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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
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
NPOOYKT OMES3 kancynbl Kuwe4yHopacTtsopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC81953 Nata npoussonctea 03.2024  Topen po 02.2026
TEST /| TECT REQUIREMENT / CNELUA®UKALAA RESULT / PE3VINLTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TeepAble XenaTUHOBLIE Kancynbl paamepa N°4, Conforms / CooTBeTcTBYET

C KpbILLIeYyKoi CUHero LIBeTa U KOpnycom
Genoro UBeTa, cofepiallive cpepuleckme
rpaHynbl ot 6enoro Ao no4ru Genoro ¢
MENTOBATLIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

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.

OHOPOJHOCTb IO3UPOBAHMUA (AV)

3HauveHue AV, paccuutaHHoe ana 10 kancyn,

8,4

AomkHo 6bITk He Gonee 15,0 %.
3Ha4eHue AV, paccuyuTtaHHoe ana 30 kancyn,
LomkHO BkITh He Bonee 15,0 % u cogepxaHue

oMenpasona HY B O4HOW Kancyne He JOMKHO

BbIX0AWUTH 3a npepens 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).

NOANMHHOCTh (B3XX)

Bpewms yaepKUBaHUS OCHOBHOTO

Conforms / CooTeeTcTBYET

MUKa Ha XpomaTorpaMme UcnbiTyeMoro
pacTBopa JoNMKHO COOTBETCTBOBAaTL
BpeMeHU yaepUBaHWsS OCHOBHOIO NuKa

Ha XpomarorpamMme cTaHAapTHOTO pacTeBopa
(pasgen «KonuyecTBeHHOE onpefdeneHuUey).

Approval date (dd.mm.yyyy)/nata ono6peHus (og.mm.rrrr): 12.04.2024
(Signature & Date) Quality Assurance/(Moagnuck/naTa) obecnevyeHusKayecTsa:
Release by/Beinywexo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/naTta) Macarena Gonzalez

Manufacturing Site/lpounasogcTeerHas nnowapka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®GUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OMES3 kancynbl Kuwe4yHopacTeopuMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81953 Oara npouasoactea 03.2024  ropen oo 02.2026

TEST/TECT REQUIREMENT / CMELUW®UKALINA RESULT / PE3YIIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANIMHHOCTb B3XX (DAD aetektop)

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 normnoujeHus 0OCHOBHOIO MuKa, Conforms / CooTBeTcTBYET
CHATBLIN NpU XpomaTorpaguposaHuu
UCMbITYEMOro pacTeopa, 4OMmKeH
COOTBETCTBOBATL Y®P-CNeKkTpy nornoweHus
OCHOBHOIO MWKa, CHATOMY Mpu
XpomaTtorpadMpoBaHUM CTaHOAPTHOro
pacteopa (pasgen «Konu4ecteeHHoe

onpepgeneHuen)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 1,6 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro coaepxaHus 101,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUWYECTBEHHOE OMNPELENEHUE
MI/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,4 mg/cap | MI/TKATCYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3aABNeHHOro coaepXaHus 0%
C17H19N303S (omenpa3ona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHan cragun)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) or 3aseneHHoro 90 %
copepxanua C17H19N303S (omenpaaona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpasona Kap6okcunar

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

o

Approval date (dd.mm.yyyy)/nata onobpenus (og.mm.rrr): 12.04.2024 3 ZC}-J\Z\-\
(Signature & Date) Quality Assurance/(Moanuck/nara) obecriedeHusKayecTsaa;

Release by/Beinyuieno Deputy Qualified Person/:

T -
(Signature & Date)/(Moanucs/aarta) Macarena Gonzalez //ﬁl‘/ 510 o 26
Manufacturing Site/MpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. &= Page/ctp. 2/5




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

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

(’;\\) LABORATORIOS LICONSA, S.A.
(\J

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl KMwe4yHopacTBopumMble 20 Mr

CODE
Kono 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81953 Oarta npouzeopgctea 03.2024 Nopen no 02.2026
TEST / TECT REQUIREMENT / CMIELM®UKALILA RESULT / PE3YNIBTAT
IMPURITY F not more than 0.2 %
Mpumecs 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
NMwban eguHUYHaRA He 6ornee 0,2 % <0,1%

HeUAeHTUULUPOBAHHAA NPUMECh

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cootBercTeuu ¢ HA. Conforms / CooTeeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOKTroiJHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nata ogo6pesus (ag.mm.rrrr): 12.04.2024 pies NP

(Signature & Date) Quality Assurance/(lNognuck/narta) obecneveHuska4yecTaa:
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/gata) Macarena Gonzalez /%/Z( ‘-/Z L

Manufacturing Site/lNpouasoacTeerHas nnowanxa: Laboratorios Liconsa, S.A. Page/ctp.3/5



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

) LABORATORIOS LICONSA, S.A.
(2

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl Kuwe4yHopacTeopuMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC81953 Dara npouseonctea 03.2024  Topen no 02.2026

