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

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

—_ LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OME3 kancyrnbl kuweYyHopacTBopuMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79709 Oara npouzeoactea 12.2023 Fopnen no 11.2025
TEST / TECT REQUIREMENT / CNELUM®UKALINA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TBepAable XenaTUHOBbIe Kancynbl pazmepa N°4, Conforms / CooTBeTCcTBYET
C KpbILEYKOW CUHETO LBETa U KOpMycom
Genoro uBeTa, cogepxalime chepuyeckue
rpaHynbl oT 6enoro Ao noutu 6enoro ¢
HenToBaTbIM OTTEHKOM L|BETa.
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.
OOHOPOOHOCTbL NO3UPOBAHMA (AV) 3nayeHue AV, paccuutaHHoe ans 10 kancyn, 7,3

AOMKHO 6bITh He 6onee 15,0 %.

3HaveHue AV, paccuuTtaHHoe ana 30 kancyn,

[onikHo 6biTb He Gonee 15,0 % u copgepxaHue

omMenpa3sona HY B OHOW Kancyrne He AOMKHO

BbIXOAWTE 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).
NOANUHHOCTDL (B3XKX) Bpems yaepXuBaHUs OCHOBHOTO Conforms / CooTBeTcTBYET
rnuKa Ha XpomMaTtorpamme ucnbiTyemoro
pacTBopa goMmKHO COOTBETCTBOBATb
BpemMeHU yaepxuBaHWUA OCHOBHOIMo nukKa
Ha XxpomMmaTtorpamMme cTtaHgapTHOro pacTteopa
(paznen «KonuuyecteeHHOe onpeaeneHuey).

Approval date (dd.mm.yyyy)/nata onobpeHus (Og.MM.ITTT): cm.o;.mom»ﬂ‘ﬂﬁ.f LI AN
(Signature & Date) Quality Assurance/(lMognucs/aata) obecneyeHusKayecTsa:
Release by/Beinyiero Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nara) Macarena Gonzaélez

Manufacturing Site/lMpouasoacTBeHHas nnotwaaka: 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 AHAIIUA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl KuieyHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC79709 Oata npouseopactea 12.2023  Topen no 11.2025

TEST / TECT REQUIREMENT / CNELUAD®UKALIUA RESULT / PE3VNIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTL 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 nornolyeHus OCHOBHOro NuKa, Conforms / CooTBeTcTBYET
CHATLIA NpU XpomaTtorpadupoBaHum
UCnbiTYyeMoro pacteopa, gonxeH
COOTBETCTBOBAaTL <e.n:m=.ﬂﬂ_e_ nornouweHus
OCHOBHOIO NUKa, CHATOMY npu
XpomaTtorpadMpoBaHuU CTaHOaAPTHOro
pacTeopa (pazgen «KonuyecTBeHHOe

onpeneneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,6 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMUYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asiBneHHOro copepXaHus 99,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOINWYECTBEHHOE OMPEAENEHUE
MI/KATCYIA

19.0 mg/capsule to 21.0 mg/capsule
OT1 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap | MT/KATCYINA

DISSOLUTION ACID STAGE

PACTBOPEHWE (KucnoTtHasa cTtagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro cogepmaHus 0%
C17H19N303S (omenpa3ona)

yepe3s 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHWUE (BytepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHoro 95 %
cogepxanuna C17H19N303S (omenpazona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE NPUMECHK

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kap6okcunar

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

o —

Approval date (dd.mm.yyyy)/nata ogobpeHus (o4.MM.ITTT): ow.o\_.mompm =3 = Mfﬁ
(Signature & Date) Quality Assurance/(lNognuce/gaTa) obecneyeHuskaqecTaa: - )

Release by/Buinyuieso Deputy Qualified Person/: Y.
(Signature & Date)/(Moanuck/aara) Macarena Gonzélez \ /
Manufacturing Site/Mpou3soacTeexHas nnowaaka: Laboratorios Liconsa, S.A.
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19200 Azugqueca de Henares (Guadalajara), Espanal/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
nPoaoyKT OME3 kancynbl kMwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC79709 Dara npoussogctea 12.2023  Topen oo 11.2025
TEST /| TECT REQUIREMENT / CMIELW®UKALIUA 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
Mo6an eguHUYHaRA He 6onee 0,2 % <0,1 %
HenAeHTU(PULMPOBaHHas NPUMECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceii He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUM ¢ HL. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE MNMpu Temnepatype He Bbllwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2ropa.

bmSEES S o )
Approval date (dd.mm.yyyy)/aata onobperus (aa.mm.rrrr): 03.01.2024 A)f .t
(Signature & Date) Quality Assurance/(loanuck/naTa) obecneyeHusKavecTsa: S (
Release by/BrinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez
Manufacturing Site/Mpou3asoacTeeHHas nnowanka: Laboratorios Liconsa, S.A.
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_\\\Jﬂv LABORATORIOS LICONSA, S.A.
N 2 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espana/Spain

O _I_ mgo 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 KMwe4HopacTBopumbie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC79709 DNata npoussoactea 12.2023 Fopen no 11.2025

TEST /| TECT REQUIREMENT / CIMTELIM®UKALINA RESULT / PE3YNILTAT

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.

YIMAKOBKA Mo 5, 6 unu 7 Kancyn B 6rnucTtep U3 Conforms / CooTBeTcTBYET**
anvMuHueBon donkru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecre
C UHCTPYKUUEl No NpUMeHEeHUKo B Nnayky
KapTOHHYH.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C MHCTPYKUMeil NO NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo1,2,4,8 unu 14 6nucrtepor. no 7
Kancyn BMecTe C UHCTPYKUUel no
NPUMEHEHUKO B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-NM3-NBOX/
AnoMUHUEBLIA BnucTep.
Mo1,2, 3,5,6,9 unu 10 6nucTtepoB no
10 kancyn BMecTe ¢ UHCTPYKUUWEN no
NpPUMEHEHUI0 B Na4YKy KapTOHHY!IO.
Mo1,2, 3,4 unu 7 6nucrepoe no 14
Kancyn BMecTe C UHCTPYKUUelr no
NpUMEHEHUI0 B Na4ky KapTOHHY!O.

Analysis performed according ND
nn-006953-180122

Ananu3a npoBegeH no HO:
In-006953-180122

Approval date (dd.mm.yyyy)/nata onobpeHus (oa.mm.rrrr): 03.01.2024
(Signature & Date) Quality Assurance/(Moanuck/aata) obecneveHusakavecTsa
Release by/Brinywerno Deputy Qualified Person/: ]
(Signature & Date)/(Moanucs/nata) Macarena Gonzélez Ve u.\\\ \._n. & of LY

Manufacturing Site/MpoussoacTeeHHanA nnolaaka: Laboratorios Liconsa, S.A. = Pagelctp. 4 /5
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\ﬂ)w LABORATORIOS LICONSA, S.A.
A K Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espaiial/Spain

O_I_ mBO 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 KMwe4yHopacTeopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79709 Data npouseoactea 12.2023 FopeHn no 11.2025

TEST / TECT REQUIREMENT / CNIELIM®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnogeHun
**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 anOMUHUEBOW honbru.
Mo 5 6nvcTepoB no 6 Kancyn BMecTe ¢ UHCTPYKLUWEW No NpUMeHEHUIO B NavKy KapTOHHYH.

Approval date (dd.mm.yyyy)/gata ogo6penus (aa.mm.rrrr): 03.01.2024 N.W\} s
e e B e ]

(Signature & Date) Quality Assurance/(lMoanuck/aarta) obecneyeHuskauyecTsa:
Release by/BuinyweHo Deputy Qualified Person/:
(Signature & Date)/(Mognuck/gata) Macarena Gonzalez

Manufacturing Site/lMpou3ssoacTeenHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 5/5




\n.)w LABORATORIOS LICONSA, S.A.
N//tl\‘ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
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PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynsbl kuwe4yHopacTteopumMele 20 mr

PRODUCT

Kopq : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUSA : LC79709 Hara npouseoacrtea: 12/2023

BATCH MANUFACTURING DATE

lopen po : 11/2025 Pazmep cepuu : 352.512 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswMm st NoATBEPXAal, YTO AaHHasA UHgopMaLma SBNAETCA 4OCTOBEPHON U ToOYHOW. [laHHas napTva npoaykTa
6bina nponsBefeHa, BKMOYas yNakoBKY/MapKUPOBKY U KOHTPONb KayecTBa, Ha yKa3aHHOM HUkKe y4vacTke (y4acTkax)
B NOMIHOM COOTRETCTBUM c TpeGoBaHuaMuU GMP MecTHOro perynupytoliero oprada, cneuupukauuamMm B paspelleHum
Ha MapKeTUHI CTPaHLI-UMMOPTEPA U TEXHUYECKUMU COrnalleHUsAMU, KOTOpbIe MOTYT ObITk 3aKNOYeHkl, UNU annom
cneyudumkauum npoaykTa ansa Mccnegyembix nekapcTBeHHLIX CPeACTB.

3anucu no o6paboTke, yNaKoBKe W aHanu3y napTuu 6bINuM NpoBepeHbl U NPU3HaHbI COOTBETCTBYHLWWMU TPeBoBaHUAM
GMP.

MapTus 6bina npou3asegeHa B flabopatopuoc INukoHca SA., a Tam, rge NpMMeHUMO MUKpobuonoruyeckoe
uccrnenoBaHue,
oHo npoeoguTcA B lla6opatopuu 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 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.

\\&..\.\.\N\N\\, o 29

Moanuck u aata/ Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucrpauuorHoe yooctoseperue / Manufacturing Authorization: 3414E
Homep INMukoHca GMP / LICONSA GMP Number: ES/085HVII19



