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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJTHU3A

[Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Omes® (omerpason), kancyis 20 mr

Batch No. / Cepus Ne: B2103980 Batch Quantity / O6sem
cepumu: 2000000 NO

AR No / AHanuTnyecknit oTdeT Ne: Date of Analysis / laTa

2002FP21002283 anajgmza: 29-11-2021

Mfg. Date: / Jata npousBoacTBa:

10/2021

09/2024

Date of Expiry / 'ogen no:

Analysis performed according ND / Anaaun3 npoeenen mo H/I: 11 N015479/01-121120

No Test / ITokazaTean

Result / PesyabraTni

Specification / Hopma

1 | Description /
OnucaHue

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. /

Trepnple KeTaTUHOBLIC
TIpo3payHble KaNCcyibl pasMepa 2 ¢
OecuBETHBIM  KOPIYCOM, PO30BOi
KpPBILIEYKOii " MAapKHUpPOBKON
yepHoro neera «OMEZ» Ha o0ewnx
yactax kamcynel.  Comepkumoe
Karcyn — rpaHynbl 6eoro 1BeTa.

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. /

Tsepnble KENaTUHOBBIE TIpo3padvHble
Karcynmel  pasMepa 2 ¢ OecUBETHBIM
KOpIIyCcoM, po30BOit KPBIIIEYKOI 51

MapkupoBkoil 4epHoro nsera «OMEZ» wHa
obenx gacTax kancynsl. ComepknumMoe Karncy
— rpaHyibi 6€10ro UK nouytTH 6ey1oro uBeTa.

2 | Identification / IHoaJHHHOCTEL

2a) | By UV/ YO-

cnektpodoTomeTprs

Complies as prescribed/
CooTBeTcTBYET TPeGOBAHNAM

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@ - chekTpsl TMOMIOMIEHUS pacTBOPOB
mpemnapata W CTaHAapTHOro  obpasua
omenpasona B obmacti oT 230 mo 350 uM
JIOJDKHEI WMETh MaKCUMYMBI TIpH OXHOM u
TOM € JJIVHE BOJIHBI.

Remarks : The Product conforms to ND/
I pumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusm HJL

Conclusion : APPROVED /
3akaouenue: OJJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

MpoaykTr: Ome3® (oMerpasoln), Karcynib! 20 ur

Product: Omez (Omeprazole), capsules 20 mg

Analysis performed according ND / Auanus -Ilpnnmcll no HJI: TT N015479/01-121120

Batch No. / Cepnsa Ne: B2103980 Batch Quantity / O6nem
cepHu: 2000000 NO

AR No / Anaaurndeckuii orver Ne: Date of Analysis / laTa

2002FP21002283 aHaau3a: 29-11-2021

Mfg. Date: / JlaTa npon3BojacTBa: 10/2021 Date of Expiry / Foacn go:
09/2024

PacrBopenne

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

No Test / ITokazaTean Result / PesyabTaTh! Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaRUAM chromatogram of test solution should
BKX mm f:orrespond to the retention time of main peak
CBMKX/BCIKX in the chroma‘gogram O.f or?epraZ(')'le reference
standard solution (section "Assay"). /
Bpems ynepxuBaHWS OCHOBHOIO TIHKAa Ha
XpoMaTorpaMMe — WCITBITYeMOTO  pacTBopa
JIOJIKHO COOTBETCTBOBATh BpPEMEHU
yuep)kKMBaHWA  OCHOBHOTO  TIMKAa  Ha
XpoMaTrorpaMMe  pacTBopa  CTaHOApTHOTO
o0pasua oMernpasona (pasgen
«KonndyecTBeHHOE OTpEAEIEHNE ).
3 | Average net fill weight | 268.6 mg/ 268,6 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5mg) /
COAEPIKUMOTO KaMCyJl 270,0 mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water/ Boaa 1.3% w/w / 1,3% Not more than 3.0% /
He 6o0mee 3,0 %
S | Uniformity of dosage 1.5/1,5 Acceptance value (AV) should be less than or
units / QgHOpOAHOCTD equal to 15.0./
JO3UPOBAHUS ITokazarens nmpuemneMoctr (AV) momkeH
OBITH MeHee WK paseH 15,0.
6 | Dissolution / 0%, 2%, 1%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C7HgN3;0;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe X1n0pHCTOBOAOPOIHON
KucaoTeI - He Gonee 10 % C7H9N30;S
(omenpason) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
Cy7H9N30sS (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17HsN30sS (oMmenpazon) qepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBETCTBYET TpeboBaHmaMm HJI

Conclusion : APPROVED /
3axaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: (_)mezT)meprazole), capsules 20 mg

MpoaykT: OMe3® (oMempazon), KancyJnbl 2_§)_ MT

Batch No. / Cepust Ne: B2103980 Batch Quantity / O6bem
| B cepHu: 2000000 NO
AR No / Ananutudecknii otger No: Date of Analysis / laTa
2002FP21002283 anaausa: 29-11-2021

Mfg. Date: / laTa nponssoacTBa:

10/2021

09/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Ananus nposejen nmo H/I: TT N015479/01-121120

3 strips

and patient information
leaflet in a carton pack. / Tlo 10
Karcyn B QIIOMWUHWEBOM CTpHIIE.
Ilo 3 crpuna ¢ WHCTpyKUMEl IO
TIPUMEHEHHIO B TIAYKy KapTOHHYTO.

No Test / TToka3aTteanb Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / ITlocropoHHHe nNpHMecH
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jrobas enuHNUHAS

HeHaeHTHHULNPOBaHHA

s IpUMech

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

8 | Assay/ 20.0 mg /20,0 Mr 18.0mg to 22.0 mg of C;H;sN;O5S
KonnuecTBenHOE (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeieHHe label claim). /

Ot 18,0 MT 10 22,0 MT C17H19N303S
(omempason) B kancysne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOIO COAEPIKaHMA).

9 | Microbial limits / Mukpo6uosgornueckast YHcToTa

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
Obmuiee uncino a3poOHBIX

MHKPOOPraHU3MOB
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
OO1ee 9ncno
JPOXOKEBBIX U
TUIECHEBBIX IpHOOB
¢c) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcrByerB I T OtcyTeTBHE B | T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

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. / ITo 10 kancyn B aTIOMMHHUEBOM
ctpurne win B ITA/AJI/TIBX // amroMUHIEBOM
6nucrepe. [To 3 crpuna unu no 3 Gnucrepa ¢
WHCTPYKIMEH 10 TPUMEHEHWI0O B MadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanune: [lpoaykrt coorBercrByeT TpedboBaHmsM HJT,

Conclusion : APPROVED /
3axarodyenue: ONOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Ipoaykr: Omes® (oMenpason), KancyJsisl 20 mr
Batch No. / Cepus Ne: B2103980 Batch Quantity / O6bem
| B cepHH: 2000000 NO
AR No / Anasutudecknii otuer No: Date of Analysis / laTa
2002FP21002283 anaamuza: 29-11-2021
Mfg. Datc: / laTa npou3BoacTsa: 10/2021 Date of Expiry / I'ogen fo:

09/2024

Analysis performed according ND / Ananns nposegen no HJ: TI N015479/01-121120

Ne Test / IloxasaTenn Result / PesyasTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBerctBum ¢ HJ{
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpn Temnepatype He Brie 25 °C.
YcaoBust XpaHeHHsA
13 Shelf life / Cpok 3 years / 3 roma
TOTHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykT cooTBeTCTBYET TpeboBaHusiM HJI 3akaouenne: OJOBPEHO
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