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®PUKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OMES3 kancynbl kMwevyHopacTBopuMblie 20 mr

CODE
Ko 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82463 Dara npouseoactea 04.2024  Topen no 03.2026
TEST / TECT REQUIREMENT / CMELA®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.
OMUCAHUE TeepAble XenaTUHOBbIE Kancynbl paamepa N°4, Conforms / CooTBeTCTBYET

C KpbllleyKol cuHero LBeTa U KOpnycom
Genoro UBeTa, coflepxallue cepuyeckme
rpaHyns! ot Genoro o noutu 6enoro ¢
}enToBaTbIM OTTEHKOM LBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

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.

OJHOPOOHOCTb AO3NPOBAHUA (AV)

3HaueHue AV, paccuutaHHoe ans 10 kancyn, 7,0

OOMKHO BbITb He bonee 15,0 %.

3HaueHue AV, paccuuTaHHoe ana 30 kancyn,
OOMKHO BbITh He BGonee 15,0 % u conepxaHue
oMenpa3sona HU B OHOW Karncyne He AOMKHO
BLIXOAMTL 3a npegens 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 yaepHuBaHUsi OCHOBHOTO

Conforms / CooTBeTCTBYeET

nu1Ka Ha XpomaTtorpamme UcnbiTyemMoro
pacTeopa AOMKHO COOTBETCTBOBATL
BpeMeHU YAepKUBaHUA OCHOBHOrO NUKa

Ha XpomMaTorpamMme CTaHAApTHOro pacTBopa
(paspen «KonuyecTBeHHOE onpeaeneHue»).

Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 13.05.2024
(Signature & Date) Quality Assurance/(Moanuck/naTa) obecneveHusKavecTsa:
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Monnucs/nara) Macarena Gonzéalez

Manufacturing Site/MpoussogcTeeHHas nnowapka: Laboratorios Liconsa, S.A.
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r«"\\) LABORATORIOS LICONSA, S.A.
\) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
>~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIUA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOvKT OMES kancynbl KuweyHopacTteopumMble 20 Mr

CODE
Kop, 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82463 Hara npouzeopnctea 04.2024 lopen no 03.2026

TEST/ TECT REQUIREMENT / CNIELIM®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).
NMOANUHHOCTbL B3XX (DAD petekrop) Y®-cneKkTp nornoweHUs 0CHOBHOro NuKa,
CHATBLIA NpU XpomaTtorpaduposaHuu
MCNLITYeMOro pacTeopa, JoMmKeH
COOTBETCTBOBAaThL Y®-crneKkTpy nornoweHus
OCHOBHOTO nukKa, CHHTOMy I'Ipld
XpomarorpathupoBaH1MMU CTaHAAPTHOrO
pacTteopa (pazgen «KonuyecteeHHoe

Conforms / CooTBeTcTBYeET

onpepeneHues)
WATER Not more than 5.0 %.
BOOA He G6onee 5,0 % 1,7%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOINMMYECTBEHHOE ONPEQENEHUE 95,0 - 105,0 % OT 3aABNEHHOro cofepKaHusa 101,5 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOINMUMYECTBEHHOE ONPEQENEHUE O1 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mgl/cap / M[/KATMCYIA
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas cranus) He 6onee 10 % oT 3aaBnNeHHOro coaepXaHus 0%
C17H19N303S (omenpasaona)
yepes 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHME (BydepHas ctagus) He meHee 80 % (Q) oT aaseneHHoro 98 %
cogepxanus C17H19N303S (omenpasona)
yepes 30 MuH.
RELATED SUBSTANCES
POOCTBEHHLIE MPUMECH
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3ona kapGokcunat He Gonee 1,0 % X <0,1 %
/O
N
,.j | 1‘:: \; ' ‘/ \,f
Approval date (dd.mm.yyyy)/aaTta ogobpenus (aa.mm.rrrr). 13.05.2024
(Signature & Date) Quality Assurance/(Moanuck/aata) obecneveHuskavecTsa;
Release by/BeinyweHo Deputy Qualified Person/:
—

(Signature & Date)/{lNopnuck/nata) Macarena Gonzalez \‘5 L

Manufacturing Site/lTpouasoacTeeHHasn nnowagka: Laboratorios Liconsa, S.A. ' . A ’7 0 i

Pagefctp. 2/5




rﬂ) LABORATORIOS LICONSA, S.A.
| \\4 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH E mo 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
NPOOYKT OMES3 kancynbl KuweyHopacTeopumble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82463 Dara npouzeoactea 04.2024  Tonen no 03.2026
TEST/ TECT REQUIREMENT / CNELW®UKALNA RESULT / PE3YNbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He Gonee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mwoban eguHUYHaR He 6onee 0,2 % <0,1%
HenaeHTU(hMLMPOBaHHAA NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymMma npumecei He Gonee 2,0 % <0,1 %
LABELING According to ND
MAPKUPOBKA B cootBeTcTBUU ¢ H. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepartype He Bbliwe 25 °C.
SHELF-LIFE 2 years
CPOK rogqHOCTHU 2 ropa.

