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Uncontrolle

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJINU3A

[Product: Omez ('()mcp_mzole], capsules 20 mg

Mpoxykr: Omes® (omMernpason), Kancysel 20 mr

Batch No. / Cepusi Ne: B2201226

Batch Quantity / O6nLem
cepuu: 1990000 NO

AR No/ AHaJlHTl;'-IeCKHﬁ ordet Ne:
2002FP22000835

Date of Analysis / laTa
anajanza: 26-04-2022

Mfg. Date: / laTa npoussofcTBa: 03/2022

Date of Expiry / Fogen go:

.O J _xl_."

02/2025

Analysis performed according ND / Ananus nposexen mo H/: TT N015479/01-121120

Ne

Test / [loxaszaTenap

Result / PesyabTaThi

Specification / Hopma

1

Description /
Onncatne

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. /

Trepasle XKeJTaTUHOBLIE
Mpo3payHble Kancynbl pasMepa 2 ¢
GeclBETHEIM  KOPITYCOM, pO30BO#
KpBILLIEYKOM " MapKUpOBKOH
yepHoro usera KOMEZ» na o6enx
gacTax kamcynsl.  Comepxumoe
Karcyn — rpaHyJisl 6enoro nBera.

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 JKENaTUHOBbIE
Kancynel  pasMepa 2 ¢ OGecCUBETHBIM
KOPITYyCOM, po30BOH KpPBILIEYKOI n
MapkupoBkoil yepHoro usera «OMEZ» Ha
06enx yacTsax kancynsl. ComepXxuMoe Kancys
— TpaHyJIbl GeToro UITH MOYTH OeNToro 1BeTa.

npo3paynHbIe

Identification / IlogTuHHOCTD

2a)

By UV /V®-
criekTpodoToMeTpust

Complies as prescribed/
CooTBeTcTBYET TpeOOBaHUSM

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavclength. /

V@ - cnekrpel TOMIOWEHHS pPacTBOPOB
mpernapata W CTaHAapTHOro  oOpasia
oMenpazona B obmactn or 230 no 350 HM
IOIKHBI MMETh MAKCHMYMbl TIpH ONHOH M
TOI1 e JUTUHE BOJIHEIL.

Remarks : The Product conforms to ND/
Mpumeuanme: [Ipoaykt coorBeTcTBYeT TpeOoBanmsam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

poaykr: Ome3® (oMenpason), KancyJsl 20 Mr

Batch No. / Cepust Ne:

B2201226 Batch Quantity / O6bem

cepuu: 1990000 NO

AR No / Anaaurndecknii orver Ne:
2002FP22000835

Date of Analysis / lata
anaausa: 26-04-2022

Mfg. Date: / JlaTa nponssogcTea: 03/2022 Date of Expiry / I'ogen mo:

02/2025

Analysis performed according ND / Ananus nposegen no HJI: 1T N015479/01-121120

PactBopenue

Ne Test / ITokazatenn Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC COoOTBETCTBYET TPeOOBaHUAM chromatogram of test solution should
BYKX wmm f:orrespond to the retention time of main peak
in the chromatogram of omeprazole reference
CBOXX/BCXX . . B
standard solution (section "Assay"). /
Bpemsi yaepXvBaHMS OCHOBHOIO NHMKa Ha
XpOMaToOrpaMMe  HCITBITYEMOTO  pacTBopa
JOIKHO COOTBETCTBOBATD BpeMEHH
yaepkUBaHMA ~ OCHOBHOTO  TNMKa  Ha
XpOMAaTOTpaMMe  pacTBOpa  CTAHIApPTHOTO
oOpazna omernpazona (pazmen
«KonuuecTBeHHOE ONpEENeHUe»).
3 | Average net fill weight | 270.9 mg/270,9 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeaunsisi Macca 283.5 mg) /
COAEPKHAMOTO0 Kamcya 270,0 mMr = 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / QgHOpOAHOCTH equal to 15.0./
J03HPOBAHUA TTokasaTens npuemieMocth (AV) nonxen
ObITE MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H;4N;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XIOpHCTOBOTOPORHOMI
kucnoTel - He 6oiee 10 % Ci;H;9N;05S
(oMenpazom) yepes 2 4.

