Elanco Animal Health Inc.
Elanco Tiergesundheit AG
Elanco Santé Animale SA
Mattenstrasse 24a

4058 Basel
Switzerland
BATCH CERTIFICATE
Product Name : Milbemax FC 16/40 mg - TAB X2BLCD
Dosage Form Tablets Cont?. e e 16/40 mg per tab
Praziquantel:

Material Number: CAS501504VRS Released Quantity: 32'592 Pac
Manufacturing Date:  12/2018 Expiry Date: 11/2021
Substance Number: A-11302B
Importing Country: Russia Marketing Authorisation Nr.:  see product packaging
Sites involved in the Manufacture Manuf. Author. Nr.
Manufact. / Testing &  Elanco France SAS, 26 rue de la Chapelle V 827/87/2

Bulk release: 68332 Huningue, France

Packaging : Ivers-Lee AG, Kirchbergsirasse 160,
3401 Burgdorf, Switzerland

Swissmedic 506124

Tests

= See certificate Elanco France SAS (Annex)
¢ See filling/packaging release form Ivers-Lee AG (Annex)

Baich DO017149
Batch LEQ171492

Comments:

Lot meets Elanco Animal Health Inc. Quality Requirements.

Bulk Shelf Life is not country specific and may be different from finished packs.

I hereby certily that the above information is authentic and accurate. This baich 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 imporling country. The batch processing, packaging and analysis records were reviewed and

found 1o be in compliance with GMP.

11 Jun 2645 /A S

o Dr. Matthias Ganz
Third Party 0A Manager
Quality Unit Basel
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4058 basenb
LLiseniuapus

«dnaHko dHuman Xenc» UHkK.
«3naHko TuprecyHaxenT AlN»
«dnaHko CaHte AHumane CA»
MaTTeHwTpacce 24a

CEPTU®UKAT HA CEPUIO NMPOAYKTA

HaseaHue npodykma: Munbb6emakc FC 16/40 mr — 2 TabneTku

JlekapcTBeHHasa opma: Tabnetku KoHueHTpauus MunbbemumumHa
Ne maTepuana: CA501504VRS okcumal lMNMpasukBaHTena:

[ata npounssoacTea: 12/2018 BbinyLeHHoe KonnyecTBo:
Howmep BelecTBa: A-11302B CpoK rogHoCTu:
CTtpaHa-umnopTep: Poccus PeructpaumoHHoe

ynoctoBepeHue Ne

16/40 mr Ha TabneTky
32 592 ynakoBku
11/2021

CM. ynakoBKy NpoAykTa

lMpou3eodcmeeHHbIe niowadku

JluyeH3ust Ha npou3eodcmeo Ne

MponssoacTeo/ ucnbiTaHe un «3naHko dpaHc CAC»

MacCOBbI/ BbIMYCK: PpaHuunsa 68332 FOHuHr, pto ae na Wanenns,
26

YnakoBka: «MBepc-Iin Al», CH-3401 Bypraopd,

Kupx6eprwrpacce, 160

V 827/87/2

LliBenuyapckoe areHTCTBO No
NeKapCTBEHHbIM CPeACTBaM
«CBuccmeguk» 506124

HUcnbimaHus

e Cwm. cBnaetenbCcTBO ««3AnaHko PpaHc CAC»» (MpunoxeHue)
e CM. hopmy 3anonHeHus/ Beinycka ynakosku «sepc-Iu Al»
(MpunoxeHue)

Cepus C017149
Cepusa LE0171492

KommeHTapuu:

Cepusi cooTBeTCTBYET TpeboBaHUSAM kavecTBa «AnaHko dHuman Xenc UHk.»

CpOK XpaHeHnA He 3aBUCUT OT CTPaHbl N MOXET OTIINYaTbCA OT YKa3aHHOIo Ha yrnakoBKe.

HacTtoswumm yaoctoBepsito, YTO NpMBeAeHHas Bbllle NHopMaLms ABNSETCS NOANMHHOM 1 TOYHOW. 3Ta cepus
npoaykTa bblna npom3seaeHa/M3roToBneHa, B TOM YNCMe ynakoBaHa U NoABeprHyTa NpoBepke kavecTsa Ha
BblLLIEYKa3aHHOM NPeAnpUaTMN B MOMTHOM COOTBETCTBUM C TPEBOBAHNSAMUN MECTHBIX PErynmpyoLLmMx OpraHoB B
OoTHOLEeHn Hagnexaluen nponssoactseHHon npaktukn (GMP) n cneuundmkaumnsamm PermctpaumoHHoro
yAOCTOBEPEHUS CTPaHbI-MMnopTepa. MpoToKombl N0 NPOM3BOACTBY, YNakoBKe 1 aHanu3y cepun Bbinv NpoBepeHsI, 1

ObINO YyCTAHOBMEHO, YTO OHU COOTBETCTBYIOT GMP.

