ﬂ//\w LABORATORIOS LICONSA, S.A.

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

OI m 3 O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OME3 kancynbl kuwe4yHopacTBopumblie 20 mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC76887 Hata npouseoactea 07.2023  Topen po 06.2025
TEST / TECT REQUIREMENT / CNELA®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.
OMNUCAHUE TeepAOble KenaTUHOBbLIE Kancynbl paaMepa N°4, Conforms / CooTBeTCcTBYET
€ KpbIleYKoi CMHEro LBeTa U Kopnycom
Genoro uBeTa, cogepxalme cepuieckue
rpaHynkl oT 6enoro [o nouty enoro ¢
HENnTOBaTbIM 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.
OOHOPOOHOCTbL O03UPOBAHUA (AV) 3HauyeHue AV, paccuntaHHoe ana 10 kancyn, 7.8

AOMKHO BbITb He Gonee 15,0 %.

3HayeHue AV, paccuntaHHoe ana 30 Kancyn,

nomiHo BeITk He Gonee 15,0 % v copepXaHue

oMenpa3sona HU B OAHOWM Kancyne He AONKHO

BbIXOAUTE 3a npeaenb! 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).
NoOANUHHOCTL (B3XX) Bpems yaepxUBaHUA OCHOBHOIo Conforms / CooTReTCcTBYET
nUuKa Ha XpomaTtorpamme UcnbeITyeMoro
pacTBopa AONMXHO COOTBETCTBOBATL
BpeMeHU yAepKMBaHUsi OCHOBHOTO NnuKa
Ha XxpoMarorpaMme cTaHAapTHOro pacTeopa
(pasgen «KonuyecTBeHHOE onpeAeneHuen).

Approval date (dd.mm.yyyy)/nata ono6peHus (aa.mm.rrrr): 19.09.2023 M\\\\N\tm\ 4

(Signature & Date) Quality Assurance/(lognice/naTa) obecnedeHuaKkavecTsa: A

Release by/Boinywero Deputy Qualified Persont: 2,

(Signature & Date)/(Mopnucs/nara) Macarena Gonzélez )\ﬂ goals
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CHEMO

LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl KuWe4yHopacTBopuMble 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76887 Narta npoussoactea 07.2023  Togen no 06.2025

TEST / TECT REQUIREMENT / CNELNDPUKALIAA RESULT / PE3YINIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOONUMHHOCTL B3XX (DAD perexTop)

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 nornolleHusl ocHOBHOTO NUKa, Conforms / CooTBeTcTBYET
CHATLIA NpY XxpoMaTorpadupoBaHun
WUCMBITYEMOro pacTeopa, AOIKeH
COOTBETCTBOBAaTL Y®P-cnekTpy NornoulleHus
OCHOBHOTO NMUKa, CHATOMY Npu
XpomaTorpatupoBaHUM CTaHAAPTHOrO
pacTteopa (pa3aen «KonuvecTBeHHoe

onpegeneHues)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,5%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONUMYECTBEHHOE ONPEOEJNIEHUE

95,0 - 105,0 % oT 3aABNeHHOro cofepXaHus 99,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna pno 21,0 mr/kancyna 19,8 mg/cap / MIKATMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNeHHOro coaepKaHus 1%
C17TH19N303S (omenpa3sona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (Bythephasn ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) or 3aseneHHoro 92 %
cogepxanusa C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POACTBEHHLIE NPUMECHK

OMEPRAZOLE CARBOXYLATE
Owmenpazona kapbokcunar

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

2. 2V s , 2
Approval date (dd.mm.yyyy)/aata ogobpetus (aa.mMm.rrrr): 19.09.2023 p \ \,\p\mu,_c &

(Signature & Date) Quality Assurance/(Moanuce/parta) oBecredeHuaKavecTag;
Release by/Buinyweno Deputy Qualified Person/:

7/
(Signature & Date)/(Moanucs/parta) Macarena Gonzéalez g f\ 120a7s
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CHEMO

LABORATORIOS LICONSA, S.A.

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

nPoOyKT OMES3 kancynbl Kuwe4vHopacTeopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUHA LC76887 Oara npoussopctea 07.2023  Trogen no 06.2025
TEST/ TECT REQUIREMENT / CNELUUDPUKALIUA RESULT / PE3YIILTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Nobas eguHUYHaRA He 6onee 0,2 % <0,1%
HenaeHTUULMPOBaHHas NPUMeCH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,2%

LABELING According to ND

MAPKUPOBKA B cooTBeTcTBuM ¢ HAL. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/narta onobpeHus (aa.mm.rrrr): 19.09.2023

~¥

(Signature & Date) Quality Assurance/(Moanvce/naTa) oGecneyerusKkayecTsa;

Release by/BeinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuce/naTa) Macarena Gonzélez

Manufacturing Site/MpoussoacTBeHHas nnowagaka: Laboratorios Liconsa, S.A.

