) LABORATORIOS LICONSA, S.A.
(&4

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafal/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
nPoayKT OMES3 kancynbl kuwe4yHopacteopumblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83762 Oata npouseoactea 05.2024 Nopen no 04.2026
TEST/ TECT REQUIREMENT / CNELUM®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 TBepable XenaTuHoBble Kancynel pasmepa N°4, Conforms / CooTBeTcTBYET
C KpbILWEYKOoW CUHero LBeTa U KOprnycom
6Genoro uBeTa, cogepxaliue cdepuieckue
rpaHynsi oT 6enoro Ao no4Ty Genoro ¢
KeNnToBaTbIM 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.
OOHOPOOHOCTL AO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe gns 10 kancyn, 10,7

[OMmKHO BbITh He Gonee 15,0 %.

3HaveHue AV, paccuntaHHoe ans 30 kancyn,

[omKHo BuITh He Bonee 15,0 % u copepxaHue

oMenpa3sona HU B OAHOW Kancyne He OOMKHO

BbIXOAUTL 3a npenenst 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).
NoANnMHHOCTL (B3XKX) Bpemsa yaepXUBaHUA OCHOBHOTO Conforms / CooTBeTcTRYET
NuKa Ha XxpomarorpaMmme UcrnbiTyeMoro
pacTBOpa [OMKHO COOTBETCTBOBATh
BpeMeHU yAepXUBaHUA OCHOBHOrO NuKa
Ha XpomaTorpamme cTaHAapTHOro pacTBopa
(paspen «KonuyecTBeHHOE onpefenexHue»).

Approval date (dd.mm.yyyy)/aata opoBpeHus (an.mm.rrrr): 27.06.2024 “——7 8=
(Signature & Date) Quality Assurance/(Moanuck/aara) obecnedeHuakayecTea: |

Release by/BrinyweHo Deputy Qualified Person/: npn Y 1 A 91 A6 74

(Signature & Date)/(Moanuce/naTa) Macarena Gonzélez Clg f}ﬂ)‘ A &

Manufacturing Site/Mpou3sogcTeerHas nnolagka: Laboratorios Liconsa, S.A. Page/ctp. 1/5
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CHEMO

LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83762 Nata npouseoactea 05.2024  Topex no 04.2026

TEST/TECT REQUIREMENT / CNELUW®UKALIUAA RESULT / PE3YNBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMoanMHHOCTL B3XX (DAD getekTtop)

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 nornoweHns 0CHOBHOTO MUKa,
CHATbLIA NpU XpoMaTtorpaduposaHum
UCMLITYEMOro pacTBopa, AOMKeH
cooTBeTCTBOBaTL Y®P-criekTpy nornoweHus
OCHOBHOTFO MUK, CHATOMY Npu
XxpomaTorpadpupoBaHun CTaHAapPTHOrO
pacTBopa (pazgen «KonuvyecTBeHHoe

Conforms / CooTBeTCTBYeET

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOINMUYECTBEHHOE OMPEOENEHUE 95,0 - 105,0 % oT 3asBNEHHOr0 COOEPKaHMA 97,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUYECTBEHHOE ONPEQENEHUE
MI/KAMCYIA

19.0 mg/capsule to 21.0 mg/capsule

Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,6 mgl/cap / MI/KAMNCYNA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas cTtagun)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3asBrneHHOro cofepxaHus 4%
C17H19N303S (omenpa3sona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.

PACTBOPEHUE (BydepHas cTtagus) He meHee 80 % (Q) oT 3asiBneHHoro 94 %
cogepxanua C17H19N303S (omenpazona)
yepes 30 MuH.

RELATED SUBSTANCES

POOCTBEHHLIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpa3sona kapbokcunart He 6onee 1,0 % <0,1%

(Signature & Date) Quality Assurance/(Moanuce/nara) oﬁecnequMﬂKaqecTE;(

Approval date (dd.mm.yyyy)/nata onobpeHus (04.MM.ITrr): 27.06.202{ Z}r(..(: T
-
# ' [ 1\

Release by/Beinywero Deputy Qualified Person/: . A1abde 514 @ ¢
(Signature & Date)/(Moanucs/aata) Macarena Gonzélez Vo ”.’_“/‘l‘ R s
Manufacturing Site/lpouaeoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. '
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/':"“) LABORATORIOS LICONSA, S.A.
(.2 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
"~ 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®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl KMwe4yHopacTeopumMeie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83762 Oata npouszeoagctea 05.2024 Topen no 04.2026
TEST / TECT REQUIREMENT / CMELUN®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
Nwbas eguHu4Han He 6onee 0,2 % <0,1 %

Heiﬂ,ﬂeHTMd)MU,HpOBEHHaFI npumMechb

TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKWUPOBKA B cooTtBetcTBuu ¢ H. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUWE Mpu TemnepaTtype He Bhile 25 °C.
SHELF-LIFE 2 years
CPOKrogHOCTU 2 ropa.
Approval date (dd.mm.yyyy)/aata ogobperus (ag.mm.rr); 27.06.2024 . 2%:@ Zq\
1

(Signature & Date) Quality Assurance/(Moanuck/paTa) obecneyeHuskadecrea:
Release by/Brinywero Deputy Qualified Person/:

(Signature & Date)/(Mognuce/gata) Macarena Gonzéalez \
Manufacturing Site/lpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 3/56
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(f"“\) LABORATORIOS LICONSA, S.A.
( & Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
"~ 19200 Azuqueca de Henares (Guadalajara), Espaina/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyYKT OME3 kancynbl KMwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC83762 Oata npouzsopctea 05.2024 ropen no 04.2026

TEST/ TECT REQUIREMENT / CNEUN®PUKALINA 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-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 6nucrep 13 Conforms / CooTetcTBYET**
anioMuHUeBoW ponbru
Mo 2 unu 20 6nuctepoe. no 5 kancyn BmecTe
C UHCTPYKUUWEN MO NPUMEHEHUIO B NavKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepor no 6 kancyn BmecTe
C UHCTPYKUUEW NO NPUMEHEHUIO B NaYKy
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Karncyn BMecTe C UHCTPYKUUEN no
NPUMeHEHUIO B NavKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AnoMUHUeBbIA 6nucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepor no
10 kancyn BMecTe ¢ MHCTPYKUUel no
NPUMEHEHUIO B NAYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe C MHCTPYKLUUWel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND
nn-006953-180122

Ananus npoeeaeH no HA:
Nnn-006953-180122

Approval date (dd.mm.yyyy)/nata opobpenus (an.mMm.rrrr): 27.06.2024 —ZDICQSE-»'
(Signature & Date) Quality Assurance/(lNoanuck/aata) obecneveHuakavecTsa: A iz

Release by/Buinywiero Deputy Qualified Person/: o L A i ,
(Signature & Date)/(Mopnuck/naTta) Macarena Gonzalez T W ?*J(' :
Manufacturing Site/lpovasoacTeenHasn nnowaaka: Laboratorios Liconsa, S.A. s Pagelctp. 4/5



CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espana/Spain
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 OME3 kancynsbl kuwe4yHopacTBopumMblie 20 Mr

CODE

Kog 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83762 Data npouseoactea 05.2024  ropen go 04.2026

TEST/TECT REQUIREMENT / CNELIM®UKALINA RESULT / PE3YINLTAT

Notes /| HabnraeHus
**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 GnucTep U3 anloMUHUEBON honbru.,
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKUMWEN MO NPUMEHEHUIO B MaYvKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata onobpenus (An.MM.rrrr): 27.06.20@7}_-\
(Signature & Date) Quality Assurance/(lMognuck/aarta) obecnevyeHusaxkadyecTsa: A
Release by/Buinywero Deputy Qualified Person/: - ! x}i e
(Signature & Date)/(Moanucs/garta) Macarena Gonzélez ?ﬂ % \1,“ $ R TN
Manufacturing Site/MpoussogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. '
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r’ﬂ) LABORATORIOS LICONSA, S.A.
(\._) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
ot 19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

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

PaspelieHue Ha BbinyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl kuwe4yHopacTBopumMbie 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J111-006953
CEPUA : LC83762 Data npoussoactea : 05/2024
BATCH MANUFACTURING DATE

FopeH no : 04/2026 Paamep cepum : 59.760 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToslWwuMm s NnoATRepXAake, YTo faHHas uHdopMaLlvs ABNAETCA AOCTOBEpPHOW U TOYHOW. [laHHasA napTus npogykra
6bina npoussefeHa, BKNioYasa yNakoBKY/MapKMpOBKY M KOHTPONb Ka4ecTBa, Ha yKa3aHHOM HIke yuacTke (y4yacTkax)
B MOMTHOM COOTBETCTBUM € TpebosaHuaMU GMP mMecTHOro perynupyolero oprasa, cneyuduKauusMi B paspeLueHmm
Ha MapKeTUHI CTpaHbl-MMNopTepa U TeXHUYECKUMM COrNalleHUAMU, KOTopkie MOTyT BkITk 3aknoYeHkl, Unu gainnom
cneundpmukauum npoaykTa Ansa MccnefyeMbiX NeKkapcTBeHHLIX CpeacTR.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTuu 6binu npoBepeHb! U NPU3HaHbl COOTBETCTBYIOLIMMMU TpeboBaHUAM
GMP.

MapTusa 6bina npouaBeneHa B NabopaTtopuoc JllukoHca SA., a Tam, rge npMMeHMMO MUKpobBuoiormyeckoe
vccnefoBaHue,
OHO npoBoaUTcA B INTaBopaTopun JyeBapHe SA.

| hereby certify that the given information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling @nd 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.

/K |
"‘7‘} |

| A} | /
Mopnuck u gara / Signature&Date: Macarena Gonzalez

I Deputy Qualified Person

73 (-‘{; /“\

PervcTpauvoHHoe yoocTtoBepenne / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



