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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Ipoaykr: OMe3® (oMenpaso), Kancysisl 20 mr
Batch No. / Cepus Ne: B2200647 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / Ananuru4yeckuii orger Ne: Date of Analysis / laTa
2002FP22000484 anaiamza: 08-03-2022
Mfg. Date: / JlaTa npousBoacTBa: 02/2022 Date of Expiry / 'onen no:

01/2025

Analysis performed according ND / Auaaus nposexen no HJI: IT N015479/01-121120

Ne Test / IlokazaTean

Result / PesyansTaThl

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. /

Teepasie JKeJNaTHHOBBIE
Mpo3pavHble Karncyasl pasMepa 2 ¢
OeCIBETHBIM KOPITYCOM, pPO30BOil
KpBILIEYKOH " MapKUpPOBKOI
yepHoro usera «OMEZ» Ha obenx
yacTax kancynsl. Conepixumoe
KarcyJs — rpaHyiis! 6enoro nera.

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. /

Teepasle JKeJlaTUHOBBIS npo3payHele
Kamcysasl  pasmMepa 2 ¢ GeCHBETHBIM
KOpITyCOM,  PO30BOH  KpBILIEYKOH U

MapkupoBkol depHoro 1seTa «OMEZ» Ha
06enx yacTax karncynel. Conep:xumoe Karcy
— rpaHynbl Gesioro UM no4ty 6enoro Lpera.

2 | Identification / ITopanuboOCTEL

2a) [ ByUV/VYO-

crniekTpodoTomeTpus

Complies as prescribed/
CooTBeTcTBYET TpeOOBaHHUAM

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® - cnekTpsl MNOMNOLIEHHUS PACTBOPOB
npermapaTa W CTaHAapTHoro  obpasua
oMenpasona B obnactd or 230 go 350 HM
JIOJDKHBI VMMeTh MaKCHMYMBI TIpH OAHOH U
TOW ke JUIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Hpnmeuanne: [Tpomykt coorBeTcTRyeT Tpeboanusm HIT

Conclusion : APPROVED /
3axkmwuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

IIpoaykr: Ome3® (OMer_a3on), Karcynsl 20 mr

Batch No. / Cepns Ne:

B2200647 Batch Quantity / O6bem

cepuu: 1990000 NO

PacTrOpenue

AR No / Anangrnyecknii oraer Ne: Date of Analysis / laTa
2002FP22000484 anajguza: 08-03-2022
Mfg. Date: / JlaTa npon3BoAcTBa: 02/2022 Date of Expiry / T'ogen go:
01/2025
Analysis performed according ND / Ananns nposeen no H/I: TI N015479/01-121120
Ne Test / IlokazaTenn Result / PesynbTaTnl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBeTCTBYET TPeOOBAHHSIM chromatogram of test solution should
BYIKX 9or;esp;)1nd to the reten;ion time of maifn peak
in the chromatogram ot omeprazole reterence
CBOMX/BOKX standard solution (section "Assay"). /
Bpems yaepXuBaHHS OCHOBHOTO MWKa Ha
XpoMaTrorpaMMe — UCHBITYEMOTO  pacTBopa
DIOJIKHO COOTBETCTBOBATb BpEMEHH
yIepKUBAaHUS  OCHOBHOTO niKka  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAApTHOrO
obpasua oMeInpasona (paznen
«KonmuecTBEHHOE OTpPEACIIEHHE ).
3 | Average net fill weight 272.2 mg/272,2 Mr 270.0 mg % 5.0 % (Between 256.5 mg and
/ Cpexnsist Macca 283.5mg) /
COIEP>KHMOTO KancyJ1 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.6/3,6 Acceptance value (AV) should be less than or
units / OIHOpPOAHOCTH equal to 15.0./
JO3HPOBAHHA TTokasaTens npuemyemoctd (AV) nomnxen
OBITE MeHee W paeeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C17H9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe XIOpHCTOBOIOPOAHOMN
KUCIIOTH - He Gonee 10 % Ci;H;9N;05S
(oMermpazod) yepes 2 .