7 y ) —
/7076 S

w\. Qo474

=

Pagelctp. 3/5




ﬂ.//w LABORATORIOS LICONSA, S.A.
/\.

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

Omammgo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOYKT OMES3 kancynbl kuweyHopactBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC76887 Dara nponssopgctea 07.2023 ropen no 06.2025

TEST / TECT REQUIREMENT / CNELIM®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 6nucTep u3 Conforms | CooTBeTcTBYET**
anwMuHMeBor dronbru
Mo 2 unu 20 6nucrepoB no 5 Kancyn BMecTe
C MHCTPYKUUEr No NpMMeHEeHUIO B Mayky
KapTOHHY!HO.
Mo 5 unu 10 6nuctepor no 6 Kancyn BMecTe
C MHCTPYKUUEN No NPUMEeHEHUIO B Nauky
KapTOHHYH.
MNo1, 2, 4, 8 unn 14 6nuctepoB no 7
Kancyn BMecTe C UHCTPYKLUWel no
NPUMEHEHUIO B NaYKy KapTOHHYI0.
Mo 10 unu 14 kancyn B NBX-M3-NBAX/
AnoMUHUeBLIN BnucTep.
Mo 1, 2, 3,5, 6,9 unu 10 6nuctepos no
10 Kancyn BMecTe ¢ UHCTPYKLUUEN Nno
NPUMEHEHUIO B NaYKy KAPTOHHYIO.
Mo1, 2, 3,4 unu7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTPYKLWel no
npUMeHeHUIo B NavKy KapTOHHYH0.

Analysis performed according ND

nn-006953-180122

Ananus npoeegeH no HA: g
1nn-006953-180122

Py e
Approval date (dd.mm.yyyy)/naTa onoBpenus (aa.mm.rrrr): 19.09.2023 g \\\\\ .\.\_ ﬁcm _m 3
(Signature & Date) Quality Assurance/(lMoanuck/gara) obecneveHuakadectsa: |
Release by/BbinyweHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/naTa) Macarena Gonzalez (G oA 7 w
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

.:)d LABORATORIOS LICONSA, S.A.
f (l\»

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

o’
O I m B o Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NnPOOQYKT OME3 kancynbl kKuwe4yHopacTeopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76887 Oata npouseopctea 07.2023  Tlonen no 06.2025

TEST / TECT REQUIREMENT / CNELIU®UKALIAA RESULT / PE3YIILTAT

Notes / HabnogeHun
**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 6nucTep U3 antoMUHeBol dionbru.
Mo 5 6nucTepoB no 6 kKancyn BMecTe ¢ MHCTPYKUVEH No npUMeHeHUIo B NaYKy KAPTOHHYIO.

j nez 7
Approval date (dd.mm.yyyy)/aarta opobpenus (aa.mm.rrrr); 19.09.2023 %\w f \\ \D,{ n\.v
(Signature & Date) Quality Assurance/(TMognuce/nara) obecnedeHuskavecTaa: - .
Release by/Beinyweno Deputy Qualified Person/:

A
Signature & Date)/(Moanuck/naTa) Macarena Gonzéalez A/ gras
(Sig M(Moanucs/aata) \ﬁ/\?\e:@ X
/ (
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N/k Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

OI mgo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbIMycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-006953
CEPUA : LC76887 Data npoussogactea : 07/2023
BATCH MANUFACTURING DATE

FopeH o : 06/2025 Paamep cepuu : 336.672 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiluum 51 noATBepPXAalo, YT AaHHasA UHGOopMaLus ABNAETCA AOCTOBEPHOI U TOYHOM. [laHHan napTusi NpoayKTa
Gbina NpousBeeHa, BKNIOYas YNaKOBKY/MapKMPOBKY U KOHTPOIb Ka4ecTBa, Ha YKa3aHHOM HUXe y4acTKe (y4acTKax)

B NOMHOM COOTBETCTBUU ¢ TpeboBaHuamu GMP MecTHOro perynuvpyiolero opraHa, cneuyuukaumsammy B paspeLueHnu
Ha MapKeTUHT CTPaHLI-UMNOPTEPa U TeXHUYECKUMI COrNalleHUAMU, KOTOPEIe MOTYT GhbITh 3aKMio4eHbl, Unu gainom
cneyundukaummn npoaykra ans Mccnegyembix nekapcTBeHHLIX CPeAcTB.

3anucu no o6paboTKe, yNaKoBKe K aHanuUay napTuu 6binyu NpoBepeHkl U NPUHAaHLI COOTBETCTBYIOLMMU TPpe6oBaHUAM
GMP.

MapTus 6bina nponseBegeHa B NlabopaTtopuoc Nukoxca SA., a TaM, rae NPUMEHUMO MUKpoBuronoruyeckoe
uccrnefoBaHue,
oHo npoBoauTca B Nlabopatopun 4yeBapHe 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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Moanuck u aata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PervctpauvonHoe ygoctosepeHue / Manufacturing Authorization: 3414E
Homep MukoHca GMP / LICONSA GMP Number: ES/085HVI/19



