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
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPOOYKT OMES3 kancyrnbl kuweyHopacTtBopuMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC67892 Hara npoussoagcrea 05.2022 lopen no 04.2024
TEST/ TECT REQUIREMENT / CMELU®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.
OMNMUCAHUE TBepAble XenaTuHoBbIe Karcyribl pasMepa N°4, Conform / CooTBeTcTBYeET

C KpbILLEYKOo CUHEro LiBeTa U KOprnycom
6ernoro LUBeTa, cofepxalune cdepuleckme
rpaHyrbl oT 6enoro Ao no4Tu 6enoro ¢

wKenroBaTtbIM OTTEHKOM LiBeTa.

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.

OJJHOPOHOCTb AO3UPOBAHUA (AV)

3HaueHue AV, paccuutaHHoe ans 10 kancyn,

7,5

LOIMKHO ObITb He Gonee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 kancyn,
LOMKHO 6bITb He 6onee 15,0 % 1 copepxaHue
oMernpasona HU B OAHON Karcyne He [OMKHO
BbIXOoAUTL 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).

MOANUHHOCTb (B3XX)

BpeMsi yaepXXMBaHUsSI OCHOBHOIO

Conform / CooTBeTCTBYET

NMuUKa Ha XpomMaTtorpaMmMme UcCnbITyemMmoro
pacTBopa AOMMKHO COOTBETCTBOBAaTb

BpeMeHU yaepxnBaHUsa OCHOBHOro rnuka

Ha XpomMaTtorpamMme CTaHgapTHOro pacteopa

(pa3pen «KonuyecTBeHHOE onpeneneHuey).
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Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 13.07.2022
(Signature & Date) Quality Assurance/([Mognucsk/nata) obecneveHusikadecrsa:
Release by/BeinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/aata) Cristina Benedicto Ibafiez
Manufacturing Site/lpoussoncteeHHas nnowagka: 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 AHAITU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOYKT OMES kancynbl kuweyHopactTBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC67892 Hara npoussopctea 05.2022 Nopen no 04.2024

TEST / TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb 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 normnoLeHus OCHOBHOIO MUKa, Conform / CooTBeTcTBYET
CHATLIN NpU XpomaTorpadupoBaHmm
UCMbLITYeMOro pactBopa, formkeH
COOTBETCTBOBAaThL Y®-CreKTpy NornoLeHus
OCHOBHOTO TNU1Ka, CHATOMY Nnpu
XpomaTorpadupoBaHuu CTaHAAPTHOrO
pacTBopa (pasgen «KonuyectseHHoe

onpepeneHue)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWMYECTBEHHOE ONPEAENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro copepxaHus 100,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUYECTBEHHOE OMNPEOENEHUE
MI/KAMCYNA

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

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNEHHOro cofiepXaHus 0%
C17H19N303S (omenpa3sona)

Yepe3s 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas ctanus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asiBneHHOro 101 %
copepxaHusi C17H19N303S (omenpa3sona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sorna kap6okcunar

not more than 1.0 %
He 6onee 1,0 % <0,1 %
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Approval date (dd.mm.yyyy)/nata ono6peHus (aa.mm.rrrr): 13.07.2022 =
(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecneyeHuskadecTsa:

Release by/Bbinywero Deputy Qualified Person/: .
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"\\) LABORATORIOS LICONSA, S.A.
( \)/ Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain
CH E m O 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 kancynbi kuweyHopacTtBopuMbie 20 Mr

CODE
Kon, 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC67892 Nara npouseoncrea 05.2022 Fonen mo 04.2024
TEST / TECT REQUIREMENT / CMIELIM®UKALIUA RESULT / PE3YINIbTAT
IMPURITY F not more than 0.2 %
Mpuwmecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecsb G He 6ornee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6as eguHuYHas He 6onee 0,2 % 0,1%
HeugeHTUULMPOBaHHasI MPUMECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceii He Gonee 2,0 % 0,2 %

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUM ¢ H]. Conform / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbile 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.
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Approval date (dd.mm.yyyy)/aata ogo6peHus (aa.mMm.rrrr): 13.07.2022
(Signature & Date) Quality Assurance/(Mognucs/aaTta) obecneveHusikadecTsa:

Release by/BbinyweHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuce/gata) Cristina Benedicto Ibafiez

Manufacturing Site/lMpoussoncteeHHas nnowlagka: Laboratorios Liconsa, S.A.
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(F\B LABORATORIOS LICONSA, S.A.