97%, 94%, 95%, 95%, 95%, 96% | In pH 6.8 buffer - not less than 75 % (Q) of
C17H,sN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17H;gN305S (oMemnpazon) depes

30 MuH.

Remarks : The Product conforms to ND/
HMpumeuanue: [TpoaykT cooTBeTcTBYET Tpeboannsm HJL

Conclusion : APPROVED /
3aximouenue: OJJOBPEHO
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|Product: Omez ( Omepraz_ole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

MpoaykT: Ome3® (oMenpason), Kancynsl 20 Mr

Batch No. / Cepus Ne:

AR No / AHaauTH4ecKnil oTder Ne:
2002FP22000835

B2201226

cepum:

Batch Quantity / O6sem

1990000 NO

Date of Analysis / laTa
aHajau3a: 26-04-2022

Mfg, Date: / JlaTa npou3BoACTBa:

03/2022

Date of Expiry / 'ogen go:
02/2025

Analysis performed ;ccording ND / Ananus nposenen mo H/: TI N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcysl B allOMUHHEBOM CTpHIIE.
[To 3 crpuna c WHCTPYKIMER 110
NPUMEHCHHUIO B MTAYKy KapTOHHY!O.

Ne Test / IToxa3aTean Result / Pe3syabTaThl Specification / Hopma

7 | Related substances / ITocropoHnne npumecu
Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jobas enHNYHAS

HenueHTUGULUPOBaHHA

s IpUMech

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

8 | Assay/ 20.0 mg /20,0 Mr 180mg to 220 mg of C;H;sN;0;8
KosnnuecTBeHHOE (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeae/ieHne label claim). /

Or 18,0 Mr 40 22,0 MI C17H19N303S
(omermpason) B karcyne (ot 90,0 mo 110,0 %
OT HOMUHAJIBHOTO COEPKaHNA).

9 | Microbial limits / Mukpo0OHBoJioTHYeCKAasH YUCTOTA

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
OO6mmee yucio aypoOHBIX

MHKPOOPTaHW3MOB
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
O06miee Ynuco
IPOXOKEBBIX U
TNJIECHEBBIX rpUbOB
¢) E. coli Absentinl g/ Absentinl g/
OTtcytcrByer B 1 1 OtcyTcTBue B 1 T
10 | Packaging / Ynakoska | 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 altoMUHUEBOM
crpune wiu B [TA/AJI/TIBX // anroMuHHACROM
6mucrepe. [To 3 crpumna win no 3 6nucrepa ¢
UHCTPYKIMEH 10 NpPUMEHEHUI0 B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: QJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
|Product: Omez (Omeprazole), capsules 20 mg |Mpoaykr: Ome3® (oMerpasorr), Kancybl 20 mr
Batch No. / Cepus Ne: B2201226 Batch Quantity / O6nem
cepun: 1990000 NO o
AR No / AHannTudecknii otyer Ne: Date of Analysis / JaTa
2002FP22000835 anaauza: 26-04-2022
Mfg. Date: / laTa nponM3BoACTBA: 03/2022 Date of Expiry / Tonen go:
02/2025
Analysis performed according ND / Ananu3s nposenen mo HJI: I N015479/01-121120
Ne Test / Iloka3aTeab Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootrercTBun ¢ HJI
Mapkuposka

12 | Storage conditions /

At temperature below 25 °C. / I1pu TeMnepartype He Bbiie 25 °C.
YcaoBusi XpaHennsi

13 | Shelf life / Cpox 3 years /3 roga
TOTHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanme: [TpoaykT cooTBeTCTRYET TpeboBannsam HJL 3axkmouyenne: OJIOGPEHO
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