Elanco France SAS
26, rue de la Chapelle
68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product ONSIOR 40MG TAB X28BLCD RS Batch n®: D223299

Product Code  CA4890028RS
File Number DS0854534
Manufacturing  07/02/2020
Expiry Date 01/2024

Specification SPPFO1057 - 003

UC concerned 1 UC/ 1

Tests Specification Results
GENERAL INFORMATION
Current method version BE-320.H.4 Complies
CHARACTERS
Beige 1o brown, round, biconvex, bevel-edged tablet.
One side bears imprint *“NA" the other "BCK*
Gl Diamaeter: approx. 12.0 mm Complies
Thickness: approx. 5.6 mm
ASSAY
Water (KF) Not more than 9 % 4%
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%
g Stages 51 and S2 only
E;nglutlon of CGS 34975 after 30 min, £, "1-6: each unit is not less than Q+5% Complies
For n=12: S1+52 average is equal 1o 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 92 %
by LC, Lowest value
Dissolution of CGS 34975 after 30 min,  Meets the requirements of acceptance table 94 9%
by LC, Highest value
Dissolution of CGS 34975 after 30 min,  Meets the requirements of acceptance table g3 %
by LC, Mean
Dissolution of CGS 34975 after 30 min, n=6 or 12 tablets 6
by LC, with
IDENTIFICATIONS
CGS 34975, by TLC Corresponds to the comparison Complies
CGS 34975, by LC Corrasponds fo the comparison Complies
MICROBIAL CONTAMINATION
Total aerabic microbial count per gram  Not more than 1000 CFU / g
(Harmonized method) Complies
Total yeasts and moulds counts per Not more than 100 CFU / g
gram (Harmonized method) Complies
Specified microorganisms per gram : Not detectablein1g Complies
Escherichia coli {Harmonized method) P
ASSAYS
CGS 34975, Uniformity of dosage units  Meets the requirements of USP <905> and Ph, Eur. Complies

by LC

2.9.40 "Uniformity of dosage units™
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«dnaHko ®paHc CAC»

26, Pro pge na WWanenb, BP 224,

68330 FOHUHT

Homep pernctpaumoHHoro ygoctoBepeHus: V 827/87

CEPTU®UKAT AHAITU3A

MpoaykT OHCHOP 40 MI' AJ1A COBAK co Bkycom Cepus Ne D223299
Koa npoaykra CA4890028RS Cneundukaums SPPF01057 — 003
Howmep cpaina DS0854534 Cootsetcteytowmn UC 1 UC/ 1
[ata npounssoacTea 07.02.2020
[opeH oo 01.2024
UcnbiTaHuna Cneuundukauusn PesynbTaTbl
ObLWAA UHOOPMALUA
[JevicTBytoLLan Bepcusa MeToanKm BE-320.H.4 CooTsetcTayeT

XAPAKTEPUCTUKU

BHewHwWit BuA,

KOJIMYECTBEHHOE ONPEAENEHUE
CopepKaHue Boapbl
(no meTtoay Kapna duwepa)

KO/IMMECTBEHHOE ONMPEAENEHUE

PactBopeHue CGS 34975, yepes 30
MWH meTogom KX

PactBopeHue CGS 34975 vepes 30
MUHYT meTogom KX, HaMmeHbLLee
3HayeHue

PactBopeHue CGS 34975 yepes 30
MUHYT MeTogoM KX, Hanbonbliee
3HayeHue

PactBopeHue CGS 34975 yepes 30
MUHYT meTogom KX, cpegHee
3HayeHue

PactBopeHue CGS 34975 uvepes 30
MUHYT meTogom KX npu

MOEHTUOUKALMA
CGS 34975, metogom TCX
(ToHKOCNOMHOM XpomaTorpadun)
CGS 34975, metogom KX
(*KMAKOCTHOW XxpomaTorpadpum)

MUKPOBHAA KOHTAMUHALIUA
Obuiee KONMYECTBO asPOBHbIX
MWKPOOPraHM3MOB Ha rpaMmm
(rapmoHM3npOBaHHbIM MeToA)
0ObLuee KOMYECTBO APOKIKEBbIX U
nnecHesblx rpnbos
(rapmoHM3npoBaHHbI MeTos)
OTAe/bHble MUKPOOPraHM3Mbl Ha
rpamm: Escherichia coli
(rapmoHM3npOBaHHbIM MeToA)

KO/IMYECTBEHHOE ONPEAENEHUE
CGS 34975, ogHOpoaHOCTb
[03MPOBaHHbIX eAUHUL, METOLOM
KX

bexxeBo-KopuyHeBasn, Kpyrnas, ABOAKOBbIMYKNaA,
Taba1eTKa Co CKOWEHHOW KPOMKOM. Ha o4HOM CTOPOHE OTTUCK
«NA», Ha gpyroi - oTTucK «BCK». CootBsetcTByeT
Onvna: npubamsutensHo 12,0 mm
TonwmHa: npubansuTenbHo 5,6 mm

He 6onee yuem 9 % 4%

OTBeyvaeT TpeboBaHMAM MeToAa C UCMNO/b30BAHMEM IONACTHOM

MeLlanku, nsnoxeHHoro B8 Papm.CLLUA<711> «PacTBopeHune», n

meToaa Esp. ®apm. 2.9.3 «McnbiTaHWe Ha pacTBOpeHMe gna

TBepAbIx neKk. dopm» ¢ Q = 75 %, Tonbko cTaanm S1 m S2 CootBsetcrByeT
[na n =6: Kaxgas eanHnua — He meHee Q+5%

Onsan=12: cpeaHee ana S1+S2 pasHo nam 6onblie Q, M HX O0AHa

eguHuLa He MOXKeT bbiTb meHee Q-15%

OtBeyaeT Tpe60BaHMAM, yKa3zaHHbIM B TabauLe KpuTepues

92%
npuemaemocTun
OTBeyvaeT TpeboBaHMAM, YKa3aHHbIM B TabsmLe KpuTepues 94 %
npuemaemocTun ?
OTBeyvaeT TpeboBaHMAM, YKa3aHHbIM B TabmLe KpuTepues 93 %
npuemaemocTun ?
n =6 unn 12 Tabnetok 6
CooTBeTCTBYET NPU CPaBHEHUN CoorBeTtcTByeT
CooTBeTCTBYET NPU CPaBHEHUU CoorBeTtcTByeT
He 6onee 1000 KOE/r CootBsetcrByeT
He 6onee 100 KOE/r CootBetcTBYeT
He obHapyxusaetcas1lr CootBsetcrByeT
OtBeuaeT TpeboBaHnam Papm.CLUA <905> n EBp.®apm. 2.9.40
«OAHOPOAHOCTb AO3UPOBAHHBIX €4UHULLY CooTBeTtcTByeT
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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 40MG TAB X28BLCD RS Batch n®: D223299
Product Code  CA4890028RS Specification SPPF01057 - 003
File Number DS0854534 UC concerned 1 UC/1
Manufacturing  07/02/2020
Expiry Date 01/2024
Tests Specification Results

CGS 34975, Uniformity of dosage units  Not more than 15.0

LC, Acceptance value =

CGS 34975, Uniformity of dosage units  Lowest value 96.0 %

by LC, Lowest value !

CGS 34975, Uniformity of dosage units  Highest value 99.0 %

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 98.8 % of the declared

content

NAP 542-01 content, by LC Not more than 0.5 % 0.10 %

Individual unspecified degradation Not more than 0.5 % each {detection limit 0.05 %) 0.10 %

products, by LC )

Total degradation products, by LC Not more than 1.0 % (detection limit 0.05 %) 0.30 %
PACKAGING

Packaging control Corresponds to the specification Complies

| hereby certify 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 lWWanenb, BP 224,

68330 FOHUHT

Homep pernctpaumoHHoro ygoctoBepeHus: V 827/87

CEPTU®UKAT AHAITU3A

MpoaykT OHCHOP 40 MI' AJ1A COBAK co Bkycom Cepus Ne D223299
Koa npoaykra CA4890028RS Cneundukaums SPPF01057 — 003
Howmep cpaina DS0854534 Cootsetcteytowmn UC 1 UC/ 1
[ata npounssoacTea 07.02.2020
[opeH oo 01.2024
UcnbiTaHuna Cneuundukauusn PesynbTaTbl

CGS 34975, ogHopoaHOCTb

[,03UPOBAHHbIX €4UHUL, METOA0M He 6onee 15,0 2,6
KX, npuemoyHoe 3HayeHune

CGS 34975, ogHopoaHOCTb

A031POBaHHbIX €AUHNL, MEeTOA0M HanmeHbluee 3HauveHune 96,0 %
KX, HaumeHbLLee 3HaYeHne

CGS 34975, ogHopoaHOCTb

A03NPOBaHHbIX €ANHNL, METOLAOM Hanbosnbuwee 3HayeHne 99,0 %
XX, Hanbosnbllee 3HaYeHne

CGS 34975, ogHOpOAHOCTb

[,03MPOBAHHbIX e4UHUL, MEeTOA0M n =10 naum 30 Tabnetok 10
KX, npu

[
CGS 34975, KONNYECTBEHHbIN 98,8 % ot

07195,0 £o 105,0% OT 3aABNEHHOrO CoaepKaHna 3aABJIEHHOrO
aHanu3 metoaom KX
coaepKkaHua

CopepaHune NAP 542-01 metogom
WX He 6onee 0,5 % 0,10 %
OTaenbHble He
cneunduLMpoBaHHbIe MPOAYKTbI He 6onee 0,5 % kaxablii 0.10 %
pasnoxeHna metogom KX (npeaen aetektuposanua 0,05%) ’
Obuiee KOMYECTBO NPOAYKTOB
pa3noxeHuns metogom KX He 6onee 1,0 % (npeaen getektnposaHua 0,05%) 0,30 %
YMAKOBKA
KoHTpOAb yNakoBKu CooTBeTcTBue TpebOBaHUAM CootBeTtcTByeT

HacToAwmm yaoctosepsato, UTo BbilenpusenseHHas MHGoOpMaLma ABAAETCA NOA/JMHHOM M TOYHOM. [laHHaa cepus npoaykKTa
6blna U3roTOBNEHA, @ TAKXKE YNaKoBaHa 1 NoABepPrHyTa NPoBepKe KayecTsa Ha BbileyKa3aHHOM npeanpuaTUmn(sx) B moaHOM
COOTBETCTBMMU C TPEOOBAHUAMMN MECTHbIX PETYIMPYHOLLMX OPraHOB B OTHOWEHMM Haanexalel Npon3BoACTBEHHOM NPaKTUKK
(GMP) 1 c TpeboBaHMAMMN PerMcTpauMoHHOro