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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Batch No. / Cepus Ne:

Product: Omez (Omeprazole), capsules 20 mg
B2201042

|Mpoaykt: OMe3® (oMenpason), KancyJib 2(_)__1\/[

cepHu:

Batch Quantity / O6bem

2000000 NO

2002FP22000662

AR No / Apanurudecknii order No:

Date of Analysis / lata
ananusa: 31-03-2022

Mfg. Date: / laTa npon3BoJcTBa:

03/2022

02/2025

Date of Expiry / T'ogen no:

Analysis per_formed according ND / Ananus nposeen mo H/[: TI N015479/01-121120

Ne Test / IloxazaTeanb

Result / PezyabTaTsl

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. /

Teepable KEJIaTUHOBBIC
Mpo3payHble Kamncyns! pazMepa 2 ¢
OecUBETHBIM KOPITYCOM, pO30BO#
KpbILLIEYKOii " MapKUpOBKOK
yepHoro nsera «KOMEZ» Ha obenx
yactax  karncynmsl.  Comepixumoe
KarncyJj — rpaHynbl 6enoro 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
peliets. /

Trepnble KEJIATUHOBEIE [po3pauHbie
Karicyniel  pasmepa 2 ¢ OecuBeTHHIM
KOpITyCcoM, pO30BOIt KpPBIIIEYKOi "

MapkupoBkoii uepHoro usera «OMEZ» Ha
obenx yactax kancynsl. CogepKuMoe Karcyn
— TpaHynel 6eIToro WIIM MoYTH 6elToro useTa.

2 | Identification / Tog1uHHOCTDL

2a) | By UV/V®-

cnekTpodoToMeTpUs

Complies as prescribed/
CooTBeTcTBYeT TpeOOBaHMIM

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. /

Y® - choekTpel NOTTOLIEHHWs pPacTBOPOB
mpemapata W craHgapTHoro  obpaslia
oMenpasona B obnacti oT 230 mo 350 HM
IOJDKHBI MMETh MaKCHMyMBI TPW OIHOW W
TOM K€ JUTMHE BOJIHBI.

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT coorBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJTH3A

[Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Omes® (oMempason), Kancynbﬁ(;__l_wr

Batch No. / Cepus Ne: B2201042

|cepun: 2000000 NO

Batch Quantity / O6bem

AR No / Ananurnueckuii oruer No: Date of Analysis / laTa
12002FP22000662 anaausa: 31-03-2022
Mfg. Date: / laTa npousBoJacTBa: 03/2022 Date of Expiry / I'ogen go:
02/2025
Analysis performed according ND / Auasus nposenen mo HJI: TI N015479/01-121120
Ne Test / Iloxa3aTenns Result / PesynabTaTsl 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
B vt f:orrespond to the retention time of main peak
CBYIUBCOXKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMst yoepKUBaHWS OCHOBHOIO TNMKa Ha
XpOMaTorpaMMe  WCTIBITYEMOTO  pacTBopa
TOJIKHO COOTBETCTROBATH BpEMeHH
YAEpKUBAaHUS OCHOBHOTO  NHKa  Ha
XpOMAaTorpaMMe  pacTBOpa  CTAHAAPTHOTO
obpazua oMernpasona (pasmen
«KonunuecrBeHHOE ONpeeneHey ).

/ Cpeansist macca
COJIEPKIMOro KaTcyJg

3 | Average net fill weight | 270.2 mg/270,2 mr

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

4 | Water / Boaa 1.2% w/w / 1,2%

Not more than 3.0% /
He 60mee 3,0 %

5 | Uniformity of dosage 52/52
units / OqHopoaHocTh

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

100%

J03UPOBaHUA Tokazarens npuemieMocti (AV) nomkeH
ObITh MeHee WiTH paBeH 15,0.
6 | Dissolution / 0%, 1%, 1%, 0%, 2%, 2% In 0.1 M hydrochloric acid solution - not
PacTBOpeHue more than 10 % of C;7H oN;05S

(omeprazole) is dissolved after 2 h/

B 0,1 M pacTBope X1n0opHCTOBOAOPOAHOM
xucnortsl - He 6osee 10 % Ci;H1oN5O5S
(omempazon) depe3 2 4.

