH Genoro ugera.
{:’5‘3 yactax kKancynel. Cogmepkumoe
o KarcyJn — rpaHyJibsl 6enoro LBeTa.
O
@
o
o
o
o
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2 | Identification / IloantnHHOCTD
2a) | ByUV/V®- UV-absorption spectra of both test and
crekTpodoToMeTpus Complies as prescribed/ standard solutions of omeprazole in the range
CooTBeTCTBYET TpeOOBAHUAM 230 to 350 nm should exhibit maxima at the
same wavelength. /
VO - cnexTpsl TOTIOLIEHWS pPacTBOPOB
npefapata W  cTaHAaprHoro  obpasua
omeripazonia B obyiact oT 230 mo 350 M
JIOJKHBEl UMETh MAaKCHMYMBI TIpH OIOHOW W
TOM K€ JJIMHE BOJIHBI.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Iponykr cooTBeTcTBYET TpeboBannaM HJL 3axmawyenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg IMponyxr: OmMe3® (omenpazol), Karcyibl 20 mr
Batch No. / Cepus Ne: B2104358 Batch Quantity / O6bem
i cepun: 1950000 NO
AR No / Ananurnuecknif oryer Ne: Date of Analysis / laTta
2002FP21002471 aHaamsa:  20-12-2021
Mfg. Date: / laTa nponssoacTsa: 11/2021 Date of Expiry / T'ogen go:
10/2024
Analysis performed according ND / Ananaus nposegen o HJI: TT N015479/01-121120
Ne Test / [TokasaTenn Result / Pe3syibTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention tithe of main peak in the
UPLC/UFLC CoOTBCTCTBYCT TpeOOBaHMAM chromatogram of test solution should
BONCK v f:orrespond to the retention time of main peak
CBRKX/BCIX in the chroma’gogram qf or'rlleprazc')'le reference
standard solution (section "Assay"). /
Bpems ymepXKHBaHWS OCHOBHOIO NHMKa Ha
XpoMaTorpamMme  HCIBITYEMOTO  pacTBOpa
IOIKHO COOTBETCTBOBATh BPEMEHH
yICPKUBAHUS OCHOBHOTO nuka  Ha
XpoMaTorpaMMe  pacTBOpPa  CTaHAAPTHOTO
obpasia oMeTpasosia (pa3men
«KomnuecTseHHOE OTpeeneHye» ).
3 | Average net fill weight | 266.4 mg/266,4 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansis Macca 283.5mg) /
COAEPIKUMOTO KaTicyJd 270,0 mMr % 5,0 % (256,5 mr - 283,5 ™mr)
4 | Water/ Boaa 1.2% w/w / 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.1/3,1 Acceptance value (AV) should be less than or
units / OaHOpOAHOCTD equal to 15.0./
JO3UPOBAHUS ITokasatens nprueMiieMoctd (AV) nomkex
OBITH MeHee unu paseH 15,0.
6 | Dissolution / 2%, 1%, 0%, 0%, 0%, 4% In 0.1 M hydrochloric acid solution - not
PacTeopenue more than 10 % of C7H 4N;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope XJ10pHCcTOBOAOPOAHOMN
KkucIoTsl - He 6omee 10 % C;;HgN3O5S
(omenpaszon) yepes 2 u.
94%, 96%, 96%, 97%, 94%, 94% | In pH 6.8 buffer - not less than 75 % (Q) of
C7H(sN;0;S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - He menee 75 % (Q)
C;H 9N50;S (omemnpazon) uepes
30 mMuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: [Tponykr coorsercTByeT TpeGoBaHusaM HJL 3akmoyenne: OJIOBPEHO
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Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Mpoaykr

: Omes® (omMerpason), KarcyJsl 20 mr

Batch No. / Cepuna Ne:

AR No / AHanuTHYeCKniA o;qu No:
2002FP21002471

B2104358

cepHH:

Batch Quantity / O6bem

1950000 NO

aHaau3a:

Date of Analysis / laTa

20-12-2021

Mfg. Date: / JlaTa npoussoacrsa:

11/2021

10/2024

Date of Expiry / T'ogen nfo:

Analysis performed according ND / Anaaus nposegen mo H/A: TI N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karcyn B ATIOMHHHCBOM CTpMHIIE.
ITo 3 crpuna ¢ WHCTpYKUUENH TIO
MIPUMEHEHHIO B ITa4Ky KapTOHHYIO.

No Test / IlokazaTenb Result / PesyasTaThl Specification / Hopma
7 | Related substances / IlocTtopoHHHe npHMecH
| Any individual | 0.03%/0.03% Not more than 0.5 %. /

unidentified impurity / He donee 0,5 %

JIro6as equHAYHAS

HEWACHTU(GUILMPOBaHHA

1 IPAMeECh

Total impurities / Not detected / He o6HapysKkeHa Not more than 2.0 % /

CymMmMa nprMeceit He 6onee 2,0 %

8 | Assay/ 19.8 mg / 19,8 mr 18.0mg to 22.0 mg of C;;HN;O58
KosnuecTBeHHoOe (99.0% / 99,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHue label claim). /

Or 18,0 mr mo 22,0 Mr C,;;H;gN3;OsS
(omenpazon) B kamcyne (ot 90,0 mo 110,0 %
OT HOMHHaJIFHOTO COAEPKaHMs).

9 | Microbial limits / Muxpofronornyeckas 4ucTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
OO01mee 9ncino a3poOHBIX

MHUKpPOOPTaHHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Mewnee 10 KOE/r He 6onee 100 KOE/r
O6ree yncno
TIPOYXKIKEBBIX U
TIIECHEBBIX TPUOOB
c) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrcrByerB 1 T OrcytctBe B 1 1
10 | Packaging / Ynaxorka | 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. / TTo 10 xancyn B amtOMUHIEBOM
crpure Wi B TTA/AJI/TIBX // amoMiHKHEBOM
6nuctepe. [To 3 crpuna unm no 3 6nucrepa c
HHCTPYKUWeEl M0 TIPUMEHEHHIO B TIavKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [TponykT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axarouenne: OJOEPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Ipoaykr: Omes® (omenpasolt), KancyIbl 20 Mr
Batch No. / Cepust Ne: B2104358 Batch Quantity / O6nem
B cepun: 1950000 NO
AR No / Ananutndeckuit ordeT Ne: Date of Analysis / JaTa
2002FP21002471 anaymsa:  20-12-2021
Mfg. Date: / JIaTa npou3BoACTBA: 11/2021 Date of Expiry / I'ogen no:
10/2024

Analysis performed according ND / AHasu3s npoBegen o HJI: 1T N015479/01-121120

Ne Test / IloxazaTtenan Result / PeayabTaThl Specification / Hopma
11 | Labeling / According to ND /B coorserctBum ¢ HJI
Mapxuporka
12 | Storage conditions / At temperature below 25 °C. / TIpn Temnepatype He rerme 25 °C.
YcaoBust XxpaHeHus
13 | Shelf life / Cpoxk 3 years / 3 roza
TOHOCTH

Remarks : The Product conforms to ND/

Ipumeuanne: [IponykT cooTBeTcTBYET TpebGoBaHmnsamM HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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