:f\\) LABORATORIOS LICONSA, S.A.
(\J Avda Miralcampo 7. Polig Ind. de Miralcampo
N\~ 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
CEPTU®UKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancyrnbl kKuwevyHopacTBopumble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC68533 Oata npoussoactea 06.2022 Fopen oo 05.2024
TEST / TECT REQUIREMENT / CNELUU®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.
OMNMUCAHUE TBepAble XenaTuHoBbIe Kancyrbl pasMmepa N°4, Conforms / CooTBeTCTBYET
C KpbILLEYKOI CUHEro LiBeTa U KOpnycom
6enoro LBeTa, cofepxaluve cpepuyeckme
rpaHyrnbl OT 6eroro o noyrtu 6emnoro ¢
WenToBaTbIM OTTEHKOM LiBeTa.
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.
OAHOPOOHOCTb [JO3UPOBAHUSA (AV) 3HauveHue AV, paccuutaHHoe ans 10 kancyn, 9,8

OOIKHO 6bITh He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 kancyn,

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

omMenpasorna Hu B OfHOM Karcyne He [OMKHO

BbIXoA4uUThL 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).
NOANMMHHOCTb (B3XX) Bpems yaepxvMBaHUsi OCHOBHOIO Conforms / CooTBeTCcTBYET
nuKa Ha XxpomaTorpamme UCrbITYeMoro
pacTBOpa [OMKHO COOTBETCTBOBATh
BpeMeHU yaepXX1UBaHUsS OCHOBHOIO Nuka
Ha XpoMaTorpamme CTaHAaPTHOro pacTeopa
(paspen «KonuuecTBeHHOe onpefeneHuney).

p
Approval date (dd.mm.yyyy)/nata onobpeHus (aa.mm.rrrr): 23.08.2022 g / ) 05
(Signature & Date) Quality Assurance/(Moanuce/narta) obecrneyeHuskadecTsa:
Release by/Bbinyiero Deputy Qualified Person/: )
(Signature & Date)/(Moanuck/aata) Marta Gémez Marquez de Prado CREL D 22 Sk 2P
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(’<*\) LABORATORIOS LICONSA, S.A.
(\) 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
CEPTUPUKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOYKT OME3 karncynbi Kuwe4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC68533 DNata npoussopctea 06.2022  Tonen go 05.2024

TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YIIbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
NOANMMHHOCTbL B3XX (DAD petekTop) Y®-criekTp norrolleHnsi 0CHOBHOIO NuKa, Conforms / CooTBeTcTBYET
CHATBIN Npu XxpomMartorpadupoBaHnu
UCNbITYEMOro pacTBopa, AOMKeH
COOTBETCTBOBaTL Y®-creKTpy nornoweHus
OCHOBHOTO MUKa, CHATOMY Mpu
XpomaTtorpaupoBaHun cTaHAAPTHOFO
pactBopa (pa3gen «KonuyectBeHHOE

onpepeneHue»)
WATER Not more than 5.0 %.
BOJOA He 6onee 5,0 % 2,6 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE OMPEOENEHUE 95,0 - 105,0 % oT 3asBNeHHOro cogepxaHus 100,2 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOJIMYECTBEHHOE OMNPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap / MI/KATCYIA
MI/KATMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas ctapus) He 6onee 10 % oT 3asiBNeHHOro cogepxaHus 0%
C17H19N303S (omenpa3ona)
yepe3 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cTanus) He meHee 80 % (Q) oT 3asiBneHHOro 97 %

copepxanusi C17H19N303S (omenpa3ona)
yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbLIE NPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3sona kap6okcunar He G6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/naTta onobpeHus (aa.mm.rrrr): 23.08.2022 p // :\ Z
(Signature & Date) Quality Assurance/(lNoanuce/naTa) obecneveHuskadyecTtsa:
Release by/Bbinyiero Deputy Qualified Person/: o
(Signature & Date)/(Mopnuce/narta) Marta Gomez Marquez de Prado @L:;\s 230520620
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Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

C H E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

,’\‘\) LABORATORIOS LICONSA, S.A.
\)

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyKT OME3 kancyrsbl KuweyHopactTBopumMble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC68533 MOara npouseopactea 06.2022  Topen pno 05.2024
TEST / TECT REQUIREMENT / CMELIU®UKALIUSA 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
IMo6as eanHuyHas He Gonee 0,2 % <0,1%

HeMAeHTMCbMIJMpOBaHHaﬂ npumvecb

TOTAL IMPURITIES not more than 2.0 %

Cymma npumecen He 6onee 2,0 % 0,2 %

LABELING According to ND

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

XPAHEHUE Mpu Temnepatype He Bblilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/naTa onobpenus (ag.mm.rrrr): 23.08.2022 ‘//// 08.22

(Signature & Date) Quality Assurance/(Mognuce/nata) obecneveHuskavecrsa:

Release by/BrinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Marta Gémez Marquez de Prado C s 230N 200
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LABORATORIOS LICONSA, S.A.

