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 Conc':. i O L 16/40 mg per tab
Praziquantel:

Material Number: CAS501504VRS Released Quantity: 89'568 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
Bulk release: 68332 Huningue, France

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

V 827/87/2

Swissmedic 511246

Tests

= Bulk batch used:
° See Primary and Secondary packaging release from Ivers-Lee AG (Annex)
e See Finish Product Testing CoA from Elanco France SAS (Annex)

Batch D017149
Baich LE0171493
Batch LE0171493

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 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.,

Etanco Ammal Health Inc.
Susan Mintias

Senior Third Party QA Specialist
Mattenstrasse JoA

4058 Basel, Svatserland

Office; +4 11 HihBIG,

MIRIAS_sis bl sl nen fom
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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
89 568 ynakoBok
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-n AlN», Kupx6eprwTtpacce, 160,

3401 Byproopd, LWeeruapus

V 827/87/2

LliBenuyapckoe areHTCTBO No
NeKapCTBEHHbIM CPeACTBaM
«CBuccmeguk» 511246

HUcnbimaHus

Mcnonb3oBaHHas cepust 6anka (HepacdacoBaHHOro NpoaykTa)
Cwm. hopMy neperyHON/BTOpUYHON ynakosku «eepc-INn Al»
(MpunoxeHue)

e CwMm. ceptucdbukaT aHanmaa Ha roToBbIn NPOAYKT «AnaHko PpaHc
CAC»» (MpunoxeHue)

Cepus D017149
Cepus LE0171493

Cepust LE0171493

KommeHTapuu:

Cepus cooTBeTcTBYET TpeboBaHMAM kayecTBa «AnaHko SHumMan Xenc UHK.»

CpOK XpaHeHUAa He 3aBUCUT OT CTPaHbl U MOXET OTIINYaTbCA OT YKa3aHHOIo Ha yrnakoBKe.

HacToswwmm ygoctosepsio, YTO NpuBefeHHas Bbllle MHpopMaL s ABASETCA NOANMHHON U TOYHOW. 3Ta cepus
npoaykTta 6bina nponsBeaeHa/M3rotToBrieHa, B TOM YMCIe ynakoBaHa 1 NoABEPrHyTa NPOBEPKE kavyecTBa Ha
BblLLUEYKa3aHHOM NPeanpuUATAM B MOSTHOM COOTBETCTBMMU C TPEOOBAHMAMUN MECTHbLIX PErYIIMPYIOLLMX OPraHoOB B
oTHoWweHn Hagnexaluen nponssoacteeHHon npaktukn (GMP) n cneuundmkauusmm PermctpaumnoHHoro
yOOCTOBEPEHUSI CTPaHbI-MMnopTepa. [MpoToKorbl N0 NPOM3BOACTBY, YNaKOBKE Y aHanu3y cepun Obinv NpoBEpPEHbI, 1

ObINO YyCTAHOBMEHO, YTO OHU COOTBETCTBYIOT GMP.

norotun «AnaHKo»
CycaH MuHTunac

naBHbIA cneumanuct otaena obecneyeHus kayecTsa u No paboTte ¢ NpoAyKUME CTOPOHHUX NPOU3BOAMTENEN

Otnen obecneyveHns kavecTsa, basenb

<[lodnucb>
19 Hos16ps1 2019 e.

Ctpanuua 113 1



lvers-Lee AG
Kirchbergstrasse 160
CH-3400 Burgdorf

[ ]
DH |V@I’S—|_ee Telefon 034 421 81 21

Fax 034 42182 22

Documentation of examination
Primary and secondary packaging

customer:

product:

remarks:

date:

signature;

Elanco

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

your order no.: 4501386538

batch number: 03830046073945

LEO171493
12/2018
11/2021

manufacturing date bulk:  04.12.2018

date of packaging: 30.08.2019 — 05.09.2019
our order no.: 57681
enclosures: Certificate of Packaging

IPC-record (inspection of quality)
Reconciliation
Photo Documentation

It 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.

