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

Batchn®: LE1826223

Product Code CA4870028RS
File Number DS0854361
Manufacturing 18/11/2019

Specification SPPFO1056 - 002
UC concemned 1 UC/1

Expiry Date 10/2023
Tests Specification Resuits
GENERAL INFORMATION
Current method version BE-317.H.4 Complies
ASSAYS
Water (KF) Not more than 8 % 4%
CHARACTERS
Beige to brown, round, biconvex, bevel-edged tablet.
One side bears imprint "NA" the other "AK"
gnpesitne Diameter: approx. 6.0 mm LD
Thickness: approx. 2.6 mm
ASSAYS
Meets the requirements of the Paddle method USP
<711> "Dissolution” and Ph. Eur. 2.9.3 "Dissolution Test
for solid Dosage Forms" with Q=75 %
Stages S1 and S2 only
5 isEgution e et Ll I IS For n=6: each unit is not less than Q+5% Complies
Y For n=12: $1+52 average is equal to or greater than Q,
and no unit is less than Q-15%
Dissolution of CGS 34975 after 30 min,  Meets the requirements of acceptance table 93 %
by LC, Lowast value )
L] i
Dissolution of CGS 34975 alter 30 min,  Meets the requirements of acceptance table 9 %
by LC, Highest value
Dissolution of CGS 34975 after 30 min,  Meets the requirements of acceptance table 94 %
by LC, Mean
Dissolution of CGS 34975 after 30 min, n=6 or 12 1ablets §
by LC, with
IDENTIFICATIONS
CGS 34975, by TLC Corresponds to the comparison Complies
CGS 34975, by LC Corresponds to the comparison Complies
MICROBIAL CONTAMINATION
Total aerobic microbial count per gram  Not more than 1000 CFU / g
{Harmonized method) ERmpEs
Total yeasts and moulds counts per Not more than 100 CFU / g
gram {Harmonized method) EEmPliEs
Specified microorganisms per gram : Not detectable in1g Complies
Escherichia colt (Harmenized mathod) plie
ASSAYS
CGS 34975, Uniformity of dosage units  Meets the requirements of USP <905> and Ph. Eur. Complies

by LC

2.9.40 "Uniformity od dosage units"
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«dnaHko ®paHc CAC»
26, Pro ge na Wanens,

68330 FOHUHr

Homep pernctpaumoHHoro ygoctoBepeHus: V 827/87

CEPTU®UKAT AHAITU3A

Mpoaykr OHCUOP 5 MI' ANA COBAK co Bkycom Cepus Ne LE1826223
Kog npoaykta CA4870028RS Cneumndukauus SPPF01056 — 002
Howmep danna DS0854361 CootBetctBytowmn UC 1 UC/ 1
[aTta npounssoacTtea 18.11.2019
[ogeH no 10.2023
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl
OBLWAA UHOOPMALIMA
[JevicTBytoLlasn Bepcus MeToanKm BE-317.H.4 CooTsetcTayer
KOJMMYECTBEHHOE ONPEAENEHUE
Copep»aHue Bogbl
(no meToay Kapna ®uwepa) He 6onee uem 9 % 4%
XAPAKTEPUCTUKU
berkeBo-KOpUYHEBasn, Kpyrniasn, ABOAKOBbINYKAAA,
TabneTKa co CKOWEHHOM KPOMKOM. Ha ogHOM CTOpOHE OTTUCK
BHewHwui g, «NA», Ha Apyroi - oTTucK «AK». Cootsetcrayet
OnvHa: npnbamsmtensHo 6,0 mm
TonwuHa: NpubAN3NTENLHO 2,6 MM
KOJMMYECTBEHHOE ONPEAENEHUE
OTBeyvaeT TpeboBaHMAM MeToAa C UCNONb30BAHMEM IONACTHOM
MeLlanku, nsnoxeHHoro B8 Papm.CLLUA<711> «PacTBopeHune», n
PactBopeHue CGS 34975, uepes 30 meToaa Esp. Papm. 2.9.3 «McnbiTaHWe Ha pacTBOpeHUe Ans
MUH meTogom KX TBepAbIxX neKk. dopm» ¢ Q = 75 %, Tonbko cTaanm S1 m S2 CootBsetcrByeT
[Ona n = 6: KaXkpana eguHnua — He meHee Q+5%
Onsan=12: cpeaHee ana S1+S2 paBHo nam 6onblie Q, M HX oAHa
eanHMLA He MoXKeT bbITb MeHee Q-15%
PactBopeHue CGS 34975 vepes 30
OTBeyvaeT TpeboBaHMAM, YKa3aHHbIM B TabmLe KpuTepues
MUHYT meToZoMm KX, HaMMeHbLLee 93 %
npuemaemocTun
3HayeHue
Pacteopenue CGS 34975 uepes 30 OTBeyvaeT TpeboBaHMAM, YKa3aHHbIM B TabmLe KpuTepues
MWHYT meTozom KX, Hanbonbluee P 2 ue kputep 96 %
npuemaemocTun
3HayeHue
PactBopeHue CGS 34975 yepes 30
OTBeyvaeT TpeboBaHMAM, YKa3aHHbIM B TabsvLe KpuTepues
MUHYT MeToZoM KX, cpeaHee 94 %
npuemaemocTun
3HayeHue
PactBopeHue CGS 34975 uvepes 30
MUHYT meToZom KX npu n =6 unn 12 Tabnetok 6
WOEHTUOUKALUA
CGS 34975, metogom TCX
. CooTBeTCTBYET NPU CPaBHEHUN CoorBeTtcTByeT
(ToHKOCNOMHOM XpomaTorpadun)
CGS 34975, metogom KX
(*kmaKocTHoM Xpo,v\a-rorpad)mm) CooTBeTCTBYET NPU CPaBHEHUN CoorBeTtcTByeT
MUWKPOBHAA KOHTAMUWHALMUA
Obuee KONNMYECTBO aspOBHbIX
MMKPOOPraHM3MOB Ha FPaMm He 6onee 1000 KOE/r CootBetcTBYeT
(rapmoHM3npoBaHHbI MeTos)
Obuiee KONMYECTBO APOXKIKEBLIX U
naecHeBbIX rpnbos He 6onee 100 KOE/r CootBetcTBYeT
(rapmoHM3npOBaHHbIM MeToA)
OTAenbHble MUKPOOPraHU3mbl Ha
rpamm: Escherichia coli He o6Hapyunsaetca B 11 CooTsetcTByeT
(rapmoHM3npoBaHHbI MeTos)
KOJMMYECTBEHHOE ONPEAENEHUE
CGS 34975, 0AHOPOAHOCTS OtBeuaeT TpeboBaHnam Papm.CLUA <905> n EBp.®apm. 2.9.40
[,03UPOBAHHbIX €4UHUL, METOA0M CooTBeTtcTByeT

KX

«OAHOPOAHOCTb AO3MPOBAHHbIX €4UHULLY

06.05.2020 10:22

CepTudmkar aHanmsa Ne DS0854361 1/2



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°: 1L E1826223
Product Code  CA4870028RS Specification SPPF01056 - 002
File Number DS0854361 UC concerned 1 UG/ 1
Manufacturing  18/11/2019
Expiry Date 10/2023
Tests Specification Results
CGS 34975, Uniformity of dosage units  Not more than 15.0 -
hy LC, Acceptance value :
CGS 34975, Uniformity of dosage units  Lowest value 86.0 %
by LC, Lowest value :
CGS 34975, Uniformity of dosage units  Highest value 101.5 %
by LC, Highest value ’
CGS 34975, Uniformity of dosage units  n= 10 or 30 tablets 10
by LC, with
CGS 34975, assay by LC 95.0 to 105.0 % of the declared content 98.6 % of the declared
content
NAP 542-01 content, by LC Not more than 0.5 % 0.30 %
Individual unspecified degradation Not more than 0.5 % each (detection limit 0.05 %) 0.10 %
products, by LG e
Not more than 1.0 % (detection limit 0.05 %) 0.40 %

Total degradation products, by LC

| hereby cerlify that the above information 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 local Regulatory Authority and with the specifications in the Marketing 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 06 may 2020 by MASSON Julien-Luc, Pharmacien liberateur (Deputy Qualified Person)

Julien-Luc MASSON

Pharmacist / Deputy Qualified Person
Elanco France SAS
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«dnaHko ®paHc CAC»

26, Pro ge na WWanenb,

68330 FOHUHT

Homep pernctpaumoHHoro ygoctoBepeHus: V 827/87

CEPTU®UKAT AHAITU3A

Mpoaykr OHCUOP 5 MI' ANA COBAK co Bkycom Cepus Ne LE1826223
Kog npoaykta CA4870028RS Cneumndukauus SPPF01056 — 002
Howmep danna DS0854361 CootBetctBytowmn UC 1 UC/ 1
[aTta npounssoacTtea 18.11.2019
[opeH oo 10.2023
UcnbiTaHnsa Cneuundmkaumsn PesynbTaThbl

CGS 34975, ogHopoaHOCTb
[,03MPOBAHHbIX €4UHUL, METOAOM
KX, npuemoyHoe 3HayeHune

CGS 34975, ogHopoaHOCTb
[,03UPOBAHHbIX €4MHUL, METOA0M
KX, HaumeHbLLee 3HaYeHne

CGS 34975, ogHOpoaHOCTb
[,03UPOBAHHbIX €4MHUL, METOA0M
X, HanbosnbLuee 3HaveHne

CGS 34975, ogHopoaHOCTb
[,03MPOBAHHbIX €4UHUL, METOAOM
KX, npu

CGS 34975, KoNnYecTBeHHbIN
aHanm3 metoaom KX

CopepkaHne NAP 542-01 metoaom
KX

OTaenbHble He
cneunduLMpoBaHHble MPOAYKTI
pasnoxeHna metogom KX

Obuiee KOMYECTBO NPOAYKTOB
pasnoxeHma metogom KX

He 6onee 15,0 3,6
HanmeHblLee 3HaYeHne 96,0 %
Haunbonbluee 3HayeHUe 101,5%

n =10 naum 30 Tabnetok

10
98,6 % ot

071 95,0 no 105,0% oT 3aaBneHHOro cogepxaHuna 3aaBNeHHOro

copeprKaHusa
He 6onee 0,5 % 0,30 %

o N

He 6onee 0,5 % Kaxkabliit 0,10 %
(npeaen petektnposaHua 0,05%)
He 6onee 1,0 % (npesen getektnposaHua 0,05%) 0,40 %

HacToswwmm yaocToBepsto, YTo BbllenpueeseHHas MHGOpMaLMa ABAAETCA NOANNHHOW M TOYHOW. [lJaHHan cepua NPoayKTa
6blna M3roToB/IEHA, @ TaKXKe yNaKoBaHa M NoABEPrHyTa NPOBEPKe KayecTsa Ha BbllleyKasaHHOM NpeanpuAaTUU(aX) B NONHOM
COOTBETCTBUM C TPEHOBAHMAMM MECTHbIX PEry/IMPYIOWMX OPraHoB B OTHOLWEHMM Hagnexaluei nponsBoacTBEHHON NPaKTUKK
(GMP) 1 c TpeboBaHMAMM PerncTpaLMoHHOIO YA0CTOBEPEHMA CTpaHbl-umnopTepa. JLoKkyMeHTbl Mo NPOM3BOACTBY, YNaKoBKe U
aHanun3y cepun 6bIIM NPOBEpPeHbI, U BbIIO YCTAHOBNEHO, YTO OHW COOTBETCTBYHOT GMP.

CEPWA BbINYLEHA 06 masa 2020 .
(YnonHomoueHHoe nnuo)

MACCOH }ynbeH-/ltok, ®apmaLeBT, OTBETCTBEHHbIV 33 0becneyeHMe KayecTea

Meyams ¢ nocomurom
[lModnuck/
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