f‘*‘\) LABORATORIOS LICONSA, S.A.
(&/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancyrnbl KuweyHopacTBopuMbie 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC73390 DOara npouseopctea 02.2023 Fopen no 01.2025
TEST / TECT REQUIREMENT / CNMELIM®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.
OlMUCAHUE TBepAble XenaTMHoBbIe Kancyrbl pasmepa N°4, Conforms / CooTBeTcTBYET
C KpbILLEYKON CUHero LiBeTa U Koprnycom
Genoro LBeTa, coaepxalyve cepudeckme
rpaHyrkl OT 6eroro [0 noyvTu 6enoro ¢
WenToBaTbIM 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.
OQHOPOAHOCTb O3UPOBAHUSA (AV) 3HaueHue AV, paccumtaHHoe ans 10 kancyn, 7,6

AOMMKHO 6bITh He 6onee 15,0 %.

3HayeHue AV, paccuutaHHoe ans 30 kancyn,

[OMKHO 6bITh He 6onee 15,0 % v copepxaHue

omMernpasorna HU B OAHOI Karncyrne He [OMKHO

BbIXoAuUTb 3a npeaensi 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).
NMOANMUMHHOCTD (B3XX) Bpems yaepx1MBaHUsi OCHOBHOIO Conforms / CooTBeTCTBYET
nu1Ka Ha XpomMarorpamMmme UcnbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBAaThL
BPeMeHU yAepX1UBaHUS OCHOBHOIO NuKa
Ha XxpomaTorpamme cTaHAapTHOro pacTeopa
(pa3pen «KonuuyectBeHHOe onpeneneHuney).

Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 24.03.2023

(Signature & Date) Quality Assurance/(Moanuck/nata) obecnevyeHusikadecrsa: I\) P‘(\'t\/)‘))( 3

Release by/BbinyLieHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Macarena Gonzélez /\/’ ) )
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Manufacturing Site/lpoussoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. . Page/ctp. 1/5
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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 AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOoaYKT OMES3 kancyrbl kuweyHopacteopuMbie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73390 Nara npoussoactea 02.2023 Fopex po 01.2025

TEST /| TECT REQUIREMENT / CNELUPUKALILNA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANIMHHOCTbL B3XXX (DAD netektop)

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 norrnolieHusi 0CHOBHOIO fMuKa, Conforms / CooTBeTCcTBYET
CHATBLIV Npu XpomaTtorpadupoBaHumn
UCMbLITYEMOro pacTBopa, JOIKeH
COOTBETCTBOBATh Y®-CrieKTpy NorrnoLeHus
OCHOBHOFO MUKa, CHATOMY Nnpu
XpomarorpadupoBaHUmn cTaHAapPTHOIO
pactBopa (pasgen «KonuuecrBeHHoe
onpefeneHne»)

WATER
BOOA

Not more than 5.0 %.
He 6onee 5,0 % 1,9 %

OMEPRAZOLE ASSAY %
KOJNMMYECTBEHHOE ONMPEOENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asiBNeHHOro conepxaHus 98,6 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEOENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
OT 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 mgl/cap /| MI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro cofepxaHus 1%
C17H19N303S (omenpa3ona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BychepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asaBNeHHOro 99 %
copepxanusa C17H19N303S (omenpa3zona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE NMPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapb6okcunar

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

Approval date (dd.mm.yyyy)/naTta ogobpeHus (ag.mMMm.rrrr): 24.03.2023 n
(Signature & Date) Quality Assurance/(lNognuce/aaTa) obecneveHusikadecTna: NFRYO3 23

Release by/Beinywero Deputy Qualified Person/:
(Signature & Date)/(Moanuce/narta) Macarena Gonzélez

N
/
/

i/

Manufacturing Site/[pouaeoncTeeHHas nnowazgka: Laboratorios Liconsa, S.A. ~ (219 ’» LD Page/ctp. 2/5




;‘\\) 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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OME3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC73390 Dara npoussoactea 02.2023  Topen po 01.2025
TEST /| TECT REQUIREMENT / CNELA®UKALIUA 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
Io6as eguHuyHan He 6onee 0,2 % <0,1 %

HeM,D,eHTMd)MuMpOBaHHaﬂ npumMmecob

TOTAL IMPURITIES not more than 2.0 %

CymMMa npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTBetcTBUM ¢ HL. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temneparype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpeHus (aa.mm.rrrr): 24.03.2023

(Signature & Date) Quality Assurance/(Mognuck/nata) obecnevyeHusikayecTsa: ,U P AM0 A3 23
Release by/BeinyiieHo Deputy Qualified Person/: p
(Signature & Date)/(lMoanucs/gata) Macarena Gonzélez /{ L

Manufacturing Site/lMpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A./ / ZL, oL 7 sy, Pagelctp. 3/5



( ) LABORATORIOS LICONSA, S.A.

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

CH EI l IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES kancynbl kuiweyHopactsopumMblie 20 mMr

CODE
Kopn 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC73390 Nata npoussogctea 02.2023 Fopen po 01.2025

TEST/ TECT REQUIREMENT / CNIELIU®PUKALINA 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 6nuctep u3 Conforms /| CooTBeTcTBYET**
antoMuHueBon donbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BmecTe
C UHCTPYKUMEL Mo NMPUMEHEHUI0 B NaYKy
KapTOHHY!O.
Mo 5 unu 10 6nucTepoB no 6 kancyn BmecTe
C MHCTPYKUUEN Mo NPpUMEHEHUIO B NayKy
KapTOHHYO.
Mo 1, 2, 4, 8 unu 14 6nucrepos no 7
Karicyrn BMecTe C UHCTPYKLUen rno
NpUMEHEHUIo B MaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NMBX-N3-MBOX/
ArnoMUHUEBbLIN GriucTep.
Mo1, 2, 3,5, 6,9 unu 10 6nucrtepoB no
10 Kancyn BMecTe C UHCTPYKUUel no
NPUMEHEHMIO B MaYKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nuctepoB no 14
Karicyn BMecTe C UHCTPpYKLUen no
NPUMEHEHUIO B NaYKy KapTOHHYHO.

Analysis performed according ND
In-006953-180122

AHanu3s npoBepeH no HA:
1nn-006953-180122

Approval date (dd.mm.yyyy)/nata ogobperus (oa.MM.rrrr): 24.03.2023
(Signature & Date) Quality Assurance/(loanuck/aata) obecrneyeHuskauecTsa: L{\\\) 32>
Release by/Bbinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/narta) Macarena Gonzalez :
LLl U)' L )

Manufacturing Site/MpouasogcTBeHHas nnowaaka: Laboratorios Liconsa, S.A. Page/ctp. 4 /5




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

r’i\\) LABORATORIOS LICONSA, S.A.
\/

19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAINUIA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OME3 kancynbl kuwevyHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC73390 HOarta npoussoactea 02.2023  Tlogen no 01.2025
TEST / TECT REQUIREMENT / CMELUU®UKALIAA RESULT / PE3YIIbTAT

Notes / HabnogeHUsA
**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 hONbIN.
Mo 5 6ncTepos no 6 Karcys BMecTe ¢ UHCTPYKLMEN Mo MpuMeHeHUIo B Mayvky KapTOHHYIO.

Approval date (dd.mm.yyyy)/aaTa ogobpeHnus (aa.mMm.rrrr): 24.03.2023
(Signature & Date) Quality Assurance/(Moanuck/gara) obecrneveHusikadecTsa: ;\;PA Ug32 2
Release by/Beinyweno Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nara) Macarena Gonzalez /,% ) )
Manufacturing Site/lpoussoacTeHHas nnowanka: Laboratorios Liconsa, S.A.d 240%T5
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,’\\) LABORATORIOS LICONSA, S.A.
(\/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N\~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelueHue Ha BbiNyckK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl KuwevyHopacTBopumMbie 20 Mmr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPUA : LC73390 Nara npouseopctea : 02/2023

BATCH MANUFACTURING DATE

logen no : 01/2025 Pasmep cepun : 299.119 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwum 51 nogTBEpPNAalo, UTO AaHHasi UHOPMaLUs SIBISIeTCS [OCTOBEPHON U TOUHON. [laHHas napTus npoayKTa
6bina npousBeneHa, BKIOUas yrnakoBKy/MapKMpOBKY M KOHTPONb kKauyecTBa, Ha yKa3aHHOM HUXe y4yacTtke (yyacTkax)

B MOSTHOM COOTBETCTBUU ¢ TpeGoBaHusiMu GMP MeCTHOro perynuvpyroLlero opraHa, cneuudpukauusami B paspelueHum
Ha MapKeTUHI CTPaHbI-MMMOopPTepa U TEXHUYECKUMU COornalleHUsiMU, KOTopble MOryT GbIThb 3akito4YeHbl, Unu dannom
crieuydmkauum npoaykra gns McernenyemMbix ekapcTBeHHbIX CPeAcTB.

3anucu no o6paboTKe, yNnakoBKe U aHanu3y napTuu 6bIny NpoBepeHbl U NPU3HaHbLI COOTBETCTBYIOLMMU TPEe6OoBaHUAM
GMP.

MapTus 6bina npousseneHa B Jlabopatopuoc JlukoHca SA., a Tam, rae NpMMeHUMO MUKpPoGUornoruyeckoe
uccriefoBaHue,
OHO npoBoauTcs B llabopaTtopuu 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.

/ VZM 0505

Mognuck u gata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PervctpaunoHHoe ygoctoBepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



