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

CH E' I lo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

N LABORATORIOS LICONSA, S.A.
®©

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyYKT OMES3 kancynbl kMwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC87179 Oata npoussoactea 10.2024 Fopen no 09.2026
TEST/ TECT REQUIREMENT / CMIELUN®UKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble XenaTMHoBbIe Kancynki paamepa N°4, Conform / CooTBeTCcTBYET
C KpbILLEYKOW CUHEro LiBeTa U KOPNYyCcoMm
6enoro uBeTa, coaepxalyue ccpepulyeckue
rpaHynbl oT 6enoro 4o nNo4Tu 6enoro ¢
enToBaTLIM 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.
OOQHOPOOHOCTb OO3UPOBAHUA (AV) 3HauveHue AV, paccuutaHHoe ansa 10 kancyn, 4,8

AoMkKHo 6bITh He 6onee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ansa 30 kancyn,

AOOMKHO 6bITh He 6ornee 15,0 % ¥ copepxaHue

oMenpa3sorna HU B OAHOW Kancyne He [OMMKHO

BbIXxoAuTh 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).
NOANUHHOCTD (B3XKX) Bpemsa yaepxvMBaHUsi oCHOBHOro Conform / CooTeeTcTRYET
nuka Ha XxpomMaTorpaMme UcMbITyeMoro
pacTBOpa AOMKHO COOTBETCTBOBAThL
BpeMeHU yaiepXUBaHUA OCHOBHOIO NuKa
Ha XxpomMaTorpaMme cTaHAapTHOro pacTeopa
(paspen «KonuuyectseHHoe onpepeneHue»).

Approval date (dd.mm.yyyy)/naTa ofo6penus (40.MM.rrrT): R
; : MM QoS
(Signature & Date) Quality Assurance/(lMoanvck/aaTa) obecrneveHusikadecTtsa:
Release by/Bbinywero Deputy Qualified Person/: P
(Signature & Date)/(Mognuck/aata) Macarena Gonzélez /1 Lol ’Z )
Manufacturing Site/MpovasoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. Pagelctp. 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
CEPTUOUKAT AHAIIA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl kMlie4yHopacTBoOpUMble 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC87179 Dara npousBoactea 10.2024 Fopen no 09.2026

TEST / TECT REQUIREMENT / CTIEL{UPUKALINA RESULT / PE3VIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMMHHOCTb 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 nornolyeHUs OCHOBHOIO NuKa, Conform / CooTBeTCTBYET

CHATLIV NpU XpoMaTorpadrpoBaHUU
UCMNbITYeMOoro pacTBopa, AoMmkeH
COOTBeTCTBOBRATh Y®P-creKTpy nornoweHus
OCHOBHOIO NUKa, CHATOMY Mpu

XpomaTorpagmpoBaHUM CTaHAAPTHOro

pacTBopa (pasnen «KonuyectBeHHoe

onpepneneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,4%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMYECTBEHHOE OMPEOENEHUE 95,0 - 105,0 % oT 3aABneHHOro cogepxaHus 99,1 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUMYECTBEHHOE ONPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mr/kan

MI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBneHHOro coaepXxaHus 0%
C17H19N303S (omenpasona)

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 3asBneHHOro 101 %
copaepxaHua C17H19N303S (omenpa3ona)

Yyepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbLIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3ona kap6okcunart

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

<0,1 %

Approval date (dd.mm.yyyy)/naTta ogobpeHus (o8.MM.ITrT):

(Signature & Date) Quality Assurance/(Moanuck/nata) obecneyeHusikadecTra:
Release by/Bbinywiero Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/aata) Macarena Gonzélez
Manufacturing Site/lNpouasoacteeHHas nnowaaka: Laboratorios Liconsa, S.A.

HHIL 160125
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,’f»\\) LABORATORIOS LICONSA, S.A.
(\'J) Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia

C H EI ' IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC87179 Oara npouseoactea 10.2024  ropex no 09.2026
TEST /| TECT REQUIREMENT / CMIELIMPUKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He G6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMoban eguHUYHasA He 6onee 0,2 % <0,1 %

HeugeHTUhULUPOBaHHas NPUMeECh

TOTAL IMPURITIES not more than 2.0 %

Cymma npumeceit He Gonee 2,0 % 0,1%

LABELING According to ND

MAPKWUPOBKA B cootBeTcTBUM ¢ H]. Conform / CooTBeTcTBYeET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaTtype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nata opo6peHus (A4.MM.rrrr):
(Signature & Date) Quality Assurance/(Moanucbk/nata) obecrneyeHusikadecTsa:

Release by/BbinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/naTa) Macarena Gonzalez )ﬁ (L( Ol 7.5

Manufacturing Site/Mpou3ssofcTeeHHas nnowanka: Laboratorios Liconsa, S.A.

MM 420V
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Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

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

ﬁ) LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®GUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OMES3 kancynbl Kuwe4HopacTsopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC87179 Oata npoussoactea 10.2024  TopgeH no 09.2026

TEST / TECT REQUIREMENT / CNELUUAPUKALIUA RESULT / PE3YIILTAT
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.
YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep ua Conform / CooTBeTCTBYET

antoMuHueBol donbru.

Mo 2 unu 20 6nucTepoB no 5 kancyn BmecTe

C UHCTPYKLUUei No MeAULIMHCKOMY NPUMEeHEeHMIo

B NMayKy KapTOHHYI0 C KOHTposeM NepBoro

BCKpbITUA (Nepdopauus).

Mo 5 unu 10 6nucTepoB no 6 karncyn BMecTe

C VHCTPYKLUUEeN No MeAULIMHCKOMY NPUMEHEHUIO

B MayKy KapTOHHYIO C KOHTpOIeM Nnepeoro

BCKpbITUA (Nepdopauus).

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

Kancyn BMecTe C UHCTpyKuuel no

MeAULIMHCKOMY NPUMEHEeHUIo B nayky

KapTOHHYH C KOHTPONeM NepBOro BCKPLITUA

(nepchopauus).

Mo 10, 14 unu 15 kancyn B NBX-NM3-NBAX/

AntoMUHUeBbI 6nucTtep.

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

10 kancyn BMecTe ¢ MHCTPYKLMEN N0

Approval date (dd.mm.yyyy)/aata ogo6peHus (44.MM.ITIT):

(Signature & Date) Quality Assurance/(Moanvck/aaTa) obecneveHusikadecTsa:
Release by/Bbinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez f 1 L 0\ Z ‘)’

Manufacturing Site/MponasoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5
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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 AHAITU3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC87179 Nata npoussoactea 10.2024  ropen no 09.2026

TEST /TECT REQUIREMENT / CNIELIU®UKALIUA RESULT / PE3YIIbTAT

MeAULUHCKOMY NPUMEHEHUI0 B NauKy
KapTOHHYIO C KOHTPOIieM NepBOro BCKPbITUA
(nepcbopauus).

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

Karncyn BMecTe C MHCTpPYKLUUei no
MeAVLIMHCKOMY NPUMEHEHMI0 B Nayky
KapTOHHYIO C KOHTponeM NMepBoro BCKPbITUSA
(nepdopavus).

Mo 2 6nuctepa no 15 kancyn BmecTe ¢
MHCTPYKUUel No MeAULMHCKOMY NPUMEHEHUIO B
nayky KapTOHHy!O.

Analysis performed according ND Ne:
J1N-Ne(005063)-(PIr-RU)-020424
AHanus nposegeH no HJ Ne:
JM-Ne(005063)-(PI-RU)-020424

Notes / HabnrogeHus
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 antoMUHUeBOM honbru.
Mo 5 6nucTepoB no 6 kKarncyn BMecTe C MHCTPYKLMel Mo NPUMeHeHUo B Na4yKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/naTta ono6peHus (4a.MM.Irrr):

(Signature & Date) Quality Assurance/(Moanuck/nata) obecrievenusikadectea: ¥ R 140 \2s
Release by/BbinyweHo Deputy Qualified Person/: -
(Signature & Date)/(Moanuck/aaTa) Macarena Gonzalez [(/l O( Z D

Manufacturing Site/lNpouasoacTeeHHasn nnowaaka: Laboratorios Liconsa, S.A.
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,J?\) LABORATORIOS LICONSA, S.A.
(\j Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia

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

PaspelueHue Ha BbIMyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancyrnbl KuweyHopacTBopuUMble 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIMNM-NO(005063)-(PI'-RU)
CEPUA : LC87179 DNata npoussoactea : 10/2024

BATCH MANUFACTURING DATE

FopeH o : 09/2026 Pasmep cepun : 365.184 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s nogTeepxaato, YTo AaHHas MHopMaLusa IBNsieTCA JOCTOBEPHONM U TOYHOW. [laHHas napTus npoaykra
6bina npousBeAeHa, BKMOYasa ynakoBKy/MapKUpPOBKY U KOHTPOINbL kKayecTBa, Ha ykasaHHOM HuXe y4yacTke (y4acTkax)
B NOMHOM COOTBETCTBUU ¢ Tpe6oBaHussmu GMP MecTHOro perynupytollero opraHa, cneuudukaLuamm B paspeLueHnm
Ha MapKeTUHI CTpaHbI-MMIMopTepa U TeXHUYEeCKUMU cornalleHUsIMU, KoTopbie MOTyT BbITh 3akntoueHbl, Unu daiinom
cneuudukauuu npoaykra ans Mccnegyembix nekapcTBeHHbIX CpeACcTR.

3anucu no o6paboTke, ynakoBke ¥ aHanuay napTum 6L1NU NpoBepeHsI U NpU3HaHbI COOTBETCTRYHOLWMMMY TpeGoBaHUAM
GMP.

MapTus 6bina npousBeneHa B Jlabopatopuoc JlukoHca SA., a Tam, rae NpMMeHUMO MUKpobronoruyeckoe
uccrnegoBaHue,
OHo npoBoguTtca B llabopaTopuu 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.

holzes

Moanuck 1 gata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauvoHnHoe yagoctoBepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19





