Elanco France SAS
26, rue de la Chapelle
68300 Huningue

Number of manufacturing Authorisatlion : V 827/87

CERTIFICATE OF ANALYSIS

Product ONSIOR 5MG TAB X28BLCD RS

Batch n®:

LE108A

Product Code  CA4870028RS Specification SPPF01056 - 005
File Number DS0857189 UC concerned 1 UCIt
Manufacluring  09/07/2020
Expiry Date 06/2024
Tests Specification Results
GENERAL INFORMATION
Current method version BE-317.H.4 Complles
ASSAYS
Waler (KF) Not more than 9 % 4%
CHARACTERS
Belge lo brown, round, biconvex, bevel-edged tablet.
One side bears imprint "NA" the other "AK"
Appearance Dlameter: approx. 6.0 mm Complies
Thickness: approx. 2.6 mm
ASSAYS
Meels the reguiremenls of the Paddie method USP
<711> "Dissolution” and Ph. Eur. 2,9.3 "Dissalution Test
for solid Dosage Forms® with Q=75 %
. Stages S1and S2 only
u_ui_.wm_cgc: of GBS 24975 afler 30 min, £ -6 sach unitis not less than Q+5% Complies
¥ For n=12: §1+52 average Is equal lo or greater than Q,
and no unit is less than Q-15%
Dissolution of CGS 34975 after 30 min,  Meels the requirements of acceplance lable 93 %
by LC, Lowsst value "
Dissolution of CGS 34975 after 30min,  Meals the requirements of acceptance lable 99 %
by LC, Highest valua § "
Dissolution of CGS 34975 after 30 min,  Meets the requirements of acceptance table 05 %
by LC, Mean
Dissolution of CGS 34975 after 30 min,  n= 6 or 12 tablets 6
by LC, with
IDENTIFICATIONS
CGS 34875, by TLC Corresponds lo the comparison Complies
CGS 34975, by LC Corresponds to the comparison Complias
MICROBIAL CONTAMINATION
Tolal aerobic microbial count per gram  Not more than 1000 CFU / 9
{Harmonized method) GoMmplfa,
Tolal yeasts and moulds counls per Not mere than 100 CFU/ g Complies
gram (Harmonized method)
Specified microorganisms per gram : Not detectablein 1g Complies
Escherichia coli (Harmonized method)
ASSAYS
CGS 34878, Uniformity of dosage units ~ Meets the requirements of USP <305> and Ph, Eur, Coimpllas

by LC
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CEPTUDUKAT AHAITU3A
Mpopykr ~~ OHCUOP 5 MIC AN COBAK N28 _Cepua Ne . LE108A
Koa npepyxra CA4870028RS Cneuuduxayus SPPF01056 — 005
Homep cavina DS0857189 Cooreercreyoumia UC 1 UC/ 1
[ata npouasogcTea 08.07.2020
logeH go 06.2024
Ucnbitanua Cneundukauun Pe3ynbTarsl
OB AR MHSOPMALIUA
[leficTeylowian BePCHA METOAMKM BE-317.H.4 Cootaetciayer
KONUYECTBEHHOE ONPEARENEHUE
Copepianue sofbl
(no metony Kapna Guwepa) He 6onee vem 9 % 49
XAPARTEPUCTUKH
BeeBo-KopWHEBan, KPYINAA, BOAKOBLINYKAAA,
Ta6neTka co choteHHoH kKpomuolt. Ha oproit CTOPOHE OTTHEK
BHewHWi Bug «NA», H2 ApyYrol - oTTHCK KAKY. Coorsercrayer
AnvHa: npubanautensHo 6,0 mm
TonuwmHa: npubansUTENbHO 2,6 MM
HONWYECTBEHHOE ONPEAENEHUE
Oreeqaer TpeGosaHKam MeTOAR € HCNONL30BAHWEM NONACTHOM
MEWANKY, HInoweHHoTo B Papm.CLUA<T 11> «PacTaoperuen, u
Pacreopenue CGS 34975, yepes 30 metona Eap. Papm. 2.9.3 cMcneiTanve Ha pacteopeHie AAR
MUH MeToaomM HX TaepAbix nek. dopmy ¢ G = 75 %, TonbKo craamK 51 v 52 Coorsercrayer

Pactaopenrue CGS 34975 yepea 30

Ll MM Eschgric
(w‘::_.,_chwvfm%rh:wﬁ

£nr n = 6: KaWMAAR eAMHULA ~ He meHee Q+5%
BAnsn = 12: cpegHee ana S1+52 pagrHo uaK Gonswwe Q, U HU ofHa
EAMHKUA He MoxeT GhiTb MeHee Q-15%

Oraeyaer TpebonzHuam, YkasanHuiM 8 Tabnule kprTepHes

MUHYT MeToaom X, HaumeHblwea AR eMOTH 93%
3HaYeHHe
Pactaopenue CGS 34975 yepes 30
Orteeyaet Tpe6iosaHHAM, ykazaHHbIM B TaBauue kpuTepHes
MUHYT MeTopom X, Haubonbluee 99 %
npHEMAEMOCTH
IHaveHue
Pacrsoperue CGS 34975 yepes 30
Oteevaet Tpe6oBaHUAM, YKIIaHHBIM B Tabnuue Kpurepues
MUHYT MeTofom WX, cpearee 95 %
npYeMnemocTu
IHaueHHe
Pacreoperue CGS 34975 vepes 30
MURYT MeToaam HX npu n =61 12 1abnerox 6
HAEHTHDUKALMAR
CGS 34975, merogom TCX
i CooTeeTcTeyer Npu cpasHeHuu Cootercrayer
{ToHKOCNOMHOK xpomatorpaguu)
CG5 34975, meTonom MX
(WuvaKocTHAl xpomarorpaduu) CooreercTayet npu cpasHeHum Coorsercreyer
MUWKPOBHAA KOHTAMHMHALMA
O6uwee konKyecTso aspobHbix
MUKPOOPraHW3MOB Ha rpamm He Gonee 1000 KOE/r Cootsercrayer
GHUIMPOBAHHLIA MeTop)
&) _ﬁw BIHYECTBO APORMKEBLIX W
HsNRubon He 6onee 100 KOE/r Cootsercrayer
(rapmo! sz/uzzzg metog)
OTAenbHLIY a@. PoOpPraHK3amel Ha
/ He oBfHapymuesaercaa 1 r Coorsercrayer
— bl MeTog)
~RonmuECTBRHANE ONPEAEREHUE
o
:wmwmsmpﬁ%: :w“cﬂca i Orseuaer Tpebosaninam ®apm.CLUA <905> u Eap.®apm, 2.9.40 -
ﬁ.o B JR gL MeToR 4ORHOPOAHOCTb I0IUPOBAHHBIX BAHHULY ¥
&5
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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®: LE108A

Product Code CA4870028RS SPPF01056 - 005

File Number DS0857189 UC concerned 1 UG/ 1

Manufacturing ~ 09/07/2020

Expiry Dale 06/2024

Tests Specification Results
CGS 34975, Uniformity of dosage units  Not more than 15.0 4
by LG, Acceptance value -
CGS 234975, Uniformity of dosage units  Lowest value 94.0%
by LC, Lowast valug ’
CGS 34975, Uniformity of dosage units  Highest value 1004 %
by LC, Highest value o
CGS 34975, Uniformity of dosage units  n= 10 or 30 lable!s 10
by LC, with
95.0 10 105.0 % of the declared conlent 98.5 % of the declared
CGS 34975, assay by LC content
NAP 542-01 centent, by LC Not more than 0.5 % 0.30 %
Individual unspecified degradation Not more than 0.5 % each (delection limit 0.05 %} 0.10 %
producls, by LC i
Not more than 1.0 % (deleclion limit 0.05 %) 0,50 %

Total degradation producis, by LC

| hereby certify that the above information Is authentic and accurate. This batch of product has been fabricated /

manufaclured, 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

comptiance with GMP.

porting country. The batch processing, packaging and analysis records were reviewed and found fo be in

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

Person)

" Llanco France SAS

.mm__“_\mgmamo 17:02 Certificate of analysis no. DS0857189

Pharmacist/ Deputy Qualified Person 1
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«3naHKko ®panc CAC»

26, Pro e na Wanens,

68330 KOHKMHI

Homep perucTpauWoHHOro yaocvoBepeHia: V 827187

CEPTU®UKAT AHAINTU3A
“Mpopykr  OHCWOP 6 M ANA COBAK N28 Cepua Ne __LE108A
Kop npopykta CA4870028RS CreLmdoukanua SPPF01056 — 005
Homep tanna DS0857189 Cooreercreyloumi UG 1UC/H1
[ata npov3soacrea 09.07.2020
[opeH po 06.2024
WenbiTanua Cneundrrauma PeaynbTaTbl

€G5 34975, oaHOpoAHOCTL

A03MPOBAHHBIX @AMHWL, METOA0M He Bonee 15,0 43
HX, npremoyHoe IHaYeHNe

CGS5 34975, ogHopoAHOCTh

AOIUPOBAHHbIX EAVHAL METOADM HavmeHsllee 3Ha4YeHHe 94,9 %
WX, HauMeHblWee IHaYeHKe

CGS 34975, oAHOPOAHOCTE

AD3MPOBAHHBIX eAKHHUL, METOADM HauBonsilee 3HaveHWe 100,1 %
WX, Hanbonbuee aHaYeHue
CGS 34975, ogHopoAAHOCTE n = 10 uaw 30 Tabnertox
[03MPOBAHHBIX EAUHNL METOAOM 10
WX, npu
€68 34975, konwsectashHuri Or 95,0 ao 105,0% oT 33RBAEHHOTO CO, it 3 mm.mmﬂ.:oq
aHanus metTopom X O A ’ BERmAtR aRBAEHHOrO
cofepHaHua
542
Mﬂhmuim:sm NAP 542-01 meroaom He Bonee 0,5 % 0,30%
OtgentHsle He -
He Bonee 0,5 % kaxasii
€ B 0,10%

cnelMdULApOBaHHbIE NPOAYHTHI
Pa3noMEHUA MeToAomM HX
Obwee KOAMUECTRO NPOAYKTOB
paznomeHnA metoaom HX

(npeaen petexTposakma 0,05%)

He Gonee 1,0 % {npenen AeTextMposatua 0,05%) 0,50%

HacToRLMM YAOCTOBRPAKD, HTO neHHaR MHOOPMALWA ABARETCA NOANMHHOMA Y TOUHOM. [laHHaR cepyA NPOAYKTa
3roToaneHa, a TAKME yNako8aHa U NOABEPrHYTa NPOBEPKE KAaLeCTaa Ha ablleyKa3aHHOM npeAnpUATHA(AX] B NonHOM
1 € Tpe6oBaHUAMM MECTHBIX PErYAHPYIOLLMX GPTaHos B oTHOWeHuK Hagnemauied NPOM3BOACTBEHHO NPAKTHKK
08aHMAMM PervcTpalldOHHOTO YAOCTOBEPEHUA CTPaKLI-MMNOpTepa. IoKYMeHTeI N0 NPOU3BOACTBY, YNIKOBKE W
111 NpoBepeHsl, W BbIN0 YCTAHOBNRHD, 4TO OHU COOTBRTCTRYIOT GMP.

16 aexabpa 2020 r. MACCOH MynteH-fliok, Qapmaiiesr, OTBETCTEEHHbIA 32 obecneyeHqe KayecTaa

o)

fMeyame € NO2OMUNOM
/Aodnuce/
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