P

Approval date (dd.mm.yyyy)/nata ogobpenus (aa.mm.rrr): 13.05.2024 ,.-‘G\{ O\ "‘E,L{

(Signature & Date) Quality Assurance/(Moanuce/nata) o6ecnedeHusKkayecTsa:

Release by/BuinyweHo Deputy Qualified Person/: g

(Signature & Date)/(Mognuce/gaTta) Macarena Gonzalez %___#r—- —
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) LABORATORIOS LICONSA, S.A.
(\J Avda, Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl KuiweyHopacTBopumMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC82463 Nata npouseoactea 04.2024  Togen no 03.2026

TEST/TECT REQUIREMENT / CMIELUU®UKALIA RESULT / PE3YINIbTAT

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-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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CooTBeTcTBYyeT**
antoMuHUeBol thonkru
Mo 2 unu 20 6nucrepoB no 5 Kancyn BMecTe
C UHCTPYKUUel No NpMMeHeHUIo B NayKy
KapTOHHYH.
Mo 5 unu 10 6nucrepor no 6 kancyn BMecTe
C MHCTPYKUMEA NO NPUMEHeHUI0 B MavKy
KapTOHHYO.
Mo 1, 2, 4, 8 unu 14 6nucrepor no 7
Kancyn BMecTe ¢ MHCTpYKUWen no
npyumMeHeHuo B naqky KapTOHHYH.
Mo 10 unu 14 kancyn 8 NBX-N3-NBOX/
AnoMUHVeBLIN BrvcTep.
Mo 1, 2, 3,5, 6,9 unu 10 6nucTepos rno
10 Kancyn BMecTe C MHCTPYKUUWei no
NPUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 1, 2, 3,4 unmn 7 6Gnucrepos no 14
Kancyrn BMecTe ¢ UHCTpyKuuel no
NPUMEHEHUIO B NaY4Ky KapTOHHYHO.

Analysis performed according ND
1nn-006953-180122
AHanus npoeepeH no HM:

1IN-006953-180122 / fﬂ
b i |
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Approval date (dd.mm.yyyy)/inata onobpenus (aa.mm.rrr): 13.05.2024 V'\q 0384
(Signature & Date) Quality Assurance/(lMoanuck/gaTa) obecneyeHuskadecTsaa:
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzélez

N S T
Manufacturing Site/lNpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. ﬁ A \/ L, £ \1 Pagelctp. 415
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) LABORATORIOS LICONSA, S.A.
(k_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
\~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H Emo 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
NPOOYKT OME3 kancynbl KMwe4yHopacTBopuUMble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82463 Dara npousesoncrea 04.2024 Fonen po 03.2026

TEST/TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnrogeHun
**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 U2 aNKOMUHKEBOI (hoNbIU.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKUMeH No NpMMeHeHUIo B Nayky KapTOHHYIO.
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Approval date (dd.mm.yyyy)/narta onobpenus (na.mm.rrrr): 13.05.2024 L%

(Signature & Date) Quality Assurance/(Moanuck/narta) obecneveHusaKayecTaa:

Release by/BeinyueHo Deputy Qualified Person/:
(Signature & Date)/(Moagnuck/nata) Macarena Gonzélez \ &.‘;,__r_, ,
Manufacturing Site/MpouasoacteeHHan nnowaaka: Laboratorios Liconsa, S.A. \f A k / 4 o 5L L] Pagelctp. 5/5




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

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

PaspelueHue Ha BbIinyckK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynbl KueyHopacTBopumMble 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUA : LC82463 DHata npoussoacrtea : 04/2024
BATCH MANUFACTURING DATE

lNogen no : 03/2026 Pasmep cepuu : 345.886 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacroswum s noaTBepxAalo, YTO AaHHasA UHg opMaLUsa ABNAETCS AOCTOBEPHOI U ToYHOI. [laHHasA napTus NpoaykTa
6bina npou3eeAeHa, BKNOYaa YNaKoBKY/MapKUPOBKY U KOHTPONb KavyecTBa, Ha YKasaHHOM HUXe yyacTke (yvacTKax)
B NONHOM COOTBETCTBUM ¢ TpeboBaHUAMU GMP MecTHOro perynupylolLero opraHa, cneyupukauuamMm B paapelieHum
Ha MapKeTUHT CTPaHbI-UMNOpTepa U TeXHUYECKUMM CornalleHUAMU, KOTOpble MOFYT BbITh 3aKnkoUeHbl, Unu dainnom
cneyudUKauum npoaykra ans UccneayeMbixX nekapcTBeHHLIX CPeAcTB.

3anucu no obpaboTKe, ynakoBKe U aHanu3y napTum G6bLINY NPoBepeHs! U NPU3HaHLI COOTBETCTEYHOWMMUY TPeGOBaHUAM
GMP.

MapTusa 66ina npousBegeHa B NlabopaTopuoc NukoHca SA., a Tam, rge NpUMEHUMO MUKpobBuonoruyeckoe
uccnegoBaHue,
oHo npoBoautcs B llaBopaTtopumn JueBapHe 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 Autharity, 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 1 para / Signature&Date: Macarena Gonzalez
/ Deputy Qualified Person

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



