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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

|Product: Omez ( Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMemnpason), kancyst 20 mr
Batch No. / Cepust Ne: B2200949 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / Anaautndeckuii order Ne: Date of Analysis / JlaTa
2002FP22000633 _|ananmza: 29-03-2022
Mfg. Date: / laTa npon3soacTBa: 02/2022 Date of Expiry / I'ogen no:

01/2025

Analysis performed according ND / Auaaus nposeten no HJ: I1 N015479/01-121120

Ne Test / Illoka3aTeanb

Result / Pe3yabTaThl

Specification / Hopma

1 | Description /
OnMcanne

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. /

Teepasie JKeJIaTHHOBBIE
Mpo3payHbie Kancyibl pazMepa 2 ¢
GECUBETHBIM KOPITyCOM, PO30BOit
KPBILIEYKOH W MapKMPOBKOIi
yepHoro upera «OMEZ» Ha obeunx
yacTsax  kancynbl. ComepikumMoe
KarcyJy — rpaHynsl 6eoro Lpera.

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. /

Tsepnsie JKeNaTUHOBLIE Ipo3payHbIe
Kamcynsl  pasmMepa 2 ¢ OecuseTHBIM
KOpITYyCOM, po30BoOit KpBILLIEYKOH "

MapKupoBkoii ueproro upera «OMEZ» Ha
o6enx yacTax kancynsl. CogepXuMoe Karncy
— rpaHyJibl 6eoro WITH MOYTH OENoTo IBETA.

2 | Identification / ITloaaHHHOCTH

2a) | By UV/ V-

cneKkTpohoTOMETpHS

Complies as prescribed/
CoOTBETCTBYET TpeOOBaHHAM

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® - ChekTpsl MOTTOUEHAA PacTBOPOB
mpermapata M CTaHAapTHOro  obpasua
oMenpasona B obnactn ot 230 mo 350 HM
IOIDKHBI UMETh MaKCUMYMBI TIPM OJHOH M
TOM ke JINHE BOJIHBI.

—

Remarks : The Product conforms to ND/
IMpumeuanne: TIponyKT cooTBeTCTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
3axouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

Product: Omez (Omeprazole), capsules 20 mg

NMpoxykTt: OMe3® (oMenpazon), Karncybl 20 mr

Batch No. / Cepus Ne:

B2200949 Batch Quantity / O6nem

cepun: 2000000 NO

Ipumeuanne: [Tponykr coorBercTBYeT TpeboBanuaM H/L

AR No / AHanuTH4deckuit oTyeT Ne: Date of Analysis / laTta
2002FP22000633 - anaamn3sa:  29-03-2022
Mfg. Date: / laTa npousBoacTea: 02/2022 Date of Expiry / I'open go:
01/2025
Analysis performed according ND / Ananu3s npopeaen mo HJL: TI N015479/01-121120
Ne Test / Iloka3aTens Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeboRaHMAM chromatogram of test solution should
BYKX i f:orrespond to the retention time of main peak
CBRKX/BCHX in the chroma‘gogram qf orﬁlepraz(l)lle reference
standard solution (section "Assay"). /
Bpems yaepXuBaHWsS OCHOBHOIO TNHKa Ha
XpoMmarorpaMMe  MCIBITYEMOro  pacTBopa
IOIDKHO COOTBETCTBOBATh BpeMeHU
yAepKUBaHUS OCHOBHOT'O nuka  Ha
XpoMarorpaMMe  pacTBopa  CTaHHAPTHOTO
obpazna oMetpaszona (pasmen
«KonuuecTBeHHOE ONPEACIEHNEY ).
3 | Average net fill weight | 270.0 mg/270,0 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansis macca 283.5 mg) /
COIEPIKUMOro Kancya 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boga 1.6%/1,6% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 4.8/4,8 Acceptance value (AV) should be less than or
units / OTHOPOAHOCTH equal to 15.0./
J03UPOBAHUS Tokazaresns mpueMneMoctu (AV) 0omkeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 2%, 1%, 0%, 0%, 2%, 2% In 0.1 M hydrochloric acid solution - not
PacTBopenue more than 10 % of C;;H;oN305S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBope XIOpHUCTOBOAOPOLHONM
Kucnotsl - He Gonee 10 % C;H9N505S
(oMerpazon) yepes 2 4.
98%, 97%, 98%, 97%, 97%, 97% | In pH 6.8 buffer - not less than 75 % (Q) of
C,7HsN;30;S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C17H N3 058 (oMempazoir) uepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

