( ) LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

("‘«a H E [E"} @ Phone: +34 949 34 97 00
s Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancyrnbl KuwevyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC73604 Nara npouseoacrea 02.2023 Fopen oo 01.2025
TEST / TECT REQUIREMENT / CMELA®UKALIAA 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 XenatuHoBble Karncyrbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpblLLeYKol CUHero LiBeTa U Koprycom
Gernoro LBeTa, cofepxaliue chepuieckme
rpaHynsl ot 6ernoro Ao noytun 6enoro c
XenToBaThbiM 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 JO3UPOBAHUSA (AV) 3HauveHue AV, paccuuTtaHHoe ans 10 kancyn,

OOIMKHO GbITh He 6ornee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 kancyn,

JAOIMKHO 6bITh He Gonee 15,0 % u copepxaHue

omernpa3sornia H1 B OAHOM Karcyre He JOMKHO

BbIXOAUTL 3a npepensi 0,75M-1,25M.

6,5

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).
NOANUHHOCTDb (B3XX) Bpems yaepXvBaHUsi OCHOBHOIO
nuKa Ha XxpomaTorpamMmme UCMbITYyeMOro
pacTBopa [OMMKHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUsi OCHOBHOIO Nuka
Ha XpomaTorpamme CTaHAapTHOro pacTBopa
(pa3pen «KonuuectBeHHOe onpeaeneHue).

Conforms / CooTBeTCTBYET

]// //\f v/3

Approval date (dd.mm.yyyy)/nata ogo6perus (aa.mm.rrrr): 18.04.2023

(Signature & Date) Quality Assurance/(lMoanucs/nata) oGecnequM7kaquTBa

Release by/BbinyuieHo Deputy Qualified Person/: \/ [9.04.TS
(Signature & Date)/(Mognucs/narta) Macarena Gonzalez /

Manufacturing Site/lNpoussoacTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espafial/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayYKT OMES3 kancyrnbl kuwevyHopacTBopuMble 20 mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73604 Oara npouseoacrea 02.2023 Fopen no 01.2025

TEST / TECT REQUIREMENT / CMELUUD®UKALINA RESULT / PE3YJIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANIMHHOCTb 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®-crekTp norrnoLieHnsi OCHOBHOIO MuKa, Conforms / CooTBeTCTBYET
CHATBIN NpU XpomarorpadgupoBaHum
UCMbITYeMOro pacTBopa, JOIKeH
COOTBeTCTBOBaTL Y®-CcrieKTpy norsoueHus
OCHOBHOTO MUKa, CHATOMY npu
XpomaTtorpaupoBaHumn CTaHAapPTHOro
pactBopa (paspnen «KonuuectBeHHoe
onpepeneHuey)

WATER
BOJA

Not more than 5.0 %.
He 6onee 5,0 % 2,3%

OMEPRAZOLE ASSAY %
KONMWYECTBEHHOE ONPELENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asiBNeHHOro cofepxaHus 99,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUYECTBEHHOE ONPENENEHUE
MI/KATICYTA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mgl/cap / MI/KATICYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucrnotHas ctapus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3asiBNeHHOro cofepXxaHus 0%
C17H19N303S (omenpa3sona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cranus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHOro 97 %
copepxanusi C17H19N303S (omenpa3ona)

yepe3d 30 MUH.

RELATED SUBSTANCES
POACTBEHHLIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Owmeripa3orna kap6okcunar

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

C
Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 18.04.2023 / /

Release by/BeinyiieHo Deputy Qualified Person/:
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(Signature & Date) Quality Assurance/(Moanuck/aara) obecneveHusikayecTsa;|
}/\f 19.04.15

(Signature & Date)/(Moanucs/aata) Macarena Gonzalez
Manufacturing Site/MpouasogcteeHHas nnowaaka: Laboratorios Liconsa, S.A. Page/ctp.2/5
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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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancyrnbl kniweyHopacteopuMblie 20 mr

CymMmMa npumecen

CODE
Kopn 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC73604 Nata npouseopcrea 02.2023 Fopen no 01.2025
TEST / TECT REQUIREMENT / CNELIA®UKALIAA RESULT / PE3YINIbTAT
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
Io6as eguHnyHasn He 6onee 0,2 % 0,1 %
HeuaeHTU(ULMPOBaHHAs NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUM ¢ HA,. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 18.04.2023

(Signature & Date) Quality Assurance/(lMoanuck/nata) obecreveHusikadectsa:

Release by/BuinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez
Manufacturing Site/lpoussoncreeHHas nnowjagka: Laboratorios Liconsa, SA/
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

(ﬁ H F rn C} Phone: +34 949 34 97 00
e, P ' Fax: +34 949 26 68 37

"'\\) LABORATORIOS LICONSA, S.A.
\j

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyKT OMES3 kancyribl kuwevyHopacTBopumMmblie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUHS LC73604 Hata npoussogctea 02.2023 Fopen no 01.2025

TEST / TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YJIbTAT

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 n3 Conforms / CooTBeTCcTBYET**
antoMuHUeBol honbru
Mo 2 unu 20 6nucTepos Mo 5 Kancyn BMecTe
C VHCTPYKUMEl No NPUMEHEHUIO B NayKy
KapTOHHYIO.
Mo 5 unu 10 6nucTepos no 6 Kancyn BMecTe
C MHCTPYKUMEN MO NPUMEHEHUIO B NayKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB o 7
Karcyrn BMecTe C UHCTPpYKLuUel no
NpUMeHeHUIo B MaYvKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NMBX-M3-NMBAX/
AnoMUHUEBLIN BnncTep.
Mo1,2,3,5,6,9 unu 10 6nucrepos no
10 kancyn BMecTe ¢ UHCTPYKLMen no
MPUMEHEHUIO B NMayKy KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Karicyrn BMecTe ¢ UHCTPYKLUen no
NpPYMEHEHUI0 B NMavKy KapTOHHYIO.

Analysis performed according ND
1nn-006953-180122

AHanu3a npoBegeH no HA:
I1Mn-006953-180122

170 P2
Approval date (dd.mm.yyyy)/nata ofgo6peHus (aa.mm.rrrr): 18.04.2023 y/ ’ / oV (5,
(Signature & Date) Quality Assurance/(Moanuck/aara) obecneveHusikadecTsa: cihs

Release by/BrinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzélez //\\/)‘ ‘1,)/ ouTsS

Manufacturing Site/MpoussoacTeeHHas nnowagka: Laboratorios Liconsa, S.A, Pagelctp. 415



.’»\\j) LABORATORIOS LICONSA, S.A.

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

CHEMO Fov 134 94920 6897
CERTIFICATE OF ANALYSIS
CEPTU®UKAT ~ AHATNN3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOOYKT OMES3 kancyrbi kKuweyHopacTBopuMbie 20 mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC73604 Nata npoussopctea 02.2023 Fopen no 01.2025

TEST / TECT REQUIREMENT / CNELIA®UKALIAA RESULT / PE3YIIbTAT

Notes / HabntopeHus

**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 6nucrep U3 antoMUHUEBON (PonbIu.

Mo 5 6rnicTepos o 6 Karncysn BMecTe ¢ MHCTPYKLMEN Mo NMPUMEHEHUIO B MaYvky KapToHHYHO.

PL 1307 2
Approval date (dd.mm.yyyy)/aata onobpenus (aa.mm.rrrr): 18.04.2023 \77/ /’ (,‘)UL/({, P
(Signature & Date) Quality Assurance/(Moanuce/aara) oBecreveHusikaiecTsa: /
Release by/BeinyLeHo Deputy Qualified Person/: (/ 1/
(Signature & Date)/(Moxnucs/aata) Macarena Gonzélez / /( 2,005

Manufacturing Site/lpouasoacTeeHHas nnotagka: Laboratorios Liconsa, S.A. Pagelctp. 5/5



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

(’\ H F E‘ﬁ (*} Phone: +34 949 34 97 00
-4 == =f Fax: +34 949 26 68 37

Pa3pelueHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancyrnbl kuweyHopacTBopuMblie 20 mMr

PRODUCT

Ko : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPUA : LC73604 DNata npouseopctea : 02/2023

BATCH MANUFACTURING DATE

lFopen po : 01/2025 Pasmep cepuu : 333.936 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiumm s1 nogTBepXAato, YTo faHHas uHopMaLus sIBMsIeTCsl JOCTOBePHON U TOYHOM. [laHHasi napTusi NpoJayKTa
6bina NpousBefeHa, BKMNOYas ynakoBKy/MapKUpOBKY M KOHTPOIb KauecTBa, Ha yka3aHHOM HUKe yyacTke (y4acTkax)
B NMOSIHOM COOTBETCTBUM ¢ TpeGosaHusimu GMP nvecTHOro perynupyroLiero oprasa, creuudukaunmsivy B paspeLueHnm
Ha MapKETUHF CTPaHLI-MMMOPTEPa U TEXHUIECKUMU COrMalleHUsIMU, KOTOPbIE MOTYT GbITh 3aKoUeHbl, Uu (aniom
crieyudpmkauum npoaykra ans Mccrneayembix nekapcTBeHHbLIX CPEeACTB.

3anucu no o6paGoTke, ynakoBke 1 aHanu3y napTuy 66111 NPoBepeHbI U MPU3HaHbI COOTBETCTBYOLMMY TPEGOBaHUSM
GMP.

MapTus 6bna npouaseseHa B Nla6oparopuoc Nukoxca SA., a Tam, rae NPUMEHMMO MUKpobuosioruyeckoe

uccrenoBaHue,
oHo 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.

Moanucek n pata / Signature&Date: Macarena Gonzalez / /) _
| Deputy Qualified Person (%.041%

PeructpaumorHoe yaoctoseperue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



