CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg

MpoagykT: Ome3® (o_Menpa3on), Kancym,_rfo MT

Batch No. / Cepns Ne: B2200634 Batch Quantity / O6bem

cepun: 2000000 NO o
AR No / Anaaurnaecknii orger Ne: Date of Analysis / JaTa
2002FP22000369 anaamusa: 22-02-2022

Mfg. Date: / laTa npoH3BOJACTBA:

01/2022
12/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Anaaus nposegen o H/L: TT NO15479/01-121120

Ne Test / Iloka3zaTean

Result / PesyabTaThl

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. /

Trepasle KENaTUHOBbIE
Mpo3pavHblc Karcynsl pasMepa 2 ¢
OecUBETHBIM KOPIYCOM, pO30BOii
KpBILIEYKOA il MapKUPOBKOIA
yeproro usera «OMEZ» Ha obenx
yacTax kancynsl. Coaepxxumoe
KarcyJ — rpafyJibl 6EN0ro LUBeTa.

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. /

Teepapie JKEaTHHOBBIE po3payHble
Karcynel  pasMepa 2 ¢ OecuBeTHBIM
KOpITyCOM, po30BOIt KpbIIe4Koi u

MapkupoBkoi depHoro usera «OMEZ» Ha
oberx gacTax kancynbl. CogepXumoe Kancyn
— rpadyJibl 6€10ro WiIM Mo4TH GENIoro LUBeTa.

2 | Identification / IlogJiMHHOCTDL

2a) | ByUV/VO-

cekTpohoToMeTpUs

Complies as prescribed/
CooTBeTCTBYET TpeOOBaHUIM

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 TNOMJIOUIEHHWS pPacTBOPOB
nperapara U CcTaHAapTHoro  obpasua
omMemipazona B obnacti oT 230 mo 350 HM
JOJDKHBI MMETh MAaKCHMYMBI TIpH O#HOH U
TOI1 JKe IJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanne: IIponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg.

IMpoaykr: OmMe3® (omempason), Iamcym: 20 Mr

Batch No. / Cepun Ne:

B2200634 Batch Quantity / O6nem

cepun: 2000000 NO

AR No / AHanuTnueckuii oTueT Ne: Date of Analysis / lara

12002FP22000369 aHammza: 22-02-2022

Mfg. Date: / JaTa npousBojgcTBA: 01/2022 Date of Expiry / Toaen 10:
12/2024

Analysis performed according ND / Anasnus nposegen o HJI: TT N015479/01-121120

Ipumevanne: ITponykT coorBeTcTBYeT TpeboBanusim HJI

Ne Test / IlokazaTenn Result / PesyasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBercTBYeT TpeboBaHIAM chromatogram of test solution should
BKX wm ?orrespond to the retention time of main peak
CBOKX/BCIKX in the chromat.ogram qf or'r'leprazc')'le reference
standard solution (section "Assay"). /
Bpemsi yiepXHBaHWS OCHOBHOTO MHKa Ha
XpOMaToTpaMMe  HCIBITYEMOTO  pacTBOpa
IOJDKHO COOTBETCTBOBATh BpPEMEHH
yICpXWBAaHUA  OCHOBHOTO NMuKa  Ha
XpoMarorpaMMe pacTBOpa  CTaHLAPTHOTO
obpasua oMeTIpasona (pasnen
«KonngecTBeHHOE OTIPEACICHUEY).
3 | Average net fill weight | 268.3 mg/268,3 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5mg) /
COdePKUMOTO KaTcyJl 270,0 mr + 5,0 % (256,5 mr - 283,5 wmr)
4 | Water /Boga 1.0% wiw / 1,0% Not more than 3.0% /
He 6oitee 3,0 %
5 | Uniformity of dosage 34/34 Acceptance value (AV) should be less than or
units / OAHOPOXHOCTE equal to 15.0./
JI03UPOBAHUSA ITokasarens nmpuemiaeMocT (AV) nomkxeH
ObITh MEHee MM paseH 15,0.
6 | Dissolution / 1%, 1%, 4%, 0%, 2%, 2% In 0.1 M hydrochloric acid solution - not
PacTBopenune more than 10 % of C;;H;gN;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacrpope X10pHCTOBOAOPOANION
KHUCIOTHI - He 6ontee 10 % C,H;oN3;0;8
(oMenpasoin) yepes 2 4.
97%, 94%, 96%, 94%, 94%, 93% | In pH 6.8 buffer - not less than 75 % (Q) of
C7H;sN;0;S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7HsN;03S (oMenpasoin) uepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akmwouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

|Product: Omez (Omeprazole), capsules 20 mg IMpoaykt: Ome3® (oMemnpa3on), Kancynsl 20 mr
Batch No. / Cepus Ne: B2200634 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / AHaauTH4YecKHii oTueT Ne: Date of Analysis / JlaTta
2002FP22000369 aHajgu3a: 22-02-2022
Mfg. Date: / laTa npousBoacTBA: 01/2022 Date of Expiry / T'ogen g0:

12/2024 -

Analysis performed according ND / Anasms nposenen no H/I: I1 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kancyn B allOMWHHUEBOM CTpHIIC.
Tlo 3 crpuna ¢ WHCTPYKUHMEH MO
IPUMCHEHUIO B TIAYKY KAPTOHHYIO.

Ne Test / TloxazaTean Result / PesyasTaTsl Specification / Hopma

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

JTrobas equHUYHAA

HeWAEeHTU QUIMpOBaHHA

s TIPUMeEChH

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

8 | Assay/ 19.6 mg/ 19,6 mr 180mg to 22.0 mg of Ci7H;gN;O5S
KonuuecTreHHOE (97.9%/97,9) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHne label claim). /

Or 18,0 Mr 1o 22,0 MT C17H19N3O3S
(omenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMUHAJIEHOTO COAePKaHUs).

9 | Microbial limits / MuxpoGnoiorunieckast 44cTOTa

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
OGiiee YHCI0 ad3poOHBIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/r
O61ee YncIo
JPOMOKEBBIX U
TDIECHEBBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcytctByeTrB 1 T OrcytctBue B 11
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. / [To 10 kancyn B anrOMUHHEBOM
crpure win B [TA/AJI/TIBX // antoMUHIEBOM
onuctepe. [lo 3 crpuna unu no 3 6aucrepa ¢
MHCTPYKIMEH T0 TIPUMCHEHMI0O B MAuKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: [1ponykT cooTBeTCcTBYET TpeboBannam HJI

Conclusion : APPROVED /
3axmovyenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMenpasoin), Kancylsl 20 mr
Batch No. / Cepus Ne: B2200634 Batch Quantity / Oobem o

cepuu: 2000000 NO .
AR No / AHannTH4ecKnii oT9eT Ne: Date of Analysis / laTa
2002FP22000369 anaansa: 22-02-2022
Mfg. Date: / laTa npou3sBoacTBa: 01/2022 Date of Expiry / Togen 10:

12/2024

Analysis performed according ND / Anasnus nposefen o HJL: TT N015479/01-121120

Ne Test / [TokazaTean Result / Pe3yabTaTsl Specification / Hopma
11 Labeling / According to ND / B cooterctanu ¢ HJJ
Mapkuposka
12| Storage conditions / At temperature below 25 °C. / TIpyu Temiteparype He Boiie 25 °C.
YcJioBHSI XpaHeHHs
13 | Shelf life / Cpox 3 years / 3 roma
TOXHOCTH
QO
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumevanne: [Ipoayxt cootBercTBYET TpeboBanusM HJT 3akarwuenue: OJOBPEHO
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