,::\) LABORATORIOS LICONSA, S.A.
( 2 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

CH E m O 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 OMES kancynbl Kuwe4yHopacTeopumMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC81164 Data npouseonctea 02.2024  Topen no 01.2026
TEST /| TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YNILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMWUCAHUE Teephble XenaTuHoBbIE Kancynbl paamepa N°4, Conforms / CooTBeTcTBYET
C KpblleYKon CUHero uBeTa U Kopnycom
Benoro UBeTa, cogepxallue cthepuyecKkue
rpaHynsl ot 6enoro go noytu Genoro ¢
MenToBaTbiM 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.
OHOPOJHOCTb JO3VUPOBAHUSA (AV) 3HaveHue AV, paccuyuTaHHoe gns 10 kancyn, 8,9

AoMmkHO BbITh He Gonee 15,0 %.

3HauyeHue AV, paccyutaHHoe ans 30 kancyn,

[OMKHO BbITh He Bonee 15,0 % u cogepxaHue

OMenpa3sona HW B OHOW Kancyne He AOMKHO

BbIX0AWTE 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).
NOANMHHOCTD (B3XX) Bpemsa yaepxuBaHusi OCHOBHOIo Conforms / CooTeTcTBYET
NuKa Ha XpomaTorpaMmme UcnbiTyemoro
pacTBOpa AOMKHO COOTBETCTBOBATH
BpeMeHU YAepXUBaHWA OCHOBHOIO NUKa
Ha XpomaTorpamMme cTaH@apTHOro pacTeopa
(pazpen «KonuyecTBeHHOe onpeaeneHue»).

Approval date (dd.mm.yyyy)/aata onobpeHus (ag.mm.rrr): 15.03.2024
(Signature & Date) Quality Assurance/(Moanuce/nata) o6ecnevenuskadecrea; M 15 O (4

Release by/Buinyweno Deputy Qualified Person/: <
(Signature & Date)/(Moanuce/nara) Macarena Gonzalez S (
Manufacturing Site/lpovaeoacTeeHHasa nnowaaka: Laboratorios Liconsa, S.A. AN /A3 L k\ Page/ctp.1/5
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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
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
NPOOYKT OME3 kancynbl kuweyHopacTBopuMblie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81164 Data npouazsoactea 02.2024  Topen no 01.2026

TEST /| TECT REQUIREMENT / CNIEIADUKALINA RESULT / PE3YNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMMHHOCTL 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 nornolieHusi 0CHOBHOIO MUKa, Conforms / CooTBeTCTBYET
CHATLIA Npu XpomarorpadupoBaHum
WCMBITYeMOro pacTeopa, AomKeH
COOTBETCTBOBAThL Y®-cnekTpy normnotieHus
OCHOBHOFO MUKa, CHATOMY Npu
xpomaTtorpadMpoBaHuM CTaHAAPTHOTO
pacteopa (pasgen «KonuyecrteeHHoe
onpepfeneHuen)

WATER
BOJA

Not more than 5.0 %.
He 6onee 5,0 % 24%

OMEPRAZOLE ASSAY %
KONWYECTBEHHOE ONPEAENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asiBNeHHOro coaepXaHusa 98,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEOENEHUE
MPI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 mg/cap | M[/KATICYTA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHas ctapus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3asABnNeHHOro cofiepxaHusi 0%
C17H19N303S (omenpasona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BychepHas cTagun)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) or 3asBneHHOro 98 %
copepxanusa C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBLIE MPUMECHK

OMEPRAZOLE CARBOXYLATE
Omenpazona kap6okcunar

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

Approval date (dd.mm.yyyy)/nata ogobpeHus (ag.mm.rrrr): 15.03.2024
(Signature & Date) Quality Assurance/(loanucs/naTa) obecneveruskavecrsa: [ (5.2 3 25

Release by/Brinywexo Deputy Qualified Person/:

C

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez ~— —
Manufacturing Site/lpouasoacTeerHas nnowaaka: Laboratorios Liconsa, S.A. :\‘)‘-\ \g J 1513 L ’»1\ Pagelctp. 2/5




ﬂ) LABORATORIOS LICONSA, S.A.

f
(\_J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
3 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPogyKT OME3 kancynbl kuwe4yHopacTeopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81164 Oara npouseoacrea 02.2024 lopen go 01.2026
TEST /| TECT REQUIREMENT / CNIELIM®UKALIUA RESULT / PE3VIIBTAT
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
INoban eguHUYHaA He Gonee 0,2 % <0,1%

HeugeHTUdULUPOBaHHAA NpUMech

TOTAL IMPURITIES not more than 2.0 %

CymmMa npumeceid He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBMM ¢ HO. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE lMpu TeMnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 roga.

