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Uncontrolled Cor

Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIM3A

H_;;))J_ylﬂ': Owme3® (omMerpasorn), KarcyJrsl 2__()_Mr

Batch No. / Cepus Ne:

B2201230

Batch Quantity / O6bem

2002FP22000859

cepun: 1990000 NO
AR No / Ananutnyeckuii otger Ne: Date of Analysis / laTta
aHajuza: 30-04-2022

Mfg. Date: / laTa npou3soacTsa:

03/2022

Date of Expiry / Togen xo:

CooTBeTCTBYET TpeOOBaHUAM

02/2025
Analysis performed according ND / Anasu3 nposeen mo HJI: T1 N015479/01-121120
Ne Test / ITokazaTean Result / Pe3yjabTaTnl Specification / Hopma
1 | Description / . Hard gelatin transparent capsules of size 2
Onucanue 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. / Teepable KeNaTHHOBLIE Npo3payHble
Teepasie JKENATUHOBBIE | KANCyJBl  pasMepa 2 ¢ OecUBETHBIM
Mpo3payHble Kancylbl pasMepa 2 ¢ | KOPIyCoM, pO30BO¥ KpbILIeyKoi u
OecLBETHBIM KOPIIyCOM, pPO30BOHM | MapkupoBkoit uepHoro useta «OMEZ» na
KpBILIEUKO U MapKUpOBKO# | 00enx HacTax KarncyJiisl. ComepkHMoe Karicy
yepHoro nsera «OMEZ» Ha o6eux | — rpaHyIbl GENOTo WM TOYTH Gernoro nBera.
gactsax kancymel.  ComepxuMoe
KaIllcyJl — rpaHyJibl 6enoro ngera.
2 | Identification / IloxTMHHOCTE
2a) | ByUV/Vo- UV-absorption spectra of both test and
criekTpodoTomMeTpus Complies as prescribed/ standard solutions of omeprazole in the range

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

V® - cHexTpbl NOTIOWEHHA DPACTBOPOB
nperapata W CTaHAapTHoro  obpasua
oMenpasona B obnmactu or 230 no 350 HM
JOIDKHBI MMETh MaKCHMYMBI TIpH OIOHOM U
TOM k€ IJINHE BOJTHEI.

Remarks : The Product conforms to ND/
Ipumedanne: [TponykT cooTBETCTBYET TpeboBaHmam HJI

Conclusion : APPROVED /
Jaxaouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATTN3A

Product: Omez (Omeprazole), capsules 20 |;1g_

MpoaykT: Ome3® (omenpason), Kancyisl 20 mr

Batch No. / Cepus Ne: B2201230

Batch Quantity / Oonem
cepun: 1990000 NO

AR No / AHaJquTnueckHuii oruer Ne:
2002FP22000859

Date of Analysis / laTa
anajamsa: 30-04-2022

/ Cpennss macca
COJEPIKHMOTO KAMCy.JI

Mfg. Date: / laTa npou3BOACTBA: 03/2022 Date of Expiry / T'ogen go:
02/2025
Analysis performed according ND / Auanus nposenen mo HJI: 1T N015479/01-121120
Ne Test / [ToxasaTennb Result / Pe3yabTaTnl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBETCTBYET TPeOOBAHMAM chromatogram of test solution should
BYKX s correspond to the retention time of main peak
in the chromatogram of omeprazole reference
CROMEHREASK standard solution (section "Assay"). /
BpeMsi ymep)XUBaHUS OCHOBHOIO NHKAa Ha
XpoMaTorpaMMme  HCIIBITYEMOTO  pacTBopa
TIOJIXCHO COOTBETCTBOBATh BpPEMEHH
yIepXHUBaHUs  OCHOBHOIO nuka  Ha
XpoMaTorpaMMe  pacTBopa CTAHAapTHOTO
obpasna oMemnpa3ona (pazmen
«KonuuecTBEHHOE OTPEeNIENeHNen ).
3 | Average net fill weight | 266.9 mg/266,9 Mr 270.0 mg + 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 mr £ 5,0 % (256,5 mr - 283,5 ™r)

4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /

He 6onee 3,0 %

5 | Uniformity of dosage 2.8/2,8 Acceptance value (AV) should be less than or
units / OQAHOPOAHOCTH equal to 15.0./
J03UPOBAHUSA TToxazaresns npuemieMocti (AV) nokeH
OBITE MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 2%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C;HoN301S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJIOpHCTOBOJOPOAHON
Kkuenotsl - He Gojee 10 % CoH gN3O5S
(omMenpazon) yepes 2 4.

