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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 AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoavkKT OMES3 kancynbl kuweyHopacTBopumbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81597 Hata npouseoactea 02.2024 Fopen oo 01.2026
TEST / TECT REQUIREMENT / CNELLA®PUKALIUA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
ONMUCAHUE Teepable WenaTUHOBLIE Kancynbl paamepa N°4, Conforms / CooTBeTCTBYET

C KpbIlWe4YKoW CMHEero LBeTa U Kopnycom
6Genoro ueera, cofepxalue cepuyeckue
rpaHynel oT 6enoro Ao no4ry Genoro ¢
KernToBaThbIM OTTEHKOM LIBeTa,

UNIFORMITY OF DOSAGE UNITS (AV)

O[JHOPOJIHOCTh JO3UPOBAHUS (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, paccuuTtaHHoe ansa 10 kancyn, 58
AomkHo BbITb He Gonee 15,0 %.

3HaveHue AV, paccuuTaHHoe ans 30 kancyn,
AOMmKHO BbITk He Gonee 15,0 % u copgepxaHue
oMenpasona HY B OHOW Kancyne He JOMKHO
BbIX0AWUTL 3a npepensi 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

NOANUHHOCTDL (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).

Bpemsa yaepXuUBaHUS OCHOBHOIO Conforms / CooTBeTcTBYeET
nuKa Ha XpomaTorpaMmMe UCNbITYeMoro
pacTBOpa AOMKHO COOTBETCTBOBATh
BpeMeHW yAepXUBaHUA OCHOBHOIO NUKa

Ha XpomaTorpaMme cTaH4apTHOro pacTeopa
(pa3pen «KonuyecTBeHHOEe onpefeneHue).

Approval date (dd.mm.yyyy)/nata ogobpexus (oa.mm.rrrr): 27.03.2024 L

(Signature & Date) Quality Assurance/(lMognuce/gata) obecneveHusKavecTsa:
Release by/Beinyilero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/naTta) Macarena Gonzélez ﬁ
Manufacturing Site/lMpouasoacTeeHHas nnowanxa: Laboratorios Liconsa, S.A. 3
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CHEMO

LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OMES3 kancynbl KMwe4yHopacTBopuMbie 20 Mr

CODE

Koo 231903

BATCH Manufacturing Date: Expire Date:

CEPKUA LC81597 Dara npoussogctea 02.2024  ropen oo 01.2026

TEST /| TECT REQUIREMENT / CNELMA®UKALINA RESULT /| PE3YINIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTL B3XX (DAD feTekTop)

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 nornoieHUa OCHOBHOro Nnuka, Conforms / CooTBeTCcTBYET
CHATLIN Npu XpomarorpadupoBaHuu
UCMbITYEMOro pacTBopa, AoMmKeH
COOTBETCTBOBaTL Y®-CnekTpy nornoweHus
OCHOBHOTO NUKa, CHATOMY Npu
XpomaTtorpaupoBaHUn CTaHAAPTHOro
pacTeopa (pazaen «KonuyecTBeHHOe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 21 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE OMNPEOENEHUE

95,0 - 105,0 % OT 3aABNeHHOTO CoOAepPXaHusa 99,8 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMNPEOENEHUE
MI/KAMNCYIA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna o 21,0 mr/kancyna 20,0 mg/cap / MI/KANCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas cTaaus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBNeHHOro cofiepKaHus 0%
C17H19N303S (omenpasona)

yepe3s 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) or 3aaBneHHOro 92 %
copepxanua C17H19N303S (omenpazona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Omenpa3zona kapbokcunar

not more than 1.0 %
He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aata ogo6peHus (og.mm.rrrr): 27.03.2024 {
(Signature & Date) Quality Assurance/([Noanuck/nara) obecneyeHuakadecTaa
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Macarena Gonzalez C A
Manufacturing Site/MpouasogcTeeHHas nnowapxa: Laboratorios Liconsa, S.A. - | z] 03 L1 Pagelctp. 215
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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 kancynsl kMiwe4yHopacTBopumblie 20 Mmr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC81597 Oata npouzsoactea 02.2024  Topew no 01.2026
TEST / TECT REQUIREMENT / CMIELHIUM®UKALIUA RESULT / PE3YNILTAT
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 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INoban eanHUYHaA He 6onee 0,2 % <0,1 %
HeuaeHTUdUUUPOBaHHaA NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
He 6onee 2,0 % 0,1%

Cymma npumecei

LABELING According to ND

MAPKWUPOBKA B cootBeTcTBUM ¢ H[. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOKIrogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 27.03.2024
(Signature & Date) Quality Assurance/(lMoanuce/nara) obecneveHusKa4ecTsa:
Release by/BrinyweHo Deputy Qualified Persaon/:

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

Manufacturing Site/lpou3asoacTeeHHas nnowanka: Laboratorios Liconsa, S.A.
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/w LABORATORIOS LICONSA, S.A.
K/\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espaina/Spain