06 09. 701
)

Head of Quality / QP
(Stefania Aebischer)




«UBepc-Jin» «MBepc-Nu Al»
Kupx6eprwrtpacce, 160

CH-3400 byproopd,

TenedoH 034 4218121
dakc 034 421 82 22

[JOKyMeHT o0 npoBepKe
NMepBu4YHaa n BTopnyHasa ynakoBKa

3aKkasyuk: «3naHKo»

NMPOAYKT: Munbbemakc FC 16/40 Ml TABJIETKU X2 BLCD RS
Matepuan Ne CA501504VRS
Cneundumkauna matepunana: 34658-1 sepcusa 03

Ball HOMep 3aKasa: 4501386538

HOMep cepun: 03830046073945
LEO0171493
12 /2018
11 /2021

narta npoussogctea HI: 04.12.2018

Jarta ynakoBKw: 30.08.2019 — 05.09.2019

Hall HOMep 3aKasa: 57681

NPUNOXEHWS: CepTudukat Ha ynakoBKy
[MpoTOKOMbI MEXONepaunoHHOIro KOHTPONA (NpoBepka
KayecTsa)
AKT CBEPKM AaHHbIX
doToAOKYyMEHTaLMS

MpumeyaHns: HacToawmm yaocToBepsito, YTO NpuBeAeHHas Bbille nHopMaLms aBnseTcs
NOANMHHOM M TOYHOWN. JTa cepusa NpoaykTa bbina ynakoBaHa B MOTHOM COOTBETCTBUM C
TpeboBaHMAMM MECTHbIX PEryNMPYHOLLUX OPraHOB B OTHOLIEHUN Haanexaluen
npomsBoacTeseHHon npaktukn (GMP). Ynakoska cepun Gbinia nposepeHa, 1 6b1no yCTaHOBMAEHO,
4yTO OHa cooTBeTcTBYeT GMP.

Hara: 06.09.2019

MNopgnuce: <[lloonuckb>
PykoBoguTenb otaena kavyectsa/ ynosIHOMOYEHHOE NULO MO KavyecTBy
(LUTedaHna 36uwwep)




[ ]
DH |\/@|’S—Lee Manufacturing Authorisation No.511246
Certificate of Packaging

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

Dosage form: Tablets Country: RS

Order No. Ivers-Lee: 57681 Strength: 16/40mg

Item code Bulk: CA501501V1MU Item code finished product: CA501504VRS

Batch No. Bulk: D017149 Order No. customer: 4501386538

Storage instruction: 2 - 25°C Batch No. finished product IL: 1L.19002080
Manufacturing date bulk: 04.12.2018

Packaging:
Batch Number | Expiry Date I\Dllaatneufacturmg Date of Packaging: Quantity packaged:
LE0171493 11/2021 12/2018 30.08.2019 — 05.09.2019 89'568 PAK

Samples 266 PAK

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

Document Number Version Date of effectiveness

Herstellvorschrift (MBR) FO 700-472.05 C Oct 31, 2016
Article specification 34658 N/A? Nov 08, 2018
Bill of Material 34658-1 3 Nov 08, 2018

' — Article specification is not controlled by version but by effective date

Production

This/these batch/es has/have been packaged in full compliance with GMP and in accordance with
the customer requirements.

Signature: 14 (’7%‘/24 ’ Date: 06. 09. 2019

Head of Production
(Bruno Hatt)

Quality Assurance

I 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 batch documentation.

The Investigation Report of relevant deviation is attached 1 vyes,

X no relevant deviation occurred

<_ ) 06, 09, 209
Signaturey ' / Date:
Head of Quatity / QP }
(Stefania Aebischer)
v
Ilvers—Lee AG Phone  +41(0)34 421 81 21 info@iverslee.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 dhopma: TabneTtku CtpaHa: Poccus

Homep 3akasa «MBepc-Jlux: 57681 [o3snposka: 16/ 40 mr

Kop nosuumm 6anka: CA501501V1MU Kog nosuumm rotosor npoaykumm: CA501504VRS

Homep cepumn 6anka: D017149 Homep 3akasa 3akas4vuka: 4501386538

MHCTpyKums no xpaHeruto: 2-25 °C Homep cepuu rotosor npogykummn «Meepc-Nfuy: IL19002080
[aTta nponsBoacTtea HepaccacoBaHHoro npoaykra: 04.12.2018

YnakoBka:
Howmep cepumn Cpok rogHoCTH OaTta [aTa ynakoBku KonunyectBo
npousBoAcTBa
LE0171493 11/2021 12 /2018 30.08.2019 — 05.09.2019 89 568 yn
QO6pasupl 266 yn

OCHOBHbIe AOKYMEHTbI:
cnepywwme rmaBHble JOKYMEHTbI ObINKN NUCMNOMb30BaHbl Ast U3rOTOBMEHUS 3TOM cepuu:

