(,"\\) LABORATORIOS LICONSA, S.A.
\j Avda Miralcampo 7. Polig Ind. de Miralcampo
N~ 19200 Azuqueca de Henares - Guadalajara - Spain

QH Emo 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 OMES3 kancynbl KuweyHopacTtBopuMbie 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71121 Dara npoussoactea 10.2022 Fopen no 09.2024
TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YJIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TBepAble XenaTuHoBble Kancynbl pa3Mmepa N°4, Conforms / CooTBeTCcTBYET
C KpbILEeYKol CUHEero LBeTa U KOpnycom
6enoro UBeTa, coaepxalyue cepuyeckue
rpaHynkl oT 6enoro Ao no4rtu 6enoro ¢
XenToBaTbIM OTTEHKOM L|BETa.
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 ana 10 kancyn, 34

AOMKHO 6bITb He Gonee 15,0 %.

3HauveHue AV, paccuutaHHoe gns 30 kancyn,

LOMKHO 6bITb He 6onee 15,0 % u copepxaHue

oMenpasona HU B OfiHO Karncyrne He [OMKHO

BbIXOAUTb 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).
NMOANUHHOCTb (B3XX) Bpems yaepXuBaHUsi OCHOBHOIO Conforms / CooTBeTcTBYET
nuKa Ha XpomarorpammMe UCNbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBaTh
BpeMeHU yAepX1MBaHUSA OCHOBHOro NUKa
Ha XxpomaTorpamme cTaHAapTHOro pacteopa
(pa3pgen «KonuyecTtBeHHOE onpeneneHue»).

P

7/ 24/
Approval date (dd.mm.yyyy)/aaTta ogobpeHus (ag.mm.rrrr): 30.11.2022 5/// )L)//ZZ
(Signature & Date) Quality Assurance/(Mognucb/aata) obecneveHuskavyecTaa:

Release by/BeinyweHo Deputy Qualified Person/:
(Signature & Date)/(lMoanuck/aata) Macarena Gonzalez L
/ 20.1, 22
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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
CEPTU®UKAT AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl Kuwe4yHopacTtBopumMble 20 mMr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC71121 Oata npoussoactea 10.2022 Topex no 09.2024

TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMHHOCTbL 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 normnolieHusi OCHOBHOrO MuKa, Conforms / CooTBeTcTBYET
CHAITbIA NpU XpomaTorpadupoBaHuu
UCMbITYeMOro pacreopa, AomKeH
cooTBeTCcTBOBaThL Y®P-cneKTpy nornoweHus
OCHOBHOFO MUKa, CHATOMY Npu
XpomarorpacupoBaHuM CTaHAAPTHOrO
pactBopa (pa3aen «KonuyectBeHHOE

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

KONMMYECTBEHHOE ONPEAENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cofepXaHus 100,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMNPEAENEHUE
MI/KANCYNA

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

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % ot 3aaBneHHOro cogepxaHus 2%
C17H19N303S (omenpasona)

Yyepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHasa cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asBneHHOro 105 %
cogepxanus C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHbIE NPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapbokcunar

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

Approval date (dd.mm.yyyy)/nata ogo6peHnus (aa.mm.rrrr): 30.11.2022 5//306/ 2&
(Signature & Date) Quality Assurance/(Moanuck/aata) obecneveHusikaqyecTsa:

Release by/Beinywieno Deputy Qualified Person/:

(Signature & Date)/(lMoanuck/aata) Macarena Gonzalez N
Manufacturing Site/lpoussoacteeHHas nnowagka: Laboratorios Liconsa, S.A. V :;O (W /! Page/ctp. 2/5




{"\\) LABORATORIOS LICONSA, S.A.
(\j Avda Miralcampo 7. Polig Ind. de Miralcampo
N>~ 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
nPoaykKT OMES3 kancynbl KuwevyHopacTtBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC71121 Dara npousoactea 10.2022 Topen ao 09.2024
TEST / TECT REQUIREMENT / CMELIU®OUKALIAA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs 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 eguHUYHasA He 6onee 0,2 % <0,1 %

HeuaeHTUPULUPOBaHHAs NPUMeECh

TOTAL IMPURITIES not more than 2.0 %

CyMMa npumecei He Gonee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBUU ¢ HA. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHoCTU 2 ropa.

