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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
IProduct: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (omenmpason), Kancylisl 20 mr
Batch No. / Cepus Ne: B2103894 Batch Quantity / O6bem
! cepun: 2000000 NO
AR No / AHanuTHdeckuii oTuer Ne: Date of Analysis / laTa
2002FP21002207 anaausa: 08-11-2021
Mfg. Date: / JlaTa nponsBoacTBa: 10/2021 Date of Expiry / T'oaen no:

09/2024

Analysis performed according ND / Ananu3s nposexen mo HI: TT N015479/01-121120

Ne Test / IToka3zaTeanb

Result / PesyabTaTht

Specification / Hopma

1 | Description /
Omnucanue

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. /

Tsepasie KeNnaTUHOBbIE
TIpo3padHble KarlcyJsl pazMepa 2 ¢
OeclBEeTHBIM KOPITyCOM, pO30BOii
KpbILIEYkoil | MapKUpPOBKOM
yepHoro useta «OMEZ» Ha 06enx
yactax  Kancynsl. Coaepxxumoc
Kamcyn — rpaHyJibl 6e1oro usera.

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. /

Teeparie KeaTHHOBLIE IIpo3payvHble
Karcynmel  pasmepa 2 ¢ GecuBeTHBIM
KOpIIyCOM, po30Boii KpbILIEuKOH "

MapKupoBKoi depHoro nigeta «OMEZy» Ha
obenx vacTax kamncynel. ComepX umMoe Karcyi
— rpaHynb! 6€70ro Uy MouTh GeNoro 1BeTa.

2 | Identification / [Tog,TUHHOCTD

2a) | By UV / V-

criekTpodoToMeTpHst

Complies as prescribed/
CooTtBeTcTBYET TpeOOBaHUAM

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@ - crexkTpbl TOTIOWEHHS pPacTBOPOB
npermapata M CraHOapTHoro  ofpasua
omemnpasona B obnactu ot 230 mo 350 um
JOKHBI WMETh MakCUMyMBI TIpH OFHOU U
TOW K€ JIUTHHE BOJIHEI.

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBannaM HJI

Conclusion : APPROVED /
3axaouenue: OJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg TpoaykT: Ome3® (oMenpaszoi), Kancy/ibl 20mr
Batch No. / Cepus Ne: B2103894 Batch Quantity / O6bem
- B cepun: 2000000 NO B
AR No / Ananmurudecknii oTdet Ne: Date of Analysis / JaTa
2002FP21002207 anagausa: 08-11-2021
Mfg. Date: / laTa nponusBoacTsa: 10/2021 Date of Expiry / Tofen jio:
09/2024

Analysis performed according ND / Ananns npoeeaen mo HJ/I: IT N015479/01-121120

PactBopenue

94%, 93%, 92%, 91%,

91%, 92%

Ne Test / IlokazaTenan Result / PeyabTaThi Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeboBaHUAM chromatogram of test solution should
BOIKX win f:orrespond to the retention time of main peak
CBOKX/BCIKX in the chroma‘fogram qf 01"rlleprazole reference
standard solution (section "Assay"). /
Bpewmst ymepkMBaHHA OCHOBHOTO THKa Ha
XpoMaToTpaMMe  HCIILITYEMOTO  pacTBoOpa
JIOTKHO COOTBETCTBOBATb BpeMeHU
YAEPKHUBAHWA  OCHOBHOTO TAka  Ha
XpoMaToTpaMMe pacTBopa CTaHOapTHOTO
o6pasua oMerpazona (pasnen
«KomuecTBeHHOE OTIPEHCTCHNE ).
3 | Average net fill weight | 272.0 mg/272,0 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeausist Macca 283.5mg) /
COAEeP)KUMOro Karncy.J 270,0 Mr £ 5,0 % (256,5 mr - 283,5 ™r)
4 | Water / Boaa 1.1% w/w/ 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.5/3,5 Acceptance value (AV) should be less than or
units / OanopoaHoCTH equal to 15.0./
J03UPOBAHMA IToxa3zaTens npuemneMocTd (AV) nomkex
OBITE MeHee MITH paBeH 15,0.
6 | Dissolution / 0%, 0%, 2%, 2%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7H oN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope X1n0puCTOBOLOPOIHOMN
KHCHOTEI - He 6onee 10 % C7HoN3O05S
(omenpaszon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H9N50;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meree 75 % (Q)
C7HsN305S (omempazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr cooTBeTcTBYET TpeboBaHnam HJL