JokymeHTauus Homep Bepcus [aTta BBegeHusn
[MpaBuna nponssoacTsa NpoayKTa FO 700-472.05 C 31.10.2016
Crtatbs cneuundumkaumnm 34658 He npumeHumo 08.11.2018
Cneundukaumsa matepmana 34658-1 3 08.11.2018

- CtaTbs cneumnduKaLmm He KOHTPONMPYETCS BEpCUEN, a [eNCTBUTENBHON AaTon

NMpousBoacTBO
YkasaHHasi (-ble) cepus (-1) Obinm ynakoBaHbl B MOMTHOM COOTBETCTBUM C TpeboBaHusiMmu Hagnexallen
nponsBoAcTBeHHONM npakTnkn (GMP) 1 3aka3umkos.

Mognuce: <[llodnuck> [ara: 06.09.2019
PykoBoguTens nponssoacTea But Jtoun
(BpyHo HatT)

ObecneyeHue KayecTBa

MpoTokonbl 06 ynakoBKke yKasaHHbIX Cepuii, BKINtoYas AOKYMEHTbI 06 OTKITOHEHMSAX (eCnn MMetoTcs), Obinn
npoBepeHbl, U BbINO YCTaHOBMNEHO, YTO OHU COOTBETCTBYIOT TpeboBaHnam GMP. OTKNoOHeHWs, ecrnv NpUcyTCTBYIOT,
Obinn pa3bACHEeHbI, 3a40KYMEHTUPOBaHbI N BKIOYEHbI B JJIOKYMEHTaLo Cepui.

MpoTokon no pesynbTaTam UccnegoBaHWs COOTBETCTBYIOLLENO OTKIIOHEHMS NpunaraeTcs
o pa
OTKINOHEHWUI He BbISIBIEHO

Mognuce: <[llodnucb> [ara: 06.09.2019
PykoBoguTenb otaena kavectsa/ Bonkep Kupw

YMONTHOMOY€EHHOE NULO MO Ka4yecTBy

(lWredaHus 6uwep)

«UBepc-Jin ANy Ten. +41 (0)34 421 81 21 info@iverslee.com
Knpx6eprwTtpacce, 160 dakc +41 (0)34 421 82 22 www.iverslee.com
CH-3400 Bypraopd,




Elanco France SAS
26, rue de la Chapelle
66300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX FC 16/40MG TAB X2BLCD RS Batchn®: LE0171493
Product Code  CAS501504VRS Specification SPPF01053 - 002
File Number DS0852810 UC concerned 1 UC/1
Manufacturing  04/12/2018
Expiry Date 11/2021
Tests Specification Results
GENERAL INFORMATION
Current method version BE-328.H.3 Complies
CHARACTERS
Reddish to reddish-brown, ovaloid tablet, scored on bath
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 1o 139 mg 132 mg
A Tablet halves meet the requirement of Ph. Eur., Procedure
2 LI 07/2006:0478 "Tablets", Subdivision of Tablets Complies
Loss on drying Not more than 6 % 2%
IDENTIFICATIONS
Iron Positive Complies
Praziquantel by TLC Corresponds qualitatively to the reference Complies
Milbemycin oxime by TLC Corresponds qualitatively to the reference Complies
Praziquantel by LC Corresponds qualitatively to the reference Complies
Milbemycin oxime by LC Corresponds qualitatively to the reference Complies
BY PRODUCTS
Not more than 0.5 % each
Oﬂglgtgd substances (1.C) (detection limit based on the sum of the declared contents of praziquantel 0.20 %
AL and milbemycin oxime
Not mare than 2 %
Total related substances by LC based on the sum of the declared contents of praziquantel 0.30 %
and milbemycin oxime
MICROBIAL CONTAMINATION
Total aerobic microbial count per gram
(Harmonized method) Not more than 1000 CFU / g Complies
Total yeasts and moulds counts per
gram (Harmonized method) Not more than 100 CFU / g Complies
Specified microorganisms per gram :
Escherichia coli (Harmonized method) Not detectable in 1 g SR
ASSAY
Dissolution of Praziquantel after 15 min  Msets the requirements of the Paddle method USP *711" : Complies
{LC) not less than 30% of the declared content (Q-value) P
Dissolution of Praziquantel after 15 min Not less than Q+5% for n=6 or 74 %