I Do g
Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 30.11.2022 )/7/ 54/4/22
(Signature & Date) Quality Assurance/(lMoanuce/aaTa) o6ecneyeHusikayecTsa:

Release by/BrinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez /,\{; ‘
( 30.11.T1
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f*\) LABORATORIOS LICONSA, S.A.
2 Avda Miralcampo 7. Polig Ind. de Miralcampo
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
CEPTUOUKAT AHAINU3A

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

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC71121 Data npoussoactea 10.2022  Topen no 09.2024

TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YNIbTAT

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 / CooTBeTCcTBYET**
antoMuHUeBol onbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C UHCTPYKLMEl No NPUMEHEHUIO B MaYKy
KapTOHHY!O.
Mo 5 unu 10 6nuctepos no 6 kancyn BmecTe
C MHCTpYKUMEl Mo NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucrtepoB no 7
Kancyn BMecTe C UHCTpYKLUuel no
npUMeHeHUIo B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-NM3-NBAX/
AnoMuHUeBBI bniucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepos no
10 Kancyn BMecTe ¢ UHCTPYKLUel no
NPUMeHeHUIO B NayYKy KapTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karcyn BMecTe C UHCTPYKUUel no
NpUMeHeHUI0 B NaYKy KapTOHHYIO.

Analysis performed according ND
1n-006953-180122

AHanus npoBegfeH no HA:
1n-006953-180122

F 204/7)
Approval date (dd.mm.yyyy)/nata ogo6peHus (ga.mm.rrrr): 30.11.2022 // M L
(Signature & Date) Quality Assurance/(Moanucb/aaTa) obecneyeHusikadecTsa:
Release by/BrinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aata) Macarena Gonzélez /\/ :
. 50 LT
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LABORATORIOS LICONSA, S.A.

7))
(\\{ Avda Miralcampo 7. Polig Ind. de Miralcampo

19200 Azuqueca de Henares - Guadalajara - Spain

@ 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
nrPoayKT OME3 kancynbl KulieyHopacTBopuMblie 20 mMr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC71121 Oarta npoussoactea 10.2022  Topen no 09.2024
TEST /| TECT REQUIREMENT / CMELU®UKALUA RESULT / PE3YIIbTAT

Notes / HabnogeHUA
**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 6rMcTep U3 antoMUHNEBO honbru.
Mo 5 6nucTepoB no 6 Kancysn BMecTe ¢ MHCTPYKUM1eN Mo NpMMeHeHUo B Navky KapTOHHYI0.

. v U7
Approval date (dd.mm.yyyy)/aara ono6perus (aa.mm.rrrr): 30.11.2022 ) U2
(Signature & Date) Quality Assurance/(Moanucb/aaTa) obecneveHusikadecTsa:

Release by/Buinywero Deputy Qualified Person/: ]
(Signature & Date)/(Mognucs/nata) Macarena Gonzalez /A/ .
/ 7%011.172

Manufacturing Site/MponasoacTeeHHas nnowjaaka: Laboratorios Liconsa, S.A.
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”‘\\) LABORATORIOS LICONSA, S.A.

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

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

Pa3pelueHue Ha BbinyckK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl Kulwe4yHopacTBopuMble 20 mMr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUSA : LC71121 DNara npoussoactea : 10/2022
BATCH MANUFACTURING DATE

Fopex po : 09/2024 Paamep cepuu : 342.288 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiluMM 51 NOATBEPKAAL0, YTO AaHHas HOPMaLIUs IBNAETCS AOCTOBEPHON U TOYHON. [laHHas napTua npoaykTa
6bina npoussezeHa, BKI0Yasl ynakoBKy/MapKMPOBKY U KOHTPOIb KauyeCTBa, Ha yKasaHHOM Huxe y4acTke (y4acTkax)
B NOMHOM COOTBETCTBUU ¢ TpeGoBaHusaMM GMP MecTHOro perynupytoliero opraHa, cneuudukauusmu B paspeLueHuu
Ha MapKeTUHr CTPaHbI-UMMOpTEPa U TEXHUYECKUMU CornalleHUs MU, KOTopbie MoryT 6bITh 3aKnoYeHbl, Unu daitnom
cneuudukauum npoaykra ans UccnepgyeMbix nekapcTBeHHbLIX CPEACTE.

3anucu no oGpaﬁoTKe, ynakoBkKe U aHanu3y napTtuu ObInu NpoBepeHbl U MPU3HaHblI COOTBETCTBYOLUMU TpesoBaHMﬂM
GMP.

Maptus 6bina npousseaeHa B JlabopaTtopuoc JlukoHca SA., a Tam, rae npUMeHMMo MUKpoGuonoruyeckoe

uccnegoBaHue,
oHo npoBoautca B JllaGopaTopuu 34yeBapHe 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.

Moanuck u gata / Signature&Date: Macarena Gonzalez 2011.22
| Deputy Qualified Person

PerucTpauvoHHoe yaocTtoepeHue / Manufacturing Authorization: 3414E
HoMep IukoHca GMP / LICONSA GMP Number: ES/085HV1/19





