CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (oMemnpaszolr), Kancyist 20 mr

Batch No. / Cepust Ne:

AR No / AnaauTr4yeckrii oTdyert No:
12002FP21001960

B2103363

cepHH:

Batch Quantity / O6bem
2000000 NO

Date of Analysis / laTa
aAHAJIH3A:

28-09-2021

Mfg. Date: / laTa npoHU3BoACTBA:

08/2021

07/2024

Date of Expiry / Togen no:

-Analysis performed according ND / AHasu3s nposeaen no HJI: TT N015479/01-121120

Ne

Test / [TokazaTennb

Result / PesyabTaThi

Specification / Hopma

1

Description /
Onmucanue

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. /

Teepabic JKeJNaTUHOBLIC
IIpo3paydHble KarcyJsl pasMepa 2 ¢
OeclBEeTHBIM KOPITYCOM, pO30BOIi
KPBIIIEYKOit n MapKpOBKOM
gyepHoro neera «OMEZ» Ha obenx
yactax  kamcynel.  ComepKumoe
KarcyJ1 — rpaHyJibl 6enoro UBeTa.

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. /
Teepasie »KeTaTHHOBEIC MIPO3payvHLIC
Kancyapl pasMepa 2 ¢ OecuBETHBIM
KOpIycoM,  pO30BOH  Kkpblileukoil W
MapknpoBkoil deproro nsera «OMEZ» Ha
obenx gactax karncynsl. ConepXuMoe Karcyn
— rpa”ynbl 6¢J10To WY TI0YTH 6eNoro uBera.

Identification / IlogauHHOCTDL

2a)

By UV/VO-
cnekTpodoToMeTpHst

Complies as prescribed/
CootBercTByeT TpeGOBaHUAM

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® - cnekTpel NOMNOLIEHHUS pPAacTBOPOB
npermapata M CTaHOapTHoro  oOpasla
oMemnpasona B obmactu oT 230 mo 350 uM
JOJKHBI MMETH MAaKCUMYMBI MPH OOHON W
TOM K& IJIMHE BOJHBI.

Remarks : The Product conforms to ND/
Mpumeyanue: [TpoaykT cooTBeTCTBYeT TpeObosaHmsaM HJT

Conclusion : APPROVED /
Zaxarouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (omenpason), Kancyisl 20 Mr
Batch No. / Cepust Ne: B2103363 Batch Quantity / O6bem |

- ] cepun: 2000000 NO
AR No / AHajuTHYecKkHl oTder Ne: Date of Analysis / IaTa
2002FP21001960 ananusa: 28-09-202]
Mfg. Date: / laTa npon3BoacTBa: 08/2021 Date of Expiry / I'oaen go:

07/2024

Analysis performed according ND / Anaans nposesen mo H/: IT N015479/01-121120

Ne Test / [Toxa3aTennb Result / PeayabTaTs! Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeGOBAHUIM chromatogram of test solution should
BOYKX s _correspond to the retention time of main peak
CBKX/BCIKX in the chroma?ogram qf or'rllepraztl)'le reference
standard solution (section "Assay"). /
Bpemst yaep)XWBaHWS OCHOBHOTO TIHKa Ha
XpOMaTorpaMMe  WCIBITYeMOTO  pacTBOpa
JIOTKHO COOTBETCTBOBATh BpeMeHU
yaepKUBaHUS OCHOBHOTO TMUKa  Ha
XpOMaTorpaMMe  pacTBOpa  CTaHAapTHOTO
obpa3ua OMeTipa3onia (pazzen
«KonuyecTBenHoe onpeacinecHue»).
3 | Average net fill weight 269.0 mg / 269,0 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsisi Macca 283.5mg) /
COAEePKUMOr0 KarcyJt 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water/ Boga 1.2% w/w / 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.9/3,9 Acceptance value (AV) should be less than or
units / OaHOpoOAHOCTD equal to 15.0./
JN03HPOBaHUS ITokasaTens npueMireMocTd (AV) noinkeH
OBITH MeHee WK paseH 15,0.
6 | Dissolution / 0%, 1%, 2%, 0%, 0%, 2% In 0.1 M hydrochloric acid solution - not
PacTBOpenue more than 10 % of C,;H;oN305S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBope XnopricTOBOAOPOAHOM
kucnoTsl - He Goiee 10 % C;H 9N3O5S
(omenpazon) yepes 2 4.
95%, 98%, 96%, 95%, 96%, 96% | In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7HoN;03S (oMempazou) yepes
30 mMuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: [IpogykT cooTBeTcTBYET TpeboBanusM HJI 3akmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: OMe3® (oMenpason), Karncyiibl 20 mr
Batch No. / Cepust Ne: B2103363 Batch Quantity / O6bem
| cepun: 2000000 NO
AR No / Avanutudeckmii oTuer Ne: Date of Analysis / laTta
2002FP21001960 ananmsa: 28-09-2021
Mfg. Date: / laTa npou3BogcTBa: 08/2021 Date of Expiry / Togen go:

