f\\) LABORATORIOS LICONSA, S.A.

f( \{ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
] > Azuqueca de Henares, Guadalajara, 19200, Espaiia
' [\ ’j . “ H nl 3 Phone: +34 949 34 97 00
S =l § 187 Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OME3 kancynbl KuwevyHopacTesopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC93963 Dara npousesoacrea 08.2025 lFonen no 07.2027

TEST / TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YIIbTAT
iii CoA en RUSO !l
Donde no reporte el resultado Conform / CooTBeTCcTBYET

poner: Conform / CooTBeTCcTBYET

APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TBepAble xenaTuHoBbIe Karncynbl pasmepa N°4, Conform /| CooTBeTcTBYET
C KpbILLEYKOW CUHEro LiBeTa U KOpnycom
6enoro uBeTa, cofepxalyue chepuyeckue
rpaHynbl ot 6enoro Ao noyTtu 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.
OOHOPOOHOCTb AO3UPOBAHUA (AV) 3HayeHue AV, paccuutaHHoe ansa 10 kancyn, 6,6
LOMKHO 6bITh He 6onee 15,0 %.
3HaueHue AV, paccuuTtaHHoe ansa 30 kancyn,
LOMKHO GbITh He Gonee 15,0 % u copepxaHue
omenpasoria H4 B OAHOI Karncyre He [OMKHO
BbIXoAUTh 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).
NOANUHHOCTb (B3XX) Bpems ynepxuBaHUA OCHOBHOIO Conform / CooTrBeTcTBYET
nuka Ha xpomartorpamme UCMbITYeMOoro
pacTBopa [OMKHO COOTBETCTBOBATh
BpeMeHU yAepX1MBaHUA OCHOBHOIO NUKa
Ha XpomaTorpamMme cTaHAapTHOroO pacTeopa
(pa3pen «KonuyectBeHHOE onpeaeneHue»).

Approval date (dd.mm.yyyy)/naTta ogobpeHus (og.MM.rrrr): l’f;i

(Signature & Date) Quality Assurance/([Tognuck/aarta) obecneveHusikadecTsa: ( & JBUB ) S ;
Release by/Bbinyweno Deputy Qualified Person/: / e
(Signature & Date)/(Mopnuce/naTa) Macarena Gonzalez

Manufacturing Site/lMpouasoacTBeHHasi nrowaaka: Laboratorios Liconsa, S.A. Page/ctp.1/5
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CHEMO

LABORATORIOS LICONSA, S.A.

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

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 KuweyHopacTeopuMblie 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC93963 Oata npoussoactea 08.2025 Topgen go 07.2027

TEST /| TECT REQUIREMENT / CNELUU®PUKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTDb 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®-crieKTp norfoLLeHusi OCHOBHOTO NUKa,

CHATBIV Npu XpomaTorpadupoBaHuu

MCMbITYEeMOro pacTBopa, A0oMmKeH
cooTBeTcTBOBaThb Y®-CreKTpy normnoweHus
OCHOBHOIO NUKa, CHATOMY npu

XpomaTorpagupoBaHUU CTaHAAPTHOTO
pacTtBopa (paspen «KonuyecteeHHoe

Conform / CooTBeTCTBYET

onpepaeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,9 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOINMUWYECTBEHHOE OMNMPEAENEHUE 95,0 - 105,0 % oT 3asBNeHHOro cogepxaHus 99,6 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUYECTBEHHOE OMNPEOENEHUE Or 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mr/kan
MI/KAMCYINA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas ctagus) He 6onee 10 % oT 3anaBreHHOro cogepxaHus 0%
C17H19N303S (omenpasona)
yepe3s 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cTagus) He meHee 80 % (Q) oT 3asBneHHOro 91 %

cogepxanusi C17H19N303S (omenpa3ona)

yepes 30 MUH.

RELATED SUBSTANCES
POACTBEHHBLIE NPUMECU

Conform / CooTrBeTcTBYET

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kapbokcunar

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

<0,1 %

Approval date (dd.mm.yyyy)/nata ogobpenus (oa.MM.ITTT):
(Signature & Date) Quality Assurance/(Moanucb/aarta) obecneveHuskayecTsa:

Release by/Bbinywero Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/nata) Macarena Gonzalez
Manufacturing Site/Mpon3soacTeeHHas 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
“’?f”ﬁ Phone: +34 949 34 97 00
A Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NnPOOYKT OMES3 kancynbl Kuwe4yHopacTBopumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPMA  LC93963 Oata npoussopctea 08.2025  Topen pno 07.2027
TEST / TECT REQUIREMENT / CMTELUA®UKALIAA RESULT / PE3YJIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumeckb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6as eauHUYHas He 6onee 0,2 % 0,1 %
HenaeHTUdULUPOBaHHAs NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
CyMmMma npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ HA. Conform / CootBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepartype He Bblille 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ofnobpeHus (A4.MM.ITrT): i‘:‘ £

(Signature & Date) Quality Assurance/(Mognuck/aara) obecreveHusKkavecTsa:

Release by/BbinyuieHo Deputy Qualified Person/:

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

Manufacturing Site/lpoussoacTeeHHas nnolyagka: Laboratorios Liconsa, S.A. cp 0
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"\‘\) LABORATORIOS LICONSA, S.A.

{(\\J/ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
) = Azuqueca de Henares, Guadalajara, 19200, Espaiia
( X ‘ﬂ [',;? [; ﬂ 10) Phone: +34 949 34 97 00
w1 e % Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl Kulle4yHopacTBopuUMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC93963 Oata npoussoactea 08.2025 Topen go 07.2027

TEST / TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YNIbTAT
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.
YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep u3 Conform / CooTBeTcTBYET

anioMUHUEBON honbru.

