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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATIU3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (OMenpasol), KaricyJis! 20 mr
Batch No. / Cepus Ne: B2201227 Batch Quantity / O6bem
i cepui: 2000000 NO
AR No / AHasaTHyeckuii oT4er Ne: Date of Analysis / laTa
2002FP22000841 amagnza: 28-04-2022
Mfg. Date: / JlaTa npou3BoacTBAa: 03/2022 Date of Expiry / T'oaen no:
02/2025

Analysi§ performed according ND / Anaans nposesen no HJL: 1T N015479/01-121120

Ne Test / [Toka3aTeab

Result / Pe3yabTaThl

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. /

Teepanie JKENATUHOBEIC
Npo3payHble Kamlcylsl pa3Mepa 2 ¢
GecuBETHBIM  KOPITYCOM, pPO30BOM
KpBILICYKOM W MapKUpOBKOH
yepHoro usera «OMEZ» Ha o6enx
yactax kancynsl. Conepxumoe
KaricyJ — TpaHynbl 6enoro 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. /

Teepnble JKeJJaTUHOBhIE Tpo3payHbIe
Karncynel  pasMepa 2 C  OecuBeTHBIM
KOPIIyCOM, pOo30BO KpBILLICYKON "

mapkunpoBkoil yepHoro ngeta «OMEZ» na
0beux yactax karcynsl. ConepXuMoe Karcyn
— Tpanyisl 6eoro WK MoYTH OeJIoTo 1BETa.

2 | Identification / TloannHHOCTD

2a) | ByUV/Vo-

crexTpodoToMeTpHs

Complies as prescribed/
CooOTBeTCTBYET 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. /

V® - choekrpsl TOTJOMIEHHS PacTBOPOB
mpemapara W CTaHZapTHOrOo  obpasua
oMemnpasona B obnactu ot 230 no 350 nm
JOMKHBI UMETh MaKCHMYMBbI TIPU OHON M
TOM e IJIMHE BOJIHEI.

Remarks : The Product conforms to ND/
Ipumevanne: TIponyKT cOOTBETCTBYET TpeboBaHuaM HJ{

Conclusion : APPROVED /
3aknouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

Hpumeuanue: [Tponykt cooTBeTcTBYET Tpebosanuam HJI

CEPTUO®UKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (oMemnpasoln), Ka]]qynBI_Q,_Q_]\ar
Batch No. / Cepust Ne: B2201227 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / AnanuTu4yeckuit orvet Ne: Date of Analysis / laTa
2002FP22000841 anaausa:  28-04-2022
Mfg. Date: / JaTa npoussoacrsa: 03/2022 Date of Expiry / Fogen ao:
02/2025
Analysis performed according ND / Anasius mposegen no HJI: 1T N015479/01-121120
Ne Test / [TokasaTenb Result / PesyabTaTnl 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 s f:or;lesp(l)lnd to the reten;ion time of maifn peak
1n the chromatogram ot omeprazole reference
CBOMCKBERE! standard solution (section "Assay"). /
Bpems yaepuBaHMS OCHOBHOI'O NMKa Ha
XpoMaTorpaMMe  WCIIBITYEMOTO  pacTBopa
IOIDKHO COOTBETCTBOBATh BpeMEHH
yAepXUBaHUS  OCHOBHOTO MHUKa  Ha
XpOMATOTpaMMe  pacTBopa  CTaHAAapTHOTO
o6pazna " oMmemnpasona (pasnen
«KonuvecTBeHHOE OMpeneieHne).
3 | Average net fill weight | 265.3 mg/265,3 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeanss Macca 283.5 mg) /
COAEPKAMOro Kancy.J 270,0 Mr =+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water/ Boaa [.1% wiw/ 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 2.6/2,6 Acceptance value (AV) should be less than or
units / OqHOPOAHOCTE equal to 15.0./
J03UPOBAHHSA TTokazaTens npuemieMocti (AV) nomxeH
OBITH MeHee Wiy paseH 15,0.
6 | Dissolution / 4%, 3%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHHe more than 10 % of C;HoN5;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope XITOpHUCTOBOLOPOAHOM
KMcIoThl - He Gotee 10 % Ci7HoN305S
(omermpazon) gepes 2 4.
98%, 95%, 97%, 98%, 97%, 97% | In pH 6.8 buffer - not less than 75 % (Q) of
C17HoN;0;S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - ne menee 75 % (Q)
C,7H9N;0;S (oMenpazoi) uepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Zaxmouenne: OIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3IA
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMemnpazon), s;zmcynlf_’_fj MT o
Batch No. / Cepus Ne: B2201227 Batch Quantity / O6bem
_|cepumn: 2000000 NO
AR No / AHanuTHYecKHif oTueT No: Date of Analysis / JaTa
2002FP22000841 ananusa:  28-04-2022 o
Mfg. Date: / laTa npou3BoacTBAa: 03/2022 Date of Expiry / Togen xo:
02/2025

