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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®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoavkKT OMES3 kancynbl KuweyHopacTBopumbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC81597 Oata npouseoactea 02.2024 Topen no 01.2026
TEST / TECT REQUIREMENT / CNELA®PUKALIUA RESULT / PE3YINbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
ONMUCAHUE TeepAble XenaTUHOBLIE Kancynbl pasmepa N°4, Conforms / CooTBeTCcTBYET

c KphlLUE‘-IKOﬁ CUHero UBeTa U Kopnycom

Genoro UBeTa, cogepxalyue cepuyeckue

rpaHynbel ot 6enoro Ao noytu 6enoro ¢

KenToBaTbkIM 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.

OHOPOOHOCTb OO3UPOBAHUA (AV)

3HayeHue AV, paccuuTaHHoe gana 10 kancyn, 5,8

AOMKHO BbITL He Gornee 15,0 %.
3HayeHue AV, paccuutaHHoe ansa 30 Kkancyn,
LOMKHO BbiTh He Gonee 15,0 % u cogepxaHue

omenpasorna HW B OfHOI Kancyrne He JOMKHO
BbIXOA4WUTL 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).

MNOANUHHOCTDL (B3XX)

Bpems yoepXUBaHUS OCHOBHOrO

Conforms / CooTReTcTBYET

nUKa Ha XpoMaTtorpamMmmMe UcnbIiTyeMoro
pacTBOpa AQOMKHO COOTBEeTCTBORBATE
BpeMeHU yaepXXMBaHWA OCHOBHOIO NUKa

Ha XpomaTtorpaMmme ctaHgapTHOro pacresopa

(pazpen «KonuyecTBeHHOE ONpefeneHue).

Approval date (dd.mm.yyyy)/nata ogobperus (oa.mm.rrrr): 27.03.2024

(Signature & Date) Quality Assurance/(MNognuce/aaTa) obecneveHuskaqecTsa:

Release by/Beinyuleno Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/nata) Macarena Gonzalez

Manufacturing Site/[poussoacTeeHHas nnowaaka: 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
nPoayKT OMES3 kancynbl KMwWe4yHopacTBopuMbie 20 Mr

CODE

Koo 231903

BATCH Manufacturing Date: Expire Date:

CEPKA LC81597 Darta npoussoactea 02.2024  Topen no 01.2026

TEST /| TECT REQUIREMENT / CNELIM®UKALINA RESULT /| PE3SYIIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOMMMHHOCTL B3XX (DAD getektop)

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 nornoiieHua OCHOBHOro NuKa, Conforms / CooTBeTCcTBYET
CHATLIN Npu XpomarorpadupoBaHuu
UCNLITYEMOro pacTeopa, AomKeH
COOTBETCTBOBaTL Y®-CnekTpy nornoweHus
OCHOBHOrO NMUKa, CHATOMY Npu
XpomaTtorpaupoBaHUn CTaHAAPTHOro
pacTteopa (pazaen «KonuyecTeeHHOe

onpegeneHuer)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 21 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMMYECTBEHHOE ONPELENEHUE

95,0 - 105,0 % OT 3aABnNeHHOro cogepaHusa 99,8 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMNPEOENEHUE
MI/KAMNCYIA

19.0 mgl/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap / MI/KAMNCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas cTaaus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBNeHHOro cofiepKaHus 0%
C17H19N303S (omenpasona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHas ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) or 3asBneHHoOro 92 %
cogepxanHusa C17H19N303S (omenpazona)

yepe3 30 MuUH.

RELATED SUBSTANCES
POACTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpa3zona kapbokcunar

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

Approval date (dd.mm.yyyy)/aara ogobpeHus (og.Mm.rrrr): 27.03.2024 ;\ .

(Signature & Date) Quality Assurance/([Mognuce/narta) o6ecneyeHuskayecTsa: C E %L_ Yo WAY

Release by/Beinywexo Deputy Qualified Person/: ;

(Signature & Date)/(Mognucs/nata) Macarena Gonzalez \/ —

Manufacturing Site/lpouaeofcTeeHHasn nnowapka: Laboratorios Liconsa, S.A. ‘ IVEF_A—TL 4L ¢ ] Pagelctp. 2/5




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

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

(ﬂ) LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
npoaykt OMES3 kancynsl kMiwevyHopacTBopumblie 20 Mmr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81597 Oarta npouzeoactea 02.2024  Topewx no 01.2026
TEST / TECT REQUIREMENT / CNELM®UKALIAA RESULT / PE3YINILTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
MNpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INoban eanHUYHaA He 6onee 0,2 % <0,1 %

HenaeHTU(ULMPOBaHHAA NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWPOBKA B cooTteetcTtBuu ¢ HL. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE lNpu TemnepaTtype He Bbile 25 °C.

