Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHANTM3A

Product: Omez (Omeprazole), capsules 20 mg [TTpoaykT: OMe3® (oMenpason), KancyJist 20mr |
Batch No. / Cepua Ne: B2200261 Batch Quantity / O6nem
cepuu: 1990000 NO
AR No / Ananutiudecknii otdyer Ne: Date of Analysis / laTa
2002FP22000124 . aHajuza:  24-01-2022 |
Mfg. Date: / laTa npousBoacTBa: 12/2021 Date of Expiry / Tonen po: -
11/2024

Analysis performed according ND / Ananu3s nposegen mo HJ: TT N015479/01-121120

Ne Test / Iloka3zaTenn

Result / Pe3yasTaTel

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. /

Teepablie JKeJTaTUHOBBIE
Tpo3payHEIe KallCyNsl pasMepa 2 ¢
GecUBETHBLIM KOPIYCOM, Pp030BOii
KpBILIEYKOH u MapKHUPOBKOH
geproro 1Beta «OMEZ» Ha 0b6enx
yacTax  kancyiel. Conep:kumoe
KarcyJn — rpaHyJibl 6enoro LUBeTa.

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. /

Teepnbie KeNaTHHOBLIE Npo3payHble
Karcynel  pasMepa 2 ¢ OecoBeTHBIM
KOpIycoM,  po3oBoif  kpulweukol M

MapkupoBkoii uepHoro 1BeTa «OMEZ» Ha
o6enx yacTax kancynsl. CoaepkKUMoe Karcy
— rpaHyJisl 6enoro UM NoyTH 6e1oro nBeTa.

2 | Identification / [TogNHHHOCTH

2a) | By UV/V®-

CIIeKTPOPOTOMETPHUA

Complies as prescribed/
CooTeeTCTRYET TpeGOBaHHAM

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® - chexTpsl MOTJOWEHNAS pPacTBOPOB
mpenapata W CTaHAapTHoro  obpasua
omemnpasona B obnactd or 230 mo 350 Hm
JOJDKHEI MMETh MaKCHMYMBI NPpW OIHOW H
TOM K¢ AJTUHE BOJIHBI.

Remarks : The Product conforms to ND/

IIpumeuanme: [Tpoayxr coorBeTcTBYET TpeboBanusiM HIL

Conclusion : APPROVED /
3axkmoyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

lﬁ‘oduct: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus Neo:

B2200261

Ipoaykr: OMe3® (oMenpason), Kaucyst 2(_5?1-

cepau:

Batch Quantity / O6nem

1990000 NO

AR No / AsauTnyecknii otuet Ne:
2002FP22000124

aHaAJIM3a:

Date of Analysis / laTa

24-01-2022

Mfg. Date: / JlaTa mpou3BoacTBa:

12/2021
11/2024

Date of Expiry / I'ogen fpo:

Analysis_pe_rformed according ND / Ananu3s npoeeaen no HJI: TI N015479/01-121120

PactBopenue

94%, 95%, 100%, 93%,
96%, 94%

Ne Test / [TokaszaTens Result / PesynsTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TPeOOBAHUAM chromatogram of test solution should
BN s ?orrespond to the retention time of main peak
CBIKX/BCICX in the chroma‘sogram o.f or'r'leprazc')‘le reference
standard solution (section "Assay"). /
Bpems yHaepXMBaHUS OCHOBHOIO MMuKa Ha
XpoMarorpaMMe  HUCIBITYEMOTO — pacTBoOpa
TOTIKHO COOTBETCTBOBATh BpeMeHM
yIepXKWBaHWS  OCHOBHOTO  TiMka  Ha
XpoMaToTpaMMe pacTBopa CTaHZapTHOTO
obpasua oMernpasona (paznen
«KonuecTBeHHOE OTIPENEIEHNEN ).
3 | Average net fill weight | 269.2 mg/269,2 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpegunsisi Macea 283.5mg) /
COAEPKUMOr0 KarTcyJi 270,0 mr + 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Boaa 1.2%w/w / 1,2% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 39/39 Acceptance value (AV) should be less than or
units / OIHOPOAHOCTH equal to 15.0./
[103MpOBaHUSA INokasaresb npueminemMocTy (AV) nomKeH
OLITH MeHee WM paeeH 15,0.
6 | Dissolution / 2%, 0%, 1%, 2%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C7H;sN;O5S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJ10pHCTOBOJOPOAHOM
KucoThI - He 6onee 10 % C;H gN30;S
(oMempazon) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H,oN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)

C;7H sN;0;S (omemnpason) gepes

30 muH.

