Elanco France SAS
26, rue de la Chapelle
68300 Huningue

Number of manufacturing Authorisatlon : V 827/87

CERTIFICATE OF ANALYSIS

byLC

2.9.40 "Uniformity od dosage unils"

29/08/2020  09:50

Certificate of n_‘:.mz_im no.

050856020

Product ONSIOR 5MG TAB X28BLCD RS Batch n® : LE102A
Product Code  CA4B70028RS Specification SPPF01056 - 004
File Number DS0856020 UC concerned 1 UC/1
Manufacturing  04/05/2020
Expiry Date 04/2024
Tests Specification Results
GENERAL INFORMATION
-317.H.
Current method version BE-317.H.4 Camplies
ASSAYS
Water (KF) Not more than 9 % 4%
CHARACTERS
Mm_nm_m. umo_..._.__ round, biconvex, bevel-edged lablet.
o ne slde bears imprint "NA" the other "AK*
FRearmnce Diamater: approx. 6.0 mm Gamplies
Thickness: approx. 2.6 mm
ASSAYS
Meets the requirements of lhe Paddle method USP
<711> "Dissolution” and Ph, Eur, 2.9.3 "Dissolution Test
for salid Dosage Forms" with Q=75 %
Dissolulion of CGS 34975 after a0 min, 02928 51 and 52 cnly
byLC ' Faorn=6: each unitis not less than Q+5% Complles
For n=12: S1+52 average is equal to or greater than Q,
and no unitIs less than Q-15%
Dissolution of CGS 34975 after 30 min, Meels the requi
N U0 Coniagt valie s the requirements of acceptance table 4%
Dissolution of CGS 34975 atter 30 min, - Meels th
by LG Highastsalus eels tha requirements of acceptance lable a7 %
Dissolution of CGS 34975 after 30 min, M
sory eets the requirements of acceplance 1able 86 %
Dissolution of CGS 34975 after 30 min, n= 1
r n=6or 12 tablets 8
IDENTIFICATIONS
CGS 34975, by TLC Corrasponds to the comparison Complies
CGS 34975, by LC Corresponds to the comparison Complies
MICROBIAL CONTAMINATION
Total aerobic microblal counl per gram  Not more than 1000 CFU / g
{Harmonlzed method) Complles
Tolal yeasts and moulds counls per Neot more than 100 CFU/ g
gram (Harmonized method) Complles
Spacified micrearganisms per gram : Not deteclable In 1
Escherichla coli (Harmonized method) g Gompllss
ASSAYS
CGS 34975, Uniformity of dosage units ~ Meets the requirements of USP <805> and Ph. Eur. Compli
mplies
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«3naHko ®panc CAC»

26, Pro pe na lWanens,

68330 KOHUHr

Homep perncTpauMoHHOro yaocTosepenun: V 827/87

CEPTU®UKAT AHANU3A
NpoaykT OHCWOP 5 MI' ANA COBAK co Brycom Cepua Ne LE102A
Koa npopyxta CA4870028RS Cneuyudukauya SPPF01056 — 004
Homep ¢hafina DS0856020 Cootaercreyloumia UC 1 UCH
[Aara npouasoacTea 04.05.2020
ofen Ao 04.2024
WenuiTanun Cneuyundukaumun PeaynbTaThl
OBWAA MHOPOPMALIUA
[leficTayiowan 8epcia MeToqUKN BE-317.H.4 Cooreercrayer
KONWUYECTBEHHOE ONPERENEHUE
CopepaHve aoasl
(no meToay Kapna Duuepa) He 6onee uem 9% 4%
XAPAKTEPUCTHKN
Bemesn-KOpU4HeBar, KpYrnan, ABOAKOBbINYKAAA,
TabneTKa co CKoWeHHO! KpomMKoid. Ha oAHO% CTOpOHE OTTHCK
BHEWHMIA BUA «NAD, Ha ApYroi - oTTCcK «AK», Cooraercreyer
AnuHa: npubansutensko 6,0 mm
ToAwpHa: NpUBAMIUTEALHO 2,6 MM
KONMYECTBEHHOE OMPEAENERUE
Oraevaer Tpe6oBaHKAM METOAA C MCNONLIDBAHKEM NONACTHOR
MEW3NKY, U3NONEHHOTO B Dapm.CLUA<711> «PacTeopeHKen, U
Pacreopenue CGS 34975, yepes 30 meroaa Eap. Papm. 2.9.3 «McnbiTaHke Ha pacTeopenHie AMR
MvH MeToaom HX TaepAbix nek. dopmn ¢ Q= 75 %, TonsKo cragum 511 52 Cooreercrayer
Ina n = 6: KAMAAA eAMHHLA — He mMeHee Q5%
LA n = 12: cpeamee ana 51452 pasko unu Bonbwe Q, U KU 0fHa
eAuHALA HE MOXMeET BuiTe MeHee Q-15%
Pacteopenue CGS 34975 uepea 30
Oraeyaer TpeboBaHHAM, YKalaHHbIM 8 Tabnvle kpuTepyes
MUHYT MeToaom HX, HanmeHblee 94 %
npremMnemocTy
aHaveHue
PactsopeHrme CGS 34975 yepes 30
MIHYT METOROM HOX, HanBonsllee Oraevzer TpeGoBEHUAM, YKa3aHHEIM B TaBnuUe KpuTepHes 97%
npuemnemocTi
3HadeHUe
Pactaopenue CGS 34375 uepes 30 Otaevaer TpefosaHrAM, YKa33HHbIM B TaBNULE KpUTEpHER
MUHYT MeToflom XX, cpeaHee 96 %
NpUEMABMOCTH
3HaueHue
PacrsopeHue CGS 34975 uepes 30
MUHYT meTogom HX npi n=6unm 12 TabneTok 6
WAEHTUOUKAUMA
€65 34975, meTofom TCX CooTBercrayer Npu cpasHeHru Coarsercrayer
I_...:nzxnn:o::as xpomarorpaduu)
m;:OS 07 5G8:34975, meropom HX
_Nm. Gb{HOA xnogm._d:umes:v CoOTBRTCTBYET NPK CPABHEHKH Cooreercreyer
Afl KOHTAMWHALIVA
O6uee mM_ \ecTB0 aspobHkix
0B Ha rPaMMm He Gonee 1000 KOE/r Cooteercrayer
npd paHHbii MeToa)
BETa0 APOMIEBLIX H
_mom He Gonee 100 KOE/r Cooraercieyer
.n. gBaHHbIR meToa)
MAMKPOORraHNIMbl H2
nn.m m:n:_w coli He oBHapymusaercas 1r Cootsercrayer
=_= nwcL\ MpoaaHHLIA MeToa)
)
w—um.__ OfIMYECTBEHHOE ONPEAENEHUE
CGS 34975, ogHopogHOCTs
A E . 2.9,
A03UPOBAHHEIX SAKHILL METOAON Oreevaet TpebosaHnAm Gapm.CLUA <905> 1 Esp.®apm. 2.9.40 Cooreercrayer
e «DAHOPOAHOCTD 103UPOBAHHBIX e{HHHL
29.09.2020 09:50 CepTtucprikar ananvaa Ne DS0856020 112



Elanco France SAS

26, rue de la Chapelle

68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product ONSIOR 5MG TAB X28BLCD RS

Batch n®: LE102A

Product Coda  CA4870028RS
File Number DS0856020

Specification SPPF01056 - 004
UC concerned 1 UG/

“TipoaykT

Kop npoayxta CA4B70028RS Cneuunduraupus

OHCWOP 5 MI iNs COBAK co BKYCOM Cepun Ne LE102A

«3naxko ®panc CAC»

26, P1o ge na Wanens,

68330 HOHMHI

Homep perucTpauMorHore yaoctonepeHui: V 827187

CEPTU®UKAT AHATTU3A

SPPFO1056 — 004

Homep haina DS0856020 Cooraercrayoupia UC 1 uc/ 1
[lata npou3sofcTea 04.05.2020

ogen Ao 04.2024

WenbiTaHua

€GS 34975, 0AHOPOAHOCTE

Cneuyrdrukaumna Pe3ynbTaThl

Manufacturing ~ 04/05/2020
A03MPOBAHHBIX BAMHKL METONOM He 6onee 15,0 3,6
Expiry Date 04/2024 WX, npuemouHoe 3HaueHne
CGS 34975, opHopoaHocTh
Tests mvmn:noﬂ_os Results I03MPOB2HHbIX EANHALL METOSIOM Haumerbiee 3HaveHHe 96,3 %
WX, HaumeHbLLee SHAUEHUE
©as 34975, Uniformity of dosaga units Not mare than 15.0 a8 €GS 34975, 0AHOPOAHOCTE
by LG, Acceplance valua 2 [03HPOBAHHBIX EAMHWL METOAOM HauBonbliee 3Ha4yeHne 101,2 %
X, HanBonbllee IHAYEHNE
GS 24875, Uniformity of dosa: units ¢
M< __.wﬁ. _.w,mm_m.amn_u_uﬂ el dasgri Lowestvsile 963 % CGS 34975, oAHOpOAHOCTL n =10 wav 30 Tabnerok
[03MPOBAHHBEIX eAUHNL METOAOM 10
CGS 34975, Uniformity of dosage units Highest value 1012 % X, npw
by LG, Highast value : ' 90,5 % or
; CGS 34975, i O,
CGS 34975, Uniformity of dosage unlts n=100r 30 tablets 10 5243 zohs;vﬂnhmm:xzs Ot 95,0 ao 105,0% o 33ABARHHOIO conepHatna J3ABACHHOIO
by LC, with AR METHHEM coaepHanna
g A Copepiatue NAP 542-01 meTo,
CGS 34975, assay by LC 95.0ta 105.0 % of the declared content 89.5 % ”wﬁnqﬂugo.a xM.M, pHaHu METOAOM Lo 60100 0,5 % 0,30%
OrgensHeie He
Not mare than 0.5 % 9 i
NAP 542-01 content, by LC 0.30 % cneupHLpMposakitble NPOAYKTE! ,_._”mwm_”.“““”.«mmw“””hﬂﬂm 0,05%) 0,10%
ndividuat unspecified degradation Not more than 0.5 % each (detection limit 0.05 %) 010% wwwamwnnn”h”“auﬂ;szqou
products, by LC M 60.npoRy| He Gonee 1,0 % (npeAen ARTEKTPOBAHUA 0,05%) 0,40 %
. = PaINOMEHHR METOAOM WX
Not more than 1.0 % (detection limit 0.05 %) 0,40 %

Tolal degradation products, by LC

M-y AOCTOBRPAID, HTO BUIWENPHBEAHHAR WHHOPMALAA ABARETCA OAAMHHOM W To4HOH. [lakKan cepua npoaykra
a TaKkke yNaKoBaHa U NOABEPrHYTA ApOBEPKE KauecTea Ha BbIWEYKA3aHHOM npeanpuatMuiAx) 8 noaHoM
IHHAMM MECTHBIX PeryNUpYHILLMX OPraHOB B OTHOLIEHKA Hagnemalieht NpoMIBE0ACTBEHHOMA NPAKTHRK
b PerHcTpaliMoHHOro yAocToBepErHA cipansl-umnoprepa. flokyMenTe! N0 NpOWUIBOACTBY, YNaKoBKe K
epeHbl, ¥ Buino ycTaHOBAEHD, HTO OHW CODTBETCTRYIOT GMP.

Abpa 2020T. MACCOH Hynben-fliok, Papmauest, oTBETCTBEHHDIN 32 ofecneyeHue kaqecTea

| hereby certify that the above information Is authentic and accurate, This baltch of product has been fabricaled /
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 {he Markeling 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 29 september 2020 by MASSON Julien-Luc, Pharmacien liberateur (Deputy Qualified

Person)

3 Julien-Luc MASSON

| Pharmacist/ Deputy Qualified Percoa L
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