Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

CH E' I .O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

7’\\)) LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyKT OME3 kancynbl KuwevyHopacTtBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC69982 Oata npoussoactea 08.2022  Topen go 07.2024
TEST / TECT REQUIREMENT / CNELA®UKALIAA RESULT / PE3YINIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TBepAble XKenaTuHoBbIe Kancynbl pa3mepa N°4, Conforms / CooTBeTCTBYET
C KpbIleyKoW CMHEro LiBeTa U KOpnycoMm
6ernoro LUBeTa, coaepxallue chepuieckue
rpaHynbl oT 6enoro Ao no4Tu 6enoro c
KenToBaTbIM 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.
OOHOPOOHOCTb JO3UPOBAHUA (AV) 3HauyeHue AV, paccuutaHHoe ans 10 kancyn, 4,3

LOMKHO 6bITb He G6onee 15,0 %.

3HaueHue AV, paccuuTaHHoe gna 30 kancyn,

LOMKHO 6LITb He 6onee 15,0 % v copepxaHue

omMenpa3ona HY B OfJHOI Kancyne He [OMKHO

BbIXoAUTL 3a npepenst 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).
NMOoANMUHHOCTDb (B3XX) Bpemsi yaepXxuBaHus 0CHOBHOro Conforms / CooTBeTCcTBYET
nuKa Ha XxpomarTorpaMmMe UCMbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUA OCHOBHOrO NUKa
Ha XpoMmaTorpamme cTaHAapTHOro pacteopa
(paspen «KonuyectBeHHOE onpeaeneHue).

Approval date (dd.mm.yyyy)/nata ogobperus (aa.mm.rrrr): 20.10.2022
(Signature & Date) Quality Assurance/(lMoanucb/aata) obecneyeHusikadecTsa:
Release by/BrinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/aata) Cristina Benedicto Ibafiez ‘,h(mt‘\—k > 5 20.\0 WL
Manufacturing Site/lpouaBoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 1/5
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Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOYKT OMES3 kancynbl kuiweyHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC69982 Data npoussoactea 08.2022 Fopen no 07.2024

TEST /| TECT REQUIREMENT / CNELA®UKALIUA RESULT / PE3YNIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTDL B3XX (DAD netexrop)

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®-criekTp normnoLleHusi OCHOBHOro MuKa, Conforms / CooTBeTcTBYET
CHATbIW NpU XpoMartorpadupoBaHun
UCMbITYyeMOro pacTsopa, AomkKeH
COOTBeTCTBOBaTL Y®P-creKTpy nornoweHust
OCHOBHOTO NMUKa, CHATOMY Npu
XpomartorpacupoBaHUU CTaHAAPTHOFO
pactBopa (pa3pen «KonuyectBeHHoe

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

KONWYECTBEHHOE OMNPEQENEHUE

95,0 - 105,0 % oT 3asiBneHHOro cogepxaHus 100,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMPEAENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / M[/KAMCYIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTHas ctanus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNEHHOro coaepxaHus 0%
C17H19N303S (omenpasona)

yepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas crapus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asiBneHHOro 97 %
copepxanusi C17H19N303S (omenpa3sona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

(A

Approval date (dd.mm.yyyy)/narta ogobpenus (aa.mm.rrrr): 20.10.2022

20.10.2¢

(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecrneveHusikavecTsa:

Release by/Bbinywero Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/aaTta) Cristina Benedicto Ibafiez
Manufacturing Site/Mpou3asoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. g @ 20007 pagelctp. 215




,5\\) LABORATORIOS LICONSA, S.A.
(\}{ Avda Miralcampo 7. Polig Ind. de Miralcampo

19200 Azuqueca de Henares - Guadalajara - 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
nPoOoyKT OME3 kancynbl Kuwe4yHopacTBopuUMblie 20 Mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC69982 Dara npoussoactea 08.2022 Tonen no 07.2024
TEST / TECT REQUIREMENT / CNEUU®UKALIUAA 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
INwo6as eguHUYHanA He Gonee 0,2 % 0,1 %
HeuaeHTUdULMPOBaHHasi NPpUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUU ¢ H. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaType He Bblilwe 25 °C.

SHELF-LIFE 2 years

CPOK roAHOCTU 2 roaa.

CA

Approval date (dd.mm.yyyy)/nata ogo6penus (oa.mm.rrrr): 20.10.2022 ZO R
(Signature & Date) Quality Assurance/(Mognuck/aaTta) obecneyeHusikadyecTsa:
Release by/BbinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Cristina Benedicto Ibaiiez

Manufacturing Site/lpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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Avda Miralcampo 7. Polig Ind. de Miralcampo

@ LABORATORIOS LICONSA, S.A.