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3aknwuenune: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg TMpoaykTt: OmMe3® (omenpasoin), Karcyibt 20 mr
Batch No. / Cepus Ne: B2200261 Batch Quantity / O6bem
| cepun: 1990000 NO o
AR No / Ananurnueckuii orqaet Ne: Date of Analysis / laTa
2002FP22000124 aHaguza: 24-01-2022
Mfg. Date: / JlaTa npoM3BOACTBA: 12/2021 Date of Expiry / Toaen po:

11/2024

Analysis performed according ND / Auanu3 nposegen no HJL: TT N015479/01-121120

No Test / IToxkazaTenn

Result / Pe3syabTaThl

Specification / Hopma

7 | Related substances / IlocTopoHHHE TPUMeECH

Any individual
unidentified impurity /
Jliobas equHUYHAs
HewAeHTAGUIMPOBaHHA
s MPUMech

0.03%/0,03%

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

Total impurities /
CyMMa nipumeceit

0.1%/0,1%

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

8 | Assay/ 20.1 mg /20,1 mMr 180mg to 22.0 mg of Cy;H;sN;O58
KonuuyecTBeHHOE (100.4% / 100,4%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpejenenue label claim). /

Or 18,0 MIr 1o 22,0 MI C]7H]9N303S

(omenpaszon) B kancyne (ot 90,0 go 110,0 %
OT HOMMHAITLHOTO COTEPXKaHNA).

9 | Microbial limits / MukpoGuoorn4eckasi YHcToTa

a) Total Aerobic
Microbial Count /
OO61ree IMCIT0 a3pOOHBIX
MUKPOOPTaHU3MOB

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

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

b) Total Combined
Yeasts and Mould Count
O6uree yncno
JIPOMOKEBBIX W
TJIECHEBBIX TPHOOB

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

¢) E. coli

Absentin 1 g/
OtcytcTByeTB 1 T

Absentin1 g/
OtcytctBUEe B I T

10 | Packaging / Ynakogka
3 strips

10 capsules in an aluminum strip.
and patient

10 capsules in an aluminum strip or

Rk PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / Ilo 10
Karncyn B aJIOMHHHEBOM CTPHUIIE.
Ilo 3 crTpuma ¢ HMHCTpyKUMWeH mno
[PUMEHEHHIO B TTAYKY KapTOHHYIO.

3 blisters and patient information leaflet in a
carton pack. / ITo 10 xaricyn B alfoMHHIEBOM
crpune wiu B [TA/AJI/TIBX // antoMMHHEBOM
Gnuctepe. TTo 3 ctpuna nnu mo 3 6nmcrepa ¢
UHCTPYKIMEH 10 TPHUMCHEHUIO B IayKy

KapTOHHYHO.

Remarks : The Product conforms to ND/
Tpumeuanne: [Iponykr cootBeTcTBYeT TpeGoBanusaM HJI

Conclusion : APPROVED /
3axymouenne: OIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

TMpoaykT: OMe3® (oMenpa3on), Kancynst 20 mr

Product: Omez (Omeprazole)_, &pﬁ]es 20 rﬁg_
Batch No. / Cepus Ne:

B2200261 Batch Quantity / O6bem

cepuu: 1990000 NO

AR No / AHamuTrueckHii oTueT No: Date of Analysis / laTa

2002FP22000124 N anaamsa:  24-01-2022

Mfg. Date: / laTa npoM3BoJACTBA: 12/2021 Date of Expiry / "'onen go:
11/2024

Analysis performed according ND / Ananus nposegen mo H/I: TI N015479/01-121120

No Test / IlokazaTenn Result / Pe3yabTaTnl Specification / Hopma
11 | Labeling / According to ND / B coorseTcTBu ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpn remnepatype He Bbime 25 “C.
Yci10BHA XpaHEHUs
13 | Shelf life / Cpok 3 years /3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

IIpumeuanne: IIpoaykT coorBeTcTBYeT TpeboBanmsiM HJI

Conclusion : APPROVED /
3akawvenne: OJJOBPEHO
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