SHELF-LIFE 2 years

CPOK rofiHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpexus (oo.mm.rrrr): 27.03.2024 [ X

(Signature & Date) Quality Assurance/(lMoanucb/aara) obecneveHusika4ecTsa: -"T:g O3 24

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/aata) Macarena Gonzalez ( o

Manufacturing Site/MponasogcTeeHHas nnowanka: Laboratorios Liconsa, S.A. "\-‘..L T‘ﬁ*‘—’f' 224 Pagel/ctp.3/5



Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafa/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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OME3 kancynbl Kuwie4yHopacTropumMbie 20 mMr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC81597 Data npoussoactea 02.2024  Togen no 01.2026

TEST / TECT REQUIREMENT / CNIELLM®UKALIAA 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.
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 6nucTtep U3 Conforms / CooTBeTCTBYET**
anioMUHUeBoW donbru
Mo 2 wnu 20 6nucTepor no 5 Kancyn BMecTe
C UHCTPYKUMEN MO NPUMEHEHUIO B NayKy
KapTOHHYH.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C MHCTPYKLMEi Mo NpUMeHeHUI B NayKy
KapTOHHYH.
Mo 1, 2,4,8 unu 14 6nucrtepoe no 7
Karcyn BMecTe C UHCTpYKLUeii no
NPUMEHEHUH B NaYKy KAPTOHHYHO.
Mo 10 unu 14 kancyn B NMBX-N3-NBOX/
AnoMuHueBbIA BrincTep.
Mo1,2, 3,5, 6,9 unu 10 6nuctepos no
10 kancyn BMecTe C MHCTPYKUWel no
NMPUMEHEHUIO B NaYKy KapTOHHYH.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe C MHCTPYKUUen no
MPUMEHEHUIO B NaYKy KapTOHHYH.

Analysis performed according ND
nn-006953-180122

AHanua npoBegeH no HAO:
1n-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 27.03.2024

(Signature & Date) Quality Assurance/(Moanucsb/aarta) obecneveHuskadectaa: Y ‘JZ \

Release by/Beinyweto Deputy Qualified Person/:

(Signature & Date)/(IMoanuck/gaTta) Macarena Gonzalez (

Manufacturing Site/MpouasoacteeHHas nnowagka: Laboratorios Liconsa, S.A. JT"C:“'"— Tb’;‘ ) :C[ Pagelctp. 4 /5



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

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

f":\) LABORATORIOS LICONSA, S.A.
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kofg 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81597 Dara npouzeoacrea 02.2024 Trogen no 01.2026

TEST / TECT REQUIREMENT / CNELA®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnwgeHusa
**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 onbru.
Mo 5 6nucTepor no 6 Kancyn BMecTe ¢ MHCTPYKUKUel No NpUMeHeHUHo B NavKy KapTOHHYH.

Approval date (dd.mm.yyyy)/nata onobpeHus (ao.mm.rrrr): 27.03.2024 - Ji‘ a2y

(Signature & Date) Quality Assurance/(INognuce/aaTa) obecneveHusKavecTsa: : j = LS £

Release by/Brinyueno Deputy Qualified Person/: o

(Signature & Date)/(Mopnucs/nata) Macarena Gonzélez . g e

Manufacturing Site/lpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. )‘( L 2l © 3 2 L{ Page/ctp. 515



,(Fq\) LABORATORIOS LICONSA, S.A.

&\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaifia/Spain

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

PaspeleHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl Kuwe4yHopacTtBopumMbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M1-006953
CEPUA : LC81597 DOata npoussoactea : 02/2024
BATCH MANUFACTURING DATE

Fopen no : 01/2026 Paamep cepum : 367.632 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiyum st nogTBepXAar, YTo AaHHasA UHpopMaLMa ABNSAeTCs AOCTOBEPHON U TouHOoW. [laHHaA napTus npoaykra
6bina npousBefeHa, BKNOYasn ynakoBKy/MapKUpOBKY U KOHTPONb Ka4yecTBa, Ha yKazaHHOM HUXe yvacTtke (y4yacTkax)
B NOMHOM COOTBETCTBUU ¢ TpebGoBaHuamu GMP MecTHOro perynvpyolero opraHa, cneuudvkaumamMy B pa3peLlueHunm
Ha MapKeTUHTr CTPaHbI-MMMNopTepa U TEXHUYECKMMMY COrMalleHUsIMU, KOTOPbIE MOTYT GbITh 3aKNMK4YeHbl, UNu gainom
cneuudmkauum npoaykra ans Mccnegyembix nekapcTBeHHLIX CPeACTR.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTuu 66Ny NpoBepeHbl U NPU3HaHbl COOTBETCTBYHOLMMIU TpeGoBaHUAM
GMP.

MapTusa 6bina npousBeneHa B NlaGoparopuoc MukoHca SA., a Tam, rge npUMeHUMO MUKpobBuonoruyeckoe
uccnefoBaHue,
oHo npoBoguTcs B llabopaTopuu BueBapHe 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.
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Moanucek u gara / Signature&Date: Macarena Gonzalez
! Deputy Qualified Person

PeructpauuonHoe yooctoBepenue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number: ES/085HVI/19



