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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

_Eroduct: Omez {hmcpramle}, capsules 20 mg

IMpoaykT: OMe3® ( 0Menpa3(_)n), KarcyJibl 20 mr - '

Batch No. / Cepus Ne:

B2200409

CepHH:

Batch Quantity / O6bem

1990000 NO

2002FP22000269

AR No / AuaanrTugeckuii order No:

Date of Analysis / laTa
|anaan3a:

15-02-2022

Mfg. Date: / laTa npou3BoacTBa:

0172022

12/2024

Date of Expiry / Toaen go:

Analysis performed according ND / Ananus nposesen o HJI: TT N015479/01-121120

Ne Test / TlokasaTesb

Result / Pe3yabTaThbi

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. /

Trepavie KENaTHHOBBIE
Mpo3payHble Karcyibl pasMepa 2 ¢
GecuBeTHBIM KOPIYCOM, PO30BOii
KpBILIEYKOi ] MapKUPOBKOH
yepHoro 1sera «OMEZy Ha 06enx
yactax  Kancynel.  Copepxnmoe
KaricyJ) — FpaHynbl GeJoro uBera.

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 )KETATHHOBHIE MIpo3payHble
Kamcynel  pasmMepa 2 ¢ OeciBeTHBIM
KOpNycoM,  po30BOH  KpbllIeykoii W

MapkupoBkoit uyepHoro useta «OMEZ» Ha
obenx yactax karncyissl. CopepXXxUMoe Karcyi
— rpaHy’nbl 6€JI0T0 UM MOYTH 6eloro UBeTa.

2 | Identification / ITopgiuHHOCTD

2a) | ByUV/V®-

CHEeKTPoOTOMETPHSA

Complies as prescribed/
CootBercTBYeT TpebGoBaHUAM

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. /

VO - cnekTpel TOMNOUIEHHS pPacTBOPOB
npemapara W CTaHaaprHoro  oOpasua
oMemnpasona B obmacrn ot 230 mo 350 HM
JIOJDKHBEI MMETb MaKCHMyMBI NIPH OOHON M
TOH k€ IJINHE BOJIHEL,

Remarks : The Product conforms to ND/
Mpumeuanne: ITpoaykt coorBeTcTBYeT Tpebosannam HIT

Conclusion : APPROVED /
Jakirouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (oMenpa3on), Kancysl 20 wr
Batch No. / Cepust Ne: B2200409 Batch Quantity / O6bem
I cepun: 1990000 NO .
AR No / Ananurndeckuit orver Ne: Date of Analysis / laTa
2002FP22000269 anaauza:  15-02-2022 |
Mfg. Date: / laTa nponsBoacTsa; 01/2022 Date of Expiry / T'ogen go:

12/2024

Rnalysis performed according ND / Anasins nposegen mo HA: IT N015479/01-121120

Ne Test / llokazaTenn Result / PeayabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeGOBaHUAM chromatogram of test solution should
B s correspond to the retention time of main peak
CBOKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems ylepXWBaHWs OCHOBHOTO THKa Ha
XpoMaToTpaMMe  WCTBITYEMOTO  pacTBopa
JOJIKHO COOTBETCTBOBATh BpeMEHN
yAEepXMBaHHWS ~ OCHOBHOrO  THKa  Ha
XpoMarorpaMmMe pacTBopa CTaHZApPTHOTO
obpasua oMernpasona (pasmen
«KONMYECTBEHHOE OnpeNeIIeHNE) ).

3 | Average net fill weight
/ Cpennsina Macca
COIEPIKUMOro KarcyJa

272.3 mg/272,3 mr

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

4 | Water / Bona

1.1% w/iw / 1,1%

Not more than 3.0% /
He 6oitee 3,0 %

5 | Uniformity of dosage
units / OgHopogHoCTh
JO3UPOBAHUS

3.5/3,5

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

TTokazaTens mpueMieMocTr (AV) d0keH
6BITH MeHee uin paBeH 15,0.

6 | Dissolution /
PacTBopenue

0%, 0%, 0%, 0%, 0%, 0%

97%, 95%, 96%, 96%,
94%, 96%

In 0.1 M hydrochioric acid solution - not
more than 10 % of C]7H19N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJI0pHCTOBOAOPOAHOIA
kucnoTel - He 6onee 10 % C7HgN3;05S
(oMenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H;sN;05S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - e Menee 75 % (Q)
C7H9N30;S (oMenipason) yepes

30 MuH.

Remarks : The Product conforms to ND/
Hpumeuanue: [IponyKkt cooTBeTcTBYET Tpebopanumsimv HJT

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

l’roduﬂOme_z (()méprazoieh capsules 20 mg

IpoaykT: OMe3® (omenpason), Kancynﬂ(_)__ Mr

Batch No. / Cepus Ne: B2200409 Batch Quantity / O6bem
: cepun: 1990000 NO B
AR No / Anaautudeckuii oTyer Ne: Date of Analysis / laTa o I
2002FP22000269 anajauza: 15-02-2022
Mfg. Date: / JlaTa npousBoacTBa: 01/2022 Date of Expiry / T'oaen no:
12/2024

Analysis performed according ND / Anasus nposenen mo H/I: T N015479/01-121120

Specification / HOpM;

Ne Test / IloxazaTean Result / PesynabTaTsl

7 | Related substances / IlocToponnue npumecu
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIro6as enyHYHAasA

HenIeHTH QUIMpOBaHHA

s IpUMech

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

8 | Assay/ 20.1 mg /20,1 mr 180mg to 22.0 mg of C;7H;gN;O;8
KonnvecrBeHHoe (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHue label claim). /

Or 18,0 mr mo 22,0 wmr C;;H;gN30;S
(omcmpason) B karcyine (ot 90,0 mo 110,0 %
OT HOMMHAJILHOTO COZIepIKaHu).

9 | Microbial limits / Mukpo6Hoaorudeckas YucToTa

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
OO61miee YKo a3poOHBIX

MHMKpPOOpPTaHM3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Mernee 10 KOE/r He 6omee 100 KOE/r
Ob11ee yncno
JPOXKEBBIX 1
TIECHEBBIX I'pHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcrByerB I T OrcyrctBue B I T
10 | Packaging / Ymakoeka | 10 capsules in an aluminum strip. . . .
3 strips and patient information Ll an alum} . strl.p or
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / TTo 10 ) - . .
3 blisters and patient information leaflet in a
e N e e k. / Tlo 10 xamcyn B anrFOMHUHHUEBOM
Ilo 3 crpuna c WHCTpyKUMEH IO carton,pack., Y
IDEMERCHIIO B IATKY KApTOHHYF0, || CoPrIe i B TTA/AJI/TIBX // antoMUHHEBOM
p ¥ KapTORHYIO. 6nucrepe. Ilo 3 crpuna wwm o 3 6nucrepa ¢
HHCTPYKIMEHl 10 TPUMEHEHWI0 B IIaYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: ITpoaykt coorBeTcTBYET Tpebosanuam HJT

Conclusion : APPROVED /
Zakmwuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg _ |Mpoaykr: Ome3® (omenpason), Karcyier 20 Mr |
Batch No. / Cepust Ne: B2200409 Batch Quantity / O6bem
g cepuu: 1990000 NO -
AR No / Anaautiudeckuii order Ne: Date of Analysis / laTa
2002FP22000269 anasausa;  15-02-2022
Mfg, Date: / laTa npon3BoacTBAa: 01/2022 Date of Expiry / I'ogen no:

12/2024

Analysis performed according ND / Anaaus nposesen no HJI: IT N015479/01-121120

Noe Test / ITokazaTenasb Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooterctBuu ¢ HJI
MapkupoBKka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temniepatype He Bbie 25 °C.
YcaoBus XpaHeHRs
13 | Shelf life / Cpok 3 years /3 ropa
TOAHOCTH

Remarks : The Product conforms to ND/

Opumeuanue: [IpoaykT coorBeTcTBYyeT TpeboBanusm HJT

Conclusion : APPROVED /
3akawyenue: OJOBPEHO
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