19200 Azuqueca de Henares - Guadalajara - Spain

C H E m O 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 KuwieyHopacTBopumble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC69982 Nata npoussoactea 08.2022 FopeH po 07.2024

TEST/TECT REQUIREMENT / CNELIU®UKALIUA

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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep U3
anoMuHUeBoM dronbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C MHCTPYKUUeii No NPUMEHEHUIO B MauKy
KapPTOHHYI0.
Mo 5 unu 10 6nucTtepoB no 6 kancyn BMecTe
C UHCTPYKLUUEN No NPUMEHEHUIO B MavKy
KapTOHHYIO.
Mo 1, 2, 4,8 unu 14 6nucrepoB no 7
Karcyn BMecTe C MHCTpYyKUuel no
NMPUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBAX/
ArnoMUHUeBbLIN GnucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepos no
10 Kancyn BMecTe C MHCTPYyKLUel no
NPUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Karicyn BMecTe C MHCTpYyKUUel no
NPUMEHEHUIO B NaYKy KapTOHHYHO.

Conforms / CooTBeTCcTBYeET**

Analysis performed according ND
1n-006953-180122
Axanus nposepfeH no HA:

nn-006953-180122 (‘A

2o \Q. L
Approval date (dd.mm.yyyy)/nata ono6penus (aa.mm.rrrr): 20.10.2022
(Signature & Date) Quality Assurance/(lMognuck/aata) obecneveHuskavyecTsa:
Release by/Boinywerno Deputy Qualified Person/:
(Signature & Date)/(Moanuck/gara) Cristina Benedicto Ibafiez o WPT:.\/
Manufacturing Site/Mpou3soacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. _“\g
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;\\) LABORATORIOS LICONSA, S.A.
(&j Avda Miralcampo 7. Polig Ind. de Miralcampo
N~ 19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaYKT OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC69982 Nata npouseoactea 08.2022 FopeH oo 07.2024

TEST / TECT REQUIREMENT / CMELU®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnrogeHus
**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 6Gnuctep U3 antoMUHUEBON donbru.
Mo 5 6nucTepoB no 6 Karncyn BMecTe ¢ UHCTPYKLWEN Mo NpUMeHeHUo B naYvky KapToHHYH.

Approval date (dd.mm.yyyy)/anaTta ono6penus (aa.mm.rrrr): 20.10.2022
(Signature & Date) Quality Assurance/(loanuce/aata) obecneyeHusikadecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/pata) Cristina Benedicto Ibafiez fn{‘@r 2010 WOLL

Manufacturing Site/MpoussogcreeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagel/ctp. 5/5




(’—\\) LABORATORIOS LICONSA, S.A.
(\\), Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

Pa3pewieHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES3 kancynbl Kuiwe4yHopacTBopuMblie 20 Mr

PRODUCT

Kopa : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUSA : LC69982 Nata npoussoactea : 08/2022

BATCH MANUFACTURING DATE

Fopen po : 07/2024 Paamep cepuu : 344.863 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilyMM st NOATBEPXAalo, YTO AaHHasi MH(hOPMaLIMs SIBNSieTCS AOCTOBEPHON U TOYHON. [laHHas napTusi npoaykTa
6bina Npou3BeAeHa, BKMoUas ynakoBKy/MapKupoBKY U KOHTPOIb KayecTBa, Ha yKa3aHHOM Hike y4yacTke (y4acTkax)
B NMONHOM COOTBETCTBUM ¢ Tpe6oBaHusiMu GMP MecTHOro perynupytolero opraHa, cneuudumkaunsamm B paspeLueHum
Ha MapKeTUHT CTPaHbI-UMNOPTEpa M TEXHUYECKUMU COrNaLleHUsIMU, KOTOPkIe MOTYT GbITk 3aKmio4eHbl, unu (ainnom
cneuuduUKkauum npogykra ansa UccnenyemMbix nekapcTBeHHbIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanuU3y NapTuu GLINU NPOBEPEHBI U NPU3HAHBI COOTBETCTRYIOWMMM TPE6OBaAHNAM
GMP.

MapTus 6LIna npousseneHa B JlaGopatopuoc JlukoHca SA., a TaMm, rae NPUMEHUMO MUKpoGuosoruyeckoe

uccrieqoBaHue,
oHo npoBoauTcs B NlaGopaTtopuu dueBapHe 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.

e.p W ——, o oLl
Moanuck u aata / Signature&Date: Cristina Benedicto Ibafiez
| Deputy Qualified Person

PerucTpaumorHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number: ES/085HVI/19



