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

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

~
( \J) LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC68026 Dara npoussoacrea 05.2022 Fopen no 04.2024
TEST /| TECT REQUIREMENT / CNNELIU®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.
OMNUCAHUE TeepAble XenaTUHoBLIe Kancynbl pasmepa N°4, Conform / CooTBeTCcTBYET
C KpbILLEYKOW CUHEro LiBeTa U Koprnycom
6enoro LBeTa, cofepxalive cepuyeckue
rpaHyrnbl OT 6enoro go no4rty 6enoro c
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 OO3UPOBAHUSA (AV) 3HauyeHue AV, paccuuTtaHHoe gnsa 10 kancyn, 11,5

AOOMKHO 6bITh He 6ornee 15,0 %.

3HayeHue AV, paccuutaHHoe ans 30 kancyn,

[OIMKHO 6bITb He Gonee 15,0 % U coaepxaHue

oMenpa3orna HU B OfHOI Kancyrne He [OMKHO

BbIXOAUTb 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).
NOANUHHOCTb (B3XX) Bpems yaepXuBaHUsi OCHOBHOro Conform / CooTBeTCcTBYET
nuKa Ha XpomaTorpamme UCMbITYeMOro
pacTBopa AOMKHO COOTBETCTBOBATb
BpeMeHU yaepX1MBaHUs OCHOBHOIO NUKa
Ha XxpomaTtorpaMMe CTaHAapTHOro pacTeopa
(paspen «KonuyecTBeHHOE onpeaeneHue»).

Approval date (dd.mm.yyyy)/aata onobperus (aa.MM.rrrr):

(Signature & Date) Quality Assurance/(loanucek/aara) obecneveHuskavecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(lMoanuce/nara) Cristina Benedicto Ibafez

Manufacturing Site/[TpoussoacTBeHHas nnowagka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC68026 Oata npouseoactea 05.2022 Topen go 04.2024

TEST / TECT REQUIREMENT / CNELIUPUKALIUA RESULT / PE3YIIbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
NOANUHHOCTb B3XX (DAD petekTop) Y®-cnekTp normnolieHUsi OCHOBHOro MUKa, Conform / CooTBeTCTBYET
CHATBIV NpU XpomaTorpadupoBaHum
UCNbLITYeMOro pacTBopa, AOMKeH
CcoOoTBeTCTBOBaThL Y®P-CreKTpy normnoLweHus
OCHOBHOFO MUKa, CHATOMY Mpu
XpomatorpatupoBaHUU CTaHAAPTHOrO
pactBopa (pa3gen «KonuyectBeHHOE

onpepeneHue)
WATER Not more than 5.0 %.
BOJOA He 6onee 5,0 % 2,9 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUWYECTBEHHOE OMNPEAENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro cogepxaHus 99,0 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOJNMMYECTBEHHOE OMNPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mg/cap / mrlkancyna
MF/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas cTagus) He Gonee 10 % ot 3asBneHHOro cofepxaHus 2%
C17H19N303S (omenpa3ona)
yepe3 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cragus) He meHee 80 % (Q) oT 3asiBneHHOro 100 %

copepxanusi C17H19N303S (omenpasona)
yepes 30 MUH.

RELATED SUBSTANCES
POACTBEHHbIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
OMenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ogo6peHus (A4.MM.ITIT):

(Signature & Date) Quality Assurance/(Mognucb/aaTa) obecneyeHuskadecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/aaTa) Cristina Benedicto Ibafiez

Manufacturing Site/lMpoussoacTeeHHas nnowapka: Laboratorios Liconsa, S.A. k}’— / 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 AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES kancynbl KulieyHopacTBOpUMbIle 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC68026 Oata npoussoactea 05.2022 Topen no 04.2024
TEST / TECT REQUIREMENT / CNELUA®UKALIAA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INobas eauHUYHaA He 6onee 0,2 % 0,1 %
HeuaeHTUdULUPOBaHHas NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,2 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ H]. Conform / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbliwwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpeHus (A4.MM.ITTT):

(Signature & Date) Quality Assurance/(lMoanuck/aata) obecrieveHuskayecTsa:
Release by/BrinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/aata) Cristina Benedicto Ibafiez

Manufacturing Site/MpouaBoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 3/5
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Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAIIU3A

