Q
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®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OMES3 kancynbl kuwieyHopacTteopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC83331 Oata npoussoactea 05.2024 Fopen no 04.2026
TEST/ TECT REQUIREMENT / CNELUW®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.
ONMUCAHUE TeeppAble XenaTuHoBbIe Kancynbl paamepa N°4, Conform / CooTBeTCTBYET

C KpbllLeYKoi CUHero LBeTa v Koprycom
6enoro uBeTa, cogepxalue cepuyeckme
TpaHyrnbl OT 6enoro 4o no4Tu Genoro c
HenroBaTblM 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.

OOHOPOAHOCTb O3UPOBAHUA (AV)

3HaueHue AV, paccuutaHHoe ans 10 kancyn,

11,1

AOIMKHO ObITb He Gonee 15,0 %.

3HaueHue AV, paccuntaHHoe ans 30 Kancyn,
LOOMmKHO BbITb He 6ornee 15,0 % u copepxaHue
omMenpa3sona HU B OL4HO Karncyre He [OMKHO
BbIX0AUTHb 32 npegensbi 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

(

MOANIUHHOCTb (B3XX)

solution. ("Assay" section).
Bpemst yaepXuUBaHUSi OCHOBHOTO
nuKa Ha XxpomaTorpamme UCHbITYeMoro

Conform / CooTBeTCTBYET

pacTBopa AOMKHO COOTBETCTBOBAaTh
BpeMeHU yaepXUBaHUsi OCHOBHOTO Nuka

Ha XpoMaTtorpaMmme CTaHAApPTHOro pacTeopa
(paspen «KonuuecTBeHHOe onpeaeneHuney).

Approval date (dd.mm.yyyy)/aata onobpenus (aa.mm.rrrr): 30.06.2024

(Signature & Date) Quality Assurance/([Toanucs/aata) obecneveHusKadecTsa:

Release by/BuinyuieHo Deputy Qualified Person/:
(Signature & Date)/(Moanucs/aara) Macarena Gonzélez

Manufacturing Site/lpovaBofcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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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®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OMES3 kancynbi KuweyHopactTBopumMble 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83331 Nara npoussoactea 05.2024  Topen no 04.2026

TEST / TECT REQUIREMENT / CNEUU®PUKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOONIMHHOCTb B3XX (DAD netekTop)

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 normnoLieHusi 0CHOBHOrO MuKa, Conform / CooTBeTCTBYET

CHATbIA NpU XpomaTorpadupoBaHuu
UCMbITYyeMOro pacTBopa, A0/MKeH

COOTBETCTBOBaThL Y®-creKkTpy NOrnoleHus

OCHOBHOFO NUKa, CHATOMY Mpu
XpomaTtorpagumpoBaHuu CTaHAapTHOroO
pacTBopa (pa3gen «KonuuectseHHoe
onpepneneHue»)

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMMYECTBEHHOE OMPEOENEHUE 95,0 - 105,0 % OT 3asiBNeHHOro copepxaHus 103,9 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule

KONMMYECTBEHHOE OMPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,8 mr/kan

MI/KAMCYIA

OMEPRAZOLE ASSAY MG/CAPSULE
KOJIMYECTBEHHOE OMNPEOENEHUE
MI/KAMCYINA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna po 21,0 mr/kancyna

Conform / CooTBeTcTBYET

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTtHas cranus)

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBrieHHOro coaepXxaHus 0%

C17H19N303S (omenpa3ona)
yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydcepHas ctanus)

not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
He meHee 80 % (Q) oT 3asiBreHHOro

99 %

cogepanus C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE MPUMECU

Conform / CooTBeTCTBYET

Approval date (dd.mm.yyyy)/nata opo6penus (aa.mm.rrrr): 30.06.2024
(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecnedeHnsikadecTsa:
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nata) Macarena Gonzélez

Manufacturing Site/MpoussoncTeeHHas nnowjaaka: Laboratorios Liconsa, S.A.
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,5\\) LABORATORIOS LICONSA, S.A.
(\\4 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®UKAT AHAINUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaoyKT OME3 kancynbi KuweyHopacTeopumble 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83331 Oata npoussonctea 05.2024 Fopex no 04.2026
TEST / TECT REQUIREMENT / CNEUUAPUKALIUA RESULT / PE3YNIbTAT
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
MNpumecb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6as eguHUYHan He 6onee 0,2 % <0,1 %
HenaeHTUULUPOBaHHas NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymMa npumeceit He G6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBetcTBUM ¢ HO. Conform / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temneparype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ono6perus (oa.mm.rrrr): 30.06.2024
(Signature & Date) Quality Assurance/(lMoanuce/aata) obecneveHuskadectea:
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez

Manufacturing Site/lpoussoacteeHHas nnolyaaka: Laboratorios Liconsa, S.A.
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(’;\\) LABORATORIOS LICONSA, S.A.
\) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoaoykt OMES kancynbl kuwe4yHopacTtBopuMbie 20 Mr

CODE
kon 231903

BATCH _ Manufacturing Date: Expire Date:
CEPUA LC83331 Nata npouseoactea 05.2024  Topen no 04.2026

TEST / TECT REQUIREMENT / CNELU®UKALINA 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 13 Conform / CooTBeTcTBYET
antoMuHUeBow onbru
Mo 2 vnu 20 6nucTtepoB no 5 Karncyn BMecTe
C MHCTPYKUUE No NPUMEHEHUIO B MayKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepoB no 6 kancyn BMecTe
C MHCTPYKUUEN Mo NPUMEHEHUIO B NayKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Karncyn BMecTe C UHCTPyKUUel no
NpPUMeHeHUI0 B NavKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-M3-NBAX/
AntoMUHUeBbIN GniucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepon no
10 Kancyn BMecTe C UHCTpYKLUel no
NPUMEHEHUIO B NaYKy KAPTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Karcyn BMecTe C UHCTPYKLUel no
NPUMEHEHUIO B NayKy KAPTOHHYHO.

Analysis performed according ND
IM-006953-180122

AHanu3a npoBegeH no HA:
1M-006953-180122

Approval date (dd.mm.yyyy)/aata ono6penus (aa.mm.rrrr). 30.06.2024

(Signature & Date) Quality Assurance/(Moanuce/aata) obecneveHusikadectsa: > L (/ /QDBYZ/\{
Release by/BeinyiieHo Deputy Qualified Person/: ) e

(Signature & Date)/(Moanuck/narta) Macarena Gonzalez o //)Z C)77 2 ’
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N LABORATORIOS LICONSA, S.A.
Q

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuwe4yHopacTtBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC83331 Oata nponssoacrea 05.2024 Fopen no 04.2026

TEST / TECT REQUIREMENT / CNEUW®UKALNA RESULT / PE3YIIbTAT

Notes / HabntopgeHuUs
**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 6rncrep U3 antoMUHUEBON (DONbIU.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKUUWeN Mo NpUMeHeHUIo B NayKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata opobpeHus (aa.mm.rrrr): 30.06.2024
(Signature & Date) Quality Assurance/([Moanuck/gaTa) obecrneveHusikavecrtsa: 02 : %/2 \f
Release by/BeinyweHo Deputy Qualified Person/: - 2

-/ ;
. 5 ,/ 2 R
(Signature & Dat.e)/(l'lo,unmcnal,ana) Macarena Gonzalez . . W/ (/Z - } 2 G
Manufacturing Site/lMpouasofcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. / Pagelctp. 5/5
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(’\\) LABORATORIOS LICONSA, S.A.
(K) 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

PaspelweHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NnPOAYKT : OMES3 kancyrnbi Kulie4yHopacTBoOpUMble 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1NM-006953
CEPU4A : LC83331 DNata npoussoactea : 05/2024
BATCH MANUFACTURING DATE

FogeH po : 04/2026 Pasmep cepuu : 349.056 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwum st noaTeepxaaro, 4To AaHHasa uHgopmauua sBNseTcs AOCTOBEPHON U TOYHOW. [laHHas napTus npoaykra
6bina npou3BefeHa, BKIOYasi yNakoBKYy/MapKUPOBKY U KOHTPOIb KauecTBa, Ha yKa3aHHOM HUXe yvacTke (yyacTkax)
B MOMTHOM COOTBETCTBUM ¢ TpeboBaHusamMu GMP MmecTHOro perynupytowiero opraHa, cneuudukaumsivmu B paspeLueHum
Ha MapKeTUHT CTpaHbI-MMNopTepa U TeXHUYECKUMU cornalieHUsIMU, KOTopble MOryT ObITh 3aK4YeHbl, UMK gainsiom
cneuudukauum . npoaykra ana Uccnegyembix nekapcTBEHHbIX CPEACTB.

3anucu no o6paboTke, ynaKoBKe U aHanu3y napTumn GLINU NpoBepeHb! U NMPU3HaHbl COOTBETCTBYHLWMMU TPeGOBaHUAM
GMP.

MapTua 6bina npousBeneHa B Jlaboparopuoc JllukoHca SA., a Tam, rae NPMMeHUMO MUKpoGUororuyeckoe
uccnegoBaHwe,
OHo npoBoautcs B JlabopaTtopuu JueBapHe 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.

2 CP .2

Moanuce u pata/ Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaumonHoe yaoctosepenue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



