CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole_),_ce_tpsulcs 20 mg

IMpoxykT: OMe3® (oMenpazon), Karcyrb! 20 mr

Batch No. / Cepus Ne: B2103850 Batch Quantity / O6sem
cepur: 1990000 NO

AR No / Anasuruyeckuii otdet Ne: Date of Analysis / laTa

2002FP21002174 ananumsa: 03-11-2021

Mfg. Date: / laTa npoussoacTea: 09/2021 Datc of Expiry / 'ogen no:
08/2024

Analysis performed according ND / Ananu3 nposejien 1o HJI: TI N015479/01-121120

Ne Test / IlokazaTeanb

Result / PesyabtaTsl

Specification / Hopma

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. /

Teepnele KENATHHOBbIE
Mpo3payvnble Karcyisl pasMepa 2 ¢
OecLBETHBIM KOPITYCOM, pPO30BOMH
KPBILIEUKOH " MapKUPOBKOA
gepHoro usera «OMEZ» Ha obemnx
yactdx kamcynel. CogpepxuMmoe
Karcyn — rpaHylnsl 6enoro 1seTa.

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. /

Teepnpie XKETATHHOBBIC Tpo3payHble
Karicynsl  pasMepa 2 ¢ OecuBETHBIM
KOpIyCOM, p0o30BOif KpbILIEYKOH "

MapkupoBKoit depHoro neeta «OMEZ» Ha
obenx gacTsax xancynsl. CoiepXuMoe Karcy
— rpany’nsl 6eNoro Uiy No4TH 6ENOro LBETa.

2 | Identification / [TogHHHOCTEL

2a) | By UV/ V-

crekTpodoTOMeTpHs

Complies as prescribed/
CootgercTBYeT TpeboBaHNUAM

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 - cnexTpel TMOTNOUEHUS PacTBOPOB
npenapata W craHmapTHoro  ofpasua
omMernpazona B obmactd ot 230 go 350 HM
JOJDKHBI MMETh MakCWMYMBI TIpH OJIHON U
TOM e IIVHE BOJHBLL.

Remarks : The Product conforms to ND/
ITpumeyanne: IIponyKT cooTBETCTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3axkmwouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg IMponykT: OmMe3® (oMenpazon), KarcyJibl 20 mr
Batch No. / Cepusn Ne: B2103850 Batch Quantity / O6bem
B cepuu: 1990000 NO
AR No / AHaJuTHYeCKHIF oT4eT Ne: Date of Analysis / lata -
2002FP21002174 anaamsa: 03-11-2021 -
Mfg. Date: / lara npoussoacTRAa: 09/2021 Date of Expiry / I'ogen xo:
08/2024 -

