Elanco France SAS

26, rue de la Chapelle

68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

by LC

Product ONSIOR 40MG TAB X28BLCD RS Batch n° ; D238261
Product Gode  GA4B90028RS Spegification SPPFO1057 - 003
File Number DS0B64786 UC concerned 1 UG/ 1
Manufacturing  11/02/2020
Expiry Dala 01/2024
Tests Specification Results
GENERAL INFORMATION
Current method version BE-320.H.4 Complies
CHARACTERS
Baiga to brown, round, biconvex, baval-edged fablet.
Ona side bears Imprint "NA*® the other "BCK*
Apgerance Diameler: approx, 12.0 mm Gompliaa
Thickness: approx. 5,6 mm
ASSAY
Waler (KF) Not more than 9 % 3%
ASSAYS
Meets the requirements of the Paddle mathod USP
<711> *Dissolution" and Ph. Eur. 2.9.3 "Dissolution Test
for solld Dosage Forms" with Q= 75%
2 h F Stages S1 and 52 only
wcmmmmﬁ:co-_ of CGS 34975 alter 30 min, For n=6; each unit is not less than Q+5% Caomplies
Forn=12: S1+52 average is equel to or greater than Q,
and no unitis less than Q-15%
Dlssolution of CGS 34975 aftar 30 min,  Maels the requirements of acceptance table 93 %
by LC, Lowesl valua
Dissolution of CGS 34975 after 30 min,  Meets the requirements of acceptance table 96 %
by LC, Highast value
Dissolution of CGS 34975 alter 30 min,  Meets tha requirements of acceptance table 4%
by LC, Msan : t >
Dissolution of CGS 34975 atter 30 min, n=6 or 12 tablets 6
by LC, with
IDENTIFICATIONS
CGS 34975, by TLC Correspends to the comparsan Complies
CGS 34975, by LC Corresponds to the comparison Compllea
MICROBIAL CONTAMINATION
Total aerobic microblal count per gram  Not more than 1000 CFU /g
(Hamonized mathod) Complles
Total yeasts and moulds caunts per Not more than 100 CFU /
gram (Harmanized mathod) s Hemplles
Specified microorganisms per gram : Not detectablein1g
Escharichla coli {Harmanized mathed) Complles
ASSAYS
CGS 34975, Uniformity of dosage units ~ Meets the requirements of USP <805> and Ph. Eur. Complles

2.9.40 "Uniformity of dosage units"
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«3Inanko ®paHc CAC»

26, Pio ge na Wanens, BP 224,

68330 Onnur

Homep permcTpauueHHoro yaoctosepenna: V 827/87

CEPTU®UKAT AHATNN3A
NMpoaykr OHCHWOP 40 MI' ANA COBAK co Bkycom Cepun Ne D238261
Kop, npopykra CA4880028RS Cneuwndpvkauma SPPF01057 — 003
Homep tafina 0S0854786 Cootsercteylowmit UC 1 UG/ 1
[ara nponssogcTea 11.02.2020
Topen Ao 01.2024
HMenbimanuna Cneuncpnkaunn Peaynbrathbl
OBLAA HHSOPMALMA
[AeAcTayowan BEPCHR METOAMKH BE-320.H.4 CooTeercreyer
XAPAKTEPHCTHKH
BeMeB0o-KOpH4HEBaR, KPYIAan, ABCAKOBLINYKNARA,
TabneTka co croweHHoH Kpomroi. Ha oariof cTopore oTTeK
BHewHui ang «NA», Ha apyrof - orrHek «BCK», Coorsercreyer
Aawnna: nprbBanantensHo 12,0 mm
TonuHHa: npHBAN3ATENBHO 5,6 MM
KOAMYECTBEHHOE ONPEAENEHHE
Copepmanne BoAb
(no metoay Kapna dnwepa) He bonee vem 9 % 3%
HONWYECTBEHHOE ONPEAENEHHUE
Oreevaer TpefoBaHHAM METOAA C HCNOAL30B3HHEM NONACTHOH
MeLanku, nanomenHoro 8 ®apm.CLUA<711> «PacTsopenne, i
Pacreopenue CGS 34975, yepes 30 metoaa Esp. Papm. 2.9.3 «¥icneiTaHKe Ha pacTEOPEHHE ANA
MuH meTogom HX TEEpAbIX nek. dopmn ¢ Q=75 %, Tonsbko cragnn S1v 52 Coorsertcreyer
Anan = 6: Kamaaa eaAnHALA — He meHee Q5%
Ana n = 12: cpeanee ana 51452 pasno uau Sonbwe Q, 1 HA 0AHA
eAnHNLA He MOMET ByiTh Manee Q-15%
Pacreopenme CGS 34975 yepes 30
Otsevaer TpeGoBanKAM, YHa3aHHbIM B TaBnuue HpHTEpHes
MUHYT METOADM X, HanmeHbLUee 93%
NPHEMNEMOCTH
3HaveHue
Pacteopenne CGS 34975 uepes 30 &
T AETO oA L, M GO Bl Ortseuaer 1peGoBannAm, YHa3aHHbIM 8 TaBnnue HpHTepHes 96 %
NPHEMNEMOCTA
3HaqeHne
Facriopehis CaS BIATS uapEs A0 Orseuaer 1pe60BaHKAM, YHA3aHHLIM B Tabnuue KpuTepues
MHHYT meToaom MX, cpearee 94 %
NPHEMNEMOCTA
3Hadexve
Pacteopenne CGS 34975 vepes 30
MHHYT MeToaom X npu n=6nnn 12 rabnetor 6
WAEHTHDHUKALLAA
06534975, Werofom TOX Cootaercrayer NnpH CpaBHeEHUN CooTBercreyer
(ToKKocnali Hol xpomartorpadnm)
CGS 34975, merogom HX
(MAKOCTHOI XpomaTOrpadHm) CooTBeTCTBYeT NpH CPABHEHUH CooTBetcrayer
MMWKPOBHAA KOHTAMHHALIWA
O6uiee xoNM4eCTBO a3pOBHLIX
MHKPOOPraHHIMOB Ha rpamm He Ganee 1000 KOE/r CooTteercreyer
(rapmoHn3npoBantsiii meToa)
Ofuiee XONMYECTBO APOHUKEBLIX K
nnecHesbix rpubos He Gonee 100 KOE/r CooTBercrayer
, (rapMoHW3MpoBaHHLIi meToa)
\OTASNbHBIE MAKPOOPTaHN3Mbl HA He obHapymusaeTcAB 1r CooTsercrayer
pamm: Escherichia coli
ApMOHH3APOBaHHBIR MeToA)
o
S -A-:S;QOmx:om OMPEAENERHE
o HGS 34975, opHopeaHOCTE Orseyaet tpebosannam ®apm.CILIA <905> u Esp.dapm. 2.9.40
-7 /AO3MPOBAHHBIX EAUHWL, METOAOM «OAHOPOAHOCTL AOINPOBAHHBIX BAMHHUY Coorsercrayer
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Elanco France SAS

26, rue de la Chapelle

68300 Huningue

Number of manufacturing Authorisation : V B27/87

CERTIFICATE OF ANALYSIS

«3JnaHko ®PpaHc CAC»
26, Pio ge na Wanenw, BP 224,

Product ONSIOR 40MG TAB X28BLCD RS Batchn®: D238261
Praduct Code  CA4880028RS Specificalion SPPF01057 - 003
File Number DS0854786 UC concerned 1 UG/ 1

Manufacturing ~ 11/02/2020
Expiry Date 01/2024

Tests Specification Results

CGS 34975, Uniformity of dosage units  Notmore than 15.0

LC, Acceptance value 21

CGS 34975, Uniformity of dosage units  Lowest value 58.9%

by LC, Lowest! value .

CGS 34975, Uniformity of dosage units  Highest value

by LC, Highast valua d 1001 %

CGS 34475, Uniformity of dosage units  n= 10 or 30 tablets 10

by LC, with

CGS 34975, assay by LG 95.0to 105.0 % of the declared content 100.3 % of the declared

E content

NAP 542-01 content, by LG Not mare than 0.5 % 0.20%

Individual unspecilled degradation Not more than 0.5 % each (detection limit 0.05 %) 0.10 %

products, by LG :

Total degradation products, by LC Nat more than 1.0 % (delection limit 0.05 %) 0.50 %
PACKAGING

Packaging control Corresponds to the specification Complies

1 hereby carlify that the above infarmation 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 lecal Regulatory Authority and with the spacifications In the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to ba in
compliance with GMP.

BATCH RELEASED on 11 june 2020 by MASSON Julien-Luc, Pharmacien liberateur (Deputy Qu

68330 lOHNHP
Homep perncrpaliMoHHOro yaoctopeperun: V 827187
CEPTUDUKAT AHATTU3A
NpoaykT OHCHWOP 40 MI" ANA COBAK co Brkycom Cepuna Na D238261
Kop npoaykra CA4890028RS Creuutrxauma SPPF01057 — 003
Homep chaina DS0854786 Cootsercrayowmi UC 1 UC/H1
[ata npovssopcTea 11.02.2020
lopex o 01.2024
Hensimanna Crneundukaumna Pe3aynbTatsl
CGS 34975, 0aHOPCAHOCTH
AO3MPOBAHHBIX 4HHML METO0M He Gonee 15,0 2,1
HX, npuemouHoe 3Ha4eHne
CGS 34975, ogHOPOAHOCTE
AO3WPOBAHHBIX BAUHWL METOAOM HavmeHbulee 3HaYeHue 96,9 %
WX, HanmeHblUee 3HaYeHHe
CGS 34975, opHopoaHOCT
A03HPOBAHHBIX BAWHUL, METOAOM HawnBonblwee 3HaueHne 100,1 %
WX, nanBonbluee 3nayenve
CGS5 34975, opHOpOAHOCTL
AO3HPOBAHHLIX BAMHWL, METOL0M n =10 nnn 30 Tabnetok 10
WX, npn
" 100,3 % or
£65.34375, xcas;”ﬂmm::v; Or 95,0 go 105,0% OT 3aRBAEHHOTO COARPMAHNA 33ABNEHHOIO
aHaNu3 METOZ0M COmeRmaHHA
Copepanne NAP 542-01 metoaom
WX He 6onee 0,5% 0,20%
OvaentHsle He
CNEUMDHLHPOBAHHEIE NPOAYKTE He Gonee 0,5 % kamapit 0,10%
PaINoKEHNA MeToaoM HX (npeaen aetekTposarna 0,05%)
OBuiee KONUMUECTEO NPOAYKTOS
PaINoKeHHA MmeToaom HX He Gonee 1,0 % (npeaen petextmposanna 0,05%) 0,50%
YNAKOBKA
KOHTPOAb YNaKOBKK CoorsetcTeue TpebosaHHAM Coorsercreyer

HacToRWMM YAOCTOBEPAID, 410 BblIENPHBEACHHAA HHPOPMALMA ABAASTCA NOANHHHONA M TOHHON, [laHHaA CEPHA NPOAYKTa
6blna H3rOTOBNEHA, 3 TAKHE YNAHOBAHA M NOABEPrHYTa NPOBEPKE KAYECTBA HA BLIWEYHAIAHHOM NPEANPUATAH(AX) B NOAHOM
COOTBRTCTBHK € TPeBOBaHKAMH MECTHBIX PETYIMPYIOWMK OPraHoB B OTHOWEHHKM Hagnemalle npon3soACcTBEHHOA NPaRTMKK
{GMP) 1 c Tpe6oBanKAMH PErKCTPaLMONHOTO YAOCTOBEPEHWA CTPaHLI-HMNOPTEPa. [lOKYMEHTSI MO NPOUIBOACTBY, YNAKOBKE ¥
aHanuay cepuit 6uinu nposepeHsl, U GblN0 YCTAHOBAEHO, YTO OHH COCTEETCTBYIOT GMP.

CEPHA BbINYLUEHA 11 wiona 2020r. MACCOH Mynven-fliox, dapmaliesT, 0TBETCTBEHHEIN 33 o6ecneyeHme Hayecraa
(YnonnomouekHoe anuc)

Mevans ¢ nozomunom
AModnuck/
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