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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules20mg | TIpoayKT: Owe3® (oMenpazon), kKancyabl 20 mr
Batch No. / Cepus Ne: B2200648 Batch Quantity / O6bem

cepun: 1990000 NO e
AR No / AHaanTHYecKnif oT4eT Ne: Date of Analysis / {aTa
2002FP22000485 anaamsa: 08-03-2022
Mfg. Date: / laTa npou3BoACTBA: 02/2022 Date of Expiry / T'oaen no:

01/2025

Analysis performed according ND / Araans nposejien mo H/: IT N015479/01-121120

Ne Test / [Toka3aTennb Result / PesyasTaTnl

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. /

Teepmeie ETaTHHOBBIC
Tpo3payHbIC KancyJjbl paMepa 2 ¢
OeClUBETHBIM KOPITYCOM, PO30BOIf
KpBIIEYKOH M MapKUpPOBKOMH
uyepHoro upera «OMEZ» nHa obeunx
gacTsx  kamcymel.  ComepxuMoc
Karcyl — rpaHyJisl 6enoro upera.

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. /

Teepavle KeJTaTHHOBLIC [Ipo3patlILie
Kamcynel  pasMepa 2 ¢ OecuBeTHBIM
KOpPIycOM,  pO30BO{  KpBIIeykoit

MapKkUpoBKoi uepHoro LBeTa «OMEZ» Ha
00eux yacTsx karcynsl. ConepxuMoe Kamncym
— IpaHyJel Oesroro uiy mo4TH 6esroro useTa.

2 | Identification / IToganHHOCTEH

2a) | ByUV/ V-
criekTpodoToMeTpHS Complies as prescribed/
CootBercTBYET TpeOOBaHMIM

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® - cnoekTpel TOTIOUIEHHA DPAcTBOPOB
nmperapata W CTaHAapTHOTO  oOpasua
omenpazora B obnacti ot 230 mo 350 um
OMKHBI MMETh MAKCHMYMBI NPU ONHOH U
TOW e IUTHHE BOJTHEI.

Remarks : The Product conforms to ND/
IMpumeuanne: [IpoaykT cooTBercTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3axaouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg NpoxykT: OMe3® (omenpason), kancy.ibl 20 mr
Batch No. / Cepus Ne: B2200648 Batch Quantity / O6bem

- - |cepun: 1990000 NO
AR No / AnasnTudeckuii oTyer No: Date of Analysis / laTa
2002FP22000485 ananusza: 08-03-2022
Mfg. Date: / laTa npoH3BOACTBA: 02/2022 Date of Expiry / T'ogen go:

01/2025

Analysis performed according ND / Ananu3s nposeaed mo HJI: T¥ N015479/01-121120
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Ne Test / [ToxazaTeanb Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBeTCTBYET TpeOOBaHNUAM chromatogram of test solution should
BYKX s f;orrespond to the retention time of main peak
CBPKX/BCIKX in the chroma‘fogram qf orzlepraz?’le reference
standard solution (section "Assay"). /
Bpemst yaep:KuBaHHMS OCHOBHOTO InMKa Ha
XpoMaTorpaMMe  HCTBITYEMOrO  pacTBopa
JIOJDKHO COOTBETCTBOBATh BpEMEHH
yAEpXUBAaHUA  OCHOBHOI'O nuka  Ha
XpoMarorpaMMe pacTBOpa CTaHAapTHOIO
oOpa3ztia oMmeTpazona (pa3men
«KonnuecTBeHHOE ONpenieneHue» ).
3 | Average net fill weight 274.4 mg/274,4 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ CpexHsisi Macca 283.5 mg) /
COJEPKUMOT0 KancyJ 270,0 mr £ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 2.0/2,0 Acceptance value (AV) should be less than or
units / OgHOpoaHOCTH equal to 15.0./
J03UPOBAHMS IMokazatens mpueMneMocTu (AV) nomkeH
OLITH MeHee MK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

PactBopenne

101%, 101%, 98%, 102%, 98%,
100%

more than 10 % of C;7H;oN3038
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope X10pHCTOBOAOPOIHOM
KucioTel - He 6onee 10 % C;H9N30;5S
(omMempason) gepes 2 4.