11 uroHs 2019 e. <[llodnuck>

«3QnaHko»

Op. MaTtTnac Naxy

MeHenxep oTaena obecrneyeHns KayecTsa 1 nNo paboTe ¢ NPoOAYKLMEN CTOPOHHUX
Otpaen obecneyeHns kavecTtsa, basenb

npoussoaunTenemn

Ctpanuua 113 1



ivers-Lee AG
Kirchbergstrasse 160
CH-3400 Burgdorf

)
DU IVGI’S—Lee Telefon 034 421 81 21

Fax 034 4218222

Documentation of examination
Primary and secondary packaging

date:

signature:

customer: Elanco

product: Milbemax FC 16/40 MG TAB X2BLCD RS
Material No.: CA501504VRS
Bill of Material: 34658-1 V. 03

your order no.: 4501370050

batch number: 03830046073945 03830046073945
LES974835 LEO171492
10/2018 12/2018
09/2021 11/2021

manufacturing date bulk:  22.10.2018 04.12.2018

date of packaging: 22.05.2019 - 24.05.2019

our order no.: 57659

enclosures: Certificate of Packaging
IPC-record (inspection of quality)
Reconciliation
Photo Documentation

remarks: |t is hereby certified that the above information is authentic and

accurate. This batch of product has been packed in full compliance
with the cGMP requirements of the local Regulatory Authority. The
batch packaging was reviewed and found to be in compliance with
GMP

26 05 2019

VD

Head of Quality / QP .
(Stefania Aebischer) Holop: yicsth




«UBepc-Jin» «MBepc-Nu Al»
Knpx6eprwTtpacce, 160

CH-3400 Bypraopd,

TenedoH 034 4218121
dakc 034 421 82 22

[ OKyMeHT 0 npoBepKe
NMepBMYHaA U BTOpUYHaA ynakoBKa

3akasuuk: «OnaHko»

NPOAYKT: Munbbemakc FC 16/40 Ml TABJIETKW X2 BLCD RS
Matepuan Ne CA501504VRS
Cneundukauns matepuana: 34658-1 sepcus 03

Ball HOMep 3akasa: 4501370050

HOoMep cepuu: 03830046073945 03830046073945
LE9974835 LE0171492
10/2018 12/2018
09/2021 11/2021

nata npowmssogctea HI: 22.10.2018 04.12.2018

[aTa ynakoBKu: 22.05.2019 — 24.05.2019

Hall HOMep 3aka3sa: 57659

NPUMNOXEHUS: CepTudukaT Ha ynakoBKy

MpoToKOsbI MexonepaLmMoHHOro KOHTPONs (MPoBepKa Ka4yecTsa)
AKT CBEPKU AaHHbIX
doTookyMeHTaLUSA

Mpumevanuns: Hactoswmm yaocToBepsio, YTO NpuBeAeHHas Bbile MHopMaums ABNSeTCA NOANUHHON U TOYHON.
OTa cepust npogykTa 6bina ynakosaHa B MOMIHOM COOTBETCTBUMU C TpebOBaHMAMM MECTHBIX PErynunpyioLnx OpraHoB B
OTHoLWeHWn Hagnexalen npom3soacTBeHHol npaktukm (GMP). YnakoBka cepun Gbina nposepeHa, 1 6bino
yCTaHOBNEHO, 4TO OHa cooTBeTcTBYeT GMP.

[ara: 28.05.2019

Moanuce: <[lodnuck>
PykoBoamTenb otgena kadectsa/ yNonHOMOYEHHOE NINLIO MO KayecTBy
(lWredaHus I6uwep)




L )
UH IVGI’ S"Lee Manufacturing Authorisation No.506124
Certificate of Packaging

Name of product: Milbemax FC Packaging size/type: 1 x 2 ST

Dosage form: Tablets Country: RS

Order No. Ivers-Lee: 57659 Strength: 16/40mg

item code Bulk: CA501501VIMU Item code finished product: CA501504VRS

Batch No. Bulk: C997483 Order No. customer: 4501370050

D017149
Storage instruction: 2 - 25°C Batch No. finished product IL: IL19001725
IL19001726
Manufacturing date bulk: 22,10.2018 / C997483
04.12.2018 / D017149

Packaging:

Batch Number | Expiry Date P[.;:tr;ufacturmg Date of Packaging: Quantity packaged:

LE9974835 |09/2021 10/2018 22.05.2019 - 24.05.2019 51'120 PAK

LE0O171492 | 11/2021 12/2018 32’582 PAK

Master documents:
The following master documents have been used for manufacturing of this batch:

Document Number Version Date of effectiveness
Herstelivorschrift (MBR) FO 700-472.05 Cc ) Oct 31, 2016
Article specification 34658 N/AT Nov 08, 2018
Bill of Material 34658-1 3 Nov 08, 2018

'~ Arlicle specification is not controlied by version but by effective date

Production
Thisfthese batch/es hasfhave been packaged in fult compliance with GMP and in accordance with
the customer requirements.