{LC), lowest value

Not lgss than Q-15% for n=12

15/11/2018  16:13

Certificate of analysis no. DS0852810

1/4



«3naHko ®paHc CAC»
26, Pro ge na Wanens,
68330 FOHUHr

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHAJIN3A

Mpoaykr MUNBbBEMAKC FC 16/40 MI' CAT MAXI VRAC  Cepusa Ne LEO0171493
Kog npoaykta CA501501VviMU Cneuundukaums SPPF01053 - 022
Howmep cpaina DS0852810 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 04.12.2018 uc 1UC/1
[opeH oo 11.2021
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl
OBLUAA UHPOPMALIUA
HencTeylolas Bepcusi METOANKN BE-328.H.3 CooTBeTCcTBYET
XAPAKTEPUCTUKU
BHewwHui Bua KpacHble unm kpacHoBaTO-KOpUYHEBbLIE OBarbHblE
TabneTkn ¢ puckon Ha obenx ctopoHax. Ha ogHom
cTopoHe BbiaaBneHo «KK», Ha apyron «NA». CooTBeTcTBYET
OnuvHa: npubnuantensHo 9,1 Mm
LnpwuHa: npnbnumantensHo 5,3 MM
TonwwmHa: npubnuautensHo 3,9 Mm
CpepHsa macca 126-139 mr 132 mr
HenvmocTb MonoBuHkM TabneTkn COOTBETCTBYIOT TPEOOBAHUSAM
EBp.®., Mpouenypa 07/2006:0478 «Tabnetkmy, CooTBeTCcTBYET
noapasgen «TabneTtkuy
MoTepw npu BbiCcyLLMBaHUK He 6onee 6% 2%
WOEHTUPUKALINA
XKeneso MonoxuTensHo CootBeTCcTBYET
MpasuksaHTes, MACHTU(UKALVA KayecTBeHHOE COOTBETCTBME CTaHOAPTY CooTBeTCcTBYET
MmeTogom TCX
MunsbemuunH okcum, KauyecTBeHHOe cOOTBETCTBME CTaHOAPT CooTBeTcTBYET
naeHTudukauma metogom TCX AapTY Y
MpasukBaHTen, MaeHTUUKaUms
KauyecTBeHHOe cOOTBETCTBME CTaHOAPTY CooTBeTcTBYET
meTogom XKX
Munb6emMuumH okcum,
WIEHTUDMKALMS METONOM HKX KayecTBeHHOE COOTBETCTBME CTaHOAPTY CooTBeTCcTBYET
NMOBOYHbLIE NPOAOYKTbI
ConyTcTtytowme npumecn (KX) He 6onee 0,5%, B KaxgoM crny4yae — Ha OCHOBaHUK
(npegen obHapyxeHus 0,05%) CYMMbI 3asiBNIEHHOIO CofepXaHns npasuvkeBaHTena u 0,20 %
Muns6emMmLmHa okcuma
Bcero conyTcTBylOWMX Npumecen, He 6onee 2%, Ha OCHOBaHUN CyMMbl 3asIBIIEHHOTO 0.30 %
naeHTndukaums metogom KX coAepXaHus npasvkBaHTena n mmnbbemMmuuHa okcuma ’
MWKPOBHAA KOHTAMUHALINA
OOLee konM4ecTBO a3apobHbIX
MMWKPOOPraHM3MOoB Ha rpamMm He 6onee 1000 KOE/r CooTBeTcTBYET
(rapMOHU3MpPOBaHHbLIV MeTon)
O6LLEee KONNYECTBO APOXKEBLIX U
nnecHeBbIX rpnbos He 6onee 100 KOE/r CooTBeTcTBYET
(rapMOHU3MpPOBaHHbLIV MeTox,)
OTaenbHble MUKPOOPraHn3Mbl Ha He obHapyxvBaeTcaB 1 r CootBeTCcTBYET
rpamm: Escherichia coli
(rapMOHU3MpPOBaHHbLI MeTon)
KOJNMMYECTBEHHOE OMNPEQOENEHUE
PacTBopeHue npasvkeBaHTeNa, CooTBeTcTBME TpeboBaHusaM cnocoba ¢ UCMoNb3oBaHUEM
yepes 15 muH (KX) nonactHon Mewankm ®.CLUA «711», He meHee 30% CooTBeTcTBYET
3asBnEeHHOro cogepxaHus (3HaveHne Q)
PactBopeHue npasunkeaHTena, Ons n=6: He meHee Q+5% nnn 74 %

