Elanco France SAS

26, rue de la Chapelle

68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product FORTEKOR FLAVOUR 20 TAB X14BLCD Batchn®: LE1984211
RS
Product Code  CA482560WRS Specification SPPF01055 - 002

File Number DS0855264
Manufacturing  07/11/2019

UC concerned 1 UC/1

Expiry Date 10/2022
Tests Specification Results
GENERAL INFORMATION
Current method version BE-298.H.5 Complies
CHARACTERS
Beige to light brown, ovaloid, divisible tablets, scored on
both sides. .
Appearance Size: 15 x 6 mm Complies
Thickness: approx. 4.4 - 4.8 mm
Mean mass 332.5 - 367.5 mg 353.1 mg
ASSAY
Meets the requirements of Paddle method in accordance
with USP <711>, "Dissolution", only stages S1 and S2
For n=6: each unit is not less than Q+5%
Benazepril HCI dissolution For n=12: S1+82 average is equal to or greater than Q, Complies
and no unit is less than Q-15%
Q=80%
Dissolution of Benazepril after 30 min, 6 or 12 tablets 6
with n=
Benazepril HCL Dissolution after 30 min Meets the requirements of Acceptance Table, 105 % of the declared
by LC, highest value (Q=80 %) content
Benazepril HCI Dissolution after 30 min, Meets the requirements of Acceptance Table, 99 % of the declared
by LC, lowest value (Q=80%) content
Benazepril HCI Dissolution after 30 min  Meets the requirements of Acceptance Table, 101 % 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
v {
ASSAY
Water content (KF in accordance with Not more than 7.0% 2.5 %
USP <921> Method 1) "
Benazepril hydrochloride, uniformity of  Meets the requirements of USP <905> and Ph.Eur.2.9.40 Complies
dosage units by LC, P
Benazepril HCI, uniformity of dosage 10 or 30 10
units with n=
Benazepril HCI uniformity of dosage Lowest value 98.0 % of the declared
units, lowest content
Benazepril HCI uniformity of dosage Highest value 104.7 % of the declared
units, highest content
Benazepr" HCI uniformity of dosage Meets the requirements Of USP <905> and PhEur2940 4.1
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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 20 MI' CO BKYCOM TAB Ne14 Cepus Ne LE1984211
Kog npoaykta CA482560WRS Cneuundukaums SPPF01055 - 022
Howmep danna DS0855264 CooteetctBytomin 1 UC/ 1
[aTta npounssoacTtea 07.11.2019 ucC
[opeH oo 10/2022
UcnbiTaHunA Cneuudukaumna PesynbTaTthbl
ObLWAA UHOPOPMALUA
TeKkyLwan sepcma metoaa BE-298.H.5 CooTBeTtcTBYyeT
XAPAKTEPUCTUKU
OBasibHble Aennmble TabneTku, ¢ puckoi ¢ obeunx

CTOPOH, 6eXXeBOro UAN CBETI0-KOPUYHEBOTO LiBETA.

BHewHwnit BuA Pasmep: 15 x 6 mm CootBeTtcTBYET
TonwwuHa: npumepHo 4,4 — 4,8 mm

CpeaHaa macca 332,5-367,5mr 353,1 mr
KO/INYECTBEHHbIA AHANU3

OTBeyvaeT TpeboBaHMAM MEeTOAa C UCNO/b30BaHUEM

NIoNacTHOM meLwanku B cootseTctamm ¢ Papm.CLLUA

<711>, «PacTBopeHue», Tonbko ctagum S1 nnam S2
Pactsopenue beHasenpuna [ns n=6: Kaxxaan eanHuLa (TabneTka) — He MeHee Cootsercrayer
rmapoxnopuaa Q+5%

Ona n=12: cpeaHee gna S1+S2 pasBHo unm 6onble Q, n

HW 0ZHA eAMHMLA He MOXKeT BbiTb meHee Q-15%

Q=80%
PacTtBopeHue beHazenpuna yepes 30 6 W 12 TaBneToK 6

MWHYT, NpyU n=
PactBopeHune 6eHazenpuna
rnapoxnopuaa yepes 30 MUHYT
metogom X, HamBbICLIEee 3HAYEeHNe
PactBopeHune 6eHazenpuna
rnapoxnopuaa yepes 30 MUHYT
metogom KX, HaMMeHbLlee 3HaYeHne