95%, 97%., 95%, 96%, 99%, 96% | In pH 6.8 buffer - not less than 75 % (Q) of

C7HoN;30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ve meree 75 % (Q)
C17H;4N304S (oMemnpason) uepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: [IponykT cooTBETCTBYET TpeboBanusM HJT Zaxmouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHATTH3A

Product: Omez (Omeprazole), capsules 20 mg TNpoaykr: OMe3® (omenpazon), kancyis 20 mr
Batch No. / Cepust Ne: B2201230 Batch Quantity / O6bem
cepun: 1990000 NO
AR No / AHaanTu4eckuii otyer Ne: Date of Analysis / laTa
2002FP22000859 anaam3a:  30-04-2022
Mfg. Date: / laTa nponsBoacTBa: 03/2022 Date of Expiry / I'oaen go:
02/2025
Analysis performed according ND / Ananu3s nposesen o HJL: 11 N015479/01-121120

Ne Test / [loxasaTens Result / PesyabTaThl Specification / Hopma

7 | Related substances / IlocToponnue npumecu
Any individual 0.06% / 0,06% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas equHAYHAS

HenJeHTU(HULMPOBaHHA

s IPUMECD

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMmma npumeceit He Gonee 2,0 %

8 | Assay/ 20.3 mg /20,3 Mr 180mg to 22.0 mg of C;H;gN;O58
KonmuecTBenHOE (101.6% /101,6%) (omeprazole) in capsule (90.0 to 110.0 % of
ompeaesieHHe label claim). /

Or 18,0 mr go 22,0 mr C;H;gN3;O;3S
(omerpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMHHAJTBHOTO COIEPAKAHUS).

9 | Microbial limits / Mukpo6uoJiorndeckast YHCTOTA

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
O6uiee 4nCI0 a3poOHBIX

MHKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count |/ Meree 10 KOE/r He Gonee 100 KOE/r
OO6uee yucno
TPOXOKEBBIX U
MIIEeCHEBLIX rpuOoB
¢) E. coli Absentin1 g/ Absentin 1l g/
OtcyrcrByerB 1 T OrcytcTrBUe B 1 T
10 | Packaging / Yuaxoska | 10 capsules in an aluminum strip. 10 I . lumi .
3strips and patient information L o e str1.p -
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Ilo 10 3 blisters and patient information leaflet in
Kancysl B AaTIOMUHHEBOM CTpPHIIE. § p "
o 3 crpuna ¢ MHCTpYKIMeH T carton pack. / [To 10 xancyn B amoMHHHEBOM
crpune win B [TA/AJI/TIBX // anroMuaneBoM
NPUMCHCHUIO B TIAUKY KAPTOHHYIO. | 51y erepe. TTo 3 cTpuma wim 1o 3 6imcTepa ¢
pe. p p
UHCTPYKLKEH 10 MNPUMEHCHHI0 B MNaykKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: TIporykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

|Mpoaykt: Omes® (omempasolr), Ka]‘lch?IZO Mr

Batch No. / Cepusn Ne:

B2201230 Batch Quantity / O0bem

cepum: 1990000 NO

AR No / Anajgurnyeckuii oruer Ne:

Date of Analysis / laTa

2002I'P22000859 anannsza; 30-04-2022
Mfg, Date: / laTa npousBoAcTBa: 03/2022 Date of Expiry / T'ogen no:
02/2025
Analysis performed according ND / Anasin3 npoBeaen no HJL: 11 NO15479/01-121120
Ne Test / IlokasaTtens Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBerctenn ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Boiue 25 °C,
YcaoBust XpaHeHUs
13 | Shelf life / Cpok 3 years / 3 rona
roAHOCTH

Remarks : The Product conforms to ND/
IMpumeuanne: Iponykr coorBercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO
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