s\ /

op

9L,

v/

~

d

rotlec

$
|
L

con

]

U

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Blp_d_u_ct: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMes® (oMerpaszol ), Karncyls 2[_3_ MT
Batch No. / Cepust Ne: B2201222 Batch Quantity / O6bem
| cepnn: 1975959 NO
AR No / Ananutuyveckuii otger Ne: Date of Analysis / laTa
12002FP22000814 anajusa:  22-04-2022
Mfg. Date: / laTa upousBoacTBa: 03/2022 Date of Expiry / I'ogen no:

02/2025

| Analysis performed according ND / Anaans nposenen o HJI: T1 N015479/01-121120

Ne Test / IlokazaTens Result / Pe3yabTaTsl

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. /

Tsepaple JKENaTUHOBBIE
TIpo3payHble Karcyjbl pa3Mepa 2 ¢
OcCUBETHBIM KOPITYCOM, pPO30BOit
KphlUIEUKOM u MapKkUpOBKOH
yepHoro usera «KOMEZ» Ha o0eux
qacTax Kancynel.  Comepxkumoc
KarncyJ — rpadyns! Genoro upera.

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 XKENaTUHOBBIE Npo3payHbie
Karncynel  pasMepa 2 ¢ OecupeTHBIM
KOPITyCOM,  PO30BOH  KpPBIIEYKOW W

MapkUpoBKoil uepHoro useta «OMEZ» na
o0enx yacTax Karcynsl. CogepXumMoe KarncyJs
— TpaHyIsl 6ENOT0 WU TOYTH 6eNoTo 1BeTA.

2 | Identification / ToxiuHHOCTL

2a) | By UV/ V-
cnekTpodoTomerpus 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® - crexktpsl TOTIOMIEHAS pPacTBOPOB
nmpernapata W cTaHOapTHoro  obpa3sua
oMenpazona B obmactu ot 230 no 350 HM
JIOJDKHBI MMETh MAaKCUMYMBI TPH OJOHON W
TO¥ e ITHHE BOJTHEL

Remarks : The Product conforms to ND/
Ipumeuanne: [IponyKT cooTBeTcTBYET TpeGopaHumsiM HJL

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIH3A

_T’roduct: Omez (Omeprazole), capsules 20 mg

_ﬂpoziyKT: OmMes® (OMenpa30—JI), xancyibl 20 mr

Batch No. / Cepnst Ne: B2201222

Batch Quantity / O6bem

B cepuu: 1975959 NO
AR No / AHanuTH4eckuii otdeT Ne: Date of Analysis / lara -
2002FP22000814 anajgusa:  22-04-2022 -
Mfg. Date: / JlaTa npon3BoacTBAa: 03/2022 Date of Expiry / T'ogen go:
02/2025

Analysis performed according ND / Auasu3s npoeeaen no H/I: IT N015479/01-121120

Ne Test / IlokazaTean Result / PezyabTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Coo0TBETCTBYET TpeOOBAHMAM chromatogram of test solution should
BYKK mmn correspond to the retention time of main peak
CBKX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemst ynepkvBaHHS OCHOBHOIO IHKa Ha
XpoMarorpaMme  WCTIBITYEMOTO  pacTBOpa
IOJKHO COOTBETCTBOBATh BpeMEHH
yIepKUBaHUS OCHOBHOTO MUKa  Ha
XpoMaToTpaMMe  pacTBopa CTaHAAPTHOrO
obpazua oMetnpazona (pazpen
«KonuyecTBeHHOE ONpeAeTIeHUEN ).

3 | Average net fill weight
/ Cpeansist macca
COAEPIKUMOr0 KAy

274.1 mg/274,1 mMr

270.0 mg £ 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 mr =+ 5,0 % (256,5 mr - 283,5 mr)

4 | Water / Bona

1.2% wiw/1,2%

Not more than 3.0% /
He 6onee 3,0 %

5 | Uniformity of dosage 4.5/4,5
units / OgHOpOAHOCTH

J03UPOBAHHSA

Acceptance value (AV) should be less than or
equal to 15.0./

ITokazatens npueMneMocty (AV) 10mKeH
OvITH MeHee WK paseH 15,0.

