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

\H El ' lO Phone: +34 949 34 97 00
- Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NMPOAYKT OMES3 kancynbl kuwe4YHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86224 Aata npousBoactea 07.2024 ropen no 06.2026
TEST / TECT REQUIREMENT / CNIELIU®UKALINA RESULT / PE3YNLTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TeepAble XenaTuHoBbIe kancynbl paaMepa N°4, Conform / CooTBeTcTBYET
C KpbIlWeYKol CUHero LBeTa U KOpnycoMm
6enoro UBeTa, cofepxaluyme cgepuyeckme
rpaHynbl oT 6enoro Ao noytu 6enoro ¢
enToBaTkIM 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.
OOHOPOOHOCTbL O3UPOBAHUSA (AV) 3HayeHue AV, paccumutaHHoe ans 10 Kancyn, 11,3

AOMKHO 6bITh He Gornee 15,0 %.

3HaveHue AV, paccumutaiHoe ans 30 Kancyn,

AomkHo 6LITk He Gonee 15,0 % 1 cogepxaHue

OoMenpa3ona HU B ofHOW Karncyne He [OMKHO

BbIXOAUTL 3a npeaensi 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).
MOANMUHHOCTD (B3XX) Bpewms yaepxuBaHus ocHOBHOro Conform / CooTBeTcTBYeT
nu1Ka Ha XxpoMaTorpamme UCMbITYeMoro
pacTBopa [OMKHO COOTBETCTBOBATh
BpeMeHU yaAepXXMBaHUA OCHOBHOrO MuKa
Ha XpoMaTorpamme cTaHAapTHOro pacTeopa
(pa3pen «KonuuyecTBeHHoOE orpepaeneHue»).

Approval date (dd.mm.yyyy)/nata onobpeHus (aa.MMm.rrr):
(Signature & Date) Quality Assurance/(IMoanucs/aata) o6ecredeHuskadecTsa:

Release by/BeinyieHo Deputy Qualified Person/:
o
W 4ol Ty

MMM 460125

(Signature & Date)/(Mognuck/aata) Macarena Gonzélez

Manufacturing Site/MpounasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. / Pagel/ctp. 1/5




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 AHAIIU3A

PRoODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES kancynbl kuwe4yHopacTBopuUMblie 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86224 Dara npoussopctea 07.2024 Fopen no 06.2026

TEST/ TECT REQUIREMENT / CMIELIM®UKALIUA RESULT / PE3YIIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb 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 nornoLieHUsi OCHOBHOIO NUKa, Conform / CooTBeTCTBYET
CHATBIW NpyY XpomaTorpadupoBaHum
UCMNbITYyeMOro pacTBopa, AoMmKeH
COOTBEeTCTBOBaThL Y®-cneKTpy nornoweHus
OCHOBHOrO NUKa, CHATOMY Npu
XpomaTtorpacupoBaHUU CTaHAAPTHOTO
pacTBopa (pa3aen «KonuyecTeeHHoe

onpepenexue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,2%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE OMPEQENEHUE 95,0 - 105,0 % oT 3assBNeHHOro copepxaHus 102,0 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUWYECTBEHHOE ONPEOENEHUE ot 19,0 Mf/Kancyna no 21,0 mr/kancyna 20,4 mr/kan

MI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHasa ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

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

yepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asiBNeHHOro 103 %
cofepxaHus C17H19N303S (omenpa3zona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHbLIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3zona kap6okcunar

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

<0,1 %

Approval date (dd.mm.yyyy)/naTta ogobpeHus (oa.MM.ITrr):

(Signature & Date) Quality Assurance/(lMoanvck/aaTta) obecrneyerusikadecTsa:
Release by/BuinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/aata) Macarena Gonzélez

Manufacturing Site/[MpouasoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A.

ML G012
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7 ) LABORATORIOS LICONSA, S.A.
\% 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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAINUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl kuwe4yHopacTBopuUMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86224 Oara npoussoactea 07.2024  Tlopen oo 06.2026
TEST /| TECT REQUIREMENT / CIIELIMPUKALINA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumecsk G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
No6as eguHUYHan He 6onee 0,2 % <0,1 %

HeuaeHTUdULMpPOBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %

Cymma npumeceit He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKWUPOBKA B cootBetcTBUM ¢ HA. Conform / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemMnepatype He Bblwwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/aaTta onobpenus (84.MM.ITrT):
(Signature & Date) Quality Assurance/(lMoanuck/aarta) obecneveHusikadecTsa: HM L
Release by/Brinywerno Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez —
Manufacturing Site/lpouaroacTeeHHas nnotaaka: Laboratorios Liconsa, S.A. (, l{ 0l Z ) Page/ctp.3/5
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Avda. Miralcampo 7, Pol. Ind. Miralcampo,

,«:'Q\) LABORATORIOS LICONSA, S.A.
(&

Azuqueca de Henares, Guadalajara, 19200, Espaiia

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayktT OME3 kancynbl kuweyHopacTBopuMbie 20 Mr

CODE

Ko 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86224 Dara npouseoactea 07.2024 ToneH go 06.2026

TEST / TECT REQUIREMENT / CMIELIU®UKALIUA RESULT / PE3YIIbTAT
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

anoMUHUEBOW honbru.

Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe

C UHCTpPYKUUei No MeAULIMHCKOMY NMPpUMEHEHUIO

B MayKy KapTOHHYI0 C KOHTpomneM nepBoro

BCKpbITUSA (NepdopaLius).

Mo 5 unu 10 6nucTtepoB no 6 kancyn BMecTe

C UHCTPYKUUEl No MeAULIMHCKOMY NMPUMEHEHUIO

B MayKy KapTOHHYIO C KOHTPONEM nepBoro

BCKpbITUA (nepdopauus).

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

Karncyn BMecTe ¢ MHCTpyKLuel no

MeAULIMHCKOMY NPUMEeHEHUIo B NayKy

KapTOHHYIO C KOHTPONEM NMepBoro BCKPbITUSA

(nepdhopauus).

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

AntoMuHueBbIl 6nucTep.

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

10 kancyn BMecTe ¢ MHCTPYKLUMEA 0o

Conform / CooTBeTCcTBRYET

Approval date (dd.mm.yyyy)/naTa ogo6peHus (A4.MM.ITIT):

(Signature & Date) Quality Assurance/(Moanucs/aaTa) obecneyeHusikadyecTsa:
Release by/Bbinywiero Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aata) Macarena Gonzalez o
Manufacturing Site/lpouaBoacTeeHHas nnowjaaka: Laboratorios Liconsa, S.A. V fl (7/0, 2'5

MM {40128
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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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl kuwe4yHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86224 Nata npoussoactea 07.2024  Topex no 06.2026

TEST / TECT REQUIREMENT / CIELIUPUKALIUA RESULT / PE3YIIbTAT

MeOULUHCKOMY NMPUMEHEHUIO B NayKy
KapTOHHYI0 C KOHTpPOJieM NepBoro BCKPbLITUA
(nepdropauus).

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

Karicyn BMecTe ¢ MHCTPYKLUUel no
MeOULUHCKOMY NMpUMEHEHUIo B Nayky
KapTOHHYI0 C KOHTporeM fMepBoro BCKpbITUA
(nepdopauus).

Mo 2 6nucrtepa no 15 kancyn BMecTe C
VHCTpPYKLMEl No MeAULIMHCKOMY NPUMEHEHUI0 B
nayky KapTOHHYIO.

Analysis performed according ND Ne:
J1M-Ne(005063)-(Pr-RU)-020424
AHanus nposepeH no HM Ne:
J1M-Ne(005063)-(Pr-RU)-020424

Notes / HaGnogeHUs
6 capsules in an aluminum foil blister.

Mo 6 kancyn B 6nucTep U3 antoMUHKEBOM (hOMNLIU.

5 blisters of 6 capsules each and a patient information leaflet in a carton.

Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLUeN Mo NPUMeHEHUIO B NayKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata ono6peHus ([a.MM.ITrT):

(Signature & Date) Quality Assurance/(IMognuck/gata) obecnedeHusikadecTsa: HHIL 440125
Release by/BbinywieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzalez /\/ {L( 0z }_,
Manufacturing Site/MponasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. ¢

Page/ctp.5/5




(55\\) LABORATORIOS LICONSA, S.A.
(\‘J Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

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

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-NO(005063)-(PI'-RU)
CEPUA : LC86224 Darta npousBoactea : 07/2024

BATCH MANUFACTURING DATE

FoneH o : 06/2026 Pa3mep cepun : 49.680 UN

EXPIRY DATE | BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s noaTeepxaalo, 4To faHHas MHopMaLUA ABNSAETCA JOCTOBEPHOM U TOUHOI. [laHHas napTua npoaykTa
6bina npousBegeHa, BKITOYas yrakoBKy/MapKUPOBKY U KOHTPONb KauyecTBa, Ha yKazaHHOM Huke ydacTke (y4acTkax)
B MOMHOM COOTBETCTBUM C Tpe6oraHUAMYU GMP MecTHOro perynupytollero opraHa, cneuudmvkaumMsaMiu B paspeLueHnm
Ha MapKeTUHT CTpaHbI-MMMopTepa U TEXHUYECKUMU COrMaLleHUsIMU, KOTopble MOTYT 6bITh 3aKMoyYeHbl, UNu ainom
cneuudukauum npoaykra ans ccnenyeMbix nekapcTBeHHbIX CPEACTB.

3anucu no obpaboTke, ynakoBke U aHanu3y napTuu 6L1nM NpoBepeHbI U NpU3HaHbl COOTBETCTRYIOWMMY Tpe6oBaHUAM
GMP.

MapTusa 6b1na npousBeneHa B JlabopaTtopuoc INukoHca SA., a TaM, rae NpMMeHUMO MUKpoGUonoruyeckoe
uccrnegoBaHue,
oHo npoBoAuTcH B Jlabopatopuu ueBapHe SA.

I 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.

|y .01 TS
Moanuck u pata / Signature&Date: Macarena Gonzélez /\/
| Deputy Qualified Person

PeructpaunoHHoe yaoctoBeperue / Manufacturing Authorization: ‘3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19