Signature: K %% Date: 2'3 o¢ 70/ ?

Head of Production
(Bruno Hatt)

Quality Assurance

| hereby certify that the above information is authentic and accurate. This/ these batch/es of product
has/ have been packaged at the recognized building(s) in full compliance with the GMP
requirements of the local regulatory authority. The batch packaging records were reviewed and
found to be in compliance with GMP.

Deviations, if any, have been explained, documented and are included in the baich documentation.

The Investigation Report of relevant deviation is attached ] ves,

B no relevant deviation occurred

: _ -
Signature;__(V/ ///?/»—-—\\ Date: 8 05 2019

L

Head of Quality / QP ” .
. \ 7 X
(Stefania Aebischer) Holgg- Wiesse
Ivers-Lee AG Phone  +41 (0)34 421 81 2% info@iversiee com
Kirchbergstrasse 160 Fax +41 (0)34 421 82 22 www iverslee com

CH-3400 Burgdorf



«UBepc-Tny
Homep nuueH3ann Ha npounssoacTso 506124

CepTtudukat Ha ynakoBky

HaseaHwue npogykta: Munsbemakc FC Pasmep/ tun ynakosku: 1 x 2 ST

JlekapcTBeHHas dopma: Tabnetku CrpaHa: Poccus

Homep 3akasa «MBepc-Jlux: 57659 Hosuposka: 16/ 40 mr

Kop nosuumm 6anka: CA501501V1MU Kog nosumuum rotosor npogykummn: CA501504VRS

Homep cepun 6anka: C997483
D017149

Homep 3akasa 3akasuuka: 4501370050

MHcTpyKkums no xpaHeruto: 2-25 °C Howmep cepun rotoBon npoaykuumn «sepc-Iny:
1L19001725

1L19001726

[aTta npon3BoacTBa HepacdacoBaHHOIO NPOAYKTa:
22.10.2018 / C997483
04/12/2018 / D017149

YnakoBka:

Howmep cepumn Cpok rogHoCTH OaTta [aTta ynakoBKu KonunyectBo
npousBoacTBa

LE9974835 09/2021 10/2018 22.05.2019 — 24.05.2019 | 51 120 yn.

LE0171492 11/2021 12/2018 32592 yn.

OCHOBHbIe AOKYMEHTbI:
cnenywouwine rmaBHble JOKYMEHTbI ObINN NCNOMb30BaHbI A5t U3rOTOBMEHUS 3TOM cepun:

JokymeHTauus Homep Bepcus [aTta BBegeHusn
[paBuna nponsBoACcTBa NpoaykTa FO 700-472.05 C 31.10.2016
Cratbs cneumdmkaumnm 34658 He npymeHnmo 08.11.2018
Cneundukalmsa matepuana 34658-1 3 08.11.2018

- CtaTbsl cneunduKkaLmMm He KOHTPONUpPyeTCs Bepcuen, a 4encTBUTENbHON AaTon

NMpousBoacTBO
Yka3aHHas (-ble) cepus (-1) bblnn ynakoBaHbl B MOJIHOM COOTBETCTBUM C TpeboBaHuAMN Hagnexaluen
npoussoacTBeHHoW npaktukm (GMP) 1 3aka3ynkos.

Moanucs: <[llodnuck>
PykoBoguTens nponssoacTea
(BpyHo HatT)

[ara: 28.05.2019

ObecneyvyeHue KayecTBa

MpoTokonbl 06 ynakoBke ykasaHHbIX Cepuii, BKIoYas OKYMEHTbI 06 OTKNOHeHUsX (ecnu umetotcst), Gbinm
NPOBEPEHbI, U ObINO YCTAaHOBMNEHO, YTO OHM COOTBETCTBYIOT TpeboBaHusM GMP. OTKNoOHeHWs1, ecrnv NPUCYTCTBYHOT,
ObInn pPa3bACHEHbI, 3aA0KYMEHTUPOBaHbI U BKIMKOYEHbI B JOKYMEHTaUUI0 cepun.