6 | Dissolution /
PacTBOpenue

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

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;H4N505S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XI1I0pHcTOBOTOPOTHOM
KucnoTsl - He 6onee 10 % C7H N3OS
(omenpazon) yepes 2 4.

92%, 92%, 93%, 95%, 93%, 93% | 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)
C7HoN30;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

ITpumeuanne: [1ponykT cooTBETCTBYET TpeboBanmsaM HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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l’_ro_duct: Omez (Omeprazolgcapsu]es 20 mg

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Mpoaykr: OMes® (omenpason), kancyikl 20 mr

Batch No. / Cepust Ne:

IAR No / AHauTHYeCcKHI oTUeT Ne:
2002FP22000814

B2201222

cepHu:

Batch Quantity / O6bem

1975959 NO

Date of Analysis / laTa
aHa/H3a:

22-04-2022

Mfg, Date: / JlaTa npon3BoAcTBa:

03/2022

Date of Expiry / T'ogen no:

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcysl B aMIOMHHHEBOM CTpHITE.
[To 3 crpuna c WHCTpykuMei mo
NPUMEHEHHIO B MaUKy KAPTOHHYH).

02/2025
Analysis performed according ND / Ananus npoeeaen mo HJI: 1T N015479/01-121120

No Test / IloxazaTean Result / PeaynabTaTthl Specification / Hopma

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

Jrobas equHUYHAS

HeusIeHTH G UIIMpOBaHHA

4 TIpUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMmMa nprmeceit He G6onee 2,0 %

8 | Assay/ 20.0 mg / 20,0 mr 180mg to 220 mg of C;;H;gN;O;8
KoauuecrBennoe (99.8% / 99,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeeHne label claim). /

Or 180 wmr mo 22,0 mr C;7H;¢N;0,S
(oMenpazon) B kancyne (ot 90,0 no 110,0 %
OT HOMHHAJILHOT'O COICPKAHUA).

9 | Microbial limits / MukpoGuonoruueckasi 4HcTOTA

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
O61uee yucno a3pobHbBIX

MUKPOOPTaHHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He Gonee 100 KOE/r
Ob1mee uncio
TIPOXKIKEBBIX U
MIECHEBBIX IPHUGOB
¢) E. coli Absentinl g/ Absentin 1 g/
OtcytctByer B 1 OtcytcTtBUE B 1 T
10 | Packaging / YmakoBka | 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 xancyn B antoMUHHEBOM
crpure win B [TA/AJI/IIBX // anroMuHIEBOM
6mactepe. [1o 3 crpuna nnu no 3 6nucrepa c
WHCTPYKLKEH TI0 TPHUMEHEHHI0 B Mauky
KapTOHHYTO.

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykt coorBeTcTBYET TpeboBanumsam HJT

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Omes® (oMenpason), Kancybl 20 mr
Batch No. / Cepust Ne: B2201222 Batch Quantity / O6bem

- cepuu: 1975959 NO -
AR No / AHanuTuveckunii ordet Ne: Date of Analysis / laTa o
12002FP22000814 amanusa:  22-04-2022 -
Mfg. Date: / laTa npoussoacTBa: 03/2022 Date of Expiry / I'ogen no: a

02/2025

Analysis performed according ND / Ananus mposegen nmo H/I: TI N015479/01-121120

Ne Test / IlokasaTeanb Result / PeyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorsetctBrn ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbime 25 °C.
Y caoBHUSs XpaHEHUHA
13 Shelf life / Cpoxk 3 years / 3 rona
rogHOCTH

Remarks : The Product conforms to ND/

TMpumeuanne: [poaykt coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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