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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
CEPTUD®UKAT AHAJTUA3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPOAYKT OMES3 kancyrbl Kuwe4yHopacTBOpUMbIe 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC69983 Hara npoussopctea 08.2022 Fopen no 07.2024
TEST / TECT REQUIREMENT / CNELUUN®UKALIUSA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlMUCAHUE TBepAble XenaTUHOBLIE Kancyribl pa3Mmepa N°4, Conforms / CooTBeTCTBYET

C KpbILLEYKOii CUHero LiBeTa U KoprnycoMm
Geroro LBeTa, coaepxalyne cdepuieckue
rpaHysibl OT 6enoro [o noyTu 6enoro ¢

KenroBaTbIM OTTEHKOM UBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

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 [O3UPOBAHWUSA (AV)

3HaueHue AV, paccuutaHHoe ansa 10 kancyn,

4,38

OOIMKHO ObITb He 6onee 15,0 %.
3HayeHue AV, paccuutadHoe ans 30 kancyn,
LOMKHO 6bITb He 6onee 15,0 % u cogepxaHue

omMenpasona Hu B OQHOMI Karcyre He JOMKHO
BbIXOAUTb 3a npepensi 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 yaepXXuBaHUsi OCHOBHOTO

Conforms / CooTBeTCcTBYET

NMUKa Ha XpomMaTtorpamMmmMe UcnbiTtyemoro
pacTBopa AOoMMKHO COOTBETCTBOBATb

BpeMeHU yAepXXMBaHUsi OCHOBHOrO Nnuka
Ha XxpomaTorpamMme CTaHOAapTHOro pacTeopa
(pa3gen «KonuyecTBeHHOE onpeaeneHuey).

Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 21.10.2022
(Signature & Date) Quality Assurance/(Mognuck/aata) o6ecneyeHusikayecTsa:
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/aata) Cristina Benedicto Ibafez

Manufacturing Site/lpoussoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A.
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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 AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg

nPoaykT OMES3 kancyrnbl KuwevyHopacTBopuUMble 20 Mmr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC69983 Nara npouzsopcrea 08.2022 Fopen po 07.2024

TEST / TECT REQUIREMENT / CNELU®UKALAA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTbL B3XX (DAD peTtektop)

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®-crieKkTp nornoLweHusi 0CHOBHOIO MNu1Ka, Conforms / CooTBeTCTBYET

CHATLIV Npu XpomartorpadupoBaHumn
UCMbLITYeMOro pacTBopa, AOMmKeH

COOTBETCTBOBAThb y¢-CﬂeKpr nornoweHus

OCHOBHOrO NnUKa, CHATOMY npu

XpomaTorpadmpoBaHuM CTaHAAPTHOrO
pacteopa (pasnen «KonuuecrBeHHOe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJTIMYECTBEHHOE OMNPEOENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro coaepxaHus 98,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPELOENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna

19,7 mg/cap / MI/KATMCYIA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnoTtHas ctanus)

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro cofepxaHus 3%

C17H19N303S (omenpa3ona)
yepes 120 MuH

DISSOLUTION BUFFER STAGE

not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.

PACTBOPEHMUE (BydepHas ctanus) He meHee 80 % (Q) oT 3asiBneHHOro 96 %
copepxanusi C17H19N303S (omenpasona)
yepes 30 MUH.

RELATED SUBSTANCES

POOCTBEHHbIE MPUMECU

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

Omenpa3sona Kap6okcunar

Approval date (dd.mm.yyyy)/aaTta ogobpeHus (ag.mm.rrrr): 21.10.2022

(Signature & Date) Quality Assurance/([Moanuck/aarta) obecreyeHusika4ecTsa:

Release by/Bbinywerno Deputy Qualified Person/:

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

Manufacturing Site/[ponaBoacTeeHHast nnowagka: Laboratorios Liconsa, S.A.
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,’\\) LABORATORIOS LICONSA, S.A.
(\J Avda Miralcampo 7. Polig Ind. de Miralcampo
N~ 19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl kuwe4dyHopacTBopumMblie 20 Mmr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA L.C69983 Harta npoussopctea 08.2022 Fopen pno 07.2024
TEST / TECT REQUIREMENT / CNELIU®UKALIAA 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
Mobas eguHuYHas He 6onee 0,2 % 0,1 %
HeugeHTUULMPOBaHHas NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymmMa npumecei He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cootBetcTBUM ¢ HJ. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepartype He Bbliwwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTHU 2 ropa.

/’ »l.S2Z
Approval date (dd.mm.yyyy)/aaTta ogobpeHus (ag.mm.rrrr): 21.10.2022 : }’ ¢
(Signature & Date) Quality Assurance/(IMoanuck/aarta) obecnevyeHusikadecTsa:

Release by/BbinywieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Cristina Benedicto Ibafiez y @C 21.

Manufacturing Site/lMpoussoacteeHHas nnowlagka: Laboratorios Liconsa, S.A.
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’“Q\) LABORATORIOS LICONSA, S.A.
(\B{ Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

@H E mQ Phone: +34 949 34 97 00
-4 Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAIIU3A

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

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA L.C69983 Hara npoussoacrtea 08.2022 Fonen no 07.2024

TEST / TECT REQUIREMENT / CNELIU®UKALIUA 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 6nuctep us Conforms / CooTBeTcTBYeT**)
antoMUHUeBon conbru
Mo 2 unu 20 6nucTepoB no 5 Karncyn BMecTe
C UHCTPYKLUUEN Mo NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepos no 6 kancyn BMecTe
C MHCTPYKUUel No NPUMeHEHUIO B NayKy
KapTOHHY!O.
Mo 1, 2, 4,8 unu 14 6nuctepoB no 7
Karncyn BMecTe C UHCTpYKUuel no
MpPYMeHeHU1Io B NavKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-MN3-NBOX/
AnroMuUHUEBBIN GriucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 kancyn BMecTe ¢ MUHCTPYKLUEeN no
NPUMEHEHUIO B NMavKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe ¢ UHCTpPYKLMel no
NPUMEHeHUI0 B NMavKy KapTOHHYHO.

Analysis performed according ND
JNn-006953-180122

AHanu3s npoBefeH no HA:
IM-006953-180122

Approval date (dd.mm.yyyy)/aaTta ogobpeHus (ag.mm.rrrr): 21.10.2022

(Signature & Date) Quality Assurance/([ognuce/narta) obecrneyeHuskavecTsa:

Release by/Brinyiiero Deputy Qualified Person/:

(Signature & Date)/(lMoanuck/nata) Cristina Benedicto Ibafiez P @q’ L. O LS\

Manufacturing Site/[MpousBoacTeeHHas nnotagka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5




Avda Miralcampo 7. Polig Ind. de Miralcampo

F\\) LABORATORIOS LICONSA, S.A.
f \/

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
CEPTUDOUKAT AHAJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOoyKT OMES3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC69983 Oara npoussogctea 08.2022 Fopen no 07.2024

TEST / TECT REQUIREMENT / CNELUA®UKALIUAA RESULT / PE3YIIbTAT

Notes / HabnoaeHus
**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 6nucTtep U3 antoMUHUEBON ¢onbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLIMEN MO MPUMEHEHUIO B MavKy KapTOHHY!O.

B 74 40-22

Approval date (dd.mm.yyyy)/aarta ogobpeHnus (aa.mm.rrrr): 21.10.2022
(Signature & Date) Quality Assurance/(lMognuck/aata) obecneyeHusikayecTsa:

Release by/BuinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nata) Cristina Benedicto Ibafiez AT,
Manufacturing Site/lNpoussofcTeeHHas nnolaaka: 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

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

PaspelieHue Ha BbINnycK
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OMES3 kancynbl KuweyHopacTBopumbie 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J111-006953
CEPU4 : LC69983 DNata npouseogctra : 08/2022

BATCH MANUFACTURING DATE

Fopen po : 07/2024 Pasmep cepun : 315.626 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiuumm st nogTBepxAato, YTo fgaHHasi UHgopmauyst SIBSIETCS JOCTOBEPHOI 1 TOYHON. [lJaHHast napTusi NpoaykKTa
6bIna npousBefeHa, BKIHOYas yrnakoBKy/MapKUpOBKY U KOHTPOSIb KauyecTBa, Ha yKazaHHOM HUXe yvacTke (yyacTkax)
B MNOMHOM COOTBETCTBUU C TpeGoBaHUsiMU GMP MecTHOro perynuvpytollero opraHa, crneuu@ukauusiMu B paspeLleHum
Ha MapKeTUHT CTPaHbI-MMIMoOpPTepa U TEXHUYECKUMU CornalleHUsiMU, KOTopble MOTYT BbITh 3aKnioYeHbl, Uy ainom
creundmkaumm npogykra ans Mcenegyembix rekapcTBeHHbIX CPencTB.

3anuvcu no ob6paboTke, ynakoBKe 1 aHanu3y naptum 6biny npoBepeHbl U MpU3HaHbl COOTBETCTBYOWMMY TPe6oBaHUAM
GMP.

MapTus 6bIna npousBeneHa B llabopatopuoc JlukoHca SA., a TaM, rae NPUMEHUMO MUKPOOMOTIoruyeckoe
uccnenoBaHue,
oHo npoBoauTcs B JllabopaTtopun 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.

e &SSUe—m. 2 A D LOVL

Mognuck u paara / Signature&Date: Cristina Benedicto Ibanez
| Deputy Qualified Person

PeructpauunoHHoe ygoctoBepenue / Manufacturing Authorization: 3414E
HoMep JlukoHca GMP / LICONSA GMP Number: ES/085HVI1/19