[MpoTokon no pesynbTaTtaM UCCNeaOBaHNsI COOTBETCTBYOLLLENO OTKIIOHEHUS MpunaraeTcs
ojpa
OTKINOHEHWUI He BbISIBNIEHO

Mognuce: <[lodnucb>
PykoBoguTens otaena kavectsa/
YNOHOMOYEHHOE NULIO MO KayecTBy
(LWTedpaHuna ouLuep)

[ara: 28.05.2019

«UBepc-Jin Al'»
Kunpxbeprwrpacce, 160
CH-3400 byproopd,

Ten. +41 (0)34 421 81 21
dakc +41 (0)34 421 82 22

info@iverslee.com
www.iverslee.com




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

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX FC 16/40MG CAT MAXI VRAC Batch n®: D017149
Product Code  CAS501501V1MU Specification SPPF00858 - 022
File Number DS0849412 UC concerned 1 UC/1
Manufacturing  04/12/2018
Expiry Date 12/2019
Tests Specification Results
GENERAL INFORMATION
Current method version BE-328.H.3 & BE-32B.AUS.1 Complies
CHARACTERS
Reddish to reddish-brown, ovaloid tablet, scored on both
sides. One side bears imprint "KK", the other side "NA".
Appearance Length : approx. 9.1 mm Complies
Broadness : approx. 5.3 mm
Thickness : approx. 3.9 mm
Mean mass 126 to 139 mg 131 mg
- Tablet halves meet the requirement of Ph. Eur., Procedure
2L LY 07/2006:0478 "Tablets", Subdivision of Tablets Complies
Loss on drying Not more than 6 % 2%
IDENTIFICATIONS
Iron Positive Complles
Praziquantel by TLC Corresponds qualitatively to the reference Complias
Milbemycin oxime by TLC Corresponds qualitatively to the reference Complles
Praziquantel by LC Corresponds qualitatively to the reference Complles
Milbemycin oxime by LC Correspends qualitatively to the reference Complies
BY PRODUCTS
. . Not more than 0.5 % each
(I?%!glgc; substances (LC) (dstection kmit based on the sum of the declared contents of praziquantel 0.20 %
D and milbemycin oxime
Not more than 2 %
Total related substances by LC based on the sum of the declared contents of praziquantel 0.30 %
and milbemycin oxime
ASSAY
Dissolution of Praziquantel after 15 min  Meets the requirements of the Paddie method USP *711": Comblies
{LC) not less than 30% of the declared content (Q-value) P
Not less than Q+5% for n=6 or
. . . Not less than Q-15% for n=12
R:és;o:g‘l‘:’c;r;ln‘::{‘aenquanlel Sl Net more than 2 units are less than Q-15 %, and no unitis T8 %
' less than Q -25 % for n=24
(Q=30%)
Not less than Q+5% for n=6 or
" . . Not less than Q-15% for n=12
Dissolution of Praziquantel after 15 min Not more than 2 units are less than Q-15 %, and no unit is B2 %

{LC), highest value

less than Q -25 % for n=24
(Q=30%)

04/06/2019  10:11

Certificate of analysis no. DS0849412
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«3naHko ®paHc CAC»

(B npownom «HoBapTuc Cante AHumane CAC»)
26, Pro ne na lWanenb, BP 224, 68330 FOHUHr
Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87/2