7))
\\{ Avda Miralcampo 7. Polig Ind. de Miralcampo

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®PUKAT AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyKT OMES3 kancyrnbl KuwevyHopacTBopumMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC68533 Nata npoussopcrea 06.2022 Fopen no 05.2024

TEST/ TECT REQUIREMENT / CNEUU®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.

antoMuHueBow conbru

Mo 2 unu 20 6nucTepos no 5 Kancyn BMecTe
C UHCTPYKLUUEN Mo NPUMEHEHUIO B NaYKy
KapTOHHYHO.

Mo 5 unu 10 6nucTtepos no 6 kancyn BMecTe
C UHCTPYKLUUEN MO NPUMEHEHUIO B NaYKy
KapTOHHY!O.

Mo 1, 2, 4, 8 unu 14 6nuctepor no 7

Karicyn BMecTe ¢ MUHCTpyKLUUel no
NpUMeHeHUIo B NMavKy KapTOHHYHO.

Mo 10 unu 14 kancyn B NBX-N3-NBAOX/
AntoMUHUeEBBIN GnucTep.

Mo1,2,3,5,6,9 unu 10 6nucrepoB no

10 kancyn BMecTe C UHCTPYKLMEN no
NPUMeHEHUIO B NavKy KapTOHHYIO.

Mo 1, 2, 3, 4 unu 7 6nuctepos no 14

Karcyn BMecTe C UHCTpYKUuen no
NpUMeHeHUIo B NaYKy KapTOHHYHO.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CooTBeTcTBYET**

Analysis performed according ND
J1M-006953-180122

AHanus nposegeH no HA:
J1M-006953-180122

)
. 2 Z N D
5 /

Approval date (dd.mm.yyyy)/nara opobperus (aa.mm.rrrr): 23.08.2022 . /5 2 7 7

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

Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Monnuck/nara) Marta Gémez Méarquez de Prado @p 22, ©% LU
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Avda Miralcampo 7. Polig Ind. de Miralcampo

) LABORATORIOS LICONSA, S.A.
\)

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®PUKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OME3 kancyrsbl kuweyHopacTtBopumMble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC68533 Nara npouseoacrea 06.2022  Tlopen po 05.2024

TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnogeHus
** 6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 karcyn B 6nvcTep U3 antoMUHUEBON ponbru.
Mo 5 6nvcTepoB no 6 kancyn BMecTe ¢ MHCTPYKLIMEN Mo MPpUMeHeHMIo B Mayky KapToOHHYIO.

Approval date (dd.mm.yyyy)/nata onobpeHus (aa.mm.rrrr): 23.08.2022 (7./; 2.08. 27
(Signature & Date) Quality Assurance/(INoanuce/aarta) obecrneveHuskavecTsa:

Release by/BbinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mopgnuck/nata) Marta Gémez Marquez de Prado P T S
Manufacturing Site/MpoussoacTeeHHas nrnowagka: Laboratorios Liconsa, S.A.

. 22 o et
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i"\\) LABORATORIOS LICONSA, S.A.
2

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

C HEI I IO Phone: +34 949 34 97 00
i Fax: +34 949 26 68 37

PaspelweHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancyrbi KuieyHopacTBopuMbie 20 Mr

PRODUCT

Kog : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1INM-006953
CEPUA : LC68533 [Hara npouseoactea : 06/2022

BATCH MANUFACTURING DATE

lNogen go : 05/2024 Paamep cepun : 171.436 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilumm st noaTBepxaalo, 4To fAaHHasi UHOPMaLIMS SIBFISIETCS JOCTOBEPHON U TOYHOI. [laHHas napTus npoaykra
6bina npousBepeHa, BKIoYasi ynakoBKy/MapKUpPOBKY M KOHTPOSb KauecTBa, Ha yKazaHHOM HbKe yyacTke (yuacTkax)

B MOMHOM COOTBETCTBUU C TpeGoBaHUAMU GMP MecTHOro perynupyolLero opraHa, creuuukaumsiMuy B paspeLueHum
Ha MapKeTUHT CTPaHbI-UMMNOpTepa U TEXHUYECKMMU COrNalleHUsIMU, KOTOpbie MOTFYT 6bITh 3aKnYeHbl, Unu arnom
cneuudukauuu npoaykra ansa Uccnenyembix nekapcTBeHHbLIX CPEACTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTumn ObINKU NpoBepeHb! U NPU3HaHbI COOTBETCTBYHOLWMUMU TPeboBaHUSM
GMP.

MapTus 6bina npousBegeHa B Nlabopatopuoc INukoHca SA., a TaM, rae NPUMEHUMO MUKPOBUOSOoruyecKoe
uccrieqoBaHue,
oHo npoBoauTcs B llabopatopuu 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.

PO —e oL

Mopnuck u para / Signature&Date: Marta Gomez Marquez de Prado
| Deputy Qualified Person

PeructpaunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19





