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LABORATORIOS LICONSA, S.A.

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

C H E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl kuwevyHopacTBopumMble 20 Mr

CODE
KoA 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72596 Oarta npousesopgctea 01.2023  lopen no 12.2024
TEST / TECT REQUIREMENT / CNELIU®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 TBepable XenaTMHOBbIE Kancyrbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpblLWEeYKOo CUHEro LiBeTa U Kopnycom
Genoro LBeTa, cofepxalume cdepuyeckue
rpaHyrbl oT 6enoro Ao noutu 6enoro ¢
XenToBaTbIM OTTEHKOM LBeTa.
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.
OHOPOOHOCTb JO3UPOBAHUA (AV) 3HaveHue AV, paccuuTaHHoe ana 10 kancyn, 9,5

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

3HaueHue AV, paccuuTtaHHoe ans 30 kancyn,

[OMKHO 6bITb He 6onee 15,0 % u copepxaHue

omenpasona HY B OQHOMN Karcyre He AOMKHO

BbIXOAUTbL 3a npedens! 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).

NOANUHHOCTD (B3XX) Bpems yaepXuBaHUsi OCHOBHOIo Conforms / CooTBeTCTBYET

nuKa Ha XxpomarorpaMme UcnbITyemoro
pacTBOpa AOMKHO COOTBETCTBOBaTb
BpeMeHU yAepX1BaHUs OCHOBHOrO Nuka

Ha XpomaTorpamme cTaHAapTHOro pacTeopa
(pa3pen «KonuuecTBeHHOe onpeneneHue»).

Approval date (dd.mm.yyyy)/nata ofo6perus (an.Mm.rrr): 27.02.2023 el (S5
(Signature & Date) Quality Assurance/(Moanucb/aata) obecneyeHusikadecTsa:

Release by/BuinyweHo Deputy Qualified Person/: ooy
(Signature & Date)/(Monnuck/nata) Macarena Gonzélez \%_/&_
Manufacturing Site/MpoussoacTeeHHasi nnotiaaka: Laboratorios Liconsa, S.A. ] /S o e W, 2 L‘S
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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®PUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPodykT OMES3 kancynbl KulieyHopacTBopuMble 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72596 Oarta npoussoactea 01.2023  Topen pno 12.2024

TEST / TECT REQUIREMENT / CMELUW®UKALIUA RESULT / PE3VYIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTb B3XX (DAD aetekTop)

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).
Y®-cnieKTp normnoieHUsi OCHOBHOrO MUKa, Conforms / CooTBeTcTBYET
CHATbIV Npy XpomaTorpadupoBaHum
UCMNBLITYEeMOro pacTeopa, AOMKeH
cooTBeTCTBOBaTh Y®-cneKkTpy nornoljeHus
OCHOBHOTO NU1Ka, CHATOMY Npu
XpomatorpacupoBaHum CTaHAAPTHOrO
pactBopa (pa3aen «KonuvectBeHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,9 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMNPEQENEHUE

95,0 - 105,0 % OT 3asiBNEHHOro cofepXaHusi 101,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMPEAENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna no 21,0 mr/kancyna 20,2 mgl/cap | M[/KAMCYIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctaaus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro coaepxaHus 0%
C17H19N303S (omenpa3ona)

yepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cTagus)

not less than 80 % (Q) of label claim of

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asiBfeHHOro 105 %
cogepxanusi C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POAOCTBEHHbIE MPUMECU

OMEPRAZOLE CARBOXYLATE
OmMenpa3sona Kapbokcunar

not more than 1.0 %
He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ofo6perus (aa.mm.rrrr): 27.02.202 _(2,\72/ ° é 2

(Signature & Date) Quality Assurance/(lMoanuce/aata) oGecneyeHuakadecTsa:

Release by/Buinywero Deputy Qualified Person/:

T
b \ 2
(Signature & Date)/(Moanucs/pata) Macarena Gonzalez %5_,/
Manufacturing Site/Ipou3asoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. }B S = <0 2 2?5 Page/ctp.2/5
2




/"\\) LABORATORIOS LICONSA, S.A.
(k\)/ 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
nPoaoyYKT OMES3 kancynbl KuweyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72596 Oata npoussogctea 01.2023  Topen po 12.2024
TEST / TECT REQUIREMENT / CNELUA®PUKALIAA RESULT / PE3YIIbTAT
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
IMo6as eauHuyHas He 6onee 0,2 % <0,1 %
HenaeHTU(PULMPOBaHHasA NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
CyMMa npumeceit He Gonee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUM € H]. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE MNpu Temnepartype He Bbliwwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2ropa.