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

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC68026 Data npoussoactea 05.2022 TopeH go 04.2024

TEST/ TECT REQUIREMENT / CNELIUPUKALINA 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 Conform / CooTBeTcTBYyeT **
antoMuHueBoW donbru
Mo 2 unu 20 6nuctepos no 5 kancyn BMecTe
C MHCTPYKUUeEl No NPUMEHEHUIO B MayKy
KapTOHHYI0.
Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C UHCTPYKUUEN MO NPUMEHEHUIO B MayKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucrtepoB no 7
Kancyn BMecTe ¢ UHCTpYKLUel no
NpUMeHEeHUIo B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NMNBX-N3-NBAX/
AntoMuUHMeBLIN 6nucTep.
Mo 1,2, 3,5,6,9 unu 10 6nucrepos no
10 kancyn BMecTe C MUHCTPYKUUEI No
NpUMEHEHUI0 B NAYKy KapTOHHYIO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe C UHCTPYKLUel no
NPUMEHEHUI0 B NaYKy KapTOHHYHO.

Analysis performed according ND
JN-006953-180122

AHanua npoeeaeH no HA:
JM-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpeHus (aa.MM.ITrT): p

(Signature & Date) Quality Assurance/(Moanuce/naTa) obecneyeHuskavecTsa: C)% ‘ \ ¢ Z 2

Release by/Bbinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nara) Cristina Benedicto Ibafiez /

Manufacturing Site/lpou3soacTeeHHas nnowagka: Laboratorios Liconsa, S.A. ‘ N WHhR wL 1 Pagelctp. 4 /5
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC68026 Data npoussoactea 05.2022  Topen no 04.2024

TEST / TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YINIbTAT

Notes / HabnroaeHUs
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
**Tlo 6 kancyn B 6rucTep U3 antoMUHUeBOM G onbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKUUeR No NpUMeHeHUIo B MaYKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata opobpeHus (4A.MM.ITrr): O% \ ‘ 2 Z
(Signature & Date) Quality Assurance/(lMoanucb/aaTa) obecrneyeHusikadecTea: v - <L
Release by/BbinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/narta) Cristina Benedicto Ibafiez L A

Manufacturing Site/MpoussoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. ?}' y /L O3 (.12
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;\\) LABORATORIOS LICONSA, S.A.
(KJ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CHEI I 'O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

Pa3spewieHue Ha BbIMyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl kuwe4yHopacTBopuMbie 20 Mr

PRODUCT

Koa: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC68026 fata npoussogcrea : 05/2022

BATCH MANUFACTURING DATE

FopeH Ao : 04/2024 Paamep cepuu : 338.589 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s NoATBEpXAals, YTO AaHHas UH(hOPMaLUA ABAAETCA AOCTOBEPHON U TOYHOIA. [laHHas napTus npoaykra
6LINa npousBefeHa, BKNHOYan ynakoBKY/MapKUPOBKY U KOHTPONL KayecTBa, Ha yka3aHHOM Huxe y4acTke (yyactkax)
B NOMHOM COOTBETCTBUM ¢ TpeGoBaHusMU GMP MecTHOro perynupytowero opraHa, cneuvdukauusMu 8 paspeLueHun
Ha MapKEeTUHr CTPaHbI-UMNOPTEpa U TEXHUYECKUMU COrMalleHUsAMU, KOTOPbIe MOFYT 6LITh 3aKnioyeHbl, unu aitnom
cneyundukauum npoaykrta ans UccnepyemMuix nekapcTBeHHLIX CpeacTs.

3anucy no 06paboTke, ynaKoBKe 1 aHanuay NapTuu 6L1N1 NPoBepeHsI U NPU3HaHLI COOTBETCTBYIOWUMU TPeBOBaHUSM
GMP.

NapTua 6kina npousseaeHa B Na6opartopuoc fukoHca SA., a Tam, rae NpUMeHUMO MUKpoBUonoruieckoe
nuccnenosaHue,
oHo npoBoguTcA B JlaBopaTopuu 3ueBapHe 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.

]

74

Moanuck u pata / Signature&Date: Cristina Benedicto Ibafiez g »/ B W A
1 Deputy Qualified Person } o 05 .21

PerucTpauuonHoe yaocrosepenue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