CEPTU®UKAT AHAJIN3A

Mpoaykr MUNBbBEMAKC FC 16/40 MI' CAT MAXI VRAC  Cepusa Ne D017149
Kog npoaykta CA501501VviMU Cneuundukaums SPPF00858 — 022
Howmep cpaina DS0849412 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 04.12.2018 uc 1UC/1
[opeH oo 12.2019
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl
OBLWAA UH®OPMALINA
HencTeylolas Bepcusi METOANKN BE-328.H.3 n BE-328.AUS.1 CooTBeTCcTBYET
XAPAKTEPUCTUKU
BHewwHui Bua KpacHble nnm kpacHoBaTO-KOpUYHEBbIE OBasbHblE
TabneTkn ¢ puckon Ha obenx ctopoHax. Ha ogHol cTopoHe
BblaaBneHo «KK», Ha apyron «NA». CooTBeTcTBYET
[OnvHa: npubnuantensHo 9,1 Mm
LnpwuHa: npnbnumantensHo 5,3 MM
TonwwHa: npubnuantensHo 3,9 MM
CpepHsa macca 126-139 mr 131 mr
HenvmocTb [MonoBunHKM TabneTkn cooTBeTCTBYIOT TpeboBaHusm Esp.d.,
Mpoueaypa 07/2006:0478 «TabneTkny, noapasaen CooTBeTcTBYET
«TabneTku»
MoTepw npu BbiCcyLLMBaHUK He 6onee 6% 2%
WOEHTUPUKALINA
XKeneso MonoxuTtensHo CootBeTCcTBYET
MpasnkBaHTen, MAEHTMpUKaLMS KauyecTBeHHOE COOTBETCTBME CTaHAAPTY CootBeTCTBYET
MmeTogom TCX
MunsGemmuuk okcum, KauyecTBeHHOe COOTBETCTBME CTaHAAPT CootBeTCTBYET
naeHTudukauma metogom TCX AapTy Y
MpasukBaHTen, MaeHTUUKaUms
KauyecTBeHHOe COOTBETCTBME CTaHAAPTY CootBeTCTBYET
meTogom XKX
Munb6emMuumH okcum,
WIEHTUDMKALMS METONOM HKX KauyecTBeHHOE COOTBETCTBME CTaHAAPTY CootBeTCTBYET
NMOBOYHbLIE NPOAOYKTbI
ConyTcTtytowme npumecn (KX) He 6onee 0,5%, B KaxxgoM crnyyae — Ha OCHOBaHUW CyMMbl
(npegen obHapyxeHus 0,05%) 3asBMEHHOr0 CoAepXXaHus npasnksaHTena n 0,20 %
MuUnb6emMnLMHa okcMma
Bcero conyTcTBylOWMX Npumecen, He 6onee 2%, Ha OCHOBaHUN CyMMbl 3asiBITEHHOTO 0.30 %
naeHTndukaums metogom KX CoAepXaHnsa npasvkBaHTena n MmnbbeMmumnHa okcuma ’
KONMUYECTBEHHOE ONPEQENEHUE
PacTBopeHune npasvkBaHTeNa, CooTtBeTtcTBME TpeboBaHusAM cnocoba ¢ UCMonNb30BaHEM
yepes 15 MuH (KX) nonactHon mewanku ®.CLUA «711», He meHee 30% CooTBeTcTBYET
3asBMIEHHOrO coepkaHus (3HadveHue Q)
PacTtBopeHue npasukBaHTena, [na n=6: He MeHee Q+5% nnu
yepes 15 muH (PKX), HaumeHbLuee Onga n=12 He meHee Q-15%
3HaveHne [na n=24: He 6onee gByx eauHnl meHee Q-15%, nobas 79 %
eAnHNLa He JoMmKHa OblTb MeHee Q-25%
(Q=30%)
PacTtBopeHue npasvkBaHTena, [na n=6: He MeHee Q+5% nnu
yepes 15 muH (KX), Hanbonbluee [Ona n=12 He meHee Q-15%
3HayeHue Ins n=24: He Gonee AByx eanHuL, MeHee Q-15%, nobas 82 %
eanHnLa He JoMmKkHa OblTb MeHee Q-25%
(Q=30%)
04.06.2019 10:11 CepTtudmkat aHanmsa Ne DS0849412 1/3



Elanco France SAS
26, rue de la Chapelle
68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

min (LC), lowest value

less than Q-25% for n=24
(Q=70%)

Product MILBEMAX FC 16/4DMG CAT MAXI VRAC Batchn®: D017149
Product Code  CAS501501ViMU Specification SPPF00858 - 022
File Number DS0849412 UC concerned 1 UC/ 1
Manufacturing  04/12/2018
Expiry Date 12/2019
Tests Specification Results
. . . Not less than Q+5% for n=6 or
Dissolution of Praziquantel afler 15 min Average is equal to or greater than Q for n=12 and n=24 81%
(LC), mean (Q=30%)
Dissolution of Praziquantel after 15 min, 6. 12 or24 6
with n= '
Dissolution of Praziquantel after 60 min  Msaets the requiremenls of the Paddle method USP "711" ; Complies
(LC) not less than 70% of the declared content {Q-value) P
Not less than Q+5% for n=6 or
. . . Not less than Q-15% for n=12
([ités)o::&c;r;:a\t:l’zznquamel afier 60 min Not more than 2 units are less than Q-15% and no unit is 94 %
! less than Q-25% for n=24
{Q=70%)
Not less than Q+5% for n=6 or
, Not less than Q-15% for n=12
{Zlilés)o::.;tlﬁgs?fv:z:lquantel after 60 min Not more than 2 units are less than Q-15% and no unit is 97 %
- g less than Q-25% for n=24
(Q=70%)
) . . . Not less than Q+5% for n=6 or
Dissolution of Praziquantel after 60 min Average Is equal to or greater than Q for n=12 and n=24 95 %
(LC}), mean (Q=70%)
Dissolution of Praziguante! after 60 min,
with n= 6,12 or24 6
Dissolution of Milbemycin oxime after 15  Meets the requirements of the Paddle method USP "711" : Complles
min (LC) not less than 30% of the declared content (Q-value) p
Not less than Q+5% for n=6 or
. . . . . Not less than Q-15% for n=12
D|§solutlon Milbemycin oxime after 15 Not more than 2 units are less than Q-15% and no unit is 58 %
min (LC), lowest value less than Q-25% for n=24
{Q=30%)
Not less than Q+5% for n=6 or
, . . . Not less than Q-15% for n=12
Dlssolutloq Milbemycin oxime after 15 Not more than 2 units are less than Q-15% and no unit is 60 %
min (LC) highest value less than Q-25% for n=24
(Q=30%)
, . . . . Not less than Q+5% for n=6 or
D:_e;solutuon of Milbemycin oxime after 15 Average is equal to or greater than Q for n=12 and n=24 59 %
min {LC), mean (Q=30%)
Dissolution of Milbemycin oxime after 15
miin, with n= 6,12 or 24 6
Dissolution of Milbemycin oxime after 60 Meets the requirements of the Paddle method USP 711" ; Comolies
min (LC) not less than 70% of the declared content (Q-value) P
Not less than Q+5% for n=6 or
. . . . . Not less than Q-15% for n=12
Dissolution Milbemycin oxime after G0 Not more than 2 units are less than Q-15% and no unit is 87 %

