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

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

] LABORATORIOS LICONSA, S.A.
2

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykKT OME3 kancynbl kuwe4yHopacTtBopumMble 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80343 Oara npouseonctea 01.2024 Fopen no 12.2025
TEST / TECT REQUIREMENT / CNELUU®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 XenaTUHOBLIE Karncynbl pasMepa N°4, Conforms / CooTBeTCcTBYET
€ KpbILEYKOW CMHEro LBeTa U Kopnycom
6enoro useTa, cofepxalyue cepulieckue
rpaHynbl oT 6enoro Ao no4ytu 6enoro ¢
WenToBaTbIM OTTEHKOM LBeTa.
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.
OHOPOOHOCTL [O3UPOBAHUSA (AV) 3HaveHue AV, paccuuTaHHoe ans 10 kancyn, 6,8

AoMmKHo BbITk He Gonee 15,0 %.

3HaveHue AV, paccuuTtaHHoe ansa 30 kancyn,

nomkHo BuITh He Gonee 15,0 % u cogepianue

oMenpa3ona HM B OfHOIA Kancyne He JOMKHO

BbIX0AUTL 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).
NMOANMUHHOCTL (B3XX) Bpems yaepXuBaHua OCHOBHOro Conforms / CooTBeTcTBYET
nuKa Ha XxpomaTorpamme UcnbITYyeMOoro
pacTeopa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepXUBaHWA OCHOBHOTO NUKa
Ha XpomaTorpamme cTaHAapTHOro pacTeopa
(pazpen «KonuyecTBeHHOE onpeaeneHues).

Approval date (dd.mm.yyyy)/nata ogopenus (aa.mm.rrrr). 02.02.2024
(Signature & Date) Quality Assurance/(Moanucb/aarta) obecneyeHusikaqecTea:
Release by/Beinywerno Deputy Qualified Person/:

(Signature & Date)/(Moonuce/gata) Macarena Gonzalez

Manufacturing Site/MpouasogcTeeHHan nnolyaaka: Laboratorios Liconsa, S.A. Pagelctp. 1/5
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(&

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OMES3 kancynbi kuwe4yHopacteBopuMbie 20 Mr

CODE

Kono 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80343 Data npoussoactea 01.2024  Togen go 12.2025

TEST / TECT REQUIREMENT / CMIEIUPUKALIANA RESULT / PE3YINIbTAT
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).
NOANUHHOCTL B3XX (DAD getekTop) Y®-cneKkTp nornolyeHUs oCHOBHOTO MUKa, Conforms / CooTBeTCTBYET
CHATbLIA NPW XpomarorpacupoBaHumn
WUCMbITYEMOro pacTeopa, AoMmKeH
COOTBETCTBOBaThL Yd-cnekTpy nornoweHus
OCHOBHOroO nNuKa, CHATOMY npu
XpomaTtorpadrpoBaHum cTaHOapTHOro
pacteopa (pa3gen «KonuyecTBeHHOe

onpegerneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUWYECTBEHHOE ONPEQENEHUE 95,0 - 105,0 % oT 3aABNEeHHOro copepxaHun 100,7 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONUWYECTBEHHOE OMPEOENEHUE OT 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / M[TKATMCYNA
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas cragus) He 6onee 10 % oT 3asBneHHOro cogepxaHua 0%
C17H19N303S (omenpasona)
yepez 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHasa cTtanua) He menee 80 % (Q) or 3aaBneHHoOro 98 %

cogepxanusa C17H19N303S (omenpasona)
yepe3 30 MuH.

RELATED SUBSTANCES
POOCTBEHHbLIE NPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3sona kapbokcunart He Gonee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aata ogobpenus (aa.mm.rrrr). 02.02.2024
(Signature & Date) Quality Assurance/(lMoanucb/aarta) obecnedeHusikadecTsa:
Release by/Beinywero Deputy Qualified Person/:

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

Manufacturing Site/lMpouasoacteeHHas nnowaaka: Laboratorios Liconsa, S.A.
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@ LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80343 Oara npouseopctea 01.2024  Topen pno 12.2025
TEST/ TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIIbLTAT
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
INwban eguHUYHan He 6onee 0,2 % <0,1%

HeugeHTUdULUPOBaHHAA NPUMECH

TOTAL IMPURITIES not more than 2.0 %

Cymma npumecei He bonee 2,0 % 0,1 %

LABELING According to ND

MAPKWUPOBKA B cooTBeTcTBUM ¢ HI. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUWE Mpu Temnepatype He Boilwe 25 °C.

SHELF-LIFE 2 years

CPOK rOgHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpeHua (aa.mm.rrrr): 02.02.2024
(Signature & Date) Quality Assurance/(lMognuce/aarta) obecneveHusakavecTsa:
Release by/BrinyuieHo Deputy Qualified Person/: f A
(Signature & Date)/(Mognuck/nata) Macarena Gonzélez m _: ,\\..f_ e ()0
Manufacturing Site/Mpon3soacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. = e

Pagelctp. 3/5



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

O I m 30 Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

7)) LABORATORIOS LICONSA, S.A.
(&4

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl kuwe4yHopacTeopumMbie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80343 DNara npouzsoactea 01.2024  Tlopen no 12.2025

TEST /| TECT REQUIREMENT / CNIELIU®UKALIUA RESULT / PE3YINLTAT

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 6nucTtep U3 Conforms / CooTBeTCTBYET**
anioMUHUEBOI ronbru
Mo 2 unu 20 6nucTtepoB No 5 kKancyn BMecTe
C UHCTPYKUMENH No NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 5 unu 10 6nucTtepos no 6 kancyn BMecTe
C UHCTPYKUMEA No NPUMEHEHUIO B NaYKy
KapTOHHYH0.
Mo 1, 2, 4, 8 unu 14 6nucrepoB no 7
Kancyn BMecTe ¢ UHCTPYKUUeil no
npuMeHeHUWH B Na4vKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnwMUHUEBBIA BnucTep.
Mo1, 2, 3,5, 6,9 unu 10 6nucrepos no
10 xancyn BMecTe ¢ UHCTPYKLUUeil no
NpUMeHEeHUI0 B NaJKy KapTOHHYH.
Mo 1, 2, 3,4 unu 7 6nuctepoe no 14
Karncyn BMecTe C UHCTPYKUWein no
NPUMEHEHUIO B NaYKy KapTOHHYO.

Analysis performed according ND

In-006953-180122

AnHanu3s npoeegeH no HAO: .
1n-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpenus (aa.mm.rrrr): 02.02.2024
(Signature & Date) Quality Assurance/(Moanuck/aarta) obecneveHuskadecTsa:
Release by/Beinywero Deputy Qualified Person/:

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

Manufacturing Site/MponssogcTeeqHas nnowjaaxa: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OMES3 kancynbl Kuwe4yHopacTBopumMbie 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80343 Darta npoussogctea 01.2024  Topen go 12.2025

TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YINILTAT

Notes / HabnrogeHus
**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 ¢ MHCTPYKLMENA MO NPUMEHEHUIO B MaY4Ky KAPTOHHYIO.

>uu3<m_amﬁﬁa.BSkEEﬁmqmotomum_._smAhm.zz.:._._.wom.om.moma ﬁ. mer\.l. ‘hmﬁh w r_
(Signature & Date) Quality Assurance/(lMoanuck/aaTa) obecneyeHunkayecTsa: Tty

Release by/BuinyueHo Deputy Qualified Person/: N ..\\\ _,a,

(Signature & Date)/(Mognuck/pata) Macarena Gonzalez m \..w (ﬁ, u k &_*,, at al ™M
Manufacturing Site/lNpou3ssogcTeeHHas nnowanka: Laboratorios Liconsa, S.A. V > i
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Pa3pelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OME3 kancynbl Kuwe4yHopacTBopuMbie 20 mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUSA : LC80343 DNata npoussoactea : 01/2024
BATCH MANUFACTURING DATE

FopeH go : 12/2025 Pazmep cepuu : 121.536 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacroswwum s noarBepxaa, 4To gaHHas uHhopmaumvsa senseTcs HOCTOBEpPHOM U TOYHON. [laHHasA napTua npoAykTa
obina npouniBegeHa, BKno4as <=mxowx<ﬁgm—u_ﬁ$—90w=< U KOHTPOIb Ka4YecTBa, Ha YyKasaHHOM HUWXe y4YacTKe A<-.—mn4xmu&
B NOMTHOM COOTBETCTEBUU C ._.-ummowm:sm?_s GMP mecTHOro perynupyroLlero opraHa, n:m:s%s:m:sm:s B paspelueHUUn
Ha MapKeTUHr CTpaHbI-UMMNopTepa U TeXHUW4eCKUMUKU cornalleHUAMU, KOTopbie MOryT BbIThk 3aKNK4eHbl, UNKU &N_MH_OZ
cneyucpmkaumm npoaykra ansa Mccnegyembix nekapcTBeHHLIX CPeacTs.

3anucu no Om—ummo._._am. ynakoBKe U aHanuay napTuu OLInu npoBepeHbl U NPU3HaHblI COOTBETCTBYHLLMMHK ._.ﬂmmomm_.:\__m:s
GMP.

MapTua 6sina npouseegeHa B Nabopatopuoc INukoHca SA., a Tam, rae NpUMeHUMO MUKpobuonoruyeckoe
uccnefoBaHue,
OHO npoBoauTcs B JlabopaTtopuu 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 Authority, with the specifications in the Marketing Authorization of the impaorting 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 u pata / Signature&Date: Macarena Gonzalez
/ Deputy Qualified Person

PeructpauunoHHoe ynoctoBepeHue / Manufacturing Authorization: 3414E
Homep IMukoHca GMP / LICONSA GMP Number: ES/085HVI/19



