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

@ H E ﬁ“n@ Phone: +34 949 34 97 00
- Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyKT OME3 kancyrnbl KuwevyHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: " Expire Date:
CEPU4 LC74062 Oara npousesopcrea 03.2023 Fopen po 02.2025
TEST / TECT REQUIREMENT / CNELIM®UKALINA 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 XernaTMHoBbIe Kancyrbl paamepa N°4, Conforms / CooTBeTCTBYET
C KpbILLIEYKOW CUHEro LIBeTa U KOprnycom
Gernoro LBeTa, cogepxallue cepuyeckue
rpaHyrnbl OT 6enoro [0 noutu 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.
OJHOPOOHOCTb [O3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ans 10 kancyn, 10,0

LOIKHO 6bITh He Gornee 15,0 %.

3HaueHue AV, paccyutaHHoe ans 30 kancyn,

LOMMKHO 6bITh He 6onee 15,0 % u copepxaHue

omenpa3sorna HU B OAHOM Kancyre He JOIMKHO

BbIXOA4UTb 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).
MOANTMHHOCTb (B3XX) Bpems yaepXXuBaHUsi OCHOBHOIO Conforms / CooTBeTcTBYET
nuKa Ha XpomaTorpamMmMe UCHbITyeMoro
pacTBOpa AOMKHO COOTBETCTBOBATh
BpeMeHU yAepXuBaHUs OCHOBHOrO NukKa
Ha xpomMaTtorpamMmmMe cTaHAapTHOro pacTeopa
(pa3pen «KonuyecTBeHHOE onpeneneHue»).

Approval date (dd.mm.yyyy)/nata ogobpeHnus (aa.mm.rrrr): 21.04.2023 \-—A‘(’Q_ LA 2

(Signature & Date) Quality Assurance/(lMoanuck/aaTta) obecneveHuskadectea: /

Release by/BbinyiieHo Deputy Qualified Person/: /\ )

(Signature & Date)/(Moanuck/aata) Macarena Gonzalez /‘ / 2419

Manufacturing Site/MpoussofcTeeHHas nrnowagka: Laboratorios Liconsa, SA. Pagelctp. 1/5



CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espafia/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
nrPogoyKT OMES3 kancynbl kuweyHopacTtBopumbie 20 mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC74062 Narta npouseopcrea 03.2023 Fopen oo 02.2025

TEST / TECT REQUIREMENT / CNELUAD®UKALINA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NnopJSIMHHOCTL B3XX (DAD petekrop)

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 normnoLieHnsi 0CHOBHOIO MuKa, Conforms / CooTBeTCTBYET
CHATBIV NpY XpomaTorpaduposaHuu
UCMNbITYEeMOro pacTBopa, JOMKeH
COOTBETCTBOBATL Y®-CneKTpy MNornoLeHusl
OCHOBHOIO MUKa, CHATOMY Mnpu
xpomaTorpatupoBaHumn cTaHZapTHOro
pacTBopa (paspen «KonuuectseHHoe

onpegeneHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,1 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KOJIMYECTBEHHOE OMPEAENEHUE

95,0 - 105,0 % OT 3asiIBNEHHOro coAepXaHusi 101,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOJIMYECTBEHHOE OMPEAENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna ao 21,0 mr/kancyna 20,3 mgl/cap / MI/KATCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas cranus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oOT 3asiBNEHHOro cogepxaHus 0%
C17H19N303S (omenpa3sona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asiBNeHHOro 100 %
conepxanus C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

e —

Approval date (dd.mm.yyyy)/nata ono6penus (aa.mm.rrrr): 21.04.2023 C -

~——— 2 )
(Signature & Date) Quality Assurance/(Mognuck/aata) obecneveHusikadectsa: (4TS
Release by/BoinyweHo Deputy Qualified Person/: /
(Signature & Date)/(Mopnuck/fata) Macarena Gonzélez [ \ /)

Manufacturing Site/MpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. (21.04-23 Pagel/ctp. 2/5




”\\) LABORATORIOS LICONSA, S.A.
2 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

N>~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
C H E mQ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoayKT OME3 kancyrnbl KulieyHopacTBopumbie 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC74062 Narta npouseopctea 03.2023 Fopen po 02.2025
TEST /| TECT REQUIREMENT / CMELU®PUKALIUA RESULT / PE3YJIIbTAT
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
Mobas eguHUYHas He 6onee 0,2 % 0,1 %
HeuaeHTUdULMPOBaHHas NPUMeChH
TOTAL IMPURITIES not more than 2.0 %
CymMmma npumecen He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cootBeTcTBUM ¢ H. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temneparype He Bbiwwe 25 °C,
SHELF-LIFE 2 years
CPOK rOAgHOCTHU 2 ropa.
il —2 p ¥ ) 2

Approval date (dd.mm.yyyy)/aata ono6penus (aa.mm.rrrr): 21.04.2023
(Signature & Date) Quality Assurance/(loanucs/aaTa) obecrneyeHuskaqecTsa:
Release by/Boinywero Deputy Qualified Person/: ( A )