yepes 15 muH (PKX), HaumeHbLuee

[nsa n=12 He meHee Q-15%

15.11.2019 16:13

CepTudmkar aHanmsa Ne DS0852810

1/4



Eilanco France SAS
26, rue de la Chapelle
68300 Huningue

Number of manufacturing Authorisation : V B27/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX FC 16/40MG TAB X2BLCD RS Batch n°: LE0171493
Product Code  CA501504VRS Specification SPPF01053 - 002
File Number DS0852810 UC concerned 1 UC/ 1
Manufacturing  04/12/2018
Expiry Date 11/2021
Tests Specification Results
Not more than 2 units are less than Q-15 %, and no unit is
less than Q -25 % for n=24
(Q=30%)
Not fess than Q+5% for n=6 or
. Not less than Q-15% for n=12
ﬁjgs)o#tlzgst:fvzﬁzlquamel after 15min -\t more than 2 units are less than Q-15 %, and no unit is 77 %
g less than Q -25 % for n=24
{Q=30%)
Not less than Q+5% for n=6 or
?Lizs)o::t;z: of Praziquantel after 15 min 5 0206 is equal 1o o greater than G for n=12 and n=24 75%
’ {Q=30%)
Dissolution of Praziquantel after 15 min,
with n= 6,12 or24 6
Dissolution of Praziquantel after 60 min  Meets the requirements of the Paddle mathod USP *711° : Comalies
{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
:?-'(s:s)u:gmr;:)\f’ g‘rjaeziquantel ater80min i more than 2 units are less than Q-15% and no unit is 91 %
’ 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
Rtés)o::;uggsc:fvzlrla‘:iquantal afier 60 min Not more than 2 units are less than Q-15% and no unit is 94 %
» g less than Q-25% for n=24
(Q=70%)
g " 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 93 %
(LC), mean (Q=70%)
Dissolution of Praziquantel after 60 min,
with n= 6,12 or24 6
Dissolution of Milbemycin oxime after 15 Mesis the requirements of the Paddle method USP "711° : Complies
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
glif‘sglg;‘)%x:gt&:gsl: oxime after 15 Not more than 2 units are less than Q-15% and no unit is 54 %
' less than Q-25% for n=24
(Q=30%)
Not less than Q+5% for n=6 or
I ; . . Not less than Q-15% for n=12
g';sfﬂ'g;o':} tht;?:zﬁg' oxime after 15 Not more than 2 units are less than Q-15% and no unit is 55 %
9 less than Q-25% for n=24
(Q=30%)
; Not less than Q+5% for n=6 or
BB LG LR CE CU LA Average is equal to or graater than Q for n=12 and n=24 54 %
min (LC), mean Wara
(Q=30%)
Dissclution of Milbemycin oxime after 15
min, with fie 6,12 or24 6
Dissalution of Milbemycin oxime after 60 Meets the requirements of the Paddie method USP *711°: Complies
min {LC) not less than 70% of the declared content (Q-value) P
Dissolution Milbemycin oxime after 60 Not less than Q+5% for n=6 or 85 %

15/11/2019 16:13

Certificate of analysis no. DS0852810
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«3naHko ®paHc CAC»
26, Pro ge na Wanens,
68330 FOHUHr

