Elanca France SAS

26, rue de la Chapelle

68300 Hunlngue

Number of manufacturing Authorisatlon : V 827/87

CERTIFICATE OF ANALYSIS

Product ONSIOR §MG TAB X28BLCD RS Batch n®: LE108A
Product Code CA4870028RS Specification SPPF01056 - 005
File Number DS0857189 UC concerned 1 UC/1
Manufacturing  09/07/2020
Expiry Dale 06/2024
Tests Specification Results
GENERAL INFORMATION
Current method version BE-317.H.4 Complies
ASSAYS
water (KF) Not mora than 9 % a%
CHARACTERS
Belge lo brown, round, biconvex, bevel-edged tablel,
One side bears Imprint "NA" the other "AK"
Appenrance Diameter: approx. 6.0 mm Complles
Thickness: approx. 2.6 mm
ASSAYS
Meets the requiremenls of the Paddle method USP
<711> "Dissolution" and Ph. Eur. 2.9.3 "Dissalution Test
for solid Dosage Forms” with Q=75 %
5 Stages S1and S2 only
U_ua_wm_:co: of CGS 34975 after 30 min, For n=6; each unitis not less than Q+5% Complles
Y For n=12: 51+52 averaga is equal lo or greater than Q,
and no unt is less than Q-15%
Dissolution of CGS 34975 after 30 min,  Meels the requirements of acceptance table 93 %
by LC, Lowest value "
Dissolulion of CGS 34975 after 30 min, Meets the requirements of acceptance table 99 %
by LC, Highest value * | 2
Dissolution of CGS 34975 after 30 min,  Meets the requirementls of acceptance table 95%
by LC, Mean
Dissolution of CGS 34975 after 30 min, n=6 or 12 tablets 8
by LC, with
IDENTIFICATIONS
CGS 34975, by TLC Corresponds lo the comparisen Camplies
CGS 34975, by LC Carresponds to the comparison Complies
MICROBIAL CONTAMINATION
Total aerobic microbial count pergram  Not more than 1000 CFU /g
{Harmonized method) Compites
Total yeasts and moulds counts per Not more than 100 CFU / g
gram (Harmanized method) Complles
Speclfied microorganisms per gram : Not detectable in 1 g Complies
Escherichia coli (Harmonized method)
ASSAYS
CGS 34975, Unifermity of dosage units ~ Meels the requirements of USP <305> and Ph. Eur. Complies

by LC
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CEPTU®UKAT AHAITU3A
Npoayxt OHCHWOP § MI' ANA COBAK N28 Cepusa Ne LE108A
Koa npoaykra CA4B70028RS Cneuudpurkaumn SPPF01056 — 005
Hemep thavina DS0857189 Cooreercrayowqd UC 1 UC/1
[lata npouasoacTea 09.07.2020
(ogeH fo 06.2024
WUcnbirauua Cneuunduragun PesynbTathbl
OBLWAR HHOOPMALWA
AeRcTeyiowan 8epcHa MeTOAMKH BE-317.H.4 Coorzercrayer
KONHYECTBEHHOE ONPEAENEHUE
Cofiepianue Boapl
{no meTtoay Kapna ®uwepa) He 6onee yem 9% 4%
XAPAKTEPUCTUHKH
Eemeao-KopUIHeBaR, KPYINan, IBOAKCBLINYKNAR,
Tabnetka co croweHHOR KpomKoit. Ha 0aHON cTopoHe oTTHCK
BHewHuit Bua «NA», Ha ApYroi - OTTUCK «AK». Cootsercrayer
Anuna: npubanautensHo 6,0 Mm
TonwuKa: npubanantensHo 2,6 mm
KOAWYECTBEHHOE ONPEQENERUE
OrteevaerTpebo MeTofia € Uenont nonacTHoH
MEWaNky, HinomeHHoro 8 Gapm.ClIA<?11> «PacteopeHmnen, u
Pacreopenve CGS 34975, yepes 30 meToaa Eep. ®apm. 2.9.3 «McnuimaHue Ha pacTeoOpeHKe AR
MWH MeTonom X TBepabix nek. dopmy ¢ Q.= 75 %, TonbKo cTagvn S1m S2 Coorsercrayer
BNA n = B: KawAaA eAMHULE — He MeHee Q5%
AR n = 12: cpegHee anA 51+52 pasHo MW Gonbiwe Q, W HK oaHz
eAMHULB He MoxeT BbiTe meHee Q-15%
PacTanpetue/Cas 270 waps a0 OTeeyaer TpeboBaHUAM, YKasaHHbIM & TaBAWLE KpHTEpHER
MHEYT MeToaom HX, HavmeHslee ' 93 %
npHeMAEMOCTH
3HaveHue
PacTeopetue CGS 34975 vyepea 30
MUHYT MeToomM HX, HauBonLwee Oraedaer TpeGosaHMAM, YKaIaHHLIM B TaBAWLE KpUTepHeB 9%
i npHemMnemocTyu
Pacreopenue CGS 34975 yepes 30
OreevaeT TpeboBaHUAM, YKa3aHHbIM 8 TaBaule KpuTepHes
MUHYT meroaoM KX, cpegHee 95 %
e NpUemNemocT
Pacrsopenue CGS 34975 yepes 30
MUHYT MeToAoM X npyi n =6 unu 12 Tabnetok 6
UAEHTUOUKAUMA
CGS 34975, metogom TCX
P CooTeercTsyeT NpH cpasBHeHUi Coorsercisyer
(ToHkOCAOHHORA xpoMaTorpagum)
CGS 34975, metoaom HMX
e \HMAKOCTHOR XpOMaTOTpadvh) CooreercrayeT Np1 CPaBHEHMM Coorsercrayer
P R e
AR KOHTAMUHALMA
qcre0 aspobinbix
8 Ha rpamm He Gonee 1000 KOE/r CooTsercrsyer
9. bIiF meTog)
run..‘.m\.._; O6uiee Konudg APOMHEBbIX U
/Qmm%unmzx P QW" | He 6onee 100 KOE/r Cooraercrayer
) ragmi PORAHHRIM METO,
n\ﬁ \my\ O hmﬁﬂmwwmz @4 praHuamMel HA
5 ) m—uﬂ%n schey nm.__\ c..__ He o6Hapysusaercaa 11 Cootsercreyer
J (ra @.a:g .@ (HeIR MeTon)
OE ONPEAENEHUE
HOPOAHOCTD
#IHb e ARHMLL HETONOM Orveevaer tpebosaHiam @apm.CLUA <505> u Eap.®apm. 2.9.40 Cooraererbyer
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Elanco France SAS

26, rue de la Chapelle

68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

[_u..on_.._n» ONSIOR 5MG TAB X28BLCD RS Batchn®: LE108A

Product Code CA4B870028RS Specificalion SPPF01056 - 005
File Number DS0857189 UC concerned 1 UG/
Manufacturing  09/07/2020

Expiry Date 06/2024

Tests Specification Results
CGS 34975, Uniformity of dosage units Mot more than 15.0 43
by LC, Acceptance value ’
CGS 34975, Uniformity of dosage units  Lowest value 04.0 %
by LC, Lowest value e
CGS 34975, Uniformity of dosage units  Highest value 1004 %
by LC, Highesl value A%
CGS 34975, Unifermity of dosage units  n= 10 or 30 tablets 10
by LC, with
CGS 34975, assay by LC 65,010 105.0 % of the declared content 98.5 % of tha declared
content

NAP 542-01 conlent, by LC Not more than 0.5 % 0.30 %
Individual unspecified degradation Not more than 0.5 % each (delection limit 0.05 %) 010 %
products, by LT '

Not more than 1.0 % (detection limit 0.05 %) 0.50 %

Total degradation products, by LC

| hereby certify that the above information Is authentic and accurate. This batch of product has been fabricated /
manufaciured, 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
imparting country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

BATCH RELEASED on 16 december 2020 by MASSON Julien-Luc, Pharmacien liberateur (Deputy Qualified
Person)

7 -~
% Julien-Luc MASSON e

Pharmacist / Deputy Qualified Person .1 .4
Elanco France SAS,~ / \\&\\
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«3naHko Mparc CAC»
26, Pio e na Wanensb,
68330 KOHuHI

Homep pervcTpayuoHHoro yaocTosepeHun: V 827/87

CEPTU®UKAT AHANTN3A

Mpoaykr OHCUOP 5 M ANA COBAK N28 Cepua Ne LE108A
Kop npoaykTa CA4B70028RS CneupdmkaLms SPPF01056 - 005
Homep daiina DS0857189 Cooreetcreyowmi UC 1 UCIH 1
Dara npouseoacTea 09.07.2020
lojex Ao 06.2024

Wenbitanua Cneuyucpukaums Peaynsrartel
CG5 34975, oaHopogHocTs
[LO3UPOBAHHbBIX eAMHHL METOAOM He bonee 15,0 43
HX, npuemauHoe aHaveHHe
CGS 34975, o\HOpOAHOCTE
AO3UPOBAHHBIX &IMHHL, METOAOM HaumeHbluee sHadeHHe 94,9 %
X, HaumeHbWee 3HAYEHWE
€GS 34975, ofHOpoOAHOCTL
AOIAPOBAHHLIX €AHHKL, METOA0M HauBonbliee sHaveHne 100,1 %
KX, HauBonbluee aHaYeHue
CGS 34975, oaHopoaHocTe n =10 wau 30 Tabnerok
[\O3UPOBAHHBIX eAUHUL, METOAOM 10
WX, npu

» 98,5 % o7
C 4975, §
GS B +SIHISCIRRHIbIA 01 95,0 po 105,0% oT 3aABACHHOTO COAEPHAHHA 33ABMECKHOTO
aHanua metopom HX
COAEPHARKA

mﬂ_ﬂmuim:xm NAP 542-01 metoaom He Gonee 0,5 % 0,30%
QracnsiuE e He Gonee 0,5 % kamabli
€neyrdUUHPOBaHHLIE MPOAYKTbI (Npesen AeTeRTMpoBaHAR 0,05%) 0,10%
paznomeHnAa metogom HX REASA P &
Qfiice KonkMEgTEa NDOAYKTOR He 6onee 1,0 % (npepen petextiposanua 0,05%) 0,50%

Pa3NOKEHUA METOAOM HX

R gET
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CEPMA Bbll
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6 nexabpa 2020,

HacToAlwM yA0CTOBE PAlD, MTO BbilleNplBeAeHHAA MHPOPMALMA RBARETCA NOASWHHONA Y TOUHOH. [laHHaR CEPUA NPOAYKTa
6Lina U3roTOBNEHA, @ TAKIKE YNIKOBAHA U NOMBEPTHYTa NPOBEPKE KAMecTea Ha ¥
|_£QoTgeTCTBMM € TpebaBaHUAMI MECTHLIX PErYAUPYIOLLMX OPraHoB B oTHOWeEHUW Hanewaleil NpouaBoAcTaeHHON NPaKTHKK
082 HUAMW PEIMCTPAUMOHHONO Y/I0CTOBEPEHUA CTPaHBI-MMNOpTEpa. [oKyMEHTDI N0 NPOMIBOACTBY, YNAKoBHE H
'ﬁ_ﬁ”ﬁowmum:r.. 1 G510 YCTAHOBNEHO, 4TO OHM CooTaeTCTBY T GMP,
&)

A npeanpuATAM{AX) 8 NoAHOM

MACCOH ¥ynber-fliok, PapmaueeaT, 0TBRTCTEEHHDIH 23 oBecnedeHne KavecTea

fevamb ¢ nozomunom
fMednucs!
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