Elanco France SAS

26, rue de Ia Chapelle

8300 Huningue

Number of manufacturing Authorisatlon : V 827/87

CERTIFICATE OF ANALYSIS

Product ONSIOR 6MG X6BLCD RS Batch n® : LE1581911
Product Code  CA4875006RS Specitication SPPF01058 - 003
File Number Ds0854a72 UG concerned 1 UG/
Manufacturing  07/10/2019
Expiry Dale 09/2023
Tests Specitication Results
GENERAL INFORMATION
Cumrant method varsion BE-314.H.3 Caomplias
CHARACTERS
Beige lo brown, round, biconvex, beveledged lablet,
One side bears imprint "NA” ha cther "AK"
Appesteria Diamater. approx. 6.0 mm Compies
Thickness: approx. 3.1 mm
ASSAYS
Walar (KF) Notmorethan7 % 39,
Mzels the requirements of the Paddie mathod USP *711"
and Ph, Eur.2.9.3 "Dissalution test for salid Dosage
Forms™ wilh Q- valua =75 %
i . Stages S1 and 52 only
mmwnmq._uuz of CES 34975 aller 40 M. £’ 6: aqch unit is not less than Q+6% Camplles
For n=12: 51+82 average is equal to or greater than Q.
and no unit is less than Q-15%
Dissolution of GGS 34975 alter 40min,  Meels lhe requirements of acceptance table 93%
by HPLC, Lowast valua :
Dissolulon of CGS 34975 aftar 40min  Meals Ihe reguirements of acceptance lable 94 %
by HPLC, Highest value e
Dissolution of CGS 34975 after 40 min,  Meals the requivements of acceptance teble 94 %
by HPLC, Maan
Diasolution of CGS 34975 atter 40 min,  n= 6 or 12 tablals 6
by HPLC, with
IDENTIFICATIONS
CGS 34975, by TLC Cormresponds ta tha comparisen Compiles
CGS 34975, by HFLC Cerrasponds lo the cemparison Compiles
MICROBIAL CONTAMINATION
Total asrablc microbial count pargram  Not more than 1000 CFU/
{Harmontzed mothad) ¢ Fompliay
Total yeasts and moulds counls par Nat mora than 100 CFU /
gram {Harmonizad mathod) 8 Rampline
Specifled microarganlsms par gram : Mot deteclable in 1g Comp

Eschorichla ca'l (Harmonizad mathod)
ASSAYS

CGS 34975, Unilormity of dozags units
by HPLC

CGS 34975, Uniformity of dosaga unils

Maeats \he requirements of USP <805> and Ph,Eur 2.8.40

“Uniformity of Doasaga Units® Complie

Lowest velus 95,1 %
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«3NnaHKko ®panc CAC»

