C\\) LABORATORIOS LICONSA, S.A.

(de Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

@H F ﬁ?@ Phone: +34 949 34 97 00
= ) Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl KuwevHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC72127 Narta npoussoactea 12.2022 Nopen no 11.2024
TEST / TECT REQUIREMENT / CNELUM®UKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable XenaTuHoBble Kancynbl pasmepa N°4, Conforms / CooTBeTCcTBYET
C KpbILIEYKol CUHero LiBeTa U KOpnycom
6enoro LUBeTa, cofepxaliue cdepuyeckue
rpaHysbl oT 6enoro 4o novTu 6enoro ¢
enToBaTbIM OTTEHKOM LiBeTa.
UNIFORMITY OF DOSAGE UNITS (AV) AV accepted for 10 capsules should not

be more than 15.0 %.

AV calculated for 30 capsules should not

be more than 15.0 % and the content of

omeprazole in not a single capsule

should be outside 0.75M-1.25M.
OJJHOPOOHOCTb [JO3UPOBAHUA (AV) 3HaveHue AV, paccuutanHoe ans 10 kancyn, 7,4

[OMKHO 6bITb He 6onee 15,0 %.

3HaueHue AV, paccunutaHHoe ans 30 Kancyn,

[omiHO 6bITh He 6onee 15,0 % ¥ copepxaHue

oMenpasona HY B OHOW Karcyne He AOMKHO

BbLIXOAUTHL 3a npegensi 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC) The retention time of the main peak
in the chromatogram of test solution
should comply with retention time of the
main peak in chromatogram of standard
solution. ("Assay" section).
NOoANMUHHOCTb (B3XX) BpeMsi yaepuUBaHUsi OCHOBHOIO Conforms / CooTBeTCTBYET
nuKa Ha XpoMartorpaMme UCNbLITyeMoro
pacTBopa AOMKHO COOTBETCTBOBaTb
BpeMeHU yaepXuBaHUs OCHOBHOrO NUKa
Ha XpomaTtorpaMmMe cTaHAapTHOro pacteopa
(pasaen «KonuuyecTBeHHOE onpeaeneHue»).

Approval date (dd.mm.yyyy)/nata onobperus (aa.mm.rrrr): 27.01.2023
(Signature & Date) Quality Assurance/(Moanucb/aara) obecneveHusikadecTsa:
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Mopanuck/nata) Macarena Gonzalez

Manufacturing Site/lpouasoacTeeHHast nnoluaaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyYKT OMES3 kancynbl Kulle4HopacTBopuMble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72127 [lata nponssopactea 12.2022  Topen no 11.2024

TEST / TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YJNIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

UV absorbance spectrum of the main peak
recorded in the chromatography of test

solution should comply with UV
absorbance spectrum of the main peak
recorded in the chromatography of
standard solution ("Assay" section).

NMOANUHHOCTb B3XX (DAD petektop)
CHATBLIN NPU XpoMar

Y®-cneKTp normnolieHus 0CHOBHOrO nuKa,

Conforms /| CooTBeTCTBYET
orpagmpoBaHuu

UCMbITYEMOro pacTeopa, AOKeH
cOoOTBeTCTBOBAaThL Y®P-cneKTpy nornoleHus
OCHOBHOFO NIUKa, CHATOMY NPy
XpomaTorpatuvpoBaHuy cTaHAapTHOTO
pactBopa (pa3gen «KonuuectBeHHoe

onpepereHne»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,1 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

95,0 - 105,0 % oT 3asiBNEHHOro cofepXaHus 103,2 %

KONWYECTBEHHOE OMPEAENEHUE

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMPEAENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mgl/capsule
OT 19,0 mr/kancyna Ao 21,0 mr/kancyna

20,6 mgl/cap | M[/KAMNCYNA

DISSOLUTION ACID STAGE

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

PACTBOPEHUE (KucrniotHas ctanusi) He 6onee 10 % oT 3asiBnieHHOro coaepxxaHusi 0%
C17H19N303S (omenpa3sona)
yepe3 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHWE (BycepHas cTanusi) He meHnee 80 % (Q) ot 3asiBfieHHOTO 95 %
copepxatust C17H19N303S (omenpa3sona)
yepe3 30 MUH.
RELATED SUBSTANCES
POACTBEHHbLIE NPUMECU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kap6okcunat He 6onee 1,0 % <0,1 %
Approval date (dd.mm.yyyy)/aaTa onobpeHus (aa.mm.rrrr): 27.01.2023 { __ =, S, )
N1 —’ <70l25

(Signature & Date) Quality Assurance/(Moanucb/aaTa) obecneveHuskadecTsa:

Release by/BeinyLiero Deputy Qualified Person/:
(Signature & Date)/(Moanuce/nara) Macarena Gonzalez

Manufacturing Site/llpoussoAcTBEHHas niowaaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPOOYKT OMES3 kancynbl kuwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC72127 Nata npoussoactea 12.2022  Topen go 11.2024
TEST / TECT REQUIREMENT / CNELUU®UKALINA RESULT / PE3YINIbTAT
IMPURITY.F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMobas eauHUYHan He 6onee 0,2 % <0,1 %
HeuaeHTUdULUpPOBaHHAsA NpUMecCh
TOTAL IMPURITIES not more than 2.0 %
He 6onee 2,0 % 0,3%

CyMMa npumeceit

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUU C HJ. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMneparype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata onobpeHus (aa.mm.rrrr): 27.01.2023

(Signature & Date) Quality Assurance/(loanuce/aaTa) obecneveHusikadecTsa:
Release by/BrinyueHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aarta) Macarena Gonzélez

Manufacturing Site/lpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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(f—"\\) LABORATORIOS LICONSA, S.A.
(k/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