Mo 2 unu 20 6nuctepos no 5 kancyn BMecTe

C UHCTpYKLUel No MeAULIUHCKOMY NMPUMEHEHUIo

B MayKy KapTOHHYH C KOHTPOJieM NepBoro

BCKpbITUS (Nepdgopauus).

Mo 5 unu 10 6nucTtepoB no 6 kancyn BMecTe

C MHCTPYKUUei No MeAULIMHCKOMY NPUMEHEHUIO

B MaykKy KapTOHHYIO C KOHTPOINEeM NepBoro

BCKpbITUSA (nepcopauus).

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

Karncysn BMecTe ¢ UHCTpyKuueli no

MeAULIMHCKOMY NPUMEHEeHUIo B NMayky

KapTOHHYI0 C KOHTPONeM NepBOro BCKPbITUA

(nepdhopauus).

Mo 10, 14 unu 15 kancyn B NBX-M3-NBAX/

AntoMuHUeBbIl 6nucTep.

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

10 kancyn BMecTe ¢ UHCTPYKLMEN 0O

Approval date (dd.mm.yyyy)/nata onobpeHus (A8.MM.ITTT): L) g i

(Signature & Date) Quality Assurance/(Moanuck/parta) obecneyeHuskavecTsa: 4 & & ji‘;’(} D 2 >

Release by/BbinyweHo Deputy Qualified Person/: e

(Signature & Date)/(Moanuck/garta) Macarena Gonzdlez bS50y

Manufacturing Site/lpou3sBoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. bP g QLU/ i 1 v o g PA! Pagel/ctp. 415



LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl kuwe4vHopacTtBopuMbie 20 Mr

CODE
koA 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC93963 Narta npoussoacrea 08.2025  Topen no 07.2027
TEST / TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YIIbTAT
MeAULIMHCKOMY NPUMEHEHUIO B MaYKy
KapTOHHYIO C KOHTPOJIEM MEPBOro BCKPLITUS
(nepchopauus).
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe ¢ MHCTPYKLUei no
MeAULIMHCKOMY NpUMeHeHUIo B nayky
KapTOHHYIO C KOHTPONEM NepBOro BCKPbITUSI
(nepchopauus).
Mo 2 6nucTepa no 15 kancyn BMecTe ¢
MHCTPYKUUEl Mo MeAULIMHCKOMY MPUMEHEHUIO B
nayky KapTOHHY!O.
Analysis performed according ND
J1M-Ne(005063)-(Pr-RU)-080824
Ananus nposegeHn no HO
J1N-Ng(005063)-(Pr-RU)-080824
Notes / HabnogeHus
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 6Gnucrep U3 antOMUHUEBOU hONbIU.
Mo 5 6nuctepoB no 6 kancyn BMecTe ¢ UHCTPYKLUeN Mo NPpUMEHEeHUIo B MaYKy KapTOHHYIO.
e
Approval date (dd.mm.yyyy)/nata ogobpeHus (oa.MM.ITrT): /#—% : )i‘ Ry
(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecneveHusikauecTaa: 4 \/ 20 VS5 29
Release by/BbinyuieHo Deputy Qualified Person/:
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez
Manufacturing Site/lpoussoactBeHHas nnolyazka: Laboratorios Liconsa, S.A. F /? 7250 57 } Page/ctp.5/5




"\\) LABORATORIOS LICONSA, S.A.

( \g Avda. Miralcampo 7, Pol. Ind. Miralcampo,
i . Azuqueca de Henares, Guadalajara, 19200, Espafia
@" N H {' B u n O) Phone: +34 949 34 97 00
A= Nt Fax: +34 949 26 68 37

PaspelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl Kuwe4yHopacTBopuMblie 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IlN-NO(005063)-(PI'-RU)
CEPU4A : LC93963 Nata npousBoactea : 08/2025

BATCH MANUFACTURING DATE

Fopen no : 07/2027 Paamep cepuu : 364.464 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosimm s noaTBepxAal, YTo AaHHas UHdopMauus SBNseTCs 4OCTOBEPHON 1 TOYHOM. [laHHas napTus npoayKra
6bIna npousBefeHa, BKNYas ynakoBKy/MapKMpOoBKY U KOHTPOJSb KauecTBa, Ha yKa3aHHOM HuXe yvacTke (y4yacTkax)
B NOJSTHOM COOTBETCTBUU ¢ TpeGoBaHussMu GMP MecTHOro perynupytollero opraHa, cneuudukauusaMu B paspeLueHuu
Ha MapKeTUHr CTPaHbI-MMIopTepa U TEXHUYECKUMU COrMnalleHUsIMU, KOTOPble MOTYT BbiTb 3aKMo4eHbl, Unu gainom
cneuudukauuu npoaykra ana UccnepyeMbix nnekapcTBeHHbIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y NapTuu Obinu NpoBepeHb! U NPU3HaHbl COOTBETCTBYHOWUMMY TpeOoBaHUSM
GMP.

MapTus 6bina npousBedeHa B NlabopaTtopuoc NukoHca SA., a Tam, rae npUMeHUMO MUKpobuonoruyeckoe
uccriegoBaHue,
OHo npoBoauTtcs B Jlaboparopuu ueBapHe 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.

i (g@& }( ¢ 08 1

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

PeructpauunoHHoe yaoctoBepenune / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HV1/19
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