Elanco France SAS
26, rue de la Chapelle
68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product FORTEKOR FLAVOUR 5 TAB X14BLCD Batch n°: LE2144584
RS
Product Code @ CA482060WRS Specification SPPF01054 - 002
File Number DS0855263 UC concerned 1 UC/1
Manufacturing  10/12/2019
Expiry Date 11/2022
Tests Specification Results
GENERAL INFORMATION
Current method version BE-331.H.2 Complies
CHARACTERS
Beige to light brown, ovaloid, divisible tablets, scored on
Appearance Sizc?'o:? i:ge; 'mm Complies
Thickness: approx. 4.0 - 4.3 mm
Mean mass 185 -215 mg 200 mg
ASSAY
Meets the requirements of USP <711>, "Dissolution",
stages S1 or S2
Benazepril HCI dissolution after 30 min FogosseachiunitisinotiiessithaniQ S0
P For n=12: S1+82 average is equal to or greater than Q, Complies
by LC .
and no unit is less than Q-15%
Q=80%
Benazepril HCI Dissolution after 30 min, 6 or 12 tablets 6
with n=
Benazepril HCI Dissolution after 30 min  Meets the requirements of Acceptance Table, 100 % of the declared
by LC, highest value (Q=80 %) content
Benazepril HCI Dissolution after 30 min, Meets the requirements of Acceptance Table, 96 % of the declared
by LC, lowest value (Q=80%) content
Benazepril HCI Dissolution after 30 min  Meets the requirements of Acceptance Table, 99 % of the declared
by LC, mean (Q=80%) content
IDENTIFICATIONS
Benazepril hydrochloride by TLC Corresponds to the comparison Complies
Benazepril hydrochloride by LC Corresponds to the comparison Complies
ASSAY
Water content Not more than 7.0% 26%
MICROBIAL CONTAMINATION
Total aerobic microbial count per gram  Not more than 1000 CFU / g
(Harmonized method)
Total yeasts and moulds counts per Not more than 100 CFU / g
gram (Harmonized method)
Specified microorganisms per gram : Not detectable in 1 g
Escherichia coli (Harmonized method)
ASSAY
Benazepril hydrochloride, uniformity of Meets the requirements of Ph. Eur. 2.9.40 and USP <905> Complies
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«3naHko ®paHc CAC»
26, Pro ge na Wanens,
68330 FOHUHr

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHAJIN3A

Mpoaykr POPTEKOP 5 MI' CO BKYCOM TAB Ne14 Cepus Ne LE2144584
Kog npoaykta CA482060WRS Cneundukaums SPPF01054 — 002
Homep danna DS0855263 CooteetctBytowmin 1 UC/ 1
ucC
[ata nponssoacTtea 10.12.2019
[opeH oo 11/2022
UcnbiTaHunA Cneuudukaumna PesynbTaTthbl
OBLAA UHOOPMALUA
TeKyLas Bepcua meToaa BE-331.H.2 CootBetcTBYeT
XAPAKTEPUCTUKU
OBanbHble genmmble TabneTkn, C pUckoi c obenx
. CTOPOH, 6eXKeBoro UAN CBETNI0-KOPUYHEBOTO LBETA.
BHewHnn sng
Pasmep: 11 x 5,5 mm CootBsetcrByeT
TonwmHa: npumepHo 4,0 — 4,3 mm

CpepaHasa macca 185-215 mr 200 mr
KONUYECTBEHHbI AHANU3

OtBeyaeT TpeboBaHuam metoga Papm.CLLUA<711>,

«PactBopeHue», Tonbko ctagum S1 unm S2
PacTBopeHue 6eHasenpuna Ona n=6: Kaxkpan eguHnua (tab.) — He meHee Q+5%
rmapoxnopunaa Ona n=12: cpeaHee gna S1+S2 pasHo unm 6onble Q, n CootBeTtcTBYeT

HW 04HA eAMHMLA He MOXKeT BbiTb meHee Q-15%

Q=80%
PacTtBopeHue beHazenpuna yepes 30 6 nnn 12 Tabnetok 6

MWHYT, Npu n=
PactBopeHune 6eHazenpuna
rnapoxnopuaa yepes 30 MUHYT
metogom X, HamBbICLIEee 3HAYEeHne
PactBopeHune 6eHazenpuna
rnapoxnopuaa yepes 30 MUHYT
metogom KX, HaMMeHbLlee 3HaYeHue

PacTBopeHue 6eHasenpuna
rnapoxnopuaa yepes 30 MUHYT
metogom KX, cpegHee 3HaYeHMe

NOA/TMHHOCTb

BeHaszenpwa rmapoxaopua, ¢ MOMOLLbHO
TCX (TOHKOC/NOHOM XpomaTorpadun)
BeHasenpua ruapoxaopua C MoOMOLLbHO
X (>KMAKOCTHOM XpomaTorpadum)
KONMUYECTBEHHbIA AHANU3
CopepraHue Boabl (no Kapay ®uwepy
cornacHo ®apm.CLLUA <921> MeTog,|)
MUWKPOBHAA KOHTAMUWHALMUA
Obuiee KONMYECTBO asPOBHbIX
MWKPOOPraHM3MOB Ha rpaMm
(rapmoHM3npOBaHHbIM MeToA)

0O6Luee KOIMYECTBO APOMKIKEBDIX 1
niecHesbIX rpnbos
(rapmoHM3npoBaHHbI MeTos)
OTAeNbHble MUKPOOPraHUM3Mbl Ha
rpamm: Escherichia coli
(rapmoHM3npoBaHHbIM MeTos)

KO/IMYECTBEHHBI AHANN3

beHasenpwuna rugpoxnopug,
OAHOPOAHOCTb A03UPOBAHHbIX €4MHULL,
meTtoaom KX

OTBeyvaet Tpe6oBaHMAM MpremouHol TabanLpl
(Q=80%)

OTBeyvaet Tpe6oBaHMAM MpremouHoi Tabanupl
(Q=80%)

OtBeyaeT TpeboBaHMAM MNpruemoyHon Tabanubl

(Q=80%)

COOTBETCTByeT CpaBHEHUIO

CoOoTBETCTBYET CPAaBHEHMIO

He 6onee 7,0%

He 6onee 1000 KOE/r

He 6onee 100 KOE/r

He obHapyxuBaetcaB1lr

OtBeyaeT TpeboBaHuam Papm.CLUA <905> n
Esp.®apm. 2.9.40

100 % ot 3aABNEHHOro
coaeprKaHua

96 % OT 3aABNIEHHOro
coaeprKaHua

99 % OT 3aABNEHHOro
copepXaHua

CootBetcTBYeT

CootBsetcTByeT

2,6 %

CooTBeTcTBYET

CooTBeTcTByeT

CooTBeTcTBYET

CootBetcTBYeT
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Elanco France SAS
26, rue de la Chapelle
68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product FORTEKOR FLAVOUR 5 TAB X14BLCD Batch n°: LE2144584
RS

Product Code = CA482060WRS Specification SPPF01054 - 002

File Number DS0855263 UC concerned 1 UC/1

Manufacturing  10/12/2019

Expiry Date 11/2022

Tests Specification Results

dosage units by LC,
Benazepril HCI, uniformity of dosage
units with n= 100r30 g
Benazepril HCI uniformity of dosage 95.9 % of the declared
units, lowest LOWBSt value content
Benazepril HCI uniformity of dosage . 108.6 % of the declared
units, highest Highest value content
Benazepril HC! uniformity of dosage Not more than 15.0 9.1
units, Acceptance value i

BY PRODUCTS

. Not more than 0.4 % (based on the declared Benazepril  <0.05 % of the declared
Impurity A (LC) HCI content) content
) Not more than 0.5 % (based on the declared Benazepril 0.10 % of the declared

Impurity C (LC) HCI content) content
Total of CGP 42 454 Aand Impurity B Not more than 0.8 % (based on the declared Benazepril ~ <0.05 % of the declared
(LC) HCI content) content
Further related substances, individually ~Not more than 0.5% each (based on the declared 0.10 % of the declared
(LC) Benazepril HCI content) content
Total related substances, except Not more than 2.0% (based on the declared Benazepril 0.20 % of the declared
Impurity C (LC) HCI content) content

ASSAY
Benazepril hydrochloride, by UV-HPLC 95.0 to 105.0 % of the declared content 97.8 % 2:) :::ndteclared

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated /
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

BATCH RELEASED on 26 june 2020 by MASSON Julien-Luc, Pharmacien liberateur (Deputy Qualified Person)

" Elanco France SA

Julien-Luc MASSON
Pharmacist / Deputy Qualified Person

6. Joma DD
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«3naHko ®paHc CAC»
26, Pro ge na Wanens,
68330 FOHUHr

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHAJIN3A

MpoaykT ®OPTEKOP 5 MI' CO BKYCOM TAB Ne14 Cepus Ne LE2144584
Kog npoaykta CA482060WRS Cneundukaums SPPF01054 — 002
Homep danna DS0855263 CooteetctBytowmin 1 UC/ 1
[ata nponssoacTtea 10.12.2019 ue
[opeH oo 11/2022

UcnbiTaHunA Cneuudukaumna PesynbTaTthbl
beHasenpuna rugpoxnopua, 10 nnm 30 10

0AHOPOAHOCTb A03MPOBAHHbIX €4MHUL,
cn=

BeHasenpwuna rugpoxaopua,
04HOPOAHOCTb 403MPOBaHHbIX E4AUHUL,
HaMMeHblLLasn

BeHasenpwuna rugpoxaopua,
0AHOPOAHOCTb A03MPOBAHHbIX €4MHUL,
Hamnbosbwas

BeHasenpuna rugpoxnopua,
0AHOPOAHOCTb A03MPOBAHHbIX €4MHUL,
npvemoyHoe 3HadyeHune

NMOBOYHbIE NPOAYKTbHI
Mpumeck A (HX)

Mpumecs C (HKX)

B uenom CGP 42 454 A v npumechb B
(*KX)

[pyrve poacTBeHHbIe NPUMECH, Kaxaan
B oTAenbHOCTU (HX)

O6Lee KOIMYECTBO POACTBEHHbIX
npumecei, kpome npumecu C (HKX)

KOJIMYECTBEHHbIN AHANU3
BeHasenpwuna rugpoxaopua, MeToaom
B3}KX petektuposaHus B YO gmnanasoHe

HanmeHbluee 3HayeHne

Haunbosnbliee 3HayeHne

He 6onee 15,0

He 6onee 0,3 % (Ha ocHOBe 3aABNEHHOIO COAEPKaHUA
6eHasenpuaa rugpoxnopuaa)

He 6onee 0,4 % (Ha ocHOBe 3aABNEHHOIO COAEPKaHUA
6eHasenpuna ruapoxaopunaa)

He 6onee 0,7 % (Ha OCHOBe 3aABNEHHOMO COAEPMKAHMA
6eHasenpuaa rugpoxnopuaa)

He 6onee 0,5% Kaxkaas (Ha ocHoBe 33aABNEHHOMO
copepkaHua 6eHasenpuna ruapoxnopuaa)

He 6onee 2,0% (Ha 0cHOBE 3aABNEHHOMO COAEPMKAHUA
6eHasenpuna ruapoxaopuaa)

01 95,0 no 105,0%

»
cogepixKaHua

108,6 % OT 3aABNE€HHOro
copeprKaHuna

9,1

<0,05 % oT 3aABNEHHOro
coaepKaHusA

0,10 % ot 3aaBNE€HHOro
coaeprKaHusa

<0,05 % oT 3aABNE€HHOro
coaepKaHuA

0,10 % oT 3aABNE€HHOTO
coaeprKaHusa

0,20 % OT 3aABNE€HHOTO
coaepKaHua

’
cogepixaHua

HacToAwwmm yoocToBepsito, YTo NpUBEAEHHAs Bbille UHDOPMaLUs SBNSeTCA NOASIMHHOM 1 TOYHOW. JTa cepus
npoaykTa Obina Npov3BeaeHa/3roToBIIEHa, B TOM YKCIE yNakoBaHa v NoABeprHyTa NpoBepke kayecTBa Ha
BblLLIEYKa3aHHOM MPeanpusiTUM B NMOMTHOM COOTBETCTBUM C TPEOOBAHUAMU MECTHBIX PETYNUPYIOLLMX OPraHoB B
OTHOLLEHUN Haanexalen npon3soacTBeHHon npaktukn (GMP) 1 ¢ TpeboBaHUAMM PerncTpaumoHHOro yaocToBepeHus
CTpaHbl-umnopTepa. MNpoTokonbl MO NPOU3BOACTBY, YNAKOBKE U aHanmay cepum Gblniv NpoBepeHbI, 1 Bbino

YCTaHOBINEHO, YTO OHW cooTBeTCTBYIOT GMP.

CEPUA BbINYLWEHA 26 utoHa 2020 r. MACCOH XXynbeH-JTiok, ®apmaueBT, OTBETCTBEHHbIN 3a obecnevyeHmne

kayecTtBa (YNonHOMOYEHHOE NNLIO)

[lModnuck ¢ nocomuriom/
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