TEST / TECT REQUIREMENT / CNIELIU®UKALIAA 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.
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 U3 Conforms / CooTBeTCcTBYET*™
aniMUHUEeBOI donbru
Mo 2 unu 20 6nucrepos no 5 kancyn BMecrte
C MHCTPYKUMEl Mo NPUMEHEHUIO B Nayvky
KapTOHHYHO.
Mo 5 unu 10 6nucrepos no 6 kancyn BMecTe
€ UHCTPYKLUMEl NO NPUMEHEHUIO B MayKy
KapTOHHY!O.
Mo 1,2, 4,8 unu 14 6nucrepor no 7
Kancyn BMecTe C MHCTpYKLUUeil no
npuMeHeHU B na4Ky KapTOHHYH).
Mo 10 unu 14 kancyn 8 NBX-NM3-NBOX/
AnoMUHUeBLIN BnivcTep.
Mo1,2,3,5,6,9 unu 10 6nuctepos no
10 kancyn BMecTe ¢ UHCTPYKUMWEN NO
NPpUMEHEHUID B Na4Ky KAPTOHHYIO.
Mo 1, 2,3,4unu7 6nuctepoB no 14
Karncyn BMecTe ¢ UHCTPYKLMEN no
NPUMEHEHUIO B NaYKy KApPTOHHYHO.

Analysis performed according ND
nn-006953-180122

Axanu3s npoeepeH no HA:
nn-006953-180122

Approval date (dd.mm.yyyy)/narta ogobpetrus (og.mm.rrrr): 12.04.2024 o 4 2¢;Lx2\_-\
(Signature & Date) Quality Assurance/(lMoanuce/gaTa) obecneyeHuaKavecTea:
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Mognuce/narta) Macarena Gonzélez //// = /,/ C//(f) L'j

Manufacturing Site/lNpouasoacTeeHHan nnowanka: Laboratorios Liconsa, S.A. / Pagelctp. 415



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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynsl kuwe4yHopacTBopumMbie 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81953 Oara npouseogctea 03.2024  Topen no 02.2026

TEST/ TECT REQUIREMENT / CMELJU®UKALIUA RESULT / PE3YNLTAT

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 6nUcTep U3 aNOMUHUEBON hoNbru.
Mo 5 6nucTepos no 6 kancyn BMecTe ¢ MHCTPYKLMEA MO NpUMeHeHUI0 B NaYKy KapTOHHYI0.

Approval date (dd.mm.yyyy)/aata ogobpeHus (ag.mm.rrrr); 1 2.04.2@\3\

(Signature & Date) Quality Assurance/([Mognuce/naTa) o6ecnevyeHusikadyecTsa:
Release by/BrinylieHo Deputy Qualified Person/:

7 ~
(Signature & Date)/(Mognuce/aata) Macarena Gonzalez //F%///C‘-// &

Manufacturing Site/lNpouasogcTeeHHas nnowanka: Labaratorios Liconsa, S.A.
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;\\) LABORATORIOS LICONSA, S.A.
(k_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafal/Spain

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

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOOYKT : OMES3 kancynbl KulleyHopacTBopuMble 20 Mr

PRODUCT

Kona: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPU4A : LC81953 Data npoussopnctea : 03/2024
BATCH MANUFACTURING DATE

lonen no : 02/2026 Paamep cepum : 355.824 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwum s noaTeepxaalo, YTo AaHHasA uHdopMaLus ABNAETCSH AJOCTOBEPHON M TOHHOI. [laHHas napTus npoaykTa
6bina nponsseneHa, BKMOYaa yNnakoBKY/MapKMPOBKY U KOHTPOIb KayecTBa, Ha YKa3aHHOM HUXKe yJacTke (y4acTkax)
B NOMHOM COOTBETCTBUM C TpeboBaHuAMU GMP MecTHOro perynupyroLiero opraia, cneundmkauusiMm B pa3peLueHnu
Ha MapKeTUHr CTpaHbI-UMMNopTepa U TeXHUYECKUMKU CornalleHUAMU, KOTOpbIe MOTYT ObiTh 3aKMH4eHbl, unu ainom
cneuundukayumn npoaykra ana UccnegyemMbix nekapcTBeHHbIX CPeaCTR.

3anucu no o6paboTke, ynakoBKe U aHanu3y nNapTuu 6bINU NPoBepeHbl U NPU3HaHbl COOTBETCTRYIOLMMI TpeBoBaHUAM
GMP.

MapTtuna 6b1a npousseaeHa B Nlabopatopuoc MukoHca SA., a TaM, rAe NPUMeHUMO MUKpoBuonoruyeckoe
uccnefoBaHue,
oHo npoBoauTtcsa B [labGopaTtopuu uerapHe 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 reguirements of the
local Regulatary 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.

/’/%/c,vﬂf

Moanuck 1 gaTa / Sﬁan/ature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpayuoHHoe ygoctoBepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number: ES/085HVIM9