04/06/201% 10:11

Certificate of analysis no. DS0849412
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«3naHko ®paHc CAC»

(B npownom «HoBapTuc Cante AHumane CAC»)
26, Pro ne na lWanenb, BP 224, 68330 FOHUHr
Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87/2

CEPTU®UKAT AHAJIN3A

Mpoaykr MUNBbBEMAKC FC 16/40 MI' CAT MAXI VRAC  Cepusa Ne D017149
Kog npoaykta CA501501VviMU Cneuundukaums SPPF00858 — 022
Howmep cpaina DS0849412 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 04.12.2018 uc 1UC/1
[opeH oo 12.2019
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl
PacTtBopeHue npasvksaHTena, [na n=6: He MeHee Q+5% nnu
yepes 15 muH (KX), cpegHee Ins n=12 un n=24: cpegHee 3Ha4eHne paBHO unu Gonblue Q 81 %
3HayeHue (Q=30%)
PactBopeHue npasukeBaHTena, 6, 12 unn 24 6
yepes 15 MWH, n=
PactBopeHune npasvkeaHTeNa, CooTtBeTcTBME TpeboBaHusAM cnocoba ¢ UCMoNb30BaHEM
yepes 60 muH (PKX) nonactHon mewankn O.CLUA «711», He meHee 70% CooTBeTCcTBYET
3asBMIEHHOrO coepkaHus (3HadeHue Q)
PacTtBopeHue npasuksaHTena, [na n=6: He meHee Q+5% nnu
yepes 60 MuH (PKX), HanmeHbLuee [nsa n=12 He meHee Q-15%
3HaveHne [na n=24: He 6onee gByx eauHnl meHee Q-15%, nobas 94 %
eAnHnLa He JoMmKkHa OblTb MeHee Q-25%
(Q=70%)
PactBopeHue npasukeBaHTena, Ons n=6: He meHee Q+5% v
yepes 60 muH (KX), HanbonbLuee [Ona n=12 He meHee Q-15%
3HayeHue Ins n=24: He Gonee AByx eanHuL, MeHee Q-15%, ntobas 97 %
eavHuLa He gormkHa 6blTb MeHee Q-25%
(Q=70%)
PactBopeHue npasunkeBaHTena, Ons n=6: He meHee Q+5% v
yepes 60 muH (PKX), cpenHee Insa n=12 n n=24: cpegHee 3HayeHne paBHO nnm 6onbwe Q 95 %
3Ha4yeHue (Q=70%)
PacTtBopeHue npasukBaHTena, 6, 12 nnn 24 6
yepes 60 MuH, n=
PactBopeHne munsbemumHa CooTBeTcTBME TpeboBaHMsaM cnocoba ¢ UCMoNb3oBaHMEM
oKkcuma, vepes 15 muH (KX) nonactHon mewankn O.CLUA «711», He meHee 30% CooTBeTCcTBYET
3as8BneHHOro cogepxxaHus (3HaveHne Q)
PacTtBopeHune mnnebemmnumnHa Ons n=6: He meHee Q+5% unn
okcuma, vepes 15 muH (XKX), Onsa n=12 He meHee Q-15%
HanMeHblliee 3Ha4YeHne Ins n=24: He Gonee AByx eanHuL, MeHee Q-15%, nobas 58 %
eanHnLa He JommKkHa OblTb MeHee Q-25%
(Q=30%)
PactBopeHne munsbemumumHa [Ons n=6: He meHee Q+5% wnn
okcuma, vepes 15 muH (XKX), Onga n=12 He meHee Q-15%
Haubornbllee 3HayeHne [na n=24: He 6onee gByx eauHnl meHee Q-15%, nobas 60 %
eanHnLa He JoMmKHa OblTb MeHee Q-25%
(Q=30%)
PacTtBopeHune mnnebemmnumnHa [Ons n=6: He meHee Q+5% unn
oKkcuma, vepes 15 muH (KX), Ins n=12 un n=24: cpegHee 3Ha4eHne paBHO Unu Gonblue Q 59 %
cpeaHee 3HadeHue (Q=30%)
PactBopeHne munsbemumHa 6, 12 nnn 24 6
okcuma, vepes 15 MuH, n=
PactBopeHnne munsbemuumHa CooTtBeTcTBME TpeboBaHusAM cnocoba ¢ UCMonNb30BaHEM
oKkcuma, vepes 60 muH (PKX) nonactHon mewwankn O.CLUA «711», He meHee 70% CooTBeTcTBYET
3asBEHHOIO codepXaHus (3HadeHue Q)
PactBopeHne munsbemumHa [Ons n=6: He meHee Q+5% nnn
okcuma, vepes 60 muH (XKX), [Ona n=12 He meHee Q-15% 87 %