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHAJIN3A

Mpoaykr MUNBbBEMAKC FC 16/40 MI' CAT MAXI VRAC  Cepusa Ne LEO0171493
Kog npoaykta CA501501VviMU Cneuundukaums SPPF01053 - 022
Howmep cpaina DS0852810 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 04.12.2018 uc 1UC/1
[opeH oo 11.2021
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl
3Ha4yeHue Ins n=24: He Gonee AByx eanHuL, MeHee Q-15%, nobas
eAnHnLa He JoMmkHa ObITb MeHee Q-25%
(Q=30%)
PacTtBopeHue npasvkBaHTena, [na n=6: He MeHee Q+5% nnu
yepes 15 MuH (PKX), HambornbLuee Ons n=12 He meHee Q-15%
3Ha4YeHne [na n=24: He 6onee gByx eauHnl MmeHee Q-15%, nobas 77 %
eAnHnLa He JoMmKHa OblTb MeHee Q-25%
(Q=30%)
PactBopeHue npasukeBaHTena, Ons n=6: He meHee Q+5% nnn
yepes 15 muH (KX), cpegHee Ons n=12 n n=24: cpegHee 3Ha4eHUe paBHO unu GonbLue 75 %
3HayeHue Q (Q=30%)
PactBopeHue npasukeaHTena, 6, 12 vnn 24
yepes 15 MUH, n= 6
PacTBopeHue npasvkeBaHTeNa, CooTBeTcTBME TpeboBaHusaM cnocoba ¢ UCMoNb3oBaHMEM
yepes 60 muH (2KX) nonactHon Mewankm ®.CLUA «711», He meHee 70% CooTBeTCcTBYET
3asBneHHOro cogepxaHus (3HaveHme Q)
PacTBopeHune npasvkeaHTena, Ona n=6: He meHee Q+5% wnn
yepes 60 MuH (PKX), HauMeHbLuee [na n=12 He meHee Q-15%
3Ha4YeHne [na n=24: He 6onee gByx eauHnl meHee Q-15%, nobas 91 %
0
eanHnLa He JommKkHa OblTb MeHee Q-25%
(Q=70%)
PacTtBopeHue npasukBaHTena, [na n=6: He MeHee Q+5% nnu
yepes 60 MmuH (KX), HanbonbLuee [na n=12 He meHee Q-15%
3HaveHne [na n=24: He 6onee AByx eauHnl MeHee Q-15%, nobas 94 %
eAnHnLa He JoMmKkHa OblTb MeHee Q-25%
(Q=70%)
PactBopeHue npasukeBaHTena, Ons n=6: He meHee Q+5% nnn
yepes 60 muH (XKX), cpegHee Ons n=12 n n=24: cpegHee 3Ha4eHUe paBHO unu GonbLue 93 %
3HayeHue Q (Q=70%)
PactBopeHue npasukeaHTena, 6, 12 unn 24
yepes 60 MuH, n= 6
PactBopeHne munsbemumHa CooTBeTcTBME TpeboBaHMsAM cnocoba ¢ UCMoNb3oBaHMEM
okcuma, vepes 15 muH (2KX) nonactHon Mewankm ®.CLUA «711», He meHee 30% CooTBeTcTBYET
3asBnEeHHOro cogepxaHus (3HaveHme Q)
PacTtBopeHnune mnnebemmnumnHa Ons n=6: He meHee Q+5% unun
okcuma, vepes 15 muH (XKX), Ons n=12 He meHee Q-15%
HauMeHbllee 3HayYeHue [na n=24: He 6onee gByx eauHnl MmeHee Q-15%, nobas 54 %
eanHnLa He JommkHa OblTb MeHee Q-25%
(Q=30%)
PactBopeHne munsbemumHa [Ons n=6: He meHee Q+5% nnn
oKkcuma, vepes 15 muH (KX), [na n=12 He meHee Q-15%
Hanbonbllee 3Ha4YeHne Ins n=24: He Gonee AByx eanHuL, MeHee Q-15%, nobas 55 %
eAnHnLa He JoMmKkHa OblTb MeHee Q-25%
(Q=30%)
PacTtBopeHnune mnnebemmnumnHa [Ons n=6: He meHee Q+5% unn
okcuma, vepes 15 muH (KX), Ona n=12 n n=24: cpegHee 3Ha4YeHNe paBHO MUnn Gonblue 54 %
cpeaHee 3HadeHue Q (Q=30%)
PactBopeHne munsbemumHa 6,12 unn 24 6
okcuma, yepes 15 MuH, n=
PactBopeHne munsbemuumHa CooTtBeTcTBME TpeboBaHuAM cnocoba ¢ UCMoNb30BaHEM
oKkcuma, vepes 60 muH (PKX) nonactHon mewankm @.CLUA «711», He meHee 70% CooTBeTcTBYET
3asBneHHOro cogepxaHus (3HaveHne Q)
PacTtBopeHnune mnnebemmnumnHa [Ons n=6: He meHee Q+5% unn 85 o
(1]

okcuma, vepes 60 muH (KX),

[nsa n=12 He meHee Q-15%
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Elanco France SAS
26, rue de la Chapelle
68300 Huningue

