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

C H E' I IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES kancynbl Kuwe4yHopacTteopumMslie 20 Mr

CODE
Kop 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80226 Oara npouzsopcrea 01.2024 Fogen oo 12.2025
TEST / TECT REQUIREMENT / CMELUA®UKALINA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble XenaTUHOBbIe Kancynkl pazmepa N°4, Conforms / CooTBeTcTBYET
C KpbILLEYKOW CUHEro LIBETA U KOPMYCOM
Genoro UBeTa, cofepxallyue cepulyeckue
rpaHynkl oT Genoro Ao noytu 6enoro ¢
XenToBaTLIM OTTEHKOM UBeTa.
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.
OOHOPOJHOCTbL JO3UPOBAHUA (AV) 3HayeHue AV, paccunTtadHoe gna 10 kancyn, 6,8

nomkHo BbITh He Gonee 15,0 %.

3HayeHue AV, paccunTtanHoe ana 30 kancyn,

[ormkHO BbITh He Gonee 15,0 % 1 copepxadue

oMenpa3orna HY B OQHOM Kancyrne He JOMKHO

BbIXOAUTE 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).
NOANUHHOCTD (B3XX) Bpems yaepXuBaHusi OCHOBHOTO Conforms / CooTBeTCcTBYET
NyKa Ha XpoMarorpamme UcnbITyeMoro
pacTBopa ACMKHO COOTBETCTBOBAaThL
BpeMeHU yepXUBaHUA OCHOBHOTO NUKa
Ha XpomartorpaMme CTaHAapTHOTo pacTeopa
(pazgen «Konu4yecTeeHHOe onpefeneHue»).

Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrrr): 01.02.2024 Np 0107 24

(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecneyeHusKa4ecTsa;

Release by/Beinywero Deputy Qualified Person/: .

(Signature & Date)/(Mognucs/aata) Macarena Gonzalez /%é’( Vil 2 . / L/
e

Manufacturing Site/lTpoussoacTeeHHas nnowapxa: Laboratorios Liconsa, S.A. 2! Q Pagelctp. 1/5
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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
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl Kuwe4yHopacTBopumMslie 20 Mr

CODE

Ko 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC80226 Oara npouzsopctea 01.2024  Topen no 12.2025

TEST / TECT REQUIREMENT / CMIELUU®OUKALINA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

noanMHHOCTL 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®-cneKkTp normnoleHus 0CHOBHOrO MukKa, Conforms / CooTBeTcTBYET

CHATLIW Npu xpomarorpadupoBaHum
WUCMLITYeMOro pacTBopa, JOMKeH
COOTBeTCTBOBaTL Y®-cneKTpy nornoueHus
OCHOBHOIO MUKa, CHATOMY NpU
XpomaTtorpatupoBaHUU CTaHAAPTHOTO
pactBopa (pasgen «KonuyecTBeHHoe
onpegeneHue»)

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

KONWYECTBEHHOE OMNPEAENEHUWE

95,0 - 105,0 % oT 3asBNeHHOro cogepXaHus 100,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEAENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule

Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap /| MITKAMCYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctanus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 2asBneHHoOro coaepxaHus 0%
C17H19N303S (omenpazona)

yepesz 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHan cTtagusn)

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

C17H19N303S (omeprazole) in 30 min.

He mexee 80 % (Q) oT 3anBneHHoro 98 %
copepxanus C17H19N303S (omenpazona)

4yepe3 30 MuH.

RELATED SUBSTANCES
POOCTBEHHBIE MPUMECH

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kapbokcunar

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

Approval date (dd.mm.yyyy)/aata ogobperus (aa.mm.rrrr): 01.02.2024 )
(Signature & Date) Quality Assurance/(lMoanvck/aarta) obecneveHuskaqecTsa: NP Q102 TH

Release by/Beinywexo Deputy Qualified Person/:

(Signature & Date)/(Monnuck/gata) Macarena Gonzdlez /,’}3’/7 . 6'/ /Lr
=

Manufacturing Site/lpouaeogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. o

P
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/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
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuweyHopacTropumble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80226 Harta npouseoactea 01.2024 Nopen po 12.2025
TEST /| TECT REQUIREMENT / CNEUW®UKALINA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs 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
NMwoban eauHU4HanA He 6onee 0,2 % ' <0,1%

HeuaeHTUULUPOBaHHaA NpUMech

TOTAL IMPURITIES not more than 2.0 %

Cymma npumMecen He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKWUPOBKA B cootBetcTBMM € HI. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUWE Mpu TemnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogo6peHus (oa.mm.rrrr): 01.02.2024
(Signature & Date) Quality Assurance/(Ioanucs/aaTa) obecneyeHusKayecTsa: NP O L0224
Release by/Buinywexo Deputy Qualified Person/:

(Signature & Date)/(Monnuck/aata) Macarena Gonzalez

Manufacturing Site/lpouaesoncTeeHHas nnollaaka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

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

) LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl KuweyHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80226 Dara npouseoacrea 01.2024 Mopen oo 12.2025

TEST /| TECT REQUIREMENT / CNELU®UKALILA 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 leafletin 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-PVDCJ/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.

YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep U3 Conforms / CooTBeTCTBYET*
antoMuHUeBOU donkru
Mo 2 unu 20 6nucTepoB no 5 Kancyn eMecTe
C UHCTPYKLMEN No NPUMEHEHUIo B Nayky
KapTOHHYHO.
Mo 5 unu 10 6nucTtepor no 6 kancyn BMecTe
C MHCTPYKLUMEN NO NPUMEHEHUIO B NaYKy
KapTOHHY!O.
Mo 1, 2, 4, 8 unu 14 6nucrepor no 7
Kancyn BMecTe ¢ MHCTPYKUUei no
NPUMEHEHUKO B MaYKy KapTOHHYH.
Mo 10 unu 14 kancyn e NBX-N3-NBAX/
AnoMUHWEBLIW BnivcTep.
Mo 1,2, 3,5, 6,9 unu 10 6nuctepor no
10 kancyn BMecTe ¢ MHCTPYKUUei no
NMPUMEHEHUIO B NaYKy KapTOHHYH.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ MHCTPYKUUel no
NPUMEHEHUI0 B NaYKy KapTOHHYHO.

Analysis performed according ND
nr-006953-180122

Axanua npoBefeH no HA:
1nr-006953-180122

Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 01.02.2024 _
(Signature & Date) Quality Assurance/(Toanucs/aata) obecnevenusiavecraa: A ¢ 10T LY
Release by/Buinywexo Deputy Qualified Person/: -~
(Signature & Date)/(lMopnuce/aata) Macarena Gonzalez /,’/»r} /-_;—-; i & o -/ /L'/'
Manufacturing Site/MpouasoacTeeHHan nnowaaka: Laboratorios Liconsa, S.A. < Q
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F\\) LABORATORIOS LICONSA, S.A.
(\\5' Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl kuwe4yHopacTeopumMbie 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80226 Hara npouzeogctea 01.2024 logeH oo 12.2025

TEST/ TECT REQUIREMENT / CNELIM®UKAL NS RESULT / PE3YIIbTAT

Notes [ HabnoaeHUA
**§ 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 antoMUHUEBON (honbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUMWeH Mo NpUMeHeHUIo B NaYKy KapTOHHY.

Approval date (dd.mm.yyyy)/aarta ogobpenus (oa.mm.rrrr): 01.02.2024 -
(Signature & Date) Quality Assurance/(Moanuck/aarta) obecneveHuaKayecTsa: NP 6040214
Release by/BeinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nara) Macarena Gonzélez / f/{,"
Manufacturing Site/Mpou3eogcTeeHHas nnowanka: Laboratorios Liconsa, S.A.

> 5 o [
¢ ol L Page/ctp. 5/5




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

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

Pa3pelueHue Ha BbINYyCK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl Kuwe4YHopacTBopuMeie 20 Mr

PRODUCT

Kona : 231903 Market : Russia

CODE Homep MA / MA NUMBER : INIMN-006953
CEPKA : LC80226 Hata npouseoactea : 01/2024

BATCH MANUFACTURING DATE

TFonen po : 12/2025 Paamep cepum : 243.216 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwym s nogTBepXaalo, YTo AaHHasA UHhopMaLUs ABNSETCA 4OCTOBEPHOM U TOYHON. [laHHaA napTus npoaykTa
6bina Nnpov3BefeHa, BKIOYas yNakoBKy/MapKUPOBKY U KOHTPOMb KavecTBa, Ha yKa3aHHOM HMXe yyacTke (y4acTKax)
B NOMHOM COOTBETCTBUM ¢ TpeboBaHuaMU GMP MecTHOro perynupyroliero oprata, cneuudukauuamMmu B paspeluieHum
Ha MapKeTUHr CTPaHbI-MMMOPTEpa U TEXHUYECKMMU COrnalleHUsiMU, KOTOpble MOryT 6bITh 3aKnoYeHb!, unu tannom
crneuudukauumu npoaykra ansa Mccneayemeix nekapcTBeHHbIX CPEACTE.

3anucu no obpaboTke, yNaKOBKe U aHanu3ay napTum 6bINy NpoBepeHbl U NPU3HaHbl COOTBETCTBYHOWMMU TpeGoBaHUsAM
GMP.

MapTusa 6bina npouasedeHa B JlabopaTtopuoc ukoHca SA., a Tam, rae NPUMEHMMO MUKpOGUonornyeckoe
uccnenoBaHue,
oHo npoBogutcH B JlabopaTopuu uesapHe 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.

/;/,,f‘ > ,/?’@/ O2.2Y

Moanuck v aara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucTpaunonHoe yaoctoBepenue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