101%, 99%, 97%, 100%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of

C7HoN30;S (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - He MeHee 75 % (Q)
C;7HsN;0;S (oMenpazoin) uepes

30 MuH.

Remarks : The Product conforms to ND/

Ipumeuanne: [IpogyxTt cooTBeTcTBYET TpeboBauusaM HJI

Conclusion : APPROVED /
Zaxaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykTt: OMe3s® (oMenpazon), Kancyinst 20 mr
Batch No. / Cepust Ne: B2201042 Batch Quantity / O6bem
_ cepun: 2000000 NO
AR No / AHanuTHueckuii oTyeT Ne: Date of Analysis / JlaTa
2002FP22000662 aHaau3a: 31-03-2022
Mfg. Date: / IlaTa npousBoacTsa: 03/2022 Date of Expiry / Iogen no:

~02/2025

Analysis performed according ND / Ananuns nposener mo HJI: TT N015479/01-121120

Ne Test / IToxa3aTeJin Result / Pe3yabTaThl Specification / Hopma

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

JIro6as eqnHUYHAS

HenneHTUH LM poBaHHA

st IPUMeECh

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

8 | Assay/ 20.2 mg /20,2 mr 180mg to 22.0 mg of C;;H;gN;O;8
KonuuecTBeHHOE (100.8% / 100,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHHe label claim). /

Ot 18,0 MIr oo 22,0 MT C|7H19N3O3S
(oMenpason) B kancyne (ot 90,0 no 110,0 %
OT HOMHMHAJTBHOTO COTEpHAHMUA).

9 | Microbial limits / Mukpo6nosoruyeckast 44cToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6omnee 1000 KOE/r
O6uiee 9ncno a3poOHBIX

MHKPOOPraHH3MOB
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
O61ee yncio
TPOMOKEBBIX U
TJIECHEBBIX IPUOOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OtcytcTByeTB 1 T OtcyTrctBUE B 1 T
10 | Packaging / YnakoBka | 10 capsules in an aluminum strip. 10 1 . lumi .
3 strips and patient information R i e &
. PA/AL/PVC // aluminum blister. 3 strips or
. o e e /e Hl blisters and patient information leaflet in a
Kalcynl B aIOMWHHEBOM CTpHIIE. Aol p
Tlo 3 cIpmma ¢ WHCTpyKICH N0 carton pack. / ITo 10 kancyn B antOMUHHEBOM
crpurie win B ITA/AJI/TIBX // amtoMHHIEBOM
NPUMEHEHHUIO B NIAYKY KAPTOHHYIO. | o oy o o 0 3 61
pe. Io puma uit ucrepa ¢
WHCTPYKIMENl TO0 TPUMEHEHUIO B Ma4Ky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumevanne: [IpoNyKT COOTBETCTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Product: Omez (Omeprazole), czgsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIU3A

MpoaykT: Ome3® (omenpason), Kancyib 20 mr

Batch No. / Cepus Ne:

B2201042 |Batch Quantity / O6bem

cepum: 2000000 NO

AR No / Anaxutudeckuii otder No: Date of Analysis / laTa
2002FP22000662 ananuza: 31-03-2022
Mfg. Date: / laTa npoussoJcTBa: 03/2022 Date of Expiry / T'ogen ao:
02/2025
Analysis performed according ND / Anasnu3 npoeeaen mo HJI: 1T N015479/01-121120
Ne Test / Iloka3aTeJb Result / Pe3yabTaTst Specification / Hopma
11 | Labeling / According to ND / B cootercTum ¢ HJT
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Boie 25 °C.
YcaoBUSA XpaHEHHA
13 | Shelf life / Cpox 3 years /3 rona
FOIHOCTH

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKT COOTBETCTBYET TpeboBannaM HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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