2002FP22000633

CEPTHOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: Ome3® (omenpason), Kancyisr 20 mr
Batch No. / Cepnst Ne: B2200949 Batch Quantity / O6nem -
s cepun: 2000000 NO
AR No / AnanntTuyeckuii order No: Date of Analysis / laTa
. |ananuza: 29-03-2022
Mfg. Date: / lata nponssoxcrsa: 02/2022 Date of Expiry / I'oaen go:
01/2025

Analysis performed according ND / Anaaus nposesien mo H/: 1 N015479/01-121120

Ne Test / [TokazaTeanb Result / PesyabTaThl Specification / Hopma

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

JIobag cqHuYHAs

HeHaeHTUHUIHMPOBaHHA

s TIPUMECH

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

8 | Assay/ 19.7 mg /19,7 mr 18.0mg to 22.0 mg of C;H;gN;058
KonuuecTBeHHOE (98.7% / 98,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeiene label claim). /

Or 18,0 mr mo 22,0 mr C;;H;9N;O5S
(oMerpazomn) B kancyne (ot 90,0 no 110,0 %
OT HOMHMHAJILHOTO COIEPKAHNA).

9 | Microbial limits / MukpoouoJsioruueckast YHcTOTa

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
O6uiee 4ucno aspobOHBIX

MHUKPOOPraHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6onee 100 KOE/r
O01mee 9ynucio
JIPOXKEBBIX 1
J1IECHEBBIX TPUOOB
¢) E. coli Absentin1 g/ Absentin 1 g/
OrcyrctByer B 1 1 OrcytcrBUe B 1 T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. 10 1 . lumi .
3 strips and patient information -k Sl bl Sm.p or
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / ITo 10 3 blisters and vatient inf tion leaflet i
patient information leaflet in a
Karncyn B aJlOMUHHEBOM CTpHIIE.
To 3 crpuma ¢ EECTpYXIHEH 1o carton pack. / ITo 10 kancyn B antoMMHHEBOM
crpurne unu B ITA/AJI/TIBX // anoMuHENEBOM
TIPUMCHCHUIO B MAUKY KAPTOHHYIO. | 6rcrepe. TTo 3 cTpuma win mo 3 GmucTepa ¢
pe. ITo 3 ctp TUCTEP
UHCTpYKIMEeH [0 TNPUMEHEHUI0 B MaukKy
KapTOHHYTO.

Remarks : The Product conforms to ND/
Mpumevanue: [IponykT cooTBeTcTBYET TpeboBaHnIM HJT

Conclusion : APPROVED /
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTW3A

|Product: Omez (Omeprazole), capsules 20 mg MpoayxTt: OMe3® (oMenpazon), Karcybl 20 wr
Batch No. / Cepust Ne: B2200949 Batch Quantity / O6bem
_ - B cepuu: 2000000 NO B
AR No / Ananmurudecknii ordet Ne: Date of Analysis / laTa
2002FP22000633 aHaau3a: 29-03-2022
Mfg. Date: / lata npousBoacTBa: 02/2022 Date of Expiry / 'onen go:

01/2025

Analysis performed according ND / Ananus nposesen mo H/: IT N015479/01-121120

Ne Test / IlokazaTenan Result / Pe3yabTaThl Specification / Hopma
11 | Labeling/ According to ND / B cootserctnm ¢ HJI
MapxkupoBka
12| Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Bbimre 25 °C.
YcaoBHust XpaHeHust
13 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/

TMpumeuanme: [TponyKT cooTBeTCTBYET TpeboBaHmsiM HJT

Conclusion : APPROVED /
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