101%, 98%, 101%, 100%, 99%, | In pH 6.8 buffer - not less than 75 % (Q) of
97% C7H19N303S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - e menee 75 % (Q)
C;7HsN30;S (oMenpa3zon) uepes
30 muH.

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr cooTBeTcTBYET TpeGoanusm HJT

Conclusion : APPROVED /
Zakarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg Hpoaykr: Ome3® (omenpason), Kamcynsl 20 mr
Batch No. / Cepusn Ne: B2200647 Batch Quantity / O0bem

cepuu: 1990000 NO
AR No / Anaantudecknii order Ne: Date of Analysis / Jlata
2002FP22000484 anayuia: 08-03-2022
Mfg. Date: / laTa nponssoacTBa: 02/2022 Date of Expiry / I'onen mo:

01/2025

Analysis performed according ND / Auaan3s nposegen no HJI: IT N015479/01-121120

No Test / IlokazaTennb Result / Pe3ynnTaThl Specification / Hopma

7 | Related substances / Ilocroponnne npumecn
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6Gonee 0,5 %

JIvobag eqrHUYHAS

HeWAeHTHPUIUpOBaHHA

S TIPUMEChH

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

8 | Assay/ 20.3 mg /20,3 mMr 180mg to 22.0 mg of Cj;;HigN;O5S
KosmuecTBeHHOE (101.6% / 101,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpe/eieHne label claim). /

Or 18,0 MT 10 22,0 Mr C17H19N3O3S
(omernpazon) B kancyine (ot 90,0 mo 110,0 %
OT HOMHHAJBHOTO COMIEPIKaHU).

9 | Microbial limits / MukpoGuoaornyeckas 44cT0Ta

a) Total Aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O611ee urcno aspoOHBIX

MHKpPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He Gonee 100 KOE/r
O6ee urcno
JPOIOKEBBIX U
TUIECHEBBIX TpHOOB
c) E. coli Absentin1g/ Absentin 1 g/
OrcytcTByeTrB 1 1 OtcyrctBie B 1 r
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcysl B aJIOMMHUEBOM CTpUIIE.
ITo 3 crpuma ¢ WHCTpPYKIMEH IO
MPUMEHEHHIO B TTAYKy KapTOHHYIO.

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. / TTo 10 karncyn B aJroMHUHHEBOM
crpune win B [TIA/AJI/TIBX // amomuHneBOM
6mucrepe. [To 3 crpuna wnm no 3 Gnuctepa ¢
WHCTPYKUMEH [0 TPHMEHEHHIO B TMa4Ky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: IpomykT cooTeeTcTBYET Tpeboranusm HJT

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules ﬁm_g

Ipoayxt: OmMe3® (omernpason), Ka_nch;; 20 Mr

Batch No. / Cepus Ne:

B2200647 Batch Quantity / O0bem

cepun: 1990000 NO

AR No / AnannTuuecknii oryet Ne: Date of Analysis / laTa
2002FP22000484 ananmia: 08-03-2022
Mfg. Date: / [laTa nponsBoacTBa: 02/2022 Date of Expiry / I'ouen go:
01/2025
Analysis performed according ND / Ananu3s nposesen mo HJI: IT N015479/01-121120
Ne Test / IlokasaTenn Result / PesynasTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBercTBru ¢ H/J
MapkHupoBka
12 | Storage conditions / At temperature below 25 °C. / IIpn Temneparype e biute 25 °C.
Ycaorus XpaHeHust
13 | Shelf life / Cpox 3 years /3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

IMpnmeuanue: Tpoaykr coorBeTcTBYeT Tpebosannsam HJI

Conclusion : APPROVED /
3akmouenne; OJOBPEHO

WI-GLOB-QA-0669-1.0

Derintad Q-
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ELECTRONIC SIGNATURES
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