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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (oMerpasoln), karcynst 20 M
Batch No. / Cepus Ne: B2200804 Batch Quantity / O6bem
- cepun: 1990000 NO
AR No / Anajautndecknii orver Ne: Date of Analysis / JaTa
2002FP22000544 anaausa: 15-03-2022 -
Mfg. Date: / laTa npon3BoAcTBa: 02/2022 Date of Expiry / T'ogen go:
01/2025

Analysis performed according ND / Ananus nposenen no H/I: 1T N015479/01-121120

Ne

Test / Iloxa3zaTean

Result / PesyabTaTsl

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. /

Trepnbie KETATUHOBLIE
TIpo3payHble Kancylbl pa3Mepa 2 ¢
OCCIBETHBIM  KOPITYCOM, PO30BO
Kppllleykolf 1 MapKUpPOBKOI
yepHoro 1Bera «OMEZ» Ha 06enx
gacTax  kancynel.  ComepknMoe
KarncyJ — rpaHyisl Getoro npera.

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. /
Trepable XKEeJTATUHOBbIE
Karncynsl  pasMepa 2 ¢ OecuBeTHBIM
KOpITYCOM,  pO30BOM  KpBIledkoil M
MapkupoBkoil uepnoro usera «OMEZ» Ha
obenx vacTsix karncynsl. CogepxumMmoe Karcy
— rpanyel 6e10oro UM 1o4TH 6eNoro 1nBeTa.

Npo3payHbIC

Identification / IToaJHHHOCTDL

2a)

By UV /V®-
criekTpodoToMeTprs

Complies as prescribed/
CootBercTBYET TpebOBaHUAM

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® - coekTpel HOTJIOLIEHHS PacTBOPOB
TpellapaTa W  CTaHAapTHOro  ofOpasma
oMenpasoiia B obnactu or 230 mo 350 um
OJDKHBI UMETh MaKCHMYMBI TPH OXHON M
TOM e JUINHE BOJIHEIL.

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHuiaM HJT

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIHU3A
Product: Omez (Omeprazole), capsules 20 mg ~ |ITpoayxT: OMe3® (omemnpason), KancyJs 20 mr
Batch No. / Cepus Ne: B2200804 Batch Quantity / O6bem
I cepun: 1990000 NO I
AR No / AnannTr4ecknii oTuert Ne: Date of Analysis / JaTa
2002FP22000544 aHaamuza: 15-03-2022
Mfg. Date: / laTa nponsBoacTBa: 02/2022 Date of Expiry / T'ogen go:
5 01/2025
Analysis performed according ND / Anaans nposegen mo H: TI N015479/01-121120
Ne Test / Ilokazatean Result / PesyasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHHAM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBRKX/BCIKX in the chroma?ogram qf or'r'leprazc')'le reference
standard solution (section "Assay"). /
BpeMst ymep>KUBaHUS OCHOBHOTO NHKa Ha
XpoMaTorpaMMe  HCIBITYEMOTO  pacTBopa
TIOMKHO COOTBETCTBOBATh BpeMeHH!
yAepXHUBaHUS  OCHOBHOTO nuKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHAapTHOTO
obpazma oMeImpasoa (pasnen
«KonuvecTBeHHOE ONpeneeHUE» ).
3 | Average net fill weight | 271.6 mg/271,6 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansist Mmacca 283.5mg) /
COaEePKUMOTr0 KATICYJT 270,0 mr £ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Boga 1.2% wiw / 1,2% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 5.8/5,8 Acceptance value (AV) should be less than or
units / OAHOPOAHOCTD equal to 15.0./
J03UPOBAHUS [Tokazarens npuemneMocty (AV) nomkeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 1%, 1%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C;;H9N3;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope XJIOpHCTOBOIOPOTHOH
KUCIIOTHI - He 6ojee 10 % C,;H oN3O5S
(omenpazomn) gepes 2 4.
99%, 97%, 95%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of
97%. 99% C17H1sN30;S (omeprazole) is dissolved after
’ 30 min /
B 6ydepe pH 6,8 - He menee 75 % (Q)
C17H1oN3058 (omenpazon) uepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: IlponykT coorBercTBYeET TpeboBaHusm HJI 3axmouenue: OJIOBPEHO
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CEPTUD®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykTt: Omes® (omenpason). kancynst 20 mr |
Batch No. / Cepus Ne: B2200804 Batch Quantity / O6nem '
cepuu: 1990000 NO -
AR No / AHannTH4ecknii oTyer Ne: Date of Analysis / laTa
2002FP22000544 anaausa: 15-03-2022
Mfg. Date: / JlaTa npon3BoAcTBAa: 02/2022 Date of Expiry / Togen po:
01/2025

Analysis performed according ND / Ananu3 nposenen mo HJI: 1T N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kamcynl B aTIOMWHHEBOM CTpHIIE.
ITo 3 crpuna c HHCTpYKUHEHR 10
NPAMEHEHHIO B MTAYKy KapTOHHY!O.

No Test / [Toxa3zaTennb Result / PesyabTaTni Specification / Hopma

7 | Related substances / IToctoponHne npumecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He Gonee 0,5 %

JIrobas equHnUHaAg

HEeHJIEHTH (UM POBaHHA

1 IpUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMMa npuMeceit He Gonee 2,0 %

8 | Assay/ 20.1 mg/ 20,1 mr 180mg to 22.0 mg of C;;H;sN305S
KonnuecTBeHHoe (100.5% / 100,5% ) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHHe label claim). /

Or 18,0 mMr mo 22,0 mr C;H;oN;O5S
(omemnpason) B karcyne (ot 90,0 mo 110,0 %
OT HOMHHAIBHOTO COJIEPKaHNS ).

9 | Microbial limits / Mukpo6unoJsiorudeckas 4ucToTa

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
Ob1iiee ynucno a3poOHBIX

MHKPOOPTaHU3MOB
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 yucino
IIPOKKEBBIX U
NJIECHEBBLIX IrpUOOB
¢) E. coli Absentin1l g/ Absentin 1 g/
OtcytcrByer B 1 1 OrcyteTBHE 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. / [To 10 kancyn B alftoMUHUEBOM
crpune win B I[TA/AJI/TIBX // antoMUHHEBOM
6mucrepe. [To 3 crpuna nnu no 3 Hmuctepa ¢
WHCTPYKLHEH M0 MNPUMEHEHWI0 B MadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipnmeuanne: Ilpoaykr coorBercTByeT TpeboBaumsiM HJI

Conclusion : APPROVED /
3axuroyenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (6meprazo]e_), capsules 20 mg TMpoaykr: OMe3® (oMenpason), KarcyJbl 2QM|-_
Batch No. / Cepusn Ne: B2200804 Batch Quantity / O6bem
| B cepuu: 1990000 NO -
AR No / Ananurnueckmii ordet Ne: Date of Analysis / laTa
2002FP22000544 - _ |ananu3a:  15-03-2022
Mfg. Date: / JlaTa npou3BoacTBA: 02/2022 Date of Expiry / 'open ao:
01/2025

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

Ne Test / Iloka3zaTean Result / PesyanTaThl Specification / Hopma

11 | Labeling / According to ND /B cootsercrsun ¢ HJI

MapkupoBka

12 | Storage conditions /
YcnoBusi XpaHeHHUst

At temperature below 25 °C. / ITpu TemnepaType He Bbie 25 °C.

13 | Shelf life / Cpox
TOIHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

Ipumeuanne: [TponykT cooTBeTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3akarouenne: OJOBPEHO
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