26, Pio pe na Wanens,

68330 KOuwnnr

Homep perrcTpaumorHoro yaocrogepeHusn: V B27/87

CEPTU®UKAT AHATN3A
Mpoaykr OHCHWOP 6 MI" iNA KOWEK co Bkycom Cepna Ne LE1691911
Kop npopykra CA4875006RS Cneuwndrkauymna SPPF01058 - 003
Homep thaiina DS0854372 CooteetcTayiolmi UC 1 UCH 1
[ara nponssoactea 07.10.2018
logex ao 09.2023
Wcneiranun Cneynthnkauna Pesynbrathl
OBLUAR UHPOPMALLHA
JedcTByOWAR BEPCHA METOAVKH BE-314.H.3 CooTBerciByer
XAPAKTEPUCTHKKN
Beeso-KOPHYHEBAA, KPYrNaA, ABOAKOBLINYRNAA,
TabAeTka co CHOWEHHON KPOMKONM. Ha 0aHOM CTOpOHE OTTHCK
BHelwHmii BuA, «NA», Ha APYraii - OTTUCK «AKs, Cooraercrayer
Aauna: npubanautensHo 6,0 mm
Tonumna: npubnnsutensto 3,1 mm
KONUYECTBEHHOE ONPEAENEHHE
Copepranne Boa! He Goneevem 7 % 3%
[no meToay Kapna ®@uuwepa)
Oveeuaer TpebosaHUAM METOAS C MCNONL30BAHNEM NONACTHOA
MEWAAKK, n3nomenHora B Papm.CLLUA<711> «Pacreopennen, u
Pacreopenne CGS 34975, vepes 30 metoaa Eep. ®apm. 2.9.3 cMcnbiTanue Ha pacTBOpeHke AnA
tanH meTogom HX TEEpALIX NeK. dopm» € Q = 75 %, ToALKO CTaaun S1 1 S2 Cooteercrayer
[aA n = b: Kawgan egvHKrLa — He meHee O+5%
[nan = 12: cpegree gna 51+52 pastHo wan Gonbuwe Q, 1 i oaHA
EAMHKLA HEe MoKeT BbiTo meHee Q-15%
Pacrsopenie 663 31975 uepe30 Oteeqaet TpebosaHUAM, YKaIaHHbIM B TaBNWLE HPUTEPHEB
MMHYT meToaom BIHX, ' 93 %
NPHEMAGMOCTH
HanmeHbLIEE 3HA4EHHE
PacrpenHACES 375 Epes 30 Oreeyaet Tpefosanvam, yKadaHHeim B Tabnuue Kpatepies
MUMHYT meTosiom BIKX, vanBonsiwee P Y Ue KpuTep 94 %
NpMEMNEMOCTH
IHaYeHHE
Pacteopenne CGS 34975 vyepes 30
Oraeuaer tpebosaHMAm, YRa3aHHbIM B Tabanue kpntepues
MHHYT meToaom BIHK, cpenHee 94 %
NPHEMARMOCTH
3HaueHne
Pacraopenne CGS 34975 vyepe3 30
MuHYT MeToaom BIMX npu n=6unn 12 rabnetok B
WAEHTUSUKALIMA
ER5,34973, MeroauMTCN CooTBETCTBYET NPH CPaBHEHNK Cooraercreyer
(Tonkocnoiinoi xpomartorpadun)
CGS 34975, meroaom BIHX
(#naROCTHOW xpomaTorpadmm) CooTBETCTRYET NPH CPABHEHHK Cooreercroyer
MHWHPOBHAA KOHTAMWHALIUA
OBujee koAM4ECTBO a3P0BHBIX
MMKPOOPIaHMn3IMo8 Ha rpamm He 6onee 1000 KOE/r Coorsercreyer
(rapmoHKanpoBaHHbIf MeToa)
Obuiee KOAWYECTBO APOHUKEBLIX U
nneckessix rpdBos He 6onee 100 KOE/r Cooteercrayer
(rapMOHHINPOBAHHLIA METOA)
OraenbHLIE MUKPOOPTAHHIMBI Ha
rparn: Escherichia col He obHapysnsaercas 1r Cooreercrayer
PMOHWIHPOBAKHBIA METOA)
f.adénb WYECTBEHHOE ONPEAENEHWE
\] 34975, 0AHOPOAKOCTS »
e /.n.?fffﬁ\/ | E e Otseuaer tpeGosannam ®apm.CLUA <905> u Eep.Papm, 2.9.40 CobiasTETayEr
3 \.\\\ < f;/a. . «OAHOPOAROCT AOINPOBAHHBIX EANHH U
T A G /ﬂ?’, 34975, ogHOpOAHOCTL Hanmeubluee 3Ha4eHHE 95,1 %
mv/wﬁr
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Elanco France SAS

26, rue de 1a Chapelle

68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

«3naHko @panc CAC»

26, Pio ge na Wanens,

68330 HOnuHr

Homep perncTpaunoHHoro yaocrorepeqns: V B27/87

Product ONSIOR 6MG X6BLCD RS Batch n® : LE1591911
Product Code  CA4875008RS Spegcification SPPFO1038 - 003
File Number DS0854372 UG concerned 1 UG/

Manufacluring  07/10/2019
Expiry Date 09/2023

CEPTU®UKAT AHATTU3A
Mpoaykr OHCHOP 6 MI" AN1A KOLWEK co Brycom Cepust Ne LE1591911
Kop npoaykra CA4875006RS Creuudmkauns SPPF01058 — 003
Homep dafina DS0854372 Coorsercreyrowmin UC 1 UC/ 1
[Nlara nponasoaciea 07.10.2019
lopeH fo 09.2023
Wcneitanna Cneuwndnkaumna Pesynbratsl

Tests Specification Results
by HPLC, Lowest valua
CGS 34975, Unilormity of dosage units  Highast value 99.0 %
by HPLG, Highast valua R
CGS 34975, Unifermity of desage uni's  Not more than 15.0 4.4
by HPLG, Aceeplancs Velue AY
CGS 34975, Unlformity of dosaga unils  n= 10 ar 36 tablels 10
by HPLC, with
CGS 34975, assay by HPLG 95,0 to $05.0 % of the dactared content 97.5% w“ﬁm_mun_uaa
NAP 542-01 content, by HPLG Not more than 0.5 % 0.20%
Individuzl unspzcitied degradation Not more than 0.4 % 0.10 %
products, by HPLG
Tolal degradation producis, by HPLC Not more than 10% 0.40 %

PACKAGING

Packaging control Coiresponds 1o the spacillcatien Camplies

| haraby cartify thal the above Infarmation is authentic and accurate. This baich of producl has been fabricated /
manulaclured, including packaging and quality control at the above menticned site(s) in full compliance with the GMP
requiremants of the local Regulatory Authority and with the specificalions in the Markeling Authorisation of the
imponting country. The batch processing, packaging and analysis records ware reviewed and found to bein
compliance with GMP.

BATCH RELEASED on 07 may 2020 by MASSOMN Julien-Luc, Pharmacisn liberateur (Depuly Qualified Person}

031 POBAHHLIX EAMHKL, METOACM

BIIX, HaWMEHEILEE 3HAYEHHE

CGS 34975, opHopogHOCTL

AO3MPOBAHHBIX BAMHKL, MeTOACM HauBonswee 3HaueHne 98,0%
BIMX, nanbonswee 3nadeHue

CGS 34975, opHopogHoCTs

AO3MPOBAHKbIX EAMHKLL METOAOM He Gonee 15,0 41
BIHX, npHemouHoe 3HaYeHHE

CGS 34975, opHopogHOCT

AO3MPOBAHHLIX EAMHKL METOADM n =10 nau 30 rabnetok 10
BIHX, npn
CGS 34975, KOAWYECTBEHHBIA aHanu3 Lkl

07195,0 a0 105,0% 0T 33ABNEHHOID COAGPIAHWA 3JaABNBHHOID
METoADM BIHKX

copepHanHna

Copep:anve NAP 542-01 metogom
BIMX He Gonee 0,5 % 0,20 %
OrgensHule He He 6 0.4%
cneyrdHUMpOBaHHBIE NPOAYKTLI ehones L 0,10%
PAINOMEHNA meTOAoMm BIKX
O6uiee HONMYECTBO NPOAYKTOB
paznoMeHnA meToaom BIMX He Gonee 1,0 % 0,40 %
YNAKOBKA
KoHTpons ynakoskm Coorsercrene TpeGoBaHNAM Coarsercrayer

A Ponmacist/ Depaty Quatified Person
Elenco France SAS~

I

Hacroauwmm yADCTOBEPAK, YTO BollUeNpUBEAEHHAA HHDOPMAUMA ABARETCA NOANMHHOR U TOYHOW. JlaHHAA CEPUA NPOAYKTE
Bb1Na HIrOTOBAEHE, A TAKKE YNAKOBAHA M NOABEPTHYTA NPOBEPKE KAMECTBA HA BbILIRYKAIAHHOM NPEANPHATAN(AX] B NOAHOM
COOTBETCTBIH C TPeGOBAHMAMM MECTHBIX DEFYAMPYIOUWWX OPTaHOB B OTHOWEHNA Haanemalied npon3soACTBEHHOR NPakTHKA
(GMP) 1 ¢ TpebasaHnamMA PErHCTPAUMOHHOIC YAOCTOBEPEHKA CTPAHEI-NMNOPTEpPa. [lOKYMEHTb! NO NPOM3IBOACTBY, YNAKOBKE i
aHanuay cepuu Bb1nM nposepensl, # Bbino YETaHOBARHO, YTO OHKM CooTBeTCTBYIOT GMP.

CEPVA BLINYLLEHA 06 man 2020 r. MACCOH Hynsen-fliok, ©apmauesr, oTBETCTBEHHLIA 32 o6ecneyeHHe Ka4ecTsa
{¥nonHomouerHoe auLo)
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Mewams ¢ nozomunom
Aodnucy/
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