07/2024

Tnalysis performed according ND / Auanns nposenen mo H/I: TI N015479/01-121120

Ne Test / [loxasaTens Result / PesyabTaTbi Specification / Hopma

7 | Related substances / IlocroponHue npumecu

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

Any individual 0.02% / 0,02%
unidentified impurity /
JIrobas enHUYHAaS
HeWIeHTU(GUIMPOBaHHA

g TIpUMECH

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

Total impurities / 0.1%/0,1%

Cymma npuMecei

8 | Assay/ 19.8 mg/ 19,8 Mr 18.0mg to 22.0 mg of Cy;HoN;O;8
KonudecTBeHHOE (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHne label claim). /

Ot 18,0 MI' 1o 22,0 MT C17H]9N3O3S
(oMenpazon) B karncyse (ot 90,0 no 110,0 %
OT HOMHMHAJIBHOTO COAEPKAHUA).

9 | Microbial limits / Mukpo6Hogorudeckast HHCTOTA

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

a) Total Aerobic
Microbial Count /
O611ee 9MciIo adpoOHBIX
MHKPOOPTaHU3MOB

10 CFU/g/
10 KOE/r

b) Total Combined
Yeasts and Mould Count
Oo0mee gyncio
IPOXOKEBBIX U
TIIeCHeBRIX TpUOOB

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

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

¢) E. coli

Absentin1 g/
OtcytctByerB I T

Absentin 1 g/
OtcyrctBue B 1 1

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / [To 10
Karcyll B aTlOMHHUCBOM CTpUIIE.
ITo 3 crpuna ¢ WHCTpPYKUMEl MO
TIPUMEHEHUIO B TIAYKY KapTOHHYFO.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 sttips or
3 blisters and patient information leaflet in a
carton pack. / ITo 10 karicyn B aTtOMHHHEBOM
crpurne wa B [IA/AJI/IIBX // antoMunrieBoM
6mucrepe. [To 3 crpuna unn no 3 6aucrepa c
WHCTPYKIMEH TO TPUMEHEHUI0 B MauKy
KapTOHHY1O.

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponyxr cootBeTcTBYET TpeboanmaM HJL

Conclusion : APPROVED /
3akaroyenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIW3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: OMe3® (oMerpason), Kancyasl 20 mr
Batch No. / Cepus Ne: B2103363 Batch Quantity / O0bem
B cepun: 2000000 NO
AR No / AHaauTH4ecknii oryer Ne: Date of Analysis / laTa
12002FP21001960 anajgusa: 28-09-2021
Mfg. Date: / JlaTa npou3BoAcTBa: 08/2021 Date of Expiry / T'open no:
07/2024

Analysis performed according ND / Anaau3 nposeaen no HJL: 11 NO015479/01-121120

Ne Test / Tloka3aTenan Result / PeaynabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsercteun ¢ HJI
MapkupoBKa

12 | Storage conditions /
YcnoBHs XpaHeHUs

At temperature below 25 °C. / TIpu Temnepartype He Bbiute 25 °C.

13 | Shelf life / Cpox

3 years /3 rona

TOOHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeaanne: [TpogykT cooTBeTcTBYET Tpeborannam HJI Zakmouenne: OJOBPEHO
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