Avda Miralcampo 7. Polig Ind. de Miralcampo

19200 Azuqueca de Henares - Guadalajara - Spain

CH E ” IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyKT OMES3 kancynbl kuweyHopacTBopumMble 20 Mr

CODE
Ko 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC67892 Hara npouseonctea 05.2022 Fopen no 04.2024
TEST / TECT REQUIREMENT / CNELIW®UKALINA 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 13
antoMuHueBon onbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BmecTe
C VHCTPYKLUUEN Mo NPUMEHEHUIO B NayKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C UHCTPYKLMEl MO NPUMEHEHUIO B NavKy
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nucrepoB no 7
Karcyn BMecTe C UHCTPYKLUel no
NpPUMEeHeHUIo B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUEBLI GnucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C MHCTPYKLUEN no
NMPUMEHEHMIO B NayKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Karcyn BMecTe C UHCTPYKLMel no
NPUMEHEHUIO B NayKy KapTOHHYIO.

Conform / CooTBeTcTBYeT **

Analysis performed according ND

1Mn-006953-180122

Ananu3s nposeneH no HA:

IMn-006953-180122 @AY

Approval date (dd.mm.yyyy)/nata ogo6penus (oa.mm.rrrr): 13.07.2022

(Signature & Date) Quality Assurance/(Moanuce/narta) obecneveHusikayecTsa:

Release by/BrinyuieHo Deputy Qualified Person/:

(Signature & Date)/(IMoanuck/aata) Cristina Benedicto Ibanez o s h—
Manufacturing Site/lNpoussogcTeeHHas nnowaaxa: Laboratorios Liconsa, S.A.
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(’\\) LABORATORIOS LICONSA, S.A.
\/ Avda Miralcampo 7. Polig Ind. de Miralcampo
N\~ 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
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancynbl kMwe4yHopacTBopumMble 20 Mr

CODE

Kopn 231903

BATCH Manufacturing Date: Expire Date:

CEPU4 LC67892 Hata npoussonctea 05.2022 Fonen no 04.2024

TEST / TECT REQUIREMENT / CNELUUA®PUKALINA RESULT / PE3YIIbTAT

Notes / HabnrogeHus
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
**Io 6 kancyn B 6nucTep U3 antoMUHUEBOW (oNbLru.
Mo 5 6rniucTepoB no 6 Karicyn BMecTe ¢ UHCTPYKLMEN MO NMPUMeHeHUIo B NayKy KapTOHHYIO.
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Approval date (dd.mm.yyyy)/aata ogo6peHus (ag.mm.rrrr): 13.07.2022

(Signature & Date) Quality Assurance/(Moanuck/naTa) obecneveHusikayecTsa:

Release by/Brinyueno Deputy Qualified Person/:

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

Manufacturing Site/lpovaBoncTBeHHasi nnolaaka: Laboratorios Liconsa, S.A. Pagelctp. 5/5



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

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

PaspelueHune Ha BbInyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl kKuiweyHopacTtBopuMble 20 mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPUA : LC67892 Hara npouseogctea : 05/2022

BATCH MANUFACTURING DATE

Fogen o : 04/2024 Paswmep cepuu : 332.505 UN
EXPIRY DATE BATCH SIZE

HacToawum s nogTeepxaato, uto AaHHas HopMaLMs sSIBrsIeTCsl JOCTOBEPHON 1 TOYHON. [laHHas napTusi npoaykra
6bina npoussefeHa, BKNHOYas ynakoBKy/MapKUPOBKY U KOHTPOIb Ka4ecTBa, Ha yKasaHHOM HUKe yJacTke (yuyacTkax)

B MOMTHOM COOTBETCTBUM C TpeboBaHuamMu GMP MecTHOro perynupytollero opraHa, creuudukaumsiMm B paspeLueHmny
Ha MapKeTUHI CTPaHbLI-UMMopTepa U TEXHUYECKUMU COrNalleHUsIMU, KOTOPble MOTYT BbITh 3aKroUYeHbl, Unu dainom
crieuudomkauum npoaykra ans MccnenyeMbix nekapcTBeHHbLIX CPEACTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y nNapTum GbInuv NPoBepeHbI U NPU3HaHbl COOTBETCTBYHOLMMU TPeGOBaHUAM
GMP.

MapTus 6bina nponsBeneHa B llabopatopuoc fukoHca SA., a TaMm, rge NPUMEHUMO MUKPOBUOToruyeckoe
uccnenoBaHue,
oHo npoBoautcs B Jlabopatopuu ueBapHe 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.

(S C/J')m__,,, B OMA0. LDV

Moanuck u gata / Signature&Date: Cristina Benedicto Ibafiez
| Deputy Qualified Person

PeructpauuoHHoe yaoctoepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI1/19