PactBopeHune 6eHazenpuna
rnapoxnopuaa yepes 30 MUHYT
meTogom KX, cpeagHee 3HaueHUe

NOANNHHOCTb

BeHasenpun rugpoxnopug c
nomoupbto TCX (TOHKOCNOMHOWM
Xpomatorpapum)

BeHasenpun rugpoxnopma c
nomoupbto KX (3)MAKOCTHOM
Xpomatorpapum)
KONUYECTBEHHbI AHANN3
CopeprkaHue Bogbl (no Kapay ®uwepy
cornacHo ®apm.CLUA <921> Mertog l)
BeHa3senpuna rugpoxaopua,
O0ZlHOPOAHOCTb A03UPOBaHHbIX
eaguHnl, metogom KX
BeHasenpuna rugpoxaopug,
O0ZlHOPOAHOCTb A03UPOBaAHHbIX
eauHuL, € n=

BeHasenpuna rugpoxaopua,
OZlHOPOAHOCTb A03UPOBaHHbIX
eAVHUL, HaMMeHbLan
BeHasenpuna rugpoxaopug,
O[lHOPOAHOCTb A03UPOBaHHbIX

OTBeyvaet Tpe6oBaHMAM MpremouHoi TabanLpl
(Q=80%)

OTBeyvaet Tpe6oBaHMAM [premouHoi TabanLpl
(Q=80%)

OtBeyvaet Tpe6oBaHMAM MpremouHol TabanLpl
(Q=80%)

COOTBETCTBVET CpaBHEHUIO

COOTBETCTBVET CpaBHEHUIO

He 6onee 7,0%

OtBeyvaeT TpeboaHmam Papm.CLUA <905> u
Ep.Papm. 2.9.40

10 nnam 30

HaumeHbliee 3HayeHne

Hanbonbliee 3HayeHne

105 % ot 3aaBNEHHOro
coaepKaHua

99 % OT 3aABNEHHOro
coaepKaHua

101 % ot 3aABNEHHOro
coaeprKaHua

CootBetcTBYeT

CootBetcTBYET

2,5%

CootBetcTBYET

10

98,0 % OT 3aABNEHHOro
copepXaHua

104,7 % ot 3aaBNEHHOro
coaepKaHua
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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 20 TAB X14BLCD Batchn®: LE1984211
RS
Product Code  CA482560WRS Specification SPPF01055 - 002
File Number DS0855264 UC concerned 1 UC/1
Manufacturing  07/11/2019
Expiry Date 10/2022
Tests Specification Results

units, Acceptance value

BY PRODUCTS

. Not more than 0.4 % (based on the declared Benazepril
Impurity A (LC) HCI content)

. Not more than 0.5 % (based on the declared Benazepril
Impurity, C{LC) HCI content)
Total of CGP 42 454 Aand Impurity B Not more than 0.8 % (based on the declared Benazepril
(LC) HCI content)
Further related substances, individually =~ Not more than 0.5% each (based on the declared
(LC) Benazepril HCI content)

Total further related substances, except Not more than 2.0% (based on the declared Benazepril
Impurity C (LC) HCI content)

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, by Uv-HPLC ~ 99:010105.0 %

<0.05 % of the declared
content

0.10 % of the declared
content

<0.05 % of the declared
content

0.10 % of the declared
content

0.10 % of the declared
content

101.1 % of the declared
content

| 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)

Julien-Luc MASSON
Pharmacist / Deputy Qualified Person 7
Elanco France SAS_—
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«3naHko ®paHc CAC»
26, Pro ge na Wanens,
68330 FOHUHr

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHAJIN3A

Mpoaykr ®OPTEKOP 20 MIF CO BKYCOM TAB Ne14 Cepus Ne LE1984211
Kog npoaykta CA482560WRS Cneuundukaums SPPF01055 - 022
Howmep danna DS0855264 CooteetctBytomin 1 UC/ 1
[aTta npounssoacTtea 07.11.2019 ucC
[opeH oo 10/2022
UcnbiTaHunA Cneuudukaumna PesynbTaTthbl
eanHuL, Hambonbluas
beHasenpuna rugpoxnopua, OtBeyaet TpeboBaHMam Papm.CLUA <905> n 4,1

