Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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\h//v LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOYKT OMES3 kancynbl Kuwe4HopacTBopumMelie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC78790 Data npouzeogctea 10.2023  ropen no 09.2025
TEST/ TECT REQUIREMENT / CNELUW®PUKALIUA RESULT / PE3YINbLTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAable XXenaTMHOBLIe Kancynkl pasmepa N°4, Conforms / CooTBeTCcTBYET
C KpbilWeYyKoW cuUHero LBeTa U Kopnycom
Benoro UBeTa, cogepxalyue cgepuyeckue
rpaHynkl ot 6enoro 40 NoY4YTH Genoro c
HenToBatblIM 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.
OOHOPOOHOCTL AO3UPOBAHUA (AV) 3HaueHue AV, paccuuTaHHoe ana 10 kancyn, 9,7

LOMKHO 6bITL He Bonee 15,0 %.

3HayeHue AV, paccuutaHHoe ana 30 kancyn,

LOMKHO 6kITh He Gonee 15,0 % u copepxaHue

OMenpa3zona HY B OAHOW Kancyne He JJOIDKHO

BbIXOAUTE 3a npepensl 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).
NMoanUMHHOCTb (B3XX) Bpema yaepXUBaHUsA OCHOBHOIO Conforms / CooTBeTcTBYET
NUKa Ha XpoMaTorpamMmme UCTbLITYEMOro
pacTBopa AOMKHO COOTBETCTBORAThL
BpeMeHU yaepXUBaHUSA OCHOBHOTO NUKa
Ha XpoMaTorpamMMe CTaH4apTHOro pacTBopa
(pasgen «KonuyecTBeHHOE onpefeneHUe»).

Approval date (dd.mm.yyyy)/aaTta ogo6penus (op.mm.rrrr): 01.12.2023 N,Hir-rur 22>

(Signature & Date) Quality Assurance/(Moanuce/nata) obecneyeHuskayecTea: )

Release by/Buinywero Deputy Qualified Person/: \\w\ : .\\\u xw\ \\ \\wv

(Signature & Date)/(lNoanuck/aata) Macarena Gonzélez \\

Manufacturing Site/lpoussogcTeeHHas nnotlaaka: Laboratorios Liconsa, S.A. - Pagelctp. 1/5
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\h//w LABORATORIOS LICONSA, S.A.
(<

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaoykT OMES3 kancynbl KMlWeYHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78790 Oara npoussopnctea 10.2023 Mopen go 09.2025

TEST / TECT REQUIREMENT / CMELUW®UKALIUA RESULT / PE3YIIbTAT
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).
MOANMUHHOCTL B3XX (DAD getekrtop) Y®-cnekTp nornoujeHusl OCHOBHOTO NUKa, Conforms / CooTBeTCTBYET
CHATLIW Npu XpomaTtorpadupoBaHumn
WCMNLITYEMOro pacTeopa, AOMKeH
COOTBETCTBOBaThL Yd-crnekTpy nornoweHus
OCHOBHOTO MUKa, CHATOMY Npu
XpomaTtorpatmpoBaHumn CTaHOapTHOTo
pactBopa (pazgen «KonuyecTBeHHOe

onpeneneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 23%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % or 2anBneHHOro cogepXaHus 101,6 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUWYECTBEHHOE ONPEQENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mgl/cap / MITKATICYTA
MI/KAMNCYNA
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of

C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHas ctagus) He menee 80 % (Q) ot 3anaBneHHoro 102 %

copepxanua C17H19N303S (omenpa3ona)
yepe3s 30 MUH.

RELATED SUBSTANCES
POACTBEHHbLIE NPUMECH ]

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kapbokcunar He Gonee 1,0 % <0,1%
IMPURITY F not more than 0.2 %
Mpumeckt F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecst G He 6onee 0,2 % <0,1 %

Approval date (dd.mm.yyyy)/aata ogobpenus (aa.mm.rrrr): 01.12.2023 mhrr\ﬁﬂ 2

(Signature & Date) Quality Assurance/(Moanuck/gaTa) obecneyeHusaKayecTsa: %
Release by/Beinyuieno Deputy Qualified Person/: P
(Signature & Date)/(lMoanuck/aata) Macarena Gonzalez \ \.\\ :
Manufacturing Site/MpousBogcTeeHHas nnotlanka: Laboratorios Liconsa, S.A. \\
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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
nPoayYKT OME3 kancynbl kuwe4yHopacTBopumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC78790 Data npouzsoactea 10.2023  Topen go 09.2025
TEST / TECT REQUIREMENT / CNIELIM®PUKALIUA RESULT / PE3YIIbTAT
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INwbas eguHUYHaRA He 6onee 0,2 % <0,1 %
HeuaeHTU(ULMPOBaHHas NPUMECh
TOTAL IMPURITIES not more than 2.0 %
CymmMa npuMeceid He Gonee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooTteetcTBUM ¢ HA. Conforms | CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 roga.

