(,»\) LABORATORIOS LICONSA, S.A.
\_) 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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaOyKT OMES kancynbl kuweyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC85396 Darta npoussoactea 08.2024 lFopen no 07.2026
TEST / TECT REQUIREMENT / CNELUA®UKALUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlNMUCAHUE TBepAble XenaTuHoBbIe Kancyrbl pa3mepa N°4, Conform / CooTBeTCTBYET
C KpbILLEYKO CUHEro LiBeTa U KOpnycom
Genoro LBeTa, cofepxalive cepuieckue
rpaHynbl oT 6enoro go noyty 6enoro c
XenToBaTbIM OTTEHKOM L|BETA.
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.
OOHOPOOHOCTb JO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ana 10 kancyn, 9,1

OOMMKHO 6bITh He 6ornee 15,0 %.

3HauveHue AV, paccuutaHHoe ans 30 kancyn,

JAOIMKHO 6bITb He Gonee 15,0 % u copepxaHue

omMernpasorna H1M B OOHOI Kancyrne He [OMKHO

BbIXoAUTL 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).
NMOANMMHHOCTb (B3XX) Bpems yaepuBaHUsi OCHOBHOro Conform / CooTBeTcTBYET
nu1Ka Ha XpomaTorpaMmme UCNbITyeMoro
pacTBopa [AOMMKHO COOTBETCTBOBATh
BpeMeHU yepX1UBaHUsS OCHOBHOTO Nuka
Ha XpomaTorpaMmMe cTaHAapTHOro pacteopa
(pa3pen «KonuvecTBeHHOE onpegeneHuey).
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Approval date (dd.mm.yyyy)/nata ogo6peHus (o8.MM.ITIT):
(Signature & Date) Quality Assurance/(Moanucs/aaTa) obecneveHusikadectea:
Release by/Brinywerno Deputy Qualified Person/: S \_ e

(Signature & Date)/(Moanuce/aata) Macarena Gonzélez \ k ‘
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES kancynbl kuwevyHopacTBopuMble 20 Mr

CODE

Ko[n 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85396 Oara npoussoactea 08.2024 Fopen no 07.2026

TEST / TECT REQUIREMENT / CNELUU®UKALNA RESULT / PE3YNIbTAT
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).
NOANMUHHOCTbL B3XX (DAD petekTop) Y®-cnekTp nornoLlleHUsi OCHOBHOIO NUKa, Conform / CooTBeTCTBYET
CHSATBLIN Npu XpoMaTorpacduposaHum
UCMbITYEeMOro pacTBopa, AoMmKeH
CcOOTBeTCTBOBaTb Y®P-criekTpy nornoweHus
OCHOBHOFO MUKa, CHATOMY Npu
XpomaTtorpathupoBaHUM CTaHAAPTHOTO
pacTBopa (pasgen «KonuyecteeHHoe

onpepaereHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE OMPEOENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro cogepxaHus 99,3 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONUYECTBEHHOE ONMPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mr/kan
MI/KAMCYINA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnotHas ctagus) He G6onee 10 % ot 3asiBneHHOro coaepxaHusi 1%
C17H19N303S (omenpa3ona)
yepe3 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BycepHas cragus) He meHee 80 % (Q) ot 3asgBneHHOro 99 %
copepxanua C17H19N303S (omenpa3sona)
yepe3 30 MUH.
RELATED SUBSTANCES

POOCTBEHHbIE NPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata onobpeHus (O4.MM.ITTT): —— 222
(Signature & Date) Quality Assurance/(Moanucs/gaTa) obecrneveHusikadecTsa:

Release by/BeinylieHo Deputy Qualified Person/: -
(Signature & Date)/(IMognuck/aata) Macarena Gonzalez i\ —
Manufacturing Site/lMpov3aBoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. P ( / 2 ())Qi/ Ll1 Page/ctp. 2/5
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(,/—\) LABORATORIOS LICONSA, S.A.
kj Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
NS~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH E mQ 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 kancyrbl kuweyHopacTtBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC85396 Oara npouseoactea 08.2024 Fonen no 07.2026
TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INMoban eguHUYHan He 6onee 0,2 % <0,1%
HeuaeHTUULUPOBaHHasi NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cooTtBeTcTBUM ¢ HL. Conform / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepartype He Bbiue 25 °C.
SHELF-LIFE 2 years
CPOKIrogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/aaTta ogobpeHus (A4.MM.ITTT): C;lkx

(Signature & Date) Quality Assurance/([oanuce/narta) obecneyeHusikayecTsa:

Release by/BuinyiieHo Deputy Qualified Person/: —
(Signature & Date)/(IMoapnuck/nata) Macarena Gonzalez '\»*;____//""\”
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"\\J) LABORATORIOS LICONSA, S.A.

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAITU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OMES3 kancynbl KuwevyHopacTBopumMbie 20 Mr

CODE
kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85396 Dara npoussogctea 08.2024 Fopen no 07.2026

TEST / TECT REQUIREMENT / CNELUA®UKALINA

RESULT / PE3YINIbTAT

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.

YINMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep us
antoMuHUeBoOU honbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C UHCTPYKLUUEl No NpUMeHeHUIo B NayKy
KapTOHHYIO.
Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C VHCTPYKUME No NPpUMeHEeHUIO B NMayvKy
KapTOHHY!O.
Mo 1, 2, 4, 8 unu 14 6nucrepoB no 7
Karncyn BMecTe C MHCTPYKLMel no
NPUMeHeHUIO B MaYvKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBAOX/
AnoMuUHUeBbIN GnucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C UHCTPYKLUMEN No
NPUMEHEeHUIO B NMayKy KapTOHHYO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe ¢ UHCTPYKLUel no
MPUYMEHEHUIO B Nayky KapTOHHYHO.

Conform / CooTBeTcTBYET

Analysis performed according ND
1n-006953-180122

Ananu3s nposepeH no HA:
1nn-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpeHus (84.MM.ITrT): —F 202 S8
(Signature & Date) Quality Assurance/(Mognuce/aarta) obecneveHusikadyecTsa:

Release by/BbinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/nata) Macarena Gonzalez

)
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LABORATORIOS LICONSA, S.A.

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

( H EI i 'O Phone: +34 949 34 97 00
- Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85396 Dara npoussoagctea 08.2024 Fopen no 07.2026

TEST / TECT REQUIREMENT / CNELW®UKALINA RESULT / PE3YIIbTAT

Notes / HaGnoaeHUs
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 6rnucTep U3 anoMUHUeBOMN onbru.
Mo 5 6nuctepos no 6 kancyn BMecTe ¢ UHCTPYKLIMel Mo NPUMeHEHUI0 B NMayky KapTOHHYIO.

Approval date (dd.mm.yyyy)/narta onobperus (oa.MM.ITTT): \\\_7 22 SR
(Signature & Date) Quality Assurance/(Mognucek/gaTa) obecneyeHuskavecTsa:
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(lMoanuck/nata) Macarena Gonzalez

Manufacturing Site/lMponaBoacTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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(«’\\) LABORATORIOS LICONSA, S.A.
(K\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

PaspelweHune Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuie4yHopacTBopuMbie 20 Mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC85396 Hara npousBopctea : 08/2024
BATCH MANUFACTURING DATE

Fonen no : 07/2026 Pasmep cepuu : 354.528 UN
EXPIRY DATE BATCH SIZEV

OMEZ capsules enteric-coated 20mg

HacToswum s noaTBepXxpako, YTo gaHHas MHCbOpMaLlMﬂ ABndeTcsa AOCTOBepHOﬁ Y TOuHOW. [laHHas napTusa npoaykra
6bina npousBepeHa, BKnro4vas yI'IaKOBKy/MapKMpOBKy U KOHTpPOIb Ka4yecTBa, Ha YKa3aHHOM HUXe y4yacTKke (y'qacn(ax)
B MOJIHOM COOTBETCTBUU C TpeGOBaHMﬂMM GMP mecTHOro perynupyroLiero opraHa, CﬂeLWI(bVIKaLI,VIﬂMM B paspeLieHnun
Ha MapKeTUHr CTpaHbl-UMMNopTepa U TeXHUNYECKUMU cornatieHusiMmu, KotTopble MoryT ObITb 3aKnw4eHbl, Unu tbaﬁnom
cneumpukauuu npoaykra ans Vlccne,qyeMblx INeKapCTBeHHbIX CpeacTB.

3anucu no obpaboTke, ynakoBKe U aHanU3y NapTUX GbINU NPoBepPeHbI U NPU3HaHbl COOTBETCTBYIOLMMU TPe6GoBaHUAM
GMP.

MapTusa 6bina npousBeneHa B JllaopaTopuoc llukoHca SA., a Tam, rge nNpUMeHUMO MUKPOBUONOruyecKkoe
uccnenoBaHue,
oHo npoBoauTcs B llabopaTtopuu SueBapHe 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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Moanuck u para / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

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