O_l_ m_ _ _O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OME3 kancynbl kuwie4yHopacTropumMbie 20 mMr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC81597 Oata npoussoactea 02.2024  Topen oo 01.2026

TEST / TECT REQUIREMENT / CMELUIN®UKALIUA

RESULT / PE3YJILTAT

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
anrMuHUeBoi donbru
Mo 2 unu 20 6nucTepor no 5 Kancyn BMecTe
C UHCTPYKLME No NpUMeHeHUH B Nayky
KapTOHHYH.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C MHCTPYKUUEN NO NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 1, 2,4,8 unu 14 6nucrtepoe no 7
Kancyn BMecTe c _.._In._._uf-.:._sm_.u._ no
npuMeHeHUMH B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AntoMuHUeBLIA BnucTep.
Mo 1, 2, 3,5, 6,9 unu 10 6nucrepor no
10 kancyn BMecTe ¢ MHCTPYKUUWEN No
NPUMEHEHUIO B Na4YKy KAPTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepoe no 14
Kancyn BMecTe C MHCTpYKLUUWei no
NPUMMEHEHUIO B Na4Ky KapTOHHYH.

Conforms / CooTBeTcTBYET**

Analysis performed according ND
Nnn-006953-180122

AHanua npoBegeH no HAO:
Nnn-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpeHus (og.mm.rrrr): 27.03.2024
(Signature & Date) Quality Assurance/(IMoanuce/nara) obecnedeHuskadecrsa:

Release by/BuinyuieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/parta) Macarena Gonzalez (
Manufacturing Site/Mpor3asoacTeerHas nnowanka: Laboratorios Liconsa, S.A. \ _/ :
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.‘N\Uﬂ& LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykKT OME3 kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kop, 231903

BATCH Manufacturing Date: Expire Date:

CEPMKA LC81597 Darta npouzeoncrea 02.2024  Topen no 01.2026

TEST /| TECT REQUIREMENT / CTIELUW®UKALIAA RESULT / PE3YIILTAT

Notes / HabngeHUA
**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 antoMUHUEBON (honbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLWe No NpUMeHeHUIo B NaYKy KapTOHHYH,

Approval date (dd.mm.yyyy)/nata ogobpexus (oo.mm.rrrr): 27.03.2024 = wuﬂ_ A N L

(Signature & Date) Quality Assurance/(loanuce/gaTa) obecneveHusKavecTsa: ! ) = LS 2™

Release by/BuinyweHo Deputy Qualified Person/: -

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez . f e

Manufacturing Site/MpouasogcTeentan nnowapxa: Laboratorios Liconsa, S.A. ,/_ﬁ _ 2l 03 2 rﬁ Page/ctp. 5/5



\\..u)w LABORATORIOS LICONSA, S.A.

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

_l_ m Phone: +34 949 34 97 00
A V — _ _A v Fax: +34 949 26 68 37

PaspeleHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuwe4yHopacTtBopumbie 20 mr

PRODUCT

Kopg: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC81597 DNata npouseoactea : 02/2024
BATCH MANUFACTURING DATE

lopeH oo : 01/2026 Paamep cepuu : 367.632 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiyum s noaTBepxAak, YTo AaHHasA WHopMaLlma ABNsAeTcs AOCTOBEPHON U TouHOW. [laHHaA napTua npoaykra
6bina npousBefeHa, BKNOYasn ynakoBKy/MapKUpOBKY U KOHTPONb KavyecTBa, Ha yKazaHHOM HUXe yvacTtke (y4yacTkax)
B NOMTHOM COOTBETCTBUM ¢ TpeboBaHuamu GMP mecTHoro perynupytollero opraHa, cneyudukayuammu B paspelueHum
Ha MapKeTUHTr CTPaHbI-MMMNopTepa U TEXHUYECKMMUY COrNalleHUsAMU, KOTOPkIe MOTYT BhLITh 3aKNKYeHbl, Unu gainom
crneuyucukauum npoaykra ana MccnegyeMeix nekapcTBeHHLIX CPeCcTR.

3anucu no o6paboTke, ynakoBKe U aHanu3y nNapTuu 66Ny NpoBepeHbl U NPU3HaHLI COOTBETCTBYHOLWMMU TpeBoBaHUAM
GMP.

MapTus Obina npouszBeneHa B Jlaboparopuoc IlukoHca SA., a Tam, rae NpUMMeHMMO MUKpobuonoruyeckoe
uccnenoBaHue,
oHo npoeoguTcs B JlabopaTopuu 3uyeBapHe 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.

— - e

.
k.’ , ]
Jr 3105 u.r_

Moanucek u gara / Signature&Date: Macarena Gonzalez
! Deputy Qualified Person

PeructpauuonHoe yooctoBepenue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number: ES/085HVI/19