(Signature & Date)/(Moanucs/pata) Macarena Gonzalez // \/{\9 (55

Manufacturing Site/MponseofcTBeHHas nnowagka: Laboratorios Liconsa, SA. Pagelctp. 3/5



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

R H E m@ Phone: +34 949 34 97 00
vt Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPogyktT OMES3 karncynbi kulieyHopacTBopuMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC74062 Narta npouseopctea 03.2023 ropen no 02.2025

TEST / TECT REQUIREMENT / CNELU®UKALNA 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 Conforms / CooTBeTCcTBYET**
antoMuHueBol onbru
Mo 2 unu 20 6nucTepoB no 5 Karncyn BMecTe
C MHCTPYKUUE No NPUMEHEHUI0 B NaykKy
KapTOHHYO.
Mo 5 unu 10 6nucTepor no 6 kancyn BmecTe
C MHCTPYKUUEl No NPUMEHEHUIO B NaYKy
KapTOHHYO.
Mo 1,2, 4, 8 unu 14 6nuctepos no 7
Karncyn BMecTe C UHCTPpYKLUel no
npyYMeHeHUIo B NavKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBAOX/
AnoMUHUEBBIV 6nucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nuctepos no
10 kancyn BMecTe C UHCTpYKUMei no
NPUMEHEHUIO B NaYKy KapTOHHY!O.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karncysn BMecTe C UHCTpyKuueli no
NPUMEHEeHUI0 B NavKy KapTOHHY!O.

Analysis performed according ND
J1M-006953-180122

AHnanu3a npoBepneH no HI:
IM-006953-180122

— —

——

Approval date (dd.mm.yyyy)/nata ono6perus (aa.mm.rrrr): 21.04.2023 @v AT 2

(Signature & Date) Quality Assurance/(Moanuck/fata) obecneveHusikadecTsa: =

Release by/Beinywero Deputy Qualified Person/: /i )

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez 7 LY 14

Manufacturing Site/lpoussoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. [ ‘ Page/ctp. 4 /5



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

CH EI I IQ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPopyktT OME3 kancyrnbl KuweyHopacTBopUmbie 20 Mr

CODE

Kon, 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC74062 Oara npouseopctea 03.2023  Topen pno 02.2025

TEST /| TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YJIbTAT

Notes / HabnropeHuUst
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 karicyn B 6GrmcTep U3 antoMUHNEBON ONbLIU.
Mo 5 6nuctepoB. no 6 Karicyn BMecTe ¢ UHCTPYKLUUEN Mo NpUMeHeHHUo B MavKy KapTOHHYH0.

S

Approval date (dd.mm.yyyy)/aata opgo6penus (aa.Mm.rrrr): 21.04.2023 %2 2
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneveHuskavecTsa: )
Release by/Boinyiwero Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/aata) Macarena Gonzalez

Manufacturing Site/lMpouasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. |

7210423
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f\‘\j) LABORATORIOS LICONSA, S.A.

‘(k\-/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

@ H E Wm@ Phone: +34 949 34 97 00
- Fax: +34 949 26 68 37

Pa3pelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl KulieyHopacTBopumMbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : nn-006953
CEPUSA : LC74062 DNara npouseopctea : 03/2023
BATCH MANUFACTURING DATE

lonen po : 02/2025 Paamep cepum : 358.848 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilumM s NOATBEPXK/Aal0, UTO faHHas UHdopMaLUsl SIBNSIETCS JOCTOBEPHOI U TOUHON. [laHHas napTusi NpoayKTa
6bina npousseaeHa, BKMOYas YnakoBKY/MapKMpoBKY 1 KOHTPOSb KauyecTBa, Ha YKa3aHHOM HUXe yvacTke (yuactkax)
B MOMHOM COOTBETCTBUM C TpeGoBaHuaMU GMP MecTHOro perynupyioLero oprata, cneumdpukaumsammn B paspeiieHmm
Ha MapKeTUHF CTPaHLI-MMMOpPTepa U TEXHUYECKUMI COTMaLLEHUAMU, KOTOPLIE MOTYT GbITh 3aKMHO4eHbI, U dharinom
crieuudukauuu npoaykra ana Uccrnegyembix nekapcTBEHHLIX CPEACTB.

3anucu no 06paGoTKe, YNakoBKe U aHaNU3y NapTuy Gbiny NPOBePeHbl U NPU3HaHbLI COOTBETCTBYHOWUMU TPEGOBaHUAM
GMP.

MapTusa 6b1na npousseneHa B JllaGopartopuoc JukoHca SA., a TaM, rae NpUMeHUMO MUKpoGuonoruyeckoe
uccriegoBaHue,
oHo nposoauTcs B llaGopaTtopuu 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.

Iy

/ [ 2104, 15D
Moanuck u pata / Signature&Date: Macarena Gonzalez

| Deputy Qualified Person

PervcTpauuorHoe yaoctosepeHue / Manufacturing Authorization:  3414E
Homep TukoHca GMP / LICONSA GMP Number: ES/085HVI19