Approval date (dd.mm.yyyy)/nara ogobpeHus (ag.mm.rrrr). 15.03.2024

(Signature & Date) Quality Assurance/(Mognues/nata) obecneyeHuskavectaa: H 5. 03 .14
Release by/Brinywero Deputy Qualified Person/: .

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez \.

Manufacturing Site/lpoussoacTBeHHas nnowagka: Laboratorios Liconsa, S.A. \ilhi’ﬁ_’d Page/ctp. 3/5
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’:‘?} LABORATORIOS LICONSA, S.A.

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

CH E m O 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
nrPoaykKT OMES3 kancynbl Kuwe4yHopacTeopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC81164 Jara npouszeogctea 02.2024 Nopex no 01.2026

TEST / TECT REQUIREMENT / CMELIU®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 / CooTBeTcTBYET*
anvMUHUEeBOM (honbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
€ UHCTPYKUUEH MO NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepos no 6 kancyn BMecTe
€ UHCTPYKLMEN NO NPUMEHEHUI0 B Nayky
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucTtepoe no 7
Kancyn BMecTe ¢ MHCTpyKuueii no
MPUMEHEHUIO B NaYKy KApTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUEBLIA GRUcTep.
Mo 1,2, 3,5,6,9 unu 10 6nucrepor no
10 kancyn BMecTe ¢ MHCTPYKUUeW no
MPUMEHEHUIO B NaYKy KAPTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTPYKLUMeA no
MPUMEHEeHUIO B NaYKy KAPTOHHYHO.

Analysis performed according ND
nn-006953-180122

AHanus npoeegeH no HA:
nn-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpeHus (og.mm.rrrr): 15.03.2024

(Signature & Date) Quality Assurance/([Nognuck/garta) o6ecnevyeHuakayecTsa: Mme
Release by/Buinyweno Deputy Qualified Person/:

(Signature & Date)/(Moanuck/narta) Macarena Gonzalez \\__ -

Manufacturing Site/MpoussonctaenHan nnowaaka: Laboratorios Liconsa, S.A. T‘.\ k ) 1E53TS Page/ctp. 4 /5
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(’;\\) LABORATORIOS LICONSA, S.A.
(\\5) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIM3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81164 Narta npoussoactea 02.2024 ronen no 01.2026

TEST / TECT REQUIREMENT / CNIELIM®OUNKALIUA RESULT / PE3YIIBTAT

Notes / HabnaeHus
**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 6GnucTep U3 antoMUHUEBOW honbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKUWEW Mo NPUMEHEHUIO B NaYky KapTOHHYH.,

Approval date (dd.mm.yyyy)/nata ogobpenus (ga.mm.rrrr): 15.03.2024
(Signature & Date) Quality Assurance/(Moanucs/aata) obecneyeHusikavectsa; H 7 15 <3
Release by/Buinywero Deputy Qualified Person/:

i\

b

(Signature & Date)/(Mognuce/aata) Macarena Gonzalez = e

Manufacturing Site/lpouasoacTeeHHan nnowagka: Laboratorios Liconsa, S.A. I\a. L 1bubs ¢ i |
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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

PaspelueHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

MPOAYKT : OME3 kancynkl kuweyHopacTeopumble 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : I1M-006953
CEPUA : LC81164 Hata npouzeopctea : 02/2024
BATCH MANUFACTURING DATE

Fogen po : 01/2026 Paamep cepun : 351.648 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswuM si nogTBepKAal, YTO AaHHaA UHopMaLMA ABNAETCA AOCTOBEPHOM U TOYHOM. [laHHasA napTus NpoayKTa
6bina npou3BeAeHa, BKMOYas YNakoBKY/MapKUPOBKY U KOHTPOIb KavyecTBa, Ha yKazaHHOM HMKe y4yacTke (y4acTkax)
B NONHOM COOTBETCTBUM C TpeboBaHMsiMU GMP MecTHOro perynupyloliero opraHa, cneuudpukaumsamMmm B paspelueHum
Ha MapKeTUHT CTPaHbI-MMNOPTEepa U TeXHMYECKUMU CornalleHUsiMU, KOTopble MOryT 6bITh 3aKnoveHbl, Unu dainom
cneuudMKalMmu npoaykTa Ans UccrneayemMbiX neKapCTBeHHbIX CPeacTB.

3anucu no obpaboTke, yNnakoBKe U aHanNuU3y napTuu 6bINK NpoBepeHbl U NPU3HaHbI COOTBETCTBYHLWMUMU TpeboBaHUAM
GMP.

MapTusi 6b1na npousBeneHa B Jlabopatopuoc JlukoHca SA., a Tam, rae NnpMMeHUMO MUKpoBUuonoruvyeckoe
uccnegoBaHue,
oHo npoBoauTtcs B JlabopaTtopun JuyeBapHe 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.

Jhe31Y

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

PeructpauuoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