@ Egli F gﬁ\f @ Phone: +34 949 34 97 00
’ . Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIN3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl Kule4yHopacTBopumMble 20 mMr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC72127 [Oata npoussoactea 12.2022 Fopen no 11.2024

TEST / TECT REQUIREMENT / CNELUU®UKALINA

RESULT / PE3YIIbTAT

PACKAGE 5, 6 or 7 capsules in an aluminum
foil blister.
2 or 20 blisters of 5 capsules each and
a patient information leaflet in a
carton.
5 or 10 blisters of 6 capsules each and
patient information leaflet in a carton.
1, 2, 4, 8 or 14 blisters of 7 capsules
each and a patient information leaflet
in a carton.
10 or 14 capsules in PVC-PE-PVDC/AI
blister.
1,2,3,5, 6,9 or 10 blisters of 10
capsules each and a patient information
leaflet in a carton.
1, 2, 3,4 or 7 blisters of 14 capsules
each and a patient information leaflet
in a carton.

YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep U3
antoMuHueBoW donbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C UHCTPYKUUEN Mo NPUMEHEHUIO B NaYKy
KapTOHHYH0.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C MHCTPYKLUMEN MO NPUMEHEHUIO B MaykKy
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Karcyn BMecTe C UHCTPYKLUel no
npUMeHeHUIo B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AnoMUHUEBbIN 6rucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepos no
10 kancyn BMecTe C MHCTPYyKLUUel no
NPUMeHeHUIO B NaYKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Kancysn BMecTe C UHCTPYKLUel no
NPUMeHeHUIo B NaYKy KapTOHHYHO.

Conforms / CooTBeTCcTBYET **

Analysis performed according ND
J1M-006953-180122

AHanus nposegeH no HO:
1n-006953-180122

Approval date (dd.mm.yyyy)/aaTa onobpeHus (ag.mm.rrrr). 27.01.2023 \f\(*‘( > 2N |2
(Signature & Date) Quality Assurance/(Moanuck/aara) obecneveHuskadecTsa: S
Release by/BuinyweHo Deputy Qualified Person/: /

(Signature & Date)/(Moanucs/aarta) Macarena Gonzalez / \7/:) 2.0027
Manufacturing Site/lMpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. = Ny
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(’/\\) LABORATORIOS LICONSA, S.A.
(\_} Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

@ H E gﬁ’*‘a Q) Phone: +34 949 34 97 00
: Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg s
nPOoOyKT OMES3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC72127 Oata npoussoagctea 12.2022 Tomen no 11.2024

TEST / TECT REQUIREMENT / CMELUA®UKALIAA RESULT / PE3YIIbTAT

Notes / HabnogeHus
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6nucTep U3 antoMUHUEBON (honbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKUMEN Mo NPUMeHeHUI0 B Nayky KapTOHHYIO.

Approval date (dd.mm.yyyy)/aata ono6peHus (oa.Mm.rrrr): 27.01.2023 {_ 3 20125

(Signature & Date) Quality Assurance/(IMoanuck/aara) obecnevyeHuskadyecTsa: \;:::: | == o

Release by/BbinyiieHo Deputy Qualified Person/: /

(Signature & Date)/(Mognucek/nata) Macarena Gonzélez / L/ s )

Manufacturing Site/MpouasoacTeeHHas nnouazaka: Laboratorios Liconsa, S.A_/ < 7 012% Page/ctp.5/5



’\\) LABORATORIOS LICONSA, S.A.

s
{
(KJ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C‘% Eza E m @ Phone: +34 949 34 97 00
4 Fax: +34 949 26 68 37

PaspeuwieHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES kancynbl kKuwieyHopacteopumMble 20 Mr

PRODUCT

kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC72127 Nata npoussoactea : 12/2022
BATCH MANUFACTURING DATE

Fopen no : 11/2024 Paamep cepuu : 342.432 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilyUM 51 NOATBEPXAAl0, YTO AaHHasi MHGOpMaLMs ABMNSAETCS JOCTOBEPHON 1 TOUHON. [laHHas NapTus npoAykra
6bIna npovsBeAeHa, BKIovas ynakoBKY/MapKMpPOBKY Y KOHTPOIb KayecTBa, Ha yKa3aHHOM HUKE yyacTke (yyacTkax)

B MOMIHOM COOTBETCTBUM C TpeGoBaHusiMu GMP MecTHOro perynupytoLiero opraHa, cneuudgukaumsimu B paspelueHuu
Ha MapKeTUHT CTPaHLI-MMMOpPTepa U TEXHUYECKUMU COTMaLIEHUAMY, KOTOPbIe MOTYT BbiTh 3aKMtoUeHs!, Unu dainom

cneuudmxauuu npoaykTa Ans Uccnenyemeix rnekapcTBeHHbIX CPeACTB.

3anucu no 06pa6oTke, yNakoBKe 1 aHanU3y napTuu Gbiny NPoBepeHbl U NPU3HaHbLI COOTBETCTBYHLUMM TPEGOBaHUAM
GMP.

MapTus 6bina npousseneHa B NaGopatopuoc INukoHca SA., a TaM, rae NPUMeHUMO MUKpobuonoruyeckoe

uccrnegoBaHue,
oHo nposoauTcs B NlaGopaTopuu uesapHe SA.

| hereby certify that the given information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the below mentioned site (s) in full compliance with the GMP requirements of the
local Regulatory Authority, with the specifications in the Marketing Authorization of the importing country and with technical
agreements that might be in place or product specification file for Investigational Medicinal Products.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

The batch has been manufactured at Laboratorios Liconsa SA, and where microbiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

/ /4
/S
: 230113

Mopnuck u para / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauumoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI19