Number of manutacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX FC 16/40MG TAB X2BLCD RS Batch n*: LE0171493
Product Code  CAS501504VRS Specification SPPF01053 - 002
File Number DS0852810 UC concerned 1 UC/1
Manufacturing  04/12/2018
Expiry Date 11/2021
Tests Specification Results
Not less than Q-15% for n=12
Not more than 2 units are less than Q-15% and no unit is
L less than Q-25% for n=24
{Q=70%)
Notl less than Q+5% for n=6 or
. . ] Not less than Q-15% for n=12
gli?‘s?dtg;or:: hgggfggﬁ? oxime after 60 Not mora than 2 units are less than Q-15% and no unitis 88 %
9 less than Q-25% for n=24
(Q=70%)
g Not less than Q+5% for n=6 or
B UG L b G UG EE Average is equal or greater than Q for n =12 and n= 24 86 %
min {LC), mean (Q=70%)
Dissolution of Milbemycin oxime after 60
min, with n= 6,12 or24 6
Praziquantel, Uniformity of Dosage Units Meets requirements of Ph. Eur. 2.9.40 "Uniformity of Compli
by LC Dosage Units" mplies
Praziquantel Uniformity of Dosage Units,
ki Lowest value 98.3 %
Praziguantel Uniformity of Dosage Units,
highest value Highest value 103.1 %
Praziquantel Uniformnity of Dosage Units
with n= 10 or 30 10
Praziquantei Uniformity of Dosage Units:
Acceplance value VA Not more than 15.0 3.6
Milbemyein oxime Uniformity of Dosage Msets the requirements of Ph. Eur. 2.9.40 “Uniformity of Comblies
Units Dosage Units® P
Milbemycin oxime Uniformity of Dosage
Units, lowest value Lowest value 97.5%
Milbemycin oxime Unifermity of Dosage
Units : highest value Highest value 101.8%
Milbemycin oxime Unitormity of Dosage
Units with n= 10 0r 30 10
Milbemycin oxime Uniformity of Dosage
: Acceplance values VA R 31
Praziquantel assay by LC 95.0 to 105.0 % ot the declarad content 98.6 %
95.0 to 105.0 % of the declared content 97.1 %

Milbernycin oxime assay,LC
PACKAGING

Packaging control

Comresponds 1o the specification

| 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 Autharity 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 15 november 2019 by MASSON Julien-Luc, Pharmacien liberateur {Deputy Qualified
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«3naHko ®paHc CAC»

26, Pro ge na Wanens,

68330 FOHUHT

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHAJIN3A

Mpoaykr MUINTbBEMAKC FC 16/40 MIC CAT MAXI VRAC Cepus Ne LE0171493
Kog npoaykta CA501501VviMU Cneuundukaums SPPF01053 - 022
Howmep cpaina DS0852810 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 04.12.2018 uc 1UC/1
[opeH oo 11.2021
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl

HauMeHbllee 3Ha4YeHne Ins n=24: He Gonee AByx eanHuL, MeHee Q-15%, nobas

eAnHnLa He JoMmkHa ObITb MeHee Q-25%

(Q=70%)

PacTtBopeHnune mnnbbemmnumnHa [Ons n=6: He meHee Q+5% unun 88 %
oKkcuma, vepes 60 muH (XKX), Ons n=12 He meHee Q-15%
Haubornbllee 3HayeHue [na n=24: He 6onee AByXx eauHnl MmeHee Q-15%, nobas

eavHuua He JomkHa bbiTb MeHee Q-25%

(Q=70%)

PactBopeHne munsbemumHa [ns n=6: He meHee Q+5% nnn
okcuma, vepes 60 muH (XKX), Ons n=12 n n=24: cpegHee 3Ha4eHUe paBHO unu GonbLue 86 %
cpeaHee 3HadeHne Q(Q=70%)
PacTtBopeHnune mnnbbemmnumnHa 6, 12 unn 24 6
okcuma, vyepes 60 MuH, n=
OAHOPOOHOCTL eanHWLY CooTtBeTtcTBMe TpeboBaHuam EBp.P. 2.9.40 CooTBeTCcTBYET
[03npoBaHusa npasukeaHTena (XKX) «OgHOPOAHOCTL eAMHUL, [O3MPOBaHMAY
OaHOpoaHOCTb eanHuLY HaumeHblLee 3Ha4YeHne 98,3 %

