. ‘\“\2’ LABORATORIOS LICONSA, S.A.

‘(\\,/ Avda Miralcampo 7. Polig Ind. de Miralcampo
i 19200 Azuqueca de Henares - Guadalajara - Spain

CHE gu} O Phone: +34 949 34 97 00
\Wipi=i} Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAINU3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71274 Oara npousesoactea 11.2022 Fopen oo 10.2024
TEST / TECT REQUIREMENT / CNELUM®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.
OIMNMUCAHUE TBepable XernaTUHoBbLIe Kancynbl pa3Mmepa N°4, Conforms / CooTBeTCTBYET
C KpbILLEYKOl CUHEro LiBeTa U Koprnycom
Geroro LBeTa, cofiepXallve cepuyeckue
rpaHyrbl oT 6eroro [0 no4vtu 6enoro ¢
enToBaTbIM 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.
OQHOPOOHOCTb NO3UPOBAHUA (AV) 3HaueHue AV, paccumTtaHHoe ans 10 kancyn, 9,1

LOMKHO 6bITh He Gornee 15,0 %.

3HaueHue AV, paccuuTtaHHoe ans 30 kancyn,

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

oMenpa3soria H4 B OJAHOI Karncyre He JOMKHO

BbIXOAUTL 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).
NOANMUHHOCTDb (B3XX) Bpems yaepXxvBaHUsi OCHOBHOIO Conforms / CooTBeTCcTBYET
nuKa Ha Xxpomarorpamme UCMbITYyeMoro
pacTBOpa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepXX1MBaHUsi OCHOBHOTO nuKa
Ha XpomaTorpamme CTaHAapTHOro pacteopa
(paspen «KonuyectBeHHOEe onpeneneHue).

(A

Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 01.12.2022 0/ ¢ Le

(Signature & Date) Quality Assurance/(Mognucs/aaTta) obecneyeHusaKavecTsa: ’

Release by/BrinyweHo Deputy Qualified Person/: /' )

(Signature & Date)/(Mopnucs/narta) Macarena Gonzélez 7 7/0/ 1212

Manufacturing Site/lpovasoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 1/5
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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
CEPTUDPUKAT AHAIIU3SA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl Kuwe4yHopacTBopumMbie 20 Mr

CODE

Kopn 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC71274 Dara npoussoactea 11.2022 Fopen oo 10.2024

TEST /| TECT REQUIREMENT / CNELUPUKALIAA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NoaNMMHHOCTbL B3XX (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®-cnekTp normnolieHUsi OCHOBHOIO MUKa, Conforms / CooTBeTCTBYET
CHATBIV Npy XpomatorpaduposaHimn
UCTLITYEMOro pacTBopa, AOoMmKeH
cooTBeTCTBOBaTh Y®-creKTpy nornoweHus
OCHOBHOIO MNUKa, CHATOMY Npu
XpomatorpaupoBaH1K CTaHAAPTHOrO
pactBopa (paspen «KonuvecteeHHoe

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

KONMWYECTBEHHOE ONPENENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro copgepxaHus 100,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEOENEHUE
Mr/KANCYNA

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

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNEeHHOro copep;aHus 0%
C17H19N303S (omenpa3zona)

yepe3s 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cTtagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asiBneHHOro 100 %
copepxanusi C17H19N303S (omenpa3ona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

not more than 1.0 %
He G6onee 1,0 % <0,1%

Approval date (dd.mm.yyyy)/nata opo6perus (aa.mm.rrrr): 01.12.2022
(Signature & Date) Quality Assurance/(Mognuce/naTa) obecneveHusikadecTsa:
Release by/BoinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/narta) Macarena Gonzalez
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e \) LABORATORIOS LICONSA, S.A.
\(\\ /4 Avda Miralcampo 7. Polig Ind. de Miralcampo
\>~ 19200 Azuqueca de Henares - Guadalajara - Spain
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OME3 kancynbl kulie4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71274 Nata npoussogcrea 11.2022 Mopen no 10.2024
TEST / TECT REQUIREMENT / CNELIAU®UKALIAA RESULT / PE3YNBbTAT
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 Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMobas eguHU4Has He 6onee 0,2 % <0,1 %

HeugeHTUdULMpPoBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUU ¢ HJ. Conforms /| CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temneparype He Bbille 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

)4

o). 12.22
Approval date (dd.mm.yyyy)/aata ono6perus (aa.mm.rrrr): 01.12.2022 ( 12

(Signature & Date) Quality Assurance/(Mognucs/aaTa) obecneveHusikayecTsa: |

Release by/BruinyuieHo Deputy Qualified Person/: '
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) LABORATORIOS LICONSA, S.A.

‘(\\/) Avda Miralcampo 7. Polig Ind. de Miralcampo

Fax: +34 949 26 68 37

19200 Azuqueca de Henares - Guadalajara - Spain
Phone: +34 949 34 97 00

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoayKT OMES3 kancyrbl Kuwe4yHopacTtBopumMmbie 20 Mmr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC71274 [Hara npouseogcrea 11.2022 Fopen oo 10.2024

TEST / TECT REQUIREMENT / CIELIM®UKALIAA

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep us
antoMuHueBoW gonbru
Mo 2 unu 20 6nucTtepos no 5 kancyn BMmecTe
C UHCTPYKLUMEl Mo NPUMEeHEHUIO B Nayvky
KapTOHHYHO.
Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C UHCTPYKLMEN NOo NPUMEHEHUIO B MayKy
KapTOHHYI0.
Mo 1, 2, 4,8 unu 14 6nucrepos no 7
Karncyn BMecTe C UHCTpYKL el no
NPUMeHeHUIo B NayvKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AnoMUHMEBLIN bnucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 kancyn BMecTe ¢ UHCTPYKLMEN No
NPUMeHeHUO B MayvKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karcyn BMecTe C UHCTpYKLUel no
NPUMeHeHUIO B NayvKy KapTOHHYHO.

Conforms / CooTBeTCcTBYeET**

Analysis performed according ND
Irn-006953-180122

Ananu3s nposegeH no HA:
J1M-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpeHnus (ag.mm.rrrr): 01.12.2022 o)
(Signature & Date) Quality Assurance/(Moanuce/gata) obecreveHusikadecTsa:
Release by/BuinyiieHo Deputy Qualified Person/: /
(Signature & Date)/(Mognuck/aarta) Macarena Gonzalez /G /)
Manufacturing Site/MpoussoacTeeHHas nrowaaka: Laboratorios Liconsa, S.A.u/‘/ / OlLI17 T
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‘ _ ) LABORATORIOS LICONSA, S.A.
(\ /4 Avda Miralcampo 7. Polig Ind. de Miralcampo
R 19200 Azuqueca de Henares - Guadalajara - Spain
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancyrbl KuweyHopacTBopuMbie 20 Mr

CODE

Kopn 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC71274 Dara npousesoacrea 11.2022 Fopen no 10.2024

TEST / TECT REQUIREMENT / CMELUD®UKALIUA RESULT / PE3YIIbTAT

Notes / HabntogeHus
**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 6rnucTep U3 anoMUHUEBON ¢orbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLMEN Mo NPUMEHEHUIO B NaYKy KapTOHHYIO.

CA

Approval date (dd.mm.yyyy)/aaTta ogobpeHus (ag.mm.rrrr): 01.12.2022 GhIZ.LE
(Signature & Date) Quality Assurance/(Moanucsk/naTa) obecnevyeHusikadecTsa:

Release by/Bbinywiero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez / " )
Manufacturing Site/lMpou3ssoacTeerHas nnowaaka: Laboratorios Liconsa, S.A,/ / ol1t.12

Page/ctp. 515




2 LABORATORIOS LICONSA, S.A.
‘{(\\;«/) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
= - 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
Y Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelweHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancyrnbl KuweyHopacTBopuMbie 20 mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1lM-006953
CEPUA : LC71274 Iata npoussopctea : 11/2022

BATCH MANUFACTURING DATE

lNonen no : 10/2024 Pasmep cepuu : 351.616 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosium s noaTBepxAato, YTo AaHHas UHGOpMaLUsA ABMSETCA JOCTOBEPHOI U TOMHON. [laHHas napTusi NpoayKTa
6bina npousBefeHa, BKIOYas yrnakoBKy/MapKUPOBKY U KOHTPOJSb KauecTBa, Ha YKasaHHOM HUKe y4yacTKe (y4acTkax)
B MONTHOM COOTBETCTBUMU C TpeGoBaHusAMU GMP MecTHOro perynupytollero opraHa, cneuuukauusiMy B paspeLueHmuu
Ha MapKeTUHI CTpaHbI-MMNopTepa U TeXHUYECKUMU COrfalleHUsIMU, KOTOPble MOTyT GbITh 3aKNiOYeHbl, Unu ganom
cneuudumkayumu npoaykra ansa Mcecrnepgyembix nekapcTBeHHbIX CPencTB.

3anucu no o6paboTKe, ynakoBKe 1 aHanu3y napTun GbINKU NPpoBepeHbl U NMPU3HaHblI COOTBETCTBYHOLMMU TPeGoBaHUSAM
GMP.

MapTusa 6b1na npousBeneHa B llaopartopuoc fNukoHca SA., a Tam, rae NpUMeHMMO MUKpPOGUOroruyeckoe
uccnenoBaHue,
OoHo npoBoauTcs B llaGopatopuu 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.
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Mopanuck 1 gata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaunorHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
HoMmep IukoHca GMP / LICONSA GMP Number: ES/085HVI1/19



