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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (OMETpPa3oi), Kancylbl 2_(_2 MT
Batch No. / Cepus No: B2200262 Batch Quantity / O6bem

- cepau: 1970000 NO
AR No / Ananutu4decknii oruer Ne: Date of Analysis / Jara o
12002FP22000126 aHajausza:  27-01-2022
Mfg, Date: / IaTa nponssoacTsa: 01/2022 Date of Expiry / T'ogen go:

12/2024

Analysis performed according ND / Auasmz nposesen mo H/I: 1T N015479/01-121120

Ne

Test / TTokaszaTeanb

Result / PesyasTaTst

Specification / Hopma

1

Description /
Onucanne

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. /

Trepabie JKETATHHOBEIE
TIpo3payvHble Karcysl pasMepa 2 ¢
OecUBETHBIM KOPIyCOM, pO30BOI
KpBIIIEYKO 5| MapKUpPOBKO
yepHoro nseta «OMEZ» Ha 006eux
yactax kancynel. Copepxumoe
KarcyJ — rpaHyJbl 6eoro LBeTa.

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. /
Tsepasic KENaTHHOBEIE
Karncynsl  pazMepa 2 € OeCUBETHBIM
KOpPIyCOM,  pO30BOM  KpbllIeykodl W
MapKHpoBKOW depHoro usera «OMEZ» na
obenx vacTsax kamncyinsl. ConepkUMoe Karcyn
— rpanyJbl 6e710ro Wid no4YTy 6€10ro UBeTA.

IIpo3payvHble

Identification / IllogiyMHHOCTEL

2a)

By UV/V®-
criekTpodoTomMeTpus

Complies as prescribed/
CootBercTBYET TpeboBaHUIM

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® - cHekTpel TIOTHOLIEHUSA pPacTBOPOB
npernapara W CTaHgapTHoro  obpa3ua
omernpaszoia B obnactu ot 230 mo 350 HM
TMOJKHBI UMeTh MaKCUMYyMBI MpH OIHON U
TOM K€ IUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
IIpumevanne: I1ponykT cooTBeTCcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
Jaxawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHANTNU3A

l’roduct: Omez (O_mep_)razole), capsules 20 mg

HMpoayxr: Ome3® (oMenpazod), Karcyibl 20 mr

Batch No. / Cepns No: B2200262

Batch Quantity / O6bem
cepun: 1970000 NO

AR No / AHaIHTHYecKHii oTHeT No:
2002FP22000126

Date of Analysis / JaTa
anaamsa:  27-01-2022

Mfg, Date: / laTa npoussoacTBa: 01/2022

Date of Expiry / T'ogen go:
12/2024

Xnalysis performed according ND / Ananus nposeaen mo HJ/I: IT N015479/01-121120

Ne Test / [ToxasaTtenn Result / PesynabTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TpeOOBaHHAM chromatogram of test solution should
BO¥X wmmt correspond to the retention time of main peak
CBRXX/BCX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMs ymepkHWBaHHsS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  HCIBITYEMOTO  pacTBopa
TIOMKHO COOTBETCTBOBATh BpPEMEHH
yIePKMBAHNS OCHOBHOTO nUKa  Ha
XpoMarorpaMMe  pacTBopa CTaHIApPTHOTO
obpasia oMempazoa (pa3men
«KonmyecTBeHHOE OTIpERENCHUEY ).

3 | Average net fill weight | 268.2 mg/268,2 mMr
/ Cpeansist Macca
COIEPIKIMOr0 KATCYJI

270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)

4 | Water / Bona 1.3% w/w/1,3% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 4.1/4,1 Acceptance value (AV) should be less than or
units / OaHOpoAHOCTH equal to 15.0./
J03HPOBAHUS [Tokazarens npuemieMoctT (AV) gomkeH
OvITH MeHee wuiH paBeH 15,0.
6 | Dissolution / 1%, 1%, 0%, 0%, 2%, 4% In 0.1 M hydrochloric acid solution - not
PacrBopenue more than 10 % of C;H;oN;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJI0piCTOBOAOPOHOIM!
KHCIOTHI - He 6onee 10 % C;H;oN305S
(omenpaszon) depes 2 y.