HanMeHbllee 3Ha4YeHne

[na n=24: He 6onee gByx eauHnl MeHee Q-15%, nobas
eanHnLa He JoMmKkHa OblTb MeHee Q-25%
(Q=70%)
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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 MILBEMAX FC 16/40MG CAT MAXI VRAC Batch n°®: D017149
Product Code  CAS501501V1MU Specification SPPF00858 - 022
File Number D50849412 UC concerned 1 UC/1
Manufacturing  04/12/2018
Expiry Date 12/2019
Tests Specification Results
Not less than Q+5% for n=6 or
. I . . Not less than Q-15% for n=12
Hlisallg;or:: tht;??alyﬁg‘ GLIUDIELE Y Not more than 2 units are less than Q-15% and no unit is 89 %
9 less than Q-25% for n=24
(Q=70%)
. ' : L Not less than Q+5% for n=6 or
rla:;s?ﬂ\g;o:l"c;l;lr\lﬂlrbemycun oxime after 60 Average Is equa! or greater than Q for n =12 and n= 24 B7 %
d (Q=70%)
E‘ilisc‘:::ilttri‘o&of Milbemycin oxime after 60 6,12 or 24 6
Praziquaniel, Uniformity of Dosage Units Meets requirements of Ph. Eur. 2.9.40 “Uniformity of Complies
by LC Dosage Units" p
Er::lgt:gll:leal Uniformity of Dosage Units, Lowest value 97.7 %
Ei;ar.‘z;qsttl?’gtlsgumfonmy of Dosage Unils, Highest value 101.0 %
Enftahzirc';:antel Uniformity of Dosage Units 10 or 30 10
Praziquante! Uniformity of Dosage Units:
Acceplance value VA Not more than 15.0 29
Milbemycin oxime Uniformity of Dosage Meets the requirements of Ph. Eur. 2.9.40 "Uniformity of Complies
Units Dosage Units” P
Milbemycin oxime Uniformity of Dosage
Units, lowest value Lowest value 95.6 %
Milbemycin oxime Uniformity of Dosage 5
Units : highest value R L R 98.9%
Milbemycin oxime Uniformity of Dosage
Units with n= 10or30 W
Milbemycin oxime Uniformity of Dosage :
Acceptance value VA DO 43
Praziquantet assay by LC 95.0 to 105.0 % ot the declared content 99.4 %
Milbemycin oxime assay,LC 95.0 to 105.0 % of the declared content 97.9 %

| 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 specificalions in the Marketing Authorisation of the

importing counltry. The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

BATCH RELEASED on 26 march 2019 by FILALI Al

:Rou. Q?rPharm i5t, Eu Release Qp Officer, Deputy

Abdon Filali

" Elanco France SAS

Pharmacist / Quafified Person

04/06/2019

10:11
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«3naHko ®paHc CAC»

(B npownom «HoBapTuc Cante AHumane CAC»)

26, Pro ne na lWanenb, BP 224, 68330 FOHUHr

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87/2

CEPTU®UKAT AHAJIN3A

Mpoaykr MUINTbBEMAKC FC 16/40 MIC CAT MAXI VRAC Cepus Ne D017149
Kog npoaykta CA501501VviMU Cneuundukaums SPPF00858 — 022
Howmep cpaina DS0849412 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 04.12.2018 uc 1UC/1
[opeH oo 12.2019
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl

PactBopeHne munsbemumumHa [Ons n=6: He meHee Q+5% nnn 89 %
okcuma, vepes 60 muH (XKX), [Ona n=12 He meHee Q-15%
Hanbonbllee 3Ha4YeHne Ins n=24: He Gonee AByx eanHuL, MeHee Q-15%, ntobas

eavHuLa He gormkHa 6blTb MeHee Q-25%

(Q=70%)

PacTtBopeHune mnnbbemmnumnHa [Ons n=6: He meHee Q+5% wnn
okcuma, Yepes 60 muH (XKX), Ona n=12 n n=24: cpegHee 3Ha4YeHNe paBHO MUnu GonbLue 87 %
cpeaHee 3HadeHne Q(Q=70%)
PactBopeHne munsbemumHa 6, 12 nnn 24 6
okcuma, vyepes 60 MUH, n=
OpHOpoaHOCTb eanHuLY CootBeTcTBUE TpeboBaHuaM EBp.d. 2.9.40 CooTBeTCcTBYET
[031MpOBaHUsl NpasukBaHTena «OaHOPOAHOCTL €AMHUL, O3MPOBaHUS»
(KX)
OAHOPOOHOCTL eanHWLY HaumeHblLee 3HavYeHne 97,7 %
[031POBaHMsA Npa3nKBaHTenNa,
HaMMeHbLlLee 3Ha4YeHne
OpHOpoaHOCTb eanHULY Haunbonbluee 3HayeHne 101,0 %
[031MpOoBaHUs Npa3ukBaHTena,
Hanbornbluee 3Ha4YeHne
OAHOPOOHOCTb eanHNLY
[031poBaHuA npasvkBaHTena, n= 10 vnn 30 10
OAHOPOOHOCTb eanHNLY
[031poBaHNg npasukeaHTena, He 6onee 15,0 2,9
NPUEMOYHOE YUCIIO
OpHOpPOOHOCTL eauHUL,
[031poBaHust MUnbbemMmumHa CootBeTcTBUE TpeboBaHuaM EBp.d. 2.9.40 CooTBeTcTBYET
oKcuma «OaHOPOAHOCTL €AMHUL, O3MPOBaHUS»
OAHOPOOHOCTb eanHWLY 95,6 %
[031poBaHMsa MunbbeMmumHa HavmeHbluee 3HaveHne
OKCUMa, HaMMeHbLLEE 3Ha4YeHne
OAHOPOOHOCTb eanHNLY 98,9 %
[031MpOBaHUS MUNbOeMULIMHA Hanbonbluee 3HayeHne
OoKCUMa, HambonblUuee 3HaYeHne
OpHOpoaHOCTb eanHuLY 10 nnun 30 10
[031MpOBaHUS MUNboeMULIMHA
oKcuma, n=
OAHOPOOHOCTb eanHNLY
[031poBaHMa MunbbeMmLmHa He 6onee 15,0 4,3
OKCUMa, NPMEMOYHOE YMCIO
KonnyectBeHHoOe onpeaeneHune 95,0-105,0% oT 3as8BNEHHOro coaepxaHus 99,4 %
npasukBaHTena metogom XXX
KonuyectBeHHoe onpeneneHune 95,0-105,0% oT 3asBneHHOro cogepxaHus 97,9 %

MUnbGeMmULMHa OKCMMa MeTOA0M
KX

HacTtoswmm yaoctoBepsio, YTO NpMBeAeHHas Bbllle NHpopMaLms ABNSEeTCS NOAMMHHON 1 TOYHOW. JTa cepus
npoaykTa 6blna npon3seaeHa/M3roToBneHa, B TOM YNCMe ynakoBaHa 1 NoABeprHyTa NnpoBepke kavecTsa Ha
BblLLEYKa3aHHOM NPeAnpusaTMN B NONTHOM COOTBETCTBUM C TPEOOBAHMSAMU MECTHBIX PEerynmpyoLmMx opraHoB B
OTHoLWeHn Hagnexalen npom3soacTeeHHol npaktukm (GMP) n ¢ TpeboBaHmsMm PervctpaumoHHoro
YAOCTOBEPEHUS CTPaHbl-uMmnopTepa. [poTokonbl No NpoM3BOACTBY, YNakoBKe U aHanusy cepumn 6binv npoBepeHsbl,
6bINo yCcTaHOBMNEHO, YTO OHU cooTBeTCcTBYIOT GMP.

CEPUWA BbINYLWEHA 26 mapTa 2019 r. PUJTATIN A6ooy, PapmaueBT OTaena obecneveHnss kayectsa

(YnonHomMo4YeHHOe NnLo Mo KavyecTBy)

[lModnuck/
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