Approval date (dd.mm.yyyy)/gaTta onobpenus (aa.mm.rrrr): 01.12.2023 Q 2

(Signature & Date) Quality Assurance/(Mopnuck/aata) obecneyeHusKadecTsa: g

Release by/BuinyweHo Deputy Qualified Person/: 3 ) =y

(Signature & Date)/(Moanuck/nara) Macarena Gonzélez \_\\ =% f2.2 iw

Manufacturing Site/Mpou3asoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. e Pagelctp.3/5
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPogyktT OME3 kancynbl Kuwe4yHopacTeopumMelie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC78790 Data npouseoacrea 10.2023  ropen no 09.2025

TEST / TECT REQUIREMENT / CNELAPUKALIUA RESULT / PE3YNILTAT

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CooTBetcTBYET**
anoMUHUeBOM honbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C UHCTPYKUUE No NPUMEHEHUIO B MaYKy
KapTOHHYH.
Mo 5 unu 10 6nucTtepoe no 6 kancyn BMecTe
C UHCTPYKLUMEN NOo MPUMEHEHUI0 B NayKy
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nucrtepoe no 7
Kancyn BMecTe c SIO._.U<K_._Sm_.\._ no
NPUMeHEeHUI B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-NM3-NBOX/
AnMUHUEBLIA BnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepor no
10 Kancyn BMecTe C UHCTPYKUUWEA no
MPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe C MHCTPYKLUeii no
NPUMEHEHMIO B NaYKy KapTOHHYHO.

Analysis performed according ND

In-006953-180122

Ananua npoeepeH no HA: .
1Nn-006953-180122

Approval date (dd.mm.yyyy)/naTta opobpenus (aa.mm.rrrr): 01.12.2023 — e N\V

(Signature & Date) Quality Assurance/(lNoanuck/aaTa) obecnevyeHusKa4ecTsa:

Release by/Beinywero Deputy Qualified Person/: 1 /7 ; =

(Signature & Date)/(Moanucs/aarta) Macarena Gonzalez .\ \A\ — & V\ N \W

Manufacturing Site/MpouasoncTeerHas nnowapka: Laboratorios Liconsa, S.A. \\R Pagelctp. 4 /5




7 d LABORATORIOS LICONSA, S.A.
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N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OME3 kancynbl Kuime4yHopacteopumslie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78790 Nata npoussoacrea 10.2023 Fopen no 09.2025

TEST /| TECT REQUIREMENT / CNIELUW®UKALUA RESULT / PE3YNILTAT

Notes / HabnogeHUn
**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 anloMUHUeBO donbLIY.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUUWeN Mo NpUMeHeHUI0 B NaYKy KapTOHHYH.

Approval date (dd.mm.yyyy)/aata ogo6penus (aa.mm.rrrr): 01.12.2023 —7 S 2R 23
(Signature & Date) Quality Assurance/(loanuck/gaTa) obecneyeHuakadecTsa:
Release by/Buinywero Deputy Qualified Person/: \\\mm
(Signature & Date)/(MNoanuck/narta) Macarena Gonzélez

Manufacturing Site/MpoussoacTeenHas nnowagka: Laboratorios Liconsa, S.A.
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7)) LABORATORIOS LICONSA, S.A.
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Fax: +34 949 26 68 37

PaspeweHue Ha BbInyCcK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl Kuwe4yHopacTeopumsie 20 mr

PRODUCT

Kopd: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-006953
CEPUA : LC78790 Hara npouseogctea : 10/2023

BATCH MANUFACTURING DATE

lNooen po : 09/2025 Paamep cepuu : 336.528 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum st nogTBEpHAalo, YTo AaHHas uHGopMaLus ABMSIETCS AOCTOBEPHOM U TOYHOW. [laHHas napTusi NpoaykTa
6k1na npou3BefeHa, BKMYas YnakoBKY/MapKUpOBKY U KOHTPONb KavecTBa, Ha yKasaHHOM Huke yyacTke (yyacTkax)
B NOMHOM COOTBETCTBUM C TpeboBaHUsAMU GMP MeCTHOro perynupyolLero opraHa, cnelMuKkalusMu B pa3peLleHun
Ha MapKeTUHI CTPaHbI-MMMOPTEPa U TEXHUYECKUMU COrMalleHUsIMU, KOTOPbIe MOTYT BbITh 3aKNYeHbl, Unu gainom
cneuudukauumn npoaykra ans WccnenyemMbix nekapcTBEHHbLIX CPEACTB.

3anucu no o6paboTKe, ynakoBKe U aHaNU3y NapTuK 6bINKU NpPoBepeHbl U NPU3HaHbl COOTBETCTRYHOLWMUMU TpeBoBaHUAM
GMP.

MapTus 6bina npousseneHa B JlabopaTtopuoc JlukoHca SA., a Tam, rae NPUMMEHUMO MUKpobUuonoruyeckoe
unccnegoeaHue,
oHo npoBoguTcs B Jlaboparopuu 3yeBapHe 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.

Mognuck u pata / Signature&Date: Macarena Gonzalez
/| Deputy Qualified Person

PeructpauuoHHoe ygoctoBepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