Approval date (dd.mm.yyyy)/nata ogobperus (aa.mm.rrrr): 27.02.2023 K—\
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(Signature & Date) Quality Assurance/(lMoanuck/nara) obecneyeHusikayecTsa:

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Macarena Gonzalez
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~ LABORATORIOS LICONSA, S.A.
@

(\\4 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancynbl KulweyHopacTeopuMblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC72596 Oarta npoussoactea 01.2023 Mopen no 12.2024

TEST / TECT REQUIREMENT / CNELU®UKALIAA 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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrtep U3 Conforms / CooTBeTCcTBYyeT**
antoMuHUeBON honbru
Mo 2 unu 20 6nuctepor no 5 kancyn BMecTe
C MHCTPYKUUEl No NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 5 unu 10 6nucrepos no 6 kancyn eMecTe
C MHCTPYKUUEl No NPUMEHEHUIO B MauKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Karcyn BMecTe ¢ MHCTPYKLUei no
NPUMeHeHUIO B NaYKy KapTOHHY!O.
Mo 10 unu 14 kancyn B NBX-N3-NBAOX/
AntoMuUHUeEBbIN BnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepos no
10 Kancyn BMecTe C MHCTPYKLUeii no
NPUMEHEHUIO B NayKy KapTOHHY!O.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karcyn BMecTe C MHCTPYKLUel no
NPUMEHEHUIO B NaYKy KapTOHHYHO.

Analysis performed according ND
11N-006953-180122

AHanu3s npoBegeH no HA:
J1N-006953-180122

Approval date (dd.mm.yyyy)/aata onobpenus (aa.mMm.rrrr): 27.02.2023 ‘ I ‘
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(Signature & Date) Quality Assurance/(loanuck/aata) obecneveHusikadecTsa:

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez ) 1 \\‘_ /L
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LABORATORIOS LICONSA, S.A.

)
(\\JJ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H El ' |O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOOYKT OMES3 kancynbl Kuwe4yHopacTtBopumble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72596 Oarta npoussoactea 01.2023  Topen po 12.2024

TEST / TECT REQUIREMENT / CMELUW®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnogeHus
**g capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6nvcTep U3 antoMUHNEBON onbru.
Mo 5 6nucTepoR no 6 karncyn BMecTe ¢ UHCTPYKUMeN Mo NpUMeHeHUIo B MavKy KapTOHHYH.

Approval date (dd.mm.yyyy)/nata onobperus (aa.Mm.rrrr): 27.02.2023 (/”—_\

— e p 2
(Signature & Date) Quality Assurance/(Moanuce/aara) obecneveHuskadecTsa: ﬁ < ’Z-Z»— -
Release by/Buinywero Deputy Qualified Person/
(Signature & Date)/(Mopnucb/nata) Macarena Gonzalez

Manufacturing Site/lpouasoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. },X Tl
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P\) LABORATORIOS LICONSA, S.A.

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

CH E mo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelweHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 Kancynbl KuweyHopacTBopumbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUSA : LC72596 Nara npoussoactea : 01/2023

BATCH MANUFACTURING DATE

Fopen po : 12/2024 Paamep cepum : 343.728 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosILuMM 5t NOATBEPXKAA0, YTO AaHHas MHAOPMaLUs SBMAETCS AOCTOBEPHOI 1 TOUHOIA. [laHHas napTus NpoAyKTa
6bIna Nnpou3BeAeHa, BKMOYasi yNakoBKy/MapKUpOBKY U KOHTPOIb KauecTBa, Ha yKa3aHHOM Hibke y4acTke (yuacTtkax)

B MONIHOM COOTBETCTBUM ¢ TpeGoBaHusMu GMP MeCTHOro perynupytollero opraHa, cneludukauusmm B paspeLueHmu
Ha MapKeTUHT CTPaHbI-UMMNOPTePa U TEXHUYECKUMU COTTALIEHUSIMU, KOTOPbIE MOTYT GbITh 3aKMo4eHbl, unu (raitnom
cneuudmkaumu npoaykTa aAnsa UccnegyeMbix nekapcrBeHHbIX CpeAcTs.

3anucu no 06paboTke, ynakoBKe U aHanU3y nNapTum GbInNu NPOBePeHbI U NPU3HaHbLI COOTBETCTBYIOWUMU TPeGOoBaHNAM
GMP.

MapTus 6Lina npousseaeHa B NlaGopatopuoc JiukoHca SA., a Tam, rae npUMeHUMo MUKpoGUonormyeckoe
uccnegoBaHue,
oHo npoBoauTcs B JlabopaTtopuu ueBapHe 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.

03 -02.23
Moanuck u garta / Signature&Date: Macarena Gonzélez

| Deputy Qualified Person

PerucTpauuoHHoe yaoctosepetue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number: ES/085HVI/19