[031poBaHUs NpasukBaHTena,
HaVMeHblLee 3HaYeHne

OAHOPOOHOCTb eaNHULY Haunbonbliee 3HayeHne 103,1 %
[031MpOBaHUs NpasukBaHTena,

Hanbonbllee 3HaYeHne

OpHopoaHOCTL eauHuL,

[031pOoBaHuA NpasnkeaHTena, n= 10 unun 30 10
OpHOpPOOHOCTL eauHUL,
[031poBaHNSA npasukeaHTena, He 6onee 15,0 3,6

NPUEMOYHOE YUCIIO
OAHOPOOHOCTb eanHWLY

[031MpOoBaHUSA MuUnbbemMunumHa CooTtBeTtcTBMe TpeboBaHuam EBp.P. 2.9.40 CooTBeTCcTBYET
oKkcmma «OgHOPOAHOCTL eAMHUL, O3MPOBaHMAY

OAHOPOOHOCTb eanHNLY 97,5 %
[031MpOBaHUS MUNbOeMULIMHA HanmeHbluee 3Ha4eHne

OKCMMa, HaVMeHbLlee 3HaYeHne

OpHOpoaHOCTb eanHuLY 101,8 %
[031MpOBaHUS MUNboeMULIMHA Haunbonbluee 3HayeHne

oKcuMMa, Hanbornbluee 3Ha4YeHne

OAHOPOOHOCTb eanHNLY 10 unn 30 10
[031poBaHMa MunbbeMmLmHa

oKcuma, n=

OAHOPOOHOCTL eanHWLY

[031MpOBaHUS MUNboeMULIMHA He 6onee 15,0 3,1
OKCVMa, MPUEMOYHOE YUCIIO

KonuyectBeHHoe onpeneneHune 95,0-105,0% oT 3asaBneHHOro cogepxaHus 98,6 %
npasukBaHTena metogom XXX

KonnyectBeHHoOe onpeaenexHune 95,0-105,0% oT 3as8BNEHHOro coaepxaHus 97,1 %
MUNbOEMULIMHA OKCMMa METOA0M

KX

HacTosimm ynoctoBepsito, YTO NpuBeAeHHast Bbille MHopMaLMs SBMASIeTCS NOASIMHHOM U TOYHOW. JTa cepust
npoaykta 6bina npov3BeaeHa/M3roToBneHa, B TOM YMCIe ynakoBaHa U noaBeprHyTa NpoBepKe kavecTBa Ha
BblLLIEYKa3aHHOM NPeANpUSTUUN B NOMTHOM COOTBETCTBUM C TPEOGOBAHUSIMU MECTHbBIX PEMYNMPYIOLLUX OPraHoB B
OTHoLWeHnn Hagnexawen nponssoacteeHHon npaktuku (GMP) u ¢ TpeboBaHnsamu PernctpaumoHHOro
yOOCTOBEPEHUS CTPaHbI-MMnopTepa. [MpoToKorbl N0 NPOM3BOACTBY, YNaKoBKe 1 aHanu3y cepun Obinv NpoBepeHbI, 1
ObINo yCTaHOBMNEHO, YTO OHU cooTBeTCcTBYIOT GMP.

CEPUA BbINYLEHA 15 Hosi6ps 2019 r. MOCCOH XynbeH-Iiok, PapmaueBT Otgena obecneyeHus kayecTsa
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Elanco France SAS

26, rue de la Chapelle

£8300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product MILBEMAX FC 16/40MG TAB X2BLCD RS Batch n®: LEC171493
Product Code  CA501504VRS Specification SPPF01053 - 002
File Number Ds0852810 UC concerned 1 UC/1
Manufacturing  04/12/2018
Expiry Date 11/2021
Tests Specification Results
Person)

W Julien-Luc MASSON /
| Pharmacist/ Deputy Qualified :
Elanco France SAS
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«3naHko ®paHc CAC»

26, Pro ge na Wanens,

68330 FOHUHT

Homep perucrtpaumoHHoro yanoctoBepeHus: V 827/87

CEPTU®UKAT AHATU3A
Mpoaykr MUINTbBEMAKC FC 16/40 MIC CAT MAXI VRAC Cepus Ne LE0171493
Kog npoaykta CA501501VviMU Cneuundukaums SPPF01053 - 022
Howmep cpaina DS0852810 CooTBeTCTBYIOLWNIA
[ata nponssoacTtea 04.12.2018 uc 1UC/1
[opeH oo 11.2021
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl

(YnonHomoueHHOEe Nuuo no KayecTBy)

[lModnuck/
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