Analysis performed according ND / Ananins nponenelﬁo HJ: 11 N015479/01-121120

Ne Test / MokazaTens

Result / Pe3yabTaThl

Specification / Hopma

7 | Related substances / ITocToponHue npuMecu

Any individual
unidentified impurity /
JTrobas equHUUHAS
HenaeHTUDULIMPOBaHHA
s IpUMech

0.04% / 0,04%

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

Total impurities /

0.1%/0,1%

Not more than 2.0 % /

CyMmMa npumeceit He 6onee 2,0 %

8 | Assay/ 20.4 mg /20,4 mr 180mg to 22.0 mg of C;;HgN;O0;58
KonuvecrBeHHoe (102.2%/102,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHe label claim). /

Or 18,0 MI" 10 22,0 MI C|7H19N3O3S

(omemnpason) B xarcyie (ot 90,0 no 110,0 %
OT HOMHMHAJIFHOTO COREPXKAHU).

9 | Microbial limits / MuxpoOnosorn4yeckas YucToTa

a) Total Aerobic
Microbial Count /
OO0iuee 4yncno adpoOHBIX
MHKpPOOPTaHH3MOB

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

Not more than 1000 CFU/g /
He 60nee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
OO6111e€e YHCITO
JPOOKEBBIX U
MJIECHEBBLIX IPUOOB

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

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

¢) E. coli

Absentinl g/
OtcytcrByeTr B 1 1

Absentin 1 g/
OtcytctBUe B 1 T

10 | Packaging / YnakoBka
3 strips

10 capsules in an aluminum strip.
and patient

10 capsules in an aluminum strip or

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

leaflet in a carton pack. / Tlo 10
Karcynl B aJIOMHIIHEBOM CTpHIIE.
ITo 3 crpuna c WHCTPYKIMEH MO
MPUMEHEHHUIO B MA4Ky KapTOHHYIO.

3 blisters and patient information leaflet in a
carton pack. / TTo 10 karncyn B aJlltOMUHIEBOM
crpune unn B [TA/AJI/TIBX // anroMHHHEBOM
6nuctepe. ITo 3 crpumna unu no 3 GnucTepa ¢
HHCTPYKLUMEl 10 TPUMEHEHHI0 B IayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeyanue: IIponykT COOTBETCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO
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Product: Omez (Omeprazolei cz;psules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUOPHKAT AHAJIU3A

IMponykT: OMe3® ( OMeTIpa3olt), KancyJiel 2() MT

Batch No. / Cepus Ne:

B2201227 ' Batch Quantity / O6uem

cepun: 2000000 NO

AR No / AHanutudecknii otuet Ne: Date of Analysis / Jara
2002FP2200084] ananmza:  28-04-2022 -
Mfg. Date: / laTa npoussoacTsa: 03/2022 Date of Expiry / I'ogen go:
02/2025
Analysis performed according ND / Ananus npoeeaen mo H/: 1T N015479/01-121120
Ne Test / ITokazaTtennb Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsetrcTeuu ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiie 25 °C.
YcaoBusg XpaHeHHst
13 | Shelflife / Cpoxk 3 years / 3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
Npumeuanne: [IponykT cooTBeTcTBYET TpeboBaHusamM HJI

Conclusion : APPROVED /
3akmaouenne: OJOBPEHO
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