’Q\) LABORATORIOS LICONSA, S.A.
(\_) Avda Miralcampo 7. Polig Ind. de Miralcampo
>~ 19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancynbl kuweyHopacTBopumMbie 20 mMr

CODE
Kofn 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC70405 Dara npouzeoncrea 08.2022 Fopen po 07.2024
TEST / TECT REQUIREMENT / CMIELUM®UKALIUNA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlNMUCAHUE TBepAble xenaTUHoBbIe Karncynbl pasMmepa N°4, Conforms / CooTBeTCTBYET
C KpbILLEYKOW CUHero LBeTa U Koprycom
6enoro LBeTa, conepxalyme cepuleckme
rpaHyrnbl OT 6enoro Ao noyTu 6ernoro ¢
XenToBaTbIM 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 JO3UPOBAHUSA (AV) 3HaueHue AV, paccuuTtaHHoe gnsa 10 kancyn, 4,8

[OIKHO ObITb He 6onee 15,0 %.

3Ha4eHue AV, paccuutaHHoe ans 30 karicyn,

HOIMKHO 6bITh He 6onee 15,0 % u cogepxaHue

omMenpasona HU B OAHOMN Karncyrne He [OMmKHO

BbIXoAuTb 3a npegenbl 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).

NOANMUMHHOCTD (B3XX) Bpems yaepxvBaHus 0OCHOBHOro Conforms / CooTBeTCTBYET
nuKa Ha XpomMartorpamme UCrbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBAThL
BpeMeHU yaepX1UBaHUA OCHOBHOIO NuKa
Ha XxpoMaTorpaMMe CTaHAapTHOro pacTeopa
(paspgen «KonuuyectBeHHOE onpenerneHue»).

/)

Approval date (dd.mm.yyyy)/nata onobpenus (aa.Mm.rrrr): 26.10.2022

(Signature & Date) Quality Assurance/(loanuck/aara) obecneyeHuskadectea: 2

Release by/BrinyweHo Deputy Qualified Person/: (J___,,;« 26 . OCT =

(Signature & Date)/([Mognuck/nara) Cristina Benedicto Ibafiez

Manufacturing Site/[MponaBoacTBeHHas nnowagka: Laboratorios Liconsa, S.A. Page/ctp. 1/5



CHEMO

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
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancyrnbl kuweyHopactBopumbie 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70405 Hara npoussonctea 08.2022 Fopen po 07.2024

TEST / TECT REQUIREMENT / CMELU®UKALIUA RESULT / PE3YJIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMMHHOCTb B3XX (DAD petekTop)

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®-cneKTp normnolileHusi OCHOBHOIO NMUKa, Conforms /| CooTBeTCTBYET
CHATBIN Npu xpomatorpadupoBaHmm
UCMNbLITYEMOro pacTBopa, AOMKeH
COOTBeTCTBOBaTb Y®-CrieKTpy normnoLieHus
OCHOBHOTO NUKa, CHATOMY Npu
XpomaTtorpadupoBaHumn CTaHAaPTHOro
pactBopa (pasnen «KonvyectBeHHoe

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

KONMWYECTBEHHOE ONPEAENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro copepxaHusi 98,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMMYECTBEHHOE ONPENENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,6 mg/cap / MI/KAMCYINA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctapus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBNEeHHOro cofiepxaHus 2%
C17H19N303S (omenpa3ona)

yepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asaBneHHOro 98 %
copepxaHus C17H19N303S (omenpa3sona)

Yepe3 30 MUH.

RELATED SUBSTANCES
POLCTBEHHbIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona Kap6okcunar

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

Approval date (dd.mm.yyyy)/aaTa onobpeHus (oa.Mm.rrrr): 26.10.2022
(Signature & Date) Quality Assurance/(Moanucs/aaTa) obecnevyeHusikavecTsa: )
( )¢ QC{ s LOtL
3

Release by/BbinyieHo Deputy Qualified Person/:

o

(Signature & Date)/(lMognuck/gara) Cristina Benedicto Ibafiez
Manufacturing Site/[TponaBoacTBeHHasi nnowlagka: Laboratorios Liconsa, S.A. Pagelctp. 2/5




’\\) LABORATORIOS LICONSA, S.A.

Y " Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - 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
nPOOYKT OMES3 kancynbl kuweyHopacTeopumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC70405 Nata npouseopctea 08.2022 Fopen o 07.2024
TEST /| TECT REQUIREMENT / CMIELUM®PUKALIUA 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 eguHUYHas He 6onee 0,2 % <0,1 %

HeMHeHTMQ)MLWIpOBaHHaﬂ npumMmechb

TOTAL IMPURITIES not more than 2.0 %

Cymma npumMecen He 6ornee 2,0 % 0,1%

LABELING According to ND

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

XPAHEHUE Mpu Temnepatype He Bbliwwe 25 °C.

