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CHEMO

LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl Kule4YHopacTBOpUMbIe 20 Mr

CODE
Ko[n 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC76005 Darta npouzeoactea 06.2023 Nopen no 05.2025
TEST / TECT REQUIREMENT / CMELUU®UKALIUA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable ¥enaTUHOBbIe Kancynbl paamepa N°4, Conforms / CooTBeTcTBYET

C KpbIlWeYKoW CUHero LBeTa U KOprnycom
Benoro LBeTa, cofepiKalive chepuleckue
rpaHynkl ot 6enoro go no4rtu 6enoro ¢
HenToBaTblM OTTEHKOM UBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

OJHOPOOHOCTb AO3MPOBAHUA (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.

3HaveHue AV, paccuutaHHoe ana 10 kancyn,
LOMKHO BbITk He Gonee 15,0 %.

3HaveHue AV, paccumTtadHoe ana 30 kancyn,
AomiHo BbITh He Gonee 15,0 % v copepkaHue
oMenpa3ona HY B OOHOW Kancyrne He [OMKHO
BbIXOAUTL 3a npegensi 0,75M-1,25M.

8,2

OMEPRAZOLE IDENTIFICATION (HPLC)

NOANMMHHOCTD (B3XX)

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).

Bpems yaepX1BaHUs OCHOBHOIO

nuKa Ha XxpomarorpaMMe UCnbITYeMoro
pacTBopa AoSKHO COOTBETCTBOBATb
BpeMeHU yaepXuBaHUA OCHOBHOIO NUKa

Ha XpomaTorpamme cTaHAapTHOro pacTeopa
(pazgen «KonuyecTtBeHHOE onpegeneHue»).

Conforms / CooTBeTCTBYET

Approval date (dd.mm.yyyy)/aata ogobpenus (aa.mm.rrrr); 27.07.2023 )
(Signature & Date) Quality Assurance/(Moanvcs/aata) obecnevenuskavectsa: N0 4 70325

Release by/Buinywero Deputy Qualified Person/:

N
(Signature & Date)/(Moanuce/narta) Macarena Gonzélez ), '71 SY Z 3
Manufacturing Site/TlpoussopcteeHHas nnowaaxa: Laboratorios Liconsa, S.Al 4 A
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CHEMO

LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyKT OME3 kancynbl KulWe4yHopacTBRopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC76005 Oara npoussoactea 06.2023 Fopen no 05.2025

TEST /| TECT REQUIREMENT / CNELW®UKALINA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOOANUHHOCTDb 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 nornolweHusi OCHOBHOro NMuKa, Conforms / CooTBeTCTBYET
CHATLIA NpU XpoMaTorpacupoBaHum
UCMBITYEMOro pacTBopa, AoMmKeH
COOTBETCTBOBaTL Y®-CnekTpy NornoijeHus
OCHOBHOTO NUKA, CHATOMY NMpU
XpomaTorpatupoBaHuM CTaHAAPTHOTO
pacteopa (pa3zgen «KonuyectBeHHOe
onpegeneHue)

WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 22%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONUMYECTBEHHOE OMNPEOENEHUE

95,0 - 105,0 % oT 3aABNeHHOro cofepxaHus 98,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUYECTBEHHOE OMPEOENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,6 mg/cap | MI/KAMCYINA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHasa ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 2asBneHHOro coaepxaHus 2%
C17H19N303S (omenpa3zona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BychepHas cTtagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) or 3anBneHHoro 99 %
cogepxanua C17H19N303S (omenpa3ona)

yepes 30 MuH.

RELATED SUBSTANCES
POOCTBEHHbLIE NMPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpasona KapGoKcunart

not more than 1.0 %
He G6onee 1,0 % <0,1%

Approval date (dd.mm.yyyy)/aarta ogobperus (aa.mm.rrrr): 27.07.2023
(Signature & Date) Quality Assurance/(Moanuck/aarta) oBecnevenusikadectea: [\ DAL

Release by/BoinyuweHo Deputy Qualified Person/: '_
(Signature & Date)/(Moanuck/aata) Macarena Gonzalez _/\{ “'/ g 4011 i
Manufacturing Site/lpouseoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. ¢

[/
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(’_.?‘\) LABORATORIOS LICONSA, S.A.
( \5) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OMES3 kancynbl Kuwe4yHopacTBopuMblie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC76005 Oata npouseoactea 06.2023  Togen no 05.2025
TEST /| TECT REQUIREMENT / CMELU®UKALINA RESULT / PE3YINIbTAT
IMPURITY F not more than 0.2 %
Mpumecsk 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
INMwbas eauHu4Han He Gonee 0,2 % 0,1%
HeupgeHTUdULMpPOBaHHaA NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceii He Gonee 2,0 % 01%
TOTAL AEROBIC MICROBIAL COUNT NMT 1043 CFU/g
(TAMC)
O61ee Yyucno as3pobHbIX He 6onee 1000 KOE/r <10 CFUIr
MWUKpPOOPraHU3MoB
TOTAL COMBINED YEASTS/MOULDS NMT 10*2 CFU/g
COUNT(TYMC)
0O6Lee YMCNO OPOXIKEBLIX U NNECHEBLIX He 6onee 100 KOE/r <10 CFU/r
rpuboB
Escherichia coli Absencelg

Escherichia coli OtcyTtcTtBUe B1 1 Conforms / CooTBeTcTBYET

LABELING According to ND

MAPKWPOBKA B cooTtBeTcTBUM ¢ HA. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaType He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rOgHOCTU 2 roga.

Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrir); 27.07.2023

(Signature & Date) Quality Assurance/(lMognuck/aara) obecneyeHuskadecTsa: NELAYIZ3
Release by/BuinyweHo Deputy Qualified Person/: J/ P

(Signature & Date)/(Mognuck/gaTta) Macarena Gonzalez \‘7"7 ] ‘} LS

Manufacturing Site/lpouasogcteerHas nnowaaka: Laboratorios Liconsa, S/A. “ ) Pagelctp. 3/5



F'\\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

C H E mo 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 OME3 kancynbl Kuwe4yHopacTtBOpuMbIie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date:
CEPUA LC76005 Oata npoussoactea 06.2023

Expire Date:
Nopen no 05.2025

TEST / TECT REQUIREMENT / CNIELUW®UKALIUA

RESULT / PE3YIILTAT

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.

YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep 13
anvMUHUeBOU ponbru

Mo 2 unu 20 6nucTepos no 5 kancyn BMecTe

€ UHCTPYKUUEl NO NPUMEHEHUIO B NadKy
KapTOHHYH0.

Mo 5 unu 10 6nucTtepor no 6 kancyn BMecTe

C MHCTPYKUUel No NPUMEHEHUIO B NaJKy
KapTOHHYHO.

Mo 1,2, 4,8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ MHCTPYKUUel no
NpUMEeHeHUI0 B NaYKy KapTOHHYHO.

Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AnoMUHUEBLIA BNUcTep.

Mo 1, 2, 3,5, 6,9 unu 10 6nucTtepor no
10 kKancyn BMecTe ¢ UHCTPYKUUel no
NPUMEHEHUIO B NaYKy KapTOHHYH.

Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe C UHCTPYKUuel no
npUMeHeHUI0 B NaYKy KapTOHHYH.

Conforms / CooTBetcTBYET**

Analysis performed according ND
1nn-006953-180122

Ananus npoeegeH no HO:
nn-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpenus (og.mmM.rrrr): 27.07.2023

(Signature & Date) Quality Assurance/(Moanuck/nata) obecneyeHuskadectea: MJ fFXMF23
Release by/Buinyweno Deputy Qualified Person/: l i

(Signature & Date)/(Mognucs/garta) Macarena Gonzélez / \(2 100 2-"7
Manufacturing Site/lpouasoacTeeHHan nroiyaaka: Laboratorios Liconsa, S.A/ [ '
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— LABORATORIOS LICONSA, S.A.
)

(\\/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76005 Oara npoussogctea 06.2023 lopex no 05.2025

TEST / TECT REQUIREMENT / CNNELUU®UKALIAA RESULT / PE3YIILTAT

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 kancyn B 6nucTep U3 anOMUHUEBOK honbri.
Mo 5 Gnucrepo. no 6 kancyn BMecTe ¢ MHCTPYKLUUER NO NPUMEHEHUIO B NavKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/aata ogobpeHus (oa.mm.rrrr): 27.07.2023

(Signature & Date) Quality Assurance/([Toanucs/aata) o6ecneveHuskavectsa: A/ £ TO 2.3
Release by/Brinywero Deputy Qualified Person/: /

(Signature & Date)/(lNopnuck/aata) Macarena Gonzélez /L \sz 216} 5
Manufacturing Site/lNpou3eoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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;‘\) LABORATORIOS LICONSA, S.A.

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

CH EI I IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

MPOAYKT : OME3 kancynbl KALWIeYHopacTBOpUMbIe 20 Mr

PRODUCT

Kopm: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1NM-006953
CEPUA : LC76005 Dara npouseogctea : 06/2023
BATCH MANUFACTURING DATE

lNonen no : 05/2025 Pasmep cepuu : 349.632 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosilum s noaTBep#Aalo, YTO AaHHAA MHOPMaLIMA ABNAETCH JOCTOBEPHOI M TOYHOM. [laHHasA NapTUs npoaykTa
Gbina npousBeAeHa, BKIHOYas YNaKkoBKY/MapKUPOBKY W KOHTPOMb Ka4ecTBa, Ha YKa3aHHOM HUKEe yuacTKe (y4acTkax)
B MOMHOM COOTBeTCTBUM C TpeboBaHUaAMKU GMP MecTHOro perynupyiolllero opraHa, cneumugukaumsamm B paspeLueHum
Ha MapKeTUHF CTPaHLI-UMNOPTEPa U TEXHUYECKUMU COTMalleHUAMU, KOTOPble MOryT BbITh 3aKnouyeHkl, MU daiinom
cneyudmkaymu npoaykTa ansA Mccnegyembix nekapcTBeHHLIX CPeACcTR.

3anucu no obpaboTKe, ynakoBKe U aHanuM3y napTum GbINU NPoBepeHbl U NPU3HaHbI COOTBETCTRYIOWUMM TPeGOBaHUAM
GMP.

MapTusa 6bina npouseeneHa B JlaGopatopuoc MNMukoHca SA., a Tam, rge NpUMeHUMO MUKpoBUonoruyeckoe
uccriegoBaHue,
OHo npoBoauTtce B JlabopaTtopum 3yeBapHe SA.

I 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.

//\VE\ Yo T
Mopnucek u aata / Signature&Date: Macarena Gonzalez'
| Deputy Qualified Person

PeructpauuonHoe yaoctoBeperue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