In pH 6.8 bufler - not less than 75 % (Q) of
C7HoN;05S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
Ci7H9N3;0sS (omenpa3zon) yepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykr cooTBercTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
Jaxmwovenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIIU3A

Product: Omez (Omeprazole), capsules 20 mg

' IpoaykT: OMe3® (omenpason), Kancyisl 20 mr

Batch No. / Cepus Ne: B2200648 Batch Quantity / O6bem
|cepum: 1990000 NO -
AR No / Avaaurudeckuii oTyer No: Date of Analysis / laTa
2002FP22000485 anagnsa: 08-03-2022
Mfg. Date: / lata nponssoacTBa: 02/2022 Date of Expiry / I'ogen xo:
01/2025

Analysis performed according ND / Ananus nposenen mo H/: IT N015479/01-121120
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Ne Test / [Toka3aTean Result / PesynbtaThl Specification / Hopma

7 | Related substances / ITocTopoHHue NpUMecH
Any individual 0.04% /0,04% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIro6as equHUYHAS

HEWJISHTU(DUTIMPORAHHA

s IPUMeECh

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

8 | Assay/ 20.5 mg /20,5 Mr 18.0mg to 22.0 mg of C;;H;sN;05S
KonnuecTBeHHoe (102.3%/102,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejeieHne label claim). /

Ot 18,0 Mr nao 22,0 MI C17H|9N3O3S
(oMenipason) B karncysne (ot 90,0 mo 110,0 %
OT HOMHHAJIBHOTO COAEPIKaHWs).

9 | Microbial limits / Mukpo6uojorudyeckas 4UcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/r
O6mee 9ucino a’spoOHBIX

MHKPOOPTaHH3MOB
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
Obmee yncno
JPONOKEBBIX U
MIIeCHEBLIX IpudoB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcTBYyeT B 1 T OrcytcrBue B 1 r
10 | Packaging / Ynakoeska | 10 capsules in an aluminum strip.

3 strips and patient

information
leaflet in a carton pack. / TTo 10
KalcyJl B aJlOMHHMEBOM CTpHIIE.
[lo 3 crpuna c wHCTpYKIMER IO
OPUMEHEHHUIO B MAYKy KapPTOHHYHO.

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 xancyn B antoMMHUEBOM
crpure win B [TA/AJI/TIBX // anroMuHUEBOM
6muctepe. [To 3 crpuma vnu no 3 6muctepa ¢
WHCTPYKIIMEH MO TMPUMEHEHHI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
TMpumeuanue: [Tponykt coorBercTBYeT TpeGopanusaM HJI

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg — Ipoaykr: Owmes® (oMerpason), KarncyJrel 20 mr
Batch No. / Cepust Ne: B2200648 Batch Quantity / Oosem
- cepuu: 1990000 NO -
AR No / Ananutudecknii otuer Ne: Date of Analysis / laTa
2002FP22000485 ananuza: 08-03-2022
Mfg. Date: / laTa nponssoacTsa: 02/2022 Date of Expiry / I'ogen go:
01/2025
Analysis performed according ND / Auanus nposenen mo HA: IT N015479/01-121120
Ne Test / IlokasaTeab Result / Pe3yabTarsl Specification / Hopma
11 | Labeling / According to ND / B cootserctum ¢ HJI
MapknpoBka
12| Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Bobite 25 °C.
YcaoBus XpaHeHUs
13 | Shelf life / Cpok 3 years / 3 rona
FOTHOCTH

d Copy

Uncontrolled

Remarks : The Product conforms to ND/
IMpumeuanne: [Tponykr coorBercTBYET TpeboBanmsM HJL

Conclusion : APPROVED /
3axaouenne: OTOBPEHO
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