\) LABORATORIOS LICONSA, S.A.
(g Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl kuweyHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84224 Dara npoussopctea 06.2024  ropgen no 05.2026
TEST / TECT REQUIREMENT / CMELUU®UKALIUA RESULT / PE3YINILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUWE TBepAble ¥enaTUHOBLIE Kancynbl paaMmepa N°4, Conforms / CooTBeTcTBYET
C KpbIWeYKON CUHEro uBeTa U KOpnycom
6enoro uBeTa, cogepxalwue chepuleckue
rpaHynsi ot 6enoro fo no4ytu 6enoro ¢
WenToBaThbIM 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.
OQHOPOOHOCTL AO3MPOBAHUA (AV) 3HaveHue AV, paccuutaHHoe gnsa 10 kancyn, 7.4

LOMKHO GbITh He Gonee 15,0 %.

3Ha4yeHue AV, paccuuTtaHHoe ana 30 kancyn,

LOMKHO BLITE He Bonee 15,0 % u copepixaHue

omMenpa3ona HY B OOHOW Kancyne He OOMKHO

BbIXOAWUTL 3a npegenst 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).
NOoANUMHHOCTDL (B3XX) Bpems yoepxuBaHUA oCHOBHOrO Conforms / CooTBeTcTBYET
nuKa Ha XpoMaTorpamme UCNLITYeMoro
pacTBopa AOMKHO COOTBETCTBOBAThL
BpeMeHU y,qep:kmaamm OCHOBHOIO nNuKa
Ha XpomarorpaMme CTaHgapTHOro pacTteopa
(paspen «KonuyecTBeHHOE onpegeneHue»).
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Approval date (dd.mm.yyyy)/nata ogobpeHus (A4.MM.ITrr):

(Signature & Date) Quality Assurance/([Toagnuck/aarta) obecnedeHusaxKadecTsa: s // '(z o7 24

Release by/BeinyueHo Deputy Qualified Person/: //’//

(Signature & Date)/(Moanuce/narta) Macarena Gonzalez g

Manufacturing Site/MpoussopcTeeHHan nnowagka: Laboratorios Liconsa, S.A. Page/ctp. 1/5
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OME3 kancynbl KuweyHopacTteopumMsie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84224 Harta npouzeoactea 06.2024  Tlopen no 05.2026
TEST / TECT REQUIREMENT / CMELUA®UKALIUA RESULT / PE3YNbTAT
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).
MOANUHHOCTbL B3XX (DAD petekTop) Y®-cnekTp NornolweHus OCHOBHOMO MUKa, Conforms / CooTBeTcTBYET
CHATLIA NpU XpomMaTorpadupoBaHumn
UCMLITYEMOro pacTeopa, JOMKeH
COOTBETCTBOBATL YP-CNeKkTpy nornoweHus
OCHOBHOTO MUKa, CHATOMY NpK
XpomartorpagupoBaHuu CTaHAAPTHOIO
pacrteopa (pazgen «KonuyecTBeHHoe
onpepgeneHuen)
WATER Not more than 5.0 %.
BOJOA He G6onee 5,0 % 2,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOINWYECTBEHHOE OMNPEOENEHUE 95,0 - 105,0 % ot 3aABnNeHHOro coaepXaHun 99,8 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUWYECTBEHHOE OMNPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap / MT/KATICYTA
MI/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHME (KucnoTtHas ctagus) He Gonee 10 % oT 3asiBNeHHOro cogepXaHus 0%
C17H19N303S (omenpazona)
yepes 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHas cragua) He meHee 80 % (Q) oT 3asiBneHHOrO 97 %

cogepxanusi C17H19N303S (omenpa3sona)
yepes 30 MUH.

RELATED SUBSTANCES
POACTBEHHLIE NPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kapbokcunar He Gonee 1,0 % <0,1%
7, s
Y/ L4901 ¢]
Approval date (dd.mm.yyyy)/nata ono6peHust (A4.MM.ITrT): — AU

(Signature & Date) Quality Assurance/(IMoanuce/aaTa) obecneyeHuskadecTaa:

Release by/Beinyweno Deputy Qualified Person/: e/ /
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez / K/
Manufacturing Site/MpoussoacTeerHan nnowaaka: Laboratorios Liconsa, S.A. —  “
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(?\\) LABORATORIOS LICONSA, S.A.
‘,_/J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH Emo 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
nPOOYKT OME3 kancynbl KuweyHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84224 Data npouzsoactea 06.2024  Topen go 05.2026
TEST/ TECT REQUIREMENT / CNRELIM®UKALIAA RESULT / PE3YINbTAT
IMPURITY F not more than 0.2 %
Mpumect 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
Mioban eguHUYHARA He 6onee 0,2 % <0,1%
HeugeHTUdULUMPOBaHHAA NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKWUPOBKA B coorBetcTBUM ¢ HO. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOKIrogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/naTta onobpeHus (04.MM.ITTT):

(Signature & Date) Quality Assurance/(IMognuck/aara) obecneyeHusakavecTsa: /’ '( ‘
Release by/Brinywero Deputy Qualified Person/: ’;’y;' / 7t
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez o c_// 2

Manufacturing Site/TpouasoacTeeHHan nnowanka: Laboratorios Liconsa, S.A. ~ o}
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kuwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC84224 Dara npouzsoactea 06.2024 Fopen no 05.2026

TEST/ TECT REQUIREMENT / CNEUN®UKALIUA 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.
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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep ua Conforms /| CooTBeTCTBYET*™
anoMUHUEeBOW (onbru
Mo 2 unu 20 6nuctepoB no 5 Kancyn BMecTe
C UHCTPYKUUEN No NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepos no 6 kancyn BmecTe
€ UHCTPYKUMYENH No MPUMEHEHUIO B NavKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucrepoB no 7
Kancyrn BMecTe ¢ MHCTpYyKUuuei no
NpUMEHEeHUIo B NavKy KapTOHHYH.
Mo 10 unu 14 kancyn B NMBX-N3-NBOX/
AnroMUHUEBLIA GNUcTep.
Mo1,2, 3,5, 6,9 unu 10 6nucrepor no
10 Karcyn BMecTe ¢ UHCTPYKUUEN no
NPUMEHEHUIO B NaYKy KapTOHHYH.
Mo 1,2, 3,4 unu 7 6nucrepoe no 14
Kancyn BMecTe C MHCTPYKLUUel no
NPUMEHEHUVIO B NaYKy KapTOHHYHO.

Analysis performed according ND
nn-006953-180122
Ananwu3 npoeegeH no HO:

nn-006953-180122 V! -
>/ / (;; L}-’\-J‘}C u

Approval date (dd.mm.yyyy)/aaTa ono6peHus (on.MMm.rrrr):

(Signature & Date) Quality Assurance/(Moanvce/aara) obecneyeHuskadecTsa: /i/
Va4

£

/ /& Yoy L2
Release by/Buinyweno Deputy Qualified Person/: ,/ 2

/
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez _ /,/ (

Manufacturing Site/lpouasoacTeeHHas nnolwaaxa: Laboratorios Liconsa, S.A. Pagelctp.4/5



LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OME3 kancynbl kMwevyHopacTBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC84224 Oata npoussoactea 06.2024  Togen go 05.2026

TEST / TECT REQUIREMENT / CNELUUD®UKALIUA RESULT / PE3YIbTAT

Notes / HabnogeHus
**§ 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 antoMUHUEBOW donbIu.
Mo 5 6nucTepoB fo 6 Karncyn BMecTe C MHCTPYKUWEN Mo NpUMeHeHUIo B MaYKy KapTOHHYIO.
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Approval date (dd.mm.yyyy)/aata opno6peHus (44.MM.ITIT):

Signature & Date) Quality Assurance/(lMognuck/narta) obecneyeHuaraqecTsa: =2 &
(Sig ) y el(Moanucs/aata) . ,//L(_c;’.zt(
Release by/Buinyweno Deputy Qualified Person/: / i /////

(Signature & Date)/(Moanuck/nara) Macarena Gonzélez /f'" 7 (

Manufacturing Site/lpouasoacTeeHHas nnouwanka: Laboratorios Liconsa, S.A.

Page/ctp. 515




;—‘\) LABORATORIOS LICONSA, S.A.

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

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

PaspelueHue Ha BbinyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynsl KulieyHopactBopuMbie 20 mMr

PRODUCT

Kog: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1I1-006953
CEPUSA : LC84224 Nata npouseoactea : 06/2024
BATCH MANUFACTURING DATE

lNopen o : 05/2026 Paamep cepun : 198.000 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s noaTBep#Aalo, 4To AaHHas HGOopMaLms SIBNAETCA AOCTOBEPHON U TOYHOM. [laHHaA napTuA NpoayKTa
6bina NpousBeaeHa, BKITIOYas YNakoBKy/MapKUPOBKY U KOHTPONb Ka4YecTRa, Ha Yka2aHHOM HUXe y4acTie (y4acTKax)

B MOMHOM COOTBETCTBUM ¢ TpeboBaHuamu GMP mecTHOro perynvpylowero opraia, cneuudukaymsamMm B paspelueHuu
Ha MapKeTUHT CTPaHLI-UMMOpTepa U TEXHUYECKUMI COrMalleHUAMY, KOTOPhLIE MOTYT BLITh 3aKnioYeHb!, Unu dainom
crneundukauuu npoaykra ana UccnegyemMblx nekapcTBeHHbLIX CpeAcTR.

3anucu no o6paboTKe, YNaKOBKe U aHANW3y NapTuu 6bINK NPoBepeHbl U NPU3HAaHELI COOTBETCTBYIOWMMY Tpe6OBaHUAM
GMP.

MapTun 6bina npouaseaeHa B JlaGopatopuoc lNukoHca SA., a Tam, rae NpUMeHUMo MUKpoBuonoruyeckoe
uccregoBaHue,
oHo npoBoauTcs B JlaGopaTtopuu 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.
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Mognuck “ AaT; I Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpatuoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep NukoHca GMP / LICONSA GMP Number: ES/085HVI/9