97%, 94%, 93%, 93%, 92%, 95% | In pH 6.8 buffer - not less than 75 % (Q) of

C7H9N30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7HsN;0;S (omMeripazoir) uepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumveyanne: [IponykT cooTBeTcTBYET TpeGoBaHnsaM HJL

Conclusion : APPROVED /
3axaoyenne: ONNOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OmMe3® (omenpason), Kancyibl E_Q—_Mr_ o
Batch No. / Cepua Ne: B2200262 Batch Quantity / O6sem
B cepun: 1970000 NO
AR No / AHaanTHuecknii oTaeT Ne: Date of Analysis / JlaTa
2002FP22000126 - aHaqam3a:  27-01-2022
Mfg. Date: / laTa npon3soacTBa: 01/2022 Date of Expiry / T'ogen go:

12/2024

Xnalysis performed according ND / Ananus nposeaer mo HJI: IT N015479/01-121120

Ne Test / ITokazaTean Result / Pe3yabTaTbl Specification / Hopma

7 | Related substances / [locTopoHHne npumMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as enuHUYHAS

HEUACHTH QUIIpOBAHHA

s IPEMECH

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

8 | Assay/ 19.6 mg/ 19,6 MT 180mg to 22.0 mg of Cy;HgN;O;8
KoanvecrBennoe (97.9% /97,9% (omeprazole) in capsule (90.0 to 110.0 % of
onpene/ienue label claim). /

Or 18,0 mr gmo 22,0 mr C7H;gN;O;8
(oMenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMUHAJIBHOTO COZIEPKaHWs).

9 | Microbial limits / Mukpo6noJjornyeckas YHcTOTa

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
Ob1Iee 9rcno a3poOHBIX

MHUKPOOPraHH3MOB
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 yucno
JPOCKEBBIX 1
TIeCHEBBIX TPUOO0B
¢) E. coli Absentinl g/ Absentinl g/
OtcyterByeTB 1 T OtcytctBUe B 1 T

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. ; . .

3 strips and patient information O U . alum} . str{p ol
. PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / Tlo 10 blist d patient information leaflet i
Kamcysl B aTIOMHHUEBOM CTpHITE. 3Ib1Sters farid patient.InioTmatioh.lca na
g b [expuien ¢ \MECTpIER 0 carton pack. / ITo 10 xarcyn B aTfoMHHHEBOM
el il e crpure unu B [TA/AJI/TIBX // anroMuHHEBOM
p ¥ KapTOHHyIO. 6nuctepe. [To 3 crpuna mnu no 3 6nmcrepa ¢
WHCTPYKIMEH 10 TpUMEHEeHHI0 B TMauky

KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanmne: [IpoaykT cooTBeTcTBYET TpeGoBanuam HJL

Conclusion : APPROVED /
3axaouenue: ONJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

jljoduct: Omez (Omeprazole), capsules 20 mg :

|Hpoaykr: Omes® (omernpasod), KarncyJisl 20mMr

Batch No. / Cepust Ne: B2200262 Batch Quantity / O6nem

» - cepuu: 1970000 NO ~
AR No / Ananutndecknii oTuer No: Date of Analysis / laTa
2002FP22000126 anaqmsa:  27-01-2022

Mfg. Date: / JlaTa npoHn3BoAcTBAa:

01/2022
12/2024

Date of Expiry / T'onen go:

Analysis performed according ND / Ananus nposenen mo H: IT N015479/01-121120

Ne Test / TokazaTedab Result / Pesyabtarhl Specification / Hopma
11 | Labeling / According to ND / B coorserctBum ¢ H/J
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Boime 25 °C.
YcnoBus XxpaHeHust
13 Shelf life / Cpoxk 3 years / 3 rona
TOHOCTH

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykrt coorBercTBYET TpebosaHmsM HIT

Conclusion : APPROVED /
3akarwuenue: OJJOGPEHO
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