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJU3A
l’roduct: Omez (Omeprazole), capsules 20 mg IMpoaykr: Ome3® (omenpa3son), kancyist 20 mr
Batch No. / Cepust Ne: B2103894 Batch Quantity / O6bem
I cepun: 2000000 NO
AR No / Ananurndeckuii oruer Ne; Date of Analysis / laTa
2002FP21002207 anammsa: 08-11-2021
Mfg. Date: / laTa npousBoacTBa: 10/2021 Date of Expiry / T'ogen go:

09/2024

Analysis performed according ND / Ananus nposenen mo HX: TI N015479/01-121120

Ne Test / IlokazaTenn

Result / Pe3yabTaTbl

Specification / Hopma

7 | Related substances / IlocropoHHHEe npuMecH

Any individual
unidentified impurity /
JIobas equHUYHAad
HEUAEHTU (PHLMPOBaHHA
s IPAMECH

0.03% /0,03%

Not more than 0.5 %. /
He 6omee 0,5 %

Total impurities /
CyMMma npumMeceit

0.1%/0,1%

Not more than 2.0 % /
He 6onee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 180mg to 220 mg of C;H;sN;058
Koau4decTBeHHOE (99.2% / 99,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejesieHne label claim). /

Or 18,0 mr mo 22,0 mMr C;;H;sN;O;S

(omenpazon) B xarncyine (ot 90,0 go 110,0 %
OT HOMHUHAJIBHOTO COEpKaHMs).

9 | Microbial limits / Muxpo6uogoruieckas 4ucToTa

a) Total Aerobic
Microbial Count /
O61ee 9ncino a3poOHBIX
MHKPOOPraHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
Ob111ee 4nCIIo
IPOXOKEBBIX U
TIIECHEBBIX rpUOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentinl g/
OrcyrctByerB I T

Absentin1 g/
OTcyTcTBHE B 1 T

10 | Packaging / Ynakoeka
3 strips

10 capsules in an aluminum strip.
and patient

10 capsules in an aluminum strip or

inigrmation PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / ITo 10
Kamcyln B aJlOMUHUEBOM CTpUIIE.
ITo 3 crpuna ¢ MHCTpykuUueH Mo
MPUMEHEHHIO B MTAYKy KapTOHHYIO.

3 blisters and patient information leaflet in a
carton pack. / ITo 10 xarcyn B amfOMMHHUEBOM
crpune win B [TA/AJI/TIBX // amomMuHueBoM
6nucrepe. [To 3 crpuna unu no 3 Gnucrepa ¢
HHCTPYKIMEH [0 TIPAMEHEHHIO B IavKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumedanue: [TponykT cooTBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

|Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

B2103894 Batch Quantity / O6nem

cepun: 2000000 NO

AR No / AHanuTH4YecKkuii oTqeT Ne: Date of Analysis / laTa

2002FP21002207 anasmsa:  08-11-2021

Mfg. Date: / laTa npoH3BoAcTBA: 10/2021 Date of Expiry / I'ogen no:
09/2024

Analysis performed according ND / Ananus nposenen no HJ[: TI N015479/01-121120

| MpoaykT: Omes® (omernpason), Kancyinb! 20 mr |

YcaoBusi XpaHeHUs

No Test / IMokasaTenn Result / PesyasTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBercrauu ¢ HJL
MapxkupoBka
12 | Storage conditions /

At temperature below 25 °C. / I[Tpu Temnepartype He Bbime 25 °C.

13 | Shelf life / Cpox 3 years / 3 roma
TO/HOCTH

E:
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Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIponykt cootBeTcTBYET TpeboBanuaM HJL 3axiwyenune: OJJOBPEHO
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