SHELF-LIFE 2 years

CPOK rOHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/narta ogo6perus (oa.Mm.rrrr): 26.10.2022

(Signature & Date) Quality Assurance/(Moanuce/gata) obecrneveHusikadecTsa: ‘
Release by/BrinyiieHo Deputy Qualified Person/: g\ Lo o, OCT WO tL

(Signature & Date)/(Moanuck/nata) Cristina Benedicto Ibéafiez

Manufacturing Site/lMponssoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. Page/ctp. 3/5



f\\) LABORATORIOS LICONSA, S.A.
( / Avda Miralcampo 7. Polig Ind. de Miralcampo
N~ 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®PUKAT AHAJTUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OME3 kancynbl KuwevyHopacTBopumMbie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC70405 Nata npoussogcrea 08.2022 Fopen pno 07.2024

TEST / TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YJIbTAT

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 6nucTtep 13 Conforms /| CooTBeTcTBYeET**)

antoMuHueBoW gonbru

Mo 2 unu 20 6nuctepos no 5 Kancyn BmecTe
C UHCTPYKUUEN Mo NPUMEHEHUIO B NaYKy
KapTOHHY!O.

Mo 5 unu 10 6nuctepor no 6 kancyn BmecTe
C UHCTPYKUMEl Mo NPUMEHEHUIO B NadKy
KapTOHHY!O.

Mo 1, 2, 4, 8 unu 14 6nucrtepos no 7

Karicyn BMecTe C UHCTpyKUuueit no
NPUMeHEHUIO B NaYKy KapTOHHYIO.

Mo 10 unu 14 kancyn B NBX-N3-NBOX/
ArnoMUHUEBbLIN 6niucTep.

Mo1,2,3,5,6,9 unun 10 6nuctepos no

10 Kancyn BMecTe C MHCTPYKUUEl no
nNpUYMeHeHUIo B NavKy KapTOHHYHO.

Mo 1,2, 3,4 unu 7 6nucrepos no 14

Karicysn BMecTe C UHCTPYKLUUeli no
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND
J1M-006953-180122

AHanus npoBepneH no HA:

1n-006953-180122 p // A

Approval date (dd.mm.yyyy)/aata opobperus (aa.mm.rrrr): 26.10.2022
(Signature & Date) Quality Assurance/(Mognuck/gaTa) obecneveHuskavecTsa: )

Release by/BuinyueHo Deputy Qualified Person/: LL‘:, 6 . QC( Wt
(Signature & Date)/(Moanuck/nata) Cristina Benedicto Ibafiez

Manufacturing Site/MpouasoacTeeHHas nnoljaaka: Laboratorios Liconsa, S.A.
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(f—\\) LABORATORIOS LICONSA, S.A.
\) Avda Miralcampo 7. Polig Ind. de Miralcampo
N~ 19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPooykT OME3 kancynbl Kuwe4yHopacTBopuMble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70405 Oata npoussopcrea 08.2022 Fopen po 07.2024

TEST / TECT REQUIREMENT / CNELUU®UKALINA RESULT / PE3YIIbTAT

Notes / HabntopeHus
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 Karcyn B 6nuctep U3 antoMUHUEBON dronbru.
Mo 5 6nucTepoB o 6 Kancyrn BMecTe ¢ MHCTPYKLMeN Mo NpUMeHeHUIo B MayvKy KapToHHYI.

7/, o 7

Approval date (dd.mm.yyyy)/nata ofo6perus (aa.Mm.rrrr): 26.10.2022

(Signature & Date) Quality Assurance/(loanuce/aata) obecneveHusikadecTea: (
Release by/Bbinywero Deputy Qualified Person/: b
(Signature & Date)/(Mopnucs/aarta) Cristina Benedicto Ibafiez

Manufacturing Site/lMpovssoacTeeHHas nnolyaaka: Laboratorios Liconsa, S.A. Pagelctp. 5/5



("Q\) LABORATORIOS LICONSA, S.A.
(\\J/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

@ H E m Q Phone: +34 949 34 97 00
v Fax: +34 949 26 68 37

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancyrnbl KuwevyHopacTBopumMbie 20 Mr

PRODUCT

Komd: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPU4 : LC70405 Nata npoussoactea : 08/2022

BATCH MANUFACTURING DATE

Fopen po : 07/2024 Pa3mep cepun : 366.630 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToawwum s nogTeepxaato, 4To faHHasi uHdopMaLus siBNsieTcsl JOCTOBEPHON U TOUHOM. [laHHasi napTus npoaykra
6bina Npou3BeAeHa, BKMNIOYasi yNakoBKy/MapKMPOBKY M KOHTPOTb KauecTBa, Ha yka3aHHOM HuKe yHacTke (y4acTkax)
B NONHOM COOTBETCTBUM ¢ Tpe6oBaHusiMu GMP MecTHOro perynupyolero opraHa, crneuudgukauusiMm B paspeLueHum
Ha MapKeTUHT CTPaHbI-MMMOPTepa U TeXHUYECKUMU COrNalleHUsIMU, KOTopble MOTYT GbITh 3aKMtoUeHbl, Unu dansnom
cneuudpmkaumu npogaykra ans MccregyeMbix ekapcTBEHHbLIX CPeACTR.

3anucu no o6paboTke, ynakoBKe U aHaNMU3y NapTum 6binu NpoBepeHbl U MPU3HaHbI COOTBETCTBYIOMMU TPe6GOoBaHUSIM
GMP.

MapTus 6bina nponseeneHa B JlaGopaTtopuoc JlukoHca SA., a Tam, rae NpMMeHUMO MUKpoGuonoruyeckoe
uccriegoBaHue,
oHo nposoautcs B llabopatopumn JueBapHe 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.

Mopgnuck 1 gara / Signature&Date: Cristina Benedicto Ibafiez
| Deputy Qualified Person

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep NukoHca GMP / LICONSA GMP Number: ES/085HVI/19