Analysis performed according ND / Anaaus nposejen no HJ: TI N015479/01-121120

Ne Test / [ToxkasaTenn Result / Pe3yabTaThl 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
BYKX i f:orrespond to the retention time of main peak
in the chromatogram of omeprazole reference
CB3XX/BCXKX ) iy B
standard solution (section "Assay"). /
Bpemsi ynepXKUBaHHA OCHOBHOT'O TMHKa Ha
XpoMaTorpaMMe  HCITBITYEMOTO  pacTBOpa
TOJIKHO COOTBETCTBOBATD BpPEMEHU
yICpKUBAaHUS  OCHOBHOTO nWKka  Ha
XpoMaTorpaMMe  pacTBopa  CTaHIapTHOTO
ob6pazua oMerpazona (pa3nen
«KonudecTBeHHOE OTIPEIETCHUEY ).
3 | Average net fill weight | 269.2 mg/269,2 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeausist Mmacca 283.5 mg) /
COePUMOro KancyJi 270,0 mr £ 5,0 % (256,5 mr - 283,5 ™r)
4 | Water / Boaa 1.1% wiw /1,1% Not more than 3.0% /
He 60mee 3,0 %
5 | Uniformity of dosage 42742 Acceptance value (AV) should be less than or
units / QaHopoaHOCTH equal to 15.0./
IO3UPOBAHUS TToxazartens npuemiieMocTd (AV) moikeH
ObITb MeHee WK paseH 15,0,
6 | Dissolution / 0%, 0%, 0%, 1%, 1%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopeHne more than 10 % of C;H;9N;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope XJI0pHUCTOBOAOPOIHOMN
kucyoTel - He 6onee 10 % C7sH oN;05S
(omenpazon) yepes 2 u.
94%, 92%, 92%, 89%, 91%, 90% | In pH 6.8 buffer - not less than 75 % (Q) of
C,7H;gN;0;S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - He meree 75 % (Q)
C7HoN30;S (oMermpason) gepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
HMpumeuanne: TIpogyxT coorBeTcTBYET TpebopannaM HJI 3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MMpoaykr: OMe3® (oMerpason), Kancylel 20 mr
Batch No. / Cepust Ne: B2103850 Batch Quantity / O6bem
i cepun: 1990000 NO
AR No / AHaTHTHYecKknii oTder Ne: Date of Analysis / laTta -
2002FP21002174 anaausa: 03-11-2021
Mfg. Date: / laTa nponsBoJcTBA: 09/2021 Date of Expiry / T'oacu go: h
08/2024

Analysis performed according ND / Anasn3 nposegen no HJL: TI N015479/01-121120

Ne Test / TloxazaTean Result / PesyabTathl Specification / Hopma

7 | Related substances / llocToponnne npumecu

Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIro6as enyHUYHAas
HeNIEHTH QULMPOBaHHA
s TIPUMeECh
Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npuMeceit He 6ornee 2,0 %
8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of C;HgN;O5S
KonanuecTBeHHOE (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeaeseHue label claim). /

Or 18,0 MT 1o 22,0 MT C17H19N303S
(omenpazon) B kancysne (oT 90,0 no 110,0 %
OT HOMMHAJILHOTO COAEPXKAHN).

9 | Microbial limits / Mukpo6uonornvyeckas 4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Metee 10 KOE/r He 6onee 1000 KOE/r
OO0u1ee gucno a3poOHbIX

MHKpPOOPTaHW3MOR

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

Obmiee 4nciIo
ZPOOKEBBIX 1
TIIECHEBLIX I'pHO0B

¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrctByeTrB 1 T OrcytctBue B 1 T

10 | Packaging / ¥Ynaxoska | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kancyll B aJllOMHHHEBOM CTPHIIE.
[lo 3 crpuna c MHCTpyKUMeH 1O
TIPHUMEHEHHIO B MTAYKy KapTOHHYIO.

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. / TTo 10 xancys B antOMAHHEBOM
crpume Wi B [TA/AJI/TIBX // amtoMuHIEBOM
onucrepe. Ilo 3 crpuna unu o 3 6nucrepa c
WHCTpYKIMEH 110 TPUMEHEHHI0 B MaykKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT coorBeTcTBYET Tpebopanmsam HJL 3aximouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3IA
[Product: Omez (Omeprazole), capsules 20 mg MpoxykTt: OMe3® (oMenpasot), KaTicyinl :?:(_) Mr
Batch No. / Cepus Ne: B2103850 Batch Quantity / O6nem

_|eepun: 1990000 NO

AR No / AnanTHyecknii otyer Ne: Date of Analysis / laTa

2002FP21002174 anagusa:  03-11-2021

Mfg. Date: / laTa npousBoacrsa: 09/2021 Date of Expiry / T'ogen 1o:
108/2024

Analysis performed according ND / Ananns nposegen o H: 11 N015479/01-121120

YcoBHA XpaHEeHHUs

Ne Test / loxasaTean Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorserctBun ¢ HJI

MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbimre 25 °C.

13 | Shelf life / Cpox 3 years /3 rona

TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: ITpoayKT cooTBeTcTBYET TpeboBanusam HJI 3akmouenne: OJJOBPEHO
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