OAHOPOAHOCTb 403MPOBAHHbIX
eAMHUL, NPUEMOYHOE 3HaYeHne

MNOBOYHbIE MPOAYKTbI
Mpumeco A (HKX)

Mpumecs C (HKX)

B uenom CGP 42 454 A vt npumecs B
(*KX)

[pyrve poacTBeHHble NpumecH,
Kaxkaasa B otaenbHocTm (HKX)

O6Liee KoMYeCcTBO POACTBEHHbIX
npumecei, kpome npumecu C (HKX)

MUWKPOBHAA KOHTAMUHALIMA
Obuiee KONMYECTBO asPOBHbIX
MWKPOOPraHM3MOB Ha rpaMmm
(rapmoHM3npOBaHHbIM MeToA)
0ObLuee KOMYECTBO APOKIKEBbIX 1
niecHesbIX rpnbos
(rapmoHM3npoBaHHbI MeTos)
OTAeNbHble MUKPOOPraHUM3Mbl Ha
rpamm: Escherichia coli
(rapmoHM3npoBaHHbI MeTos)

KOMIMYECTBEHHbIA AHANU3

BeHasenpuna rugpoxnopua, MeToaom

B3XKX petektuposaHua B YO
AnanasoHe

Esp.®apm. 2.9.40

He 6onee 0,3 % (Ha ocHOBe 3asBNEHHOIO
coaep:KaHuaA beHasenpuia rmapoxaopmaa)

He 6onee 0,4 % (Ha ocHOBe 3asAiBNEHHOIo
cogepkaHusa 6eHasenpuna rmapoxaopuaa)

He 6onee 0,7 % (Ha ocHoOBe 3asABNEHHOTO
cogepkaHusa 6eHasenpuna rmapoxaopuaa)

He 6onee 0,5% Kaxaan (Ha ocHOBe 3aAB/IEHHOTO
coaep:KaHuaA beHasenpuia rmapoxaopmaa)

He 6onee 2,0% (Ha ocHOBe 3aABJEHHOr0
cofeprkaHua b6eHasenpuaa rmapoxnopuaa)

He 6onee 1000 KOE/r

He 6onee 100 KOE/r

He obHapyxuBaetcaBlr

07 95,0 go 105,0%

<0,05 % ot 3aABNEHHOTO0
copepraHua

0,10 % ot 3aABNAEHHOTO
copepXaHua

<0,05 % oT 3aaBNEeHHOro
copepXaHua

0,10 % ot 3aABNAEHHOTO
copeprKaHua

0,10 % ot 3asaBNeHHOro
copepXaHua

CooTBeTcTBYyeT

CooTBeTtcTByeT

CooTBeTcTBYET

101,1 % ot 3aABNEHHOrO
copepXKaHua

HacTtoswmm yaoctoBepsito, YTO NpMBeAeHHas Bbllle NHopMaLmsa ABNSETCS NOAMMHHON 1 TOYHOW. 3Ta cepus
npoaykTa 6blna npon3seaeHa/M3roToBneHa, B TOM Y/Cne ynakoBaHa U NoABeprHyTa npoBepke kavecTsa Ha
BblLLEYKa3aHHOM NPeanpusaTMN B NOMTHOM COOTBETCTBUM C TPEOOBAHMSIMU MECTHBIX PErynypyoLmMx OpraHoB B
OTHoLWeHn Hagnexalen npomn3soacTeBeHHo npaktuku (GMP) n ¢ TpeboBaHusMn PernctpaumnoHHOro yaoctoBepeHms
CTpaHbl-umnopTepa. MpoTokonbl MO MPOM3BOACTBY, YNaKoBKe M aHanM3y cepuu Obinn npoBepeHbl, 1 Bbino
YCTaHOBINEHO, YTO OHU cooTBeTCTBYIOT GMP.

CEPUA BbINYLWEHA 26 utoHst 2020 r. MACCOH XynbeH-JTiok, ®apmaueBT, OTBETCTBEHHbIN 3a o6ecneveHne

kayecTtBa (YNoONHOMOYEHHOE NNLIO)

[lModnuck ¢ noecomurnom/
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