Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTAIA

Product: Omez (Omeprazole), capsules 20 mg Hponykr: OMe3® (oMenpason), kaucybt 20 Mr
Batch No. / Cepus Ne: B2201046 Batch Quantity / O0bem
|cepmm: 1967490 NO )
AR No / Ananutnueckuii oTaer Ne: Date of Analysis / JaTa
2002FP22000717 anaymsa:  05-04-2022 |
Mfg. Date: / /laTa npou3BoacTBA: 03/2022 Date of Explry / Toaen ao:
02/2025

Analysis performed according ND / Auasns nposenen mo HJI: 11 N015479/01-121120

Test / IToxa3zaTean

" Result/ PesyabTaTh!

Specification / Hopma

Ne
| 1 | Description /
Onucanne

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. /

Teepaple KEAaTHHOBBIE
TpO3padHble KANCYIHl pasMepa 2 ¢
OECLBETHEIM KOPITyCOM, pPO30BOMH
KPBILICYKOH " MapKHAPORKOH
ueproro 1sera «KOMEZy» Ha obenx
yactsx  Kancynsl.  Cozpepxumoe
KaIcyJ1 — rpaHysl 6e/1oro 1sera.

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. /

Tsepasie JKENaTHHOBEIE Tpo3pavHHIC
Karcyiasl  pasmepa 2 ¢ OecIBeTHHIM
KOpIIyCOM,  pO30BOif  KpHIIEUKOM |

MapkupoBkod uepHoro neera «OMEZ» Ha
obenx yacTax xarcyinbl. CoepXKuMOe Kancyn
— IpaHyJsl GEI0ro Wik NoYTH OEIIOTo 1BeTa.

2 | Identification / IloaAHHOCTE

2a) | By UV/ V-

crekTpohoTOMETPHL

Complies as presctibed/
CooTBEeTCTBYCT 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® - choexTpsl IOINOLICHHA PacTBOPOB
npemapata M CTaHAapTHoro  oOpasna
oMenpazona B obmacti or 230 mo 350 mm
JIOJDKHEL MMETh MaKCHUMYMEI TIPH OFHOH H
TOM € JUTMHE BOJTHEL

Remarks : The Product conforms to ND/
TNpumeuanne: [IpoaykxT cooTBeTcTBYET TpeOoBaHusM HJ

Conclusion ;: APPROVED /
3axsmouenne: OJJOSPEHO
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

|IIpoayxT: Ome3® (omenpason), kancyust 20 Mr—__

Product: Omez (Omeprazole), capsules 20 mg

2002FP22000717

Batch No. / Cepust No: B2201046 Batch Quantity / O6nem
cepum: 1967490 NO -
AR No / AHaaaTHuecknii orveT No: Date of Analysis / Iata

amamu3a: 05-04-2022

/ Cpeaussi Macca
COIEPAKMMOT0 KaTCYJI

Mifg. Date: / JaTa npoH3BOJCTBA: 03/2022 Date of Expiry / T'oaeH fo:
02/2025
Analysis performed according ND / Anajiu3 npoBeeH 1o HlI: TIN015479/01-121120
Ne Test / Iloxa3zaTelb Result / Pe3yanTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TPeGOBaHIIM chromatogram of test solution should
BOKX umi correspond to the retention time of main peak
CBAKX/BCKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
BpeMs ymepUBaHMA OCHOBHOTO IIMKA Ha
XpPOMATOTpaMMe  HCIIBITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATE BpeMeHU
yIEpKHBAHMS ~ OCHOBHOTO  DIIMKa  Ha
XpOMaTOrpaMMe  pacTBopa  CTaHZAPTHOTO
obpasma oMenpasona (paspmen
«KONM9ECTBEHHOE ONPERCTICHHED).
3 | Average net fill weight | 269.6 mg/269,6 Mr 270.0 mg + 5.0 % (Between 256.5 mg and

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

4 | Water / Bona 1.0 % wiw / 1,0% Not more than 3.0% /

He 6omee 3,0 %

5 | Uniformity of dosage 32732 Acceptance value (AV) should be less than or
units / OgAHOPOANOCTH equal to 15.0./
J03UpPOBaHHSA INokazarens npuemieMocTd (AV) DOIDKEH
OBITH MEHEE W paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopeHne more than 10 % of C7H;sN3038

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJIOPHCTOBOZOPOIHOI
KHCHOTHI - He Gonee 10 % C7;HgN;O58
(omempasom) gepes 2 1.

96%, 96%, 97%, 97%, 98%, 95% | In pH 6.8 buffer - not less than 75 % (Q) of

C;7HsN;05S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C17HoN;0,S (omempazomn) depes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanne: Iponyxr coorseTcTBYeT Tpebopanuam HJI 3aximiouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHEAT AHAJH3IA

Product: Omez (Omeprazole), capsules 20 mg IIponykr: Ome3® (oMenpason), kaucysst 20 Mr
Batch No. / Cepus Ne: B2201046 Batch Quantity / O6bem
- cepun: 1967490 NO
AR No / AuamuTHueckuii oTueT Ne: Date of Analysis / TaTta
12002FP22000717 anagmza;  05-04-2022
Mfg. Date: / JlaTa npon3ssoiacTaa: 03/2022 Date of Expiry / T'onen ao:
~102/2025
| Analysis performed according ND / Anaaus nposexe no HJI: 11 N015479/01-121120

Ne Test / Iloxa3zaTesb Result / PesyabTaTh! Specification / Hopma

7 | Related substances / [locTroponnne mpumMecu
Any individual 0.05%/0,05% Not more than 0.5 %. /
unidentified impurity / He Gonee 0,5 %

JTiobag enHUYIHAA

HeuICHTHUIUPOBAHHA

A TIPUMECH

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

8 | Assay/ 20.0 mg /20,0 mMr 180mg to 22.0 mg of C;;HigN;O5S
KosauuecTBeHHOE (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneaeHne label claim). /

Ot 18,0 Mr Jo 22,0 Mr C17H19N303S
(omemnpason) B xancyne (ot 90,0 no 110,0 %
OT HOMHHANIEHOTO COACPIKaHMA).
9 | Microbial limits / MukpoOuoornyeckas 1ucrora
a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
Microbial Count / Memnee 10 KOE/T He 6onee 1000 KOE/r
O6uiee Tuco a3poOHEIX
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
Obmee gucno
IPOMOKEBEIX U
TUICCHEBEIX TpHOOB
¢) E. coli Absentin1 g/ Absentin 1 g/
OtcyrcTByeTB 1 1 OtcyrcrBueB 1 T
10 | Packaging / YmakoBka | 10 qapsules in an alumjnum Stl"ip. 10 capsules in an aluminum strip or
ESuinsl [and, [pationt information | p /A7 /PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / o 10 3 blisters and patient information leaflet in a
Kancyl B AIIOMHHHCBOM CTpHIIE. X /113[ ' 10
R3] (it o e T carton pack. / ITo 10 xancyn B aliOMHHHEBOM
crpune wi B [TA/AJINIBX // amoMuHuEBOM
TPUMCHCHIIO B TIATICY KAPTOHHYIO. 6mucrepe. o 3 ctpuna wiu mo 3 Gaucrepa ¢
HHCTPYKIMEH 10 NPUMEHEHHIO B IAdKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: IIponykr cooTBeTcTBYET TpeboBaHMaM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

YciaoBus XxpaHeHHs

Product: Omez (Omeprazole), capsules 20mg .IIPOJIYKT: Ome3® (omenpason), kancyast 20 Mr
Batch No. / Cepus Ne: B2201046 Batch Quantity / O0nbem
cepuu: 1967490 NO

AR No / AHasuTHaeckuil oTuer Ne; Date of Analysis / JaTa
12002FP22000717 ananmia:  05-04-2022 B
Mfg. Date: / JlaTa NpoN3BOACTRA: 03/2022 Date of Expiry / I'oneH go:
. _102/2025
Analysis performed according ND / Auanus nposegen no HII: ITN015479/01-121120

Ne Test / Iloxazarelb Result / PeaynbTaThl Specification / Hopma

11 | Labeling / According to ND / B cootsercTsuu ¢ HJY

MapkHpoBKa
12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype ne Beime 25 °C.

13

Shelf life / Cpox
TOHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/
Ipumevanue: [Tpoaykr coorBeTcTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
Saxkmouenue: OJIOBPEHO
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