CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

_B_rodu_ct: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMes® (oMenpason), kancynbl 20 mr

Batch No. / Cepns Ne:

B2102328

cepHu:

Batch Quantity / O6nem

2000000 NO

AR No / AHaanuTHueckHii oTdeT No:
2002FP21001469

Date of Analysis / laTa
aHaJu3a:

10-07-2021

Mfg. Date: / laTa npou3BoacTBAa:

06/2021

05/2024

Date of Expiry / l'onen no:

Analysis performed according ND / Anann3 nposeaen no H/L: T1 N015479/01-121120

Ne

Test / llokazaTenp

Result / PesyasTaThi

Specification / Hopma

1

Description /
Onncanue

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. /

Teepmsic KEMaTHHOBBIE
Mpo3pavyHble Karcyisl pasMepa 2 ¢
OCCIBETHEIM  KOPITYCOM, pO30BOT
KpbILLEYKOT u MapKUPOBKOM
yeproro usera «OMEZ» Ha obenx
yactax  xaricydel.  Comepxumoe
Kancys — rpaHyJisl 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. /
Teepabie JKENATHHOBbIE npo3pavHbIe
Karcynel  pasMepa 2 ¢ OECUBETHEIM
KOPITYyCOM, po3oBoit KPBILIEYKOI "
MapKUpoBKoil depHoro usera «OMEZ» Ha
o6enx vacTsx kancyusl. CoepxumMoe Karcyn
— rpanysibl 6e10ro WK NoYTH 6EN0ro 1BeTa.

Identification / IoaanunocTh

2a)

By UV /Y-
CHEKTPOGOTOMETPHA

Complics as prescribed/
CooTsercTByeT TpeGOBAHUSIM

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® - cnekTpbl TOCNOMIEHUS pacTBOPOB
npenapara M craHAapTtHoro  ofpasua
oMenpaszona B obnactu ot 230 go 350 HMm
JNOJDKHBEl UMETh MaKCHMYMBI TIpH OIHONW W
TOI ke ITWHE BOJTHEL

Remarks : The Product conforms to ND/
Mpumeuanne: [Tpoaykt coorBercTBYET TpeboBanusam HJI

Conclusion ;: APPROVED /
3axarouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoayxt

Batch No. / Cepusn Ne:

B2102328

cepHn:

: OmMe3® (omenpazon), kancynsl 20 wmr

Batch Quantity / O6nem

2000000 NO

AR No / Anaantudeckuii oruer No:
2002FP21001469

aHaJau3sa:

Date of Analysis / laTa

10-07-2021

Mfg, Date: / laTa npm}sBouL‘TBa:

06/2021

05/2024

Date of Expiry / l'ogen no:

Analysis performed according ND / Anaaus nposenen no H/L: T1 N015479/01-121120

PacTROpenue

95%, 95%, 97%, 93%, 9

4%, 100%

Na Test / IoxazaTenb Result / Pe3ynsTathl Specification / Hopma
2b) | By HPLC Or Complics as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TPeOOBAHHAM chromatogram of test solution should
BOYKK simu fsorrespond to the retention time of main peak
CBAKX/BCHKX in the chrorna‘Fogram qf omeprazole reference
standard solution (section "Assay"). /
BpeMs ymepkuBaHHMS OCHOBHOIO MuKa Ha
XpomaTtorpaMMe  HCTBITYEMOTO  pacTBopa
TONKHO COOTBETCTBOBATH BpeMeHN
yAepX UBaHUS  OCHOBHOTO nuka  Ha
XpOMaTOrpaMMe  pacTBOpa  CTAHLAPTHOIO
obpasua oMenpasona (paznen
«KonudecrBeHHOE onipeneneHue» ).
3 | Average net fill weight | 272.2 mg/2722 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5mg) /
COAEPKUMOT0 KarncyJ1 270,0 Mr % 5,0 % (256,5 mr - 283,5 w™r)
4 | Water / Boga 1.4% wiw / 1,4% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 4.5/4,5 Acceptance value (AV) should be less than or
units / OqHOpOAHOCTE equal to 15.0./
JO3UPOBAHNUSA [Nokazatens npuemieMocty (AV) nomken
OBITE MeHee Wiy paseH 15,0.
6 | Dissolution / 1%, 0%, 0%, 1%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H | gN;O5S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJIOPUCTOBOAOPOAHOM
KUcIoThI - He 60ostee 10 % C,7H sN3O;S8
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;O;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He meree 75 % (Q)
C,7H,9N3038S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Hpumeuanne: [ponyxr cooTsercTByeT TpebosannsM HJ{

Conclusion : APPROVED /
Jakinouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg NMpoaykT: OMe3® (omMenpason), KancyJel 20 mr
Batch No. / Cepus Ne: B2102328 Batch Quantity / O6bem
| B cepun: 2000000 NO
AR No / AHanuTRYecKRii oTyeT No: Date of Analysis / laTa -
2002FP21001469 anaamza: 10-07-2021
Mfg. Date: / lata npou3BojcTBAa: 06/2021 Date of Expiry / 'onen no:
05/2024
Analysis performed according ND / Ananns nposegen mo HJL: TI1 N015479/01-121120
No Test / TlokazaTean Result / PesynabTaTthl Specification / Hopma
7 | Related substances / HocToponHue npumecu
Any individual 0.02%/0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JTro6as eyMaVyHast
HeUIeHTHGHUIpoBaHHa
s TIPUMeECh
Total impurities / Not detected / He obHapyxkeHa Not more than 2.0 % /
Cywmma npumeceit He 6onee 2,0 %
8 | Assay/ 19.8 mg/ 19,8 Mr 180mg to 220 mg of C,;H;¢N;O;S
. KosnvecTrBeHnoe (99.0% / 99,0%) (omeprazole) in capsule (90.0 to 110.0 % of
0L onpeaecHHe label claim). /
[ Or 18,0 mr gmo 22,0 mr C;53H;oN;O,S
) (omermpazon) B kxaricyne (ot 90,0 mo 110,0 %
. OT HOMUHAJIBHOTO COACPXKaHNS).
- 9 | Microbial limits / Mukpo6uojorinueckas YHCTOTA
a) Total Acrobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/r
Obmmee urcno a’poOHBIX
MUKPOOPraHH3MOB
b) Total Combined Lcss than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6onee 100 KOE/r
O0bwee 4yncio
IPOKIKEBLIX U
TUTECHEBBIX MpHOOB _ -
¢) E. coli Absentin 1 g/ Absentinl g/
OTtcytctByeTB I T OtcyrcTBue B 1 1T
10 | Packaging / Ynmakoeka | 10 capsules in an aluminum strip.
3strips and patient information . . .
leaflet in a carton pack. / TTo 10 10 |GApSBIEs in an alum} hum Stn.p or
PA/AL/PVC // aluminum blister. 3 strips or
Karcyn B aTIOMUWHHEBOM CTPHITE. . o . I
[ Be eipsma v mReTpyuHE Ho 3 blisters and patient information leaflet in a
[PUMEHERMIO B TTAUKY KAPTOHHYIO. carton pack. / ITo 10 xancyn B antoMMHUEBOM
ctpune v B [TA/AJI/TIBX // anroMmuaneBoM
6mucrepe. Ilo 3 crpuma unu no 3 Gmucrepa ¢
WHCTPYKLMEH 10 TpPUMEHEHHWI0 B TauykKy
KapTOHHYFO.

Remarks : The Product conforms to ND/
[Mpumeuanue: [ponykT coorBercTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axkmoyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

| Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (oMenpason), kancyisl 20 mr
Batch No. / Cepust Ne: B2102328 Batch Quantity / O6nem

cepun: 2000000 NO
AR No / Anajnradeckuii order Ne: Date of Analysis / laTa
12002FP21001469 anaauza: 10-07-2021
Mfg. Date: / JIaTa npoH3BOACTBA: 06/2021 Date of Expiry / Togen no:

05/2024

Analysis performed according ND / Anaans nposeaen mo H/I: 11 N015479/01-121120

[ Ne Test / lloxa3zaTenn Result / PesyanTaTbi Specification / Hopma

11 | Labeling / _ i&écording to ND / B coorsercteum ¢ HJI '
MapkupoBka

12 | Storage conditions / At temperature below 25 °C. / Ilpn Temnepatype He Bbitle 25 °C.,
YeoBusi XpaHeHUs

13 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanne: I[TpoaykT cooTBeTCTBYET TpeboBannsM H]I 3akimouenne: OIOGPEHO
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