LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
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
nPoaykKT OMES3 kancynbl kuwevyHopacTsopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86644 Oara npoussoactea 09.2024  Topex no 08.2026
TEST / TECT REQUIREMENT / CMELUA®PUKALIAA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TBepAble XenaTMHoOBbIe Kancyrnbl pa3mepa N°4, Conform / CooTBeTCcTBYET
C KpbILLeYyKoil CUHero LBeTa U KOprnycom
6ernoro LBeTa, coaepxallyue chepuyeckue
rpaHyrnbl oT 6enoro 4o no4Tu 6enoro ¢
XenToBaTbIM 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.
OJHOPOOHOCTb OO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe gns 10 kancyn, 8,2

[OJKHO 6bITb He Gonee 15,0 %.

3Ha4eHue AV, paccuuTtaHHoe ansa 30 kancyn,

OOMKHO 6bITh He Gornee 15,0 % u cogepxaHue

oMenpa3sona HY B OAHO Kancyre He [OMmKHO

BbIXoAguTb 3a npegensi 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).
NOANMUHHOCTDL (B3XKX) Bpems yaepXuBaHUsi OCHOBHOro Conform / CooTBeTCTBYET
nuKa Ha XpomaTtorpamme UcCnbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepXuUBaHUs OCHOBHOrO Nuka
Ha XpomaTorpaMmMe CTaHAapTHOro pacTeopa
(paspen «KonuyecTBeHHOE onpepaeneHue»).

Approval date (dd.mm.yyyy)/aata ogobpeHus (A4.MM.ITTT): ! 612 Z"/
(Signature & Date) Quality Assurance/(lMoanuck/aata) obecneyeHnskadecTsa:
Release by/Buinyiero Deputy Qualified Person/:

(Signature & Date)/(Monnuck/gata) Macarena Gonzélez

Manufacturing Site/[MpoussogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. /
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOoOYKT OMES kancynbl kuwe4yHopacTBOpUMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC86644 Data npoussoactea 09.2024  ronen no 08.2026

TEST / TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTbL 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®-cnekTp nornoLeHusi OCHOBHOro Nnuka, Conform / CooTBeTCcTBYET
CHATbIN Npu XpomMaTtorpadupoBaHuu
MCMbITYEMOro pacTBopa, AOMKeH
COOTBETCTBOBaThL Y®-crneKTpy nornoLeHus
OCHOBHOFO NMUKa, CHATOMY Npu
XpomaTtorpacmpoBaHum CTaHAAPTHOTO
pacTtBopa (pa3pen «KonuyecTtBeHHOe

onpepeneHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONUWYECTBEHHOE OMNPEOENEHUE

95,0 - 105,0 % oT 3asBNeHHOro copepxaHus 99,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMNMPEOENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctanus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNEHHOro cofepxaHus 2%
C17H19N303S (omenpa3sona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas ctanus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asaBneHHOro 98 %
copepxanust C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kapb6okcunar

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

Approval date (dd.mm.yyyy)/aata onobpeHus (A4.MM.Irrr): Q;)/O[:/Z(/
(Signature & Date) Quality Assurance/(lMoanuce/garta) obecneyeHuskadyecTsa:

Release by/BbinywieHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/aata) Macarena Gonzalez
Manufacturing Site/llpousBoncTeeHHas nnowazgka: Laboratorios Liconsa, S.A
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; \) LABORATORIOS LICONSA, S.A.

/) Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia

v Hh (} Phone: +34 949 34 97 00
e § 0 U Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl kuwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86644 Dara npouseogctea 09.2024 Fopen oo 08.2026
TEST / TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YINbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecsb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mo6an eguHUYHaA He 6onee 0,2 % <0,1 %
HeupeHTUULUpOBaHHas NPpUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymMa npumeceit He 6onee 2,0 % <0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBetcTBUU € HA. Conform / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpeHus (oA.MM.ITIT): %S?O 122 4

(Signature & Date) Quality Assurance/(Moanucb/aaTa) obecneyeHusikadectsa:

Release by/BbinyweHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/aata) Macarena Gonzélez
Manufacturing Site/lpovaBofcTBeHHas nnowagka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancyrnbi Kulie4yHopacTBopuMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86644 Oara npoussoactea 09.2024 Nopen no 08.2026

TEST / TECT REQUIREMENT / CNELUA®UKALUA RESULT / PE3YINbTAT
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 with the control of the first

opening (perforation).

5 or 10 blisters of 6 capsules each and

patient information leaflet in a carton

with the control of the first opening

(perforation).

1, 2, 4, 8 or 14 blisters of 7 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

10, 14 or 15 capsules in PVC-PE-PVDC/AI

1,2, 3,5, 6,9 or 10 blisters of 10

capsules each and a patient information

leaflet in a carton with the control of

the first opening (perforation).

1, 2, 3, 4 or 7 blisters of 14 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

2 blisters of 15 capsules each and a

patient information leaflet in a carton.
YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep us Conform / CooTBeTcTBYET

anrMUHUEBON honbru.

Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe

C UHCTpPYKUUel No MeAULIMHCKOMY NMPUMEHEHUIO

B MayvKy KapPTOHHYIO C KOHTpOIeM NepBoro

BCKpbITUA (Nepdopauus).

Mo 5 unu 10 6nucTtepoB no 6 kancyn BMecTe

C VHCTPYKLUEe No MeAULIMHCKOMY NPUMEHEHUIO

B NayKy KAPTOHHYIO C KOHTPOIEeM NepBoro

BCKpbITUA (Nepdopauus).

Mo 1, 2,4, 8 unu 14 6nucrepoB no 7

Karcyn BMecTe C UHCTPYKUueli no

MeAULIMHCKOMY NMPUMEHeHUIo B Mayky

KapTOHHYIO C KOHTPONEeM MepBOro BCKPbLITUSA

(nepdopauus).

Mo 10, 14 unu 15 kancyn B NBX-N3-NBAX/

AnoMUHUEBLIN 6nucTep.

Mo1,2,3,5,6,9 unu 10 6nucrepoB no

10 kancyn RMecTe ¢ UHCTPYKIYENR N0

Approval date (dd.mm.yyyy)/nata ogobpeHus (44.MM.ITTT): ; i 0122 (/
(Signature & Date) Quality Assurance/(INognuce/gara) oﬁecnequMﬂKaquTBé:

Release by/Brinywero Deputy Qualified Person/: 2
(Signature & Date)/(Mognuce/pata) Macarena Gonzalez (0.01.1Y
Manufacturing Site/MpouaBoncTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5



LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl KuwieyHopacTeopuMblie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86644 Oata npoussoactea 09.2024  Topex no 08.2026

TEST / TECT REQUIREMENT / CNEUU®UKALUA RESULT / PE3YINIbTAT

MeAULIMHCKOMY NMPUMEHEHUIO B NauKy
KapPTOHHYIO C KOHTPOIeM NepBoro BCKPLITUSA
(nepdopauus).

Mo 1, 2, 3, 4 unu 7 6nucrepor no 14

Karcyn BMecTe ¢ MHCTPYKLUUel no
MeAULIMHCKOMY NPUMEHEHUI0 B NayKy
KapTOHHYO C KOHTpONeM NepBoro BCKPbITUS
(nepdopauus).

Mo 2 6nucrepa no 15 kancyn BMecTe ¢
MHCTpPYKUUel No MegULMHCKOMY NPUMEHEHUIO B
nayvyky KapTOHHYHO.

Analysis performed according ND Ne:
I1M-Ne(005063)-(Pr-RU)-020424
Ananus nposegeH no HA Ne:
J1M-Ng(005063)-(PIr-RU)-020424

Notes / HabntogeHus
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 ONbIU.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUEN MO NPUMEHEHUIO B NavKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/aata ono6peHus (aa.MM.ITT): ;012 > ‘/
(Signature & Date) Quality Assurance/(Mognucs/aata) obecneyeHuskavecTsa:
Release by/Bbinywero Deputy Qualified Person/:

(Signature & Date)/(lMopnuck/aata) Macarena Gonzalez /2/%
; [0.i71y

Manufacturing Site/lMpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Page/ctp. 5/5



(’2\\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia

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

Pa3pelueHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OMES3 kancynbl KMwe4yHopacTBopuMblie 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JII-NO(005063)-(PI'-RU)
CEPUA : LC86644 DNata npoussoactea : 09/2024

BATCH MANUFACTURING DATE

Fonen oo : 08/2026 Pasmep cepum : 361.008 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiumm s nogTBepxAato, YTo AaHHas MHCbOpMaLWIﬂ sABnseTcs AOCTOBepHOﬁ 1 ToYHOW. [laHHas napTusa npoaykra
Obina npouiBeneHa, BKn4vas yﬂaKOBKylmapKMpOBKy U KOHTPOIb Ka4yecTBa, Ha YKazaHHOM HUXe y4acTKe (yqacTKax)
B MNONMTHOM COOTBETCTBUU C TpeGOBaHMﬂMM GMP mecTHOro perynupyrowiero opraHa, cneumbm(aummu B paspelueHuun
Ha MapKeTUHI CTPpaHbl-UMNnopTepa U TeXHU4eCKUMU cornatleHnssMu, Kotopble MoryT ObITb 3aKnK4eHbl, Unu CbaﬁnOM
cneuudmxauuu npoaykra ans MCCHEAyeMbIX JNleKapCTBEeHHbIX CpencTB.

3anucu no o6paboTKe, yrnakoBKe 1 aHaNU3y NapTum 6LINU NPOBEPEHLI U MPU3HaHbI COOTBETCTRYHOLUMU TPeGOBaHUAM
GMP.

MapTus 6bina npoussegeHa B Jlaboparopuoc fNukoHca SA., a TaMm, rae NPYMeHUMO MUKPOGUonoruyeckoe
uccnenoBaHue,
oHo npoBoauTcs B llaopaTopuu dueBapHe 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.

12,200

Mopnuck u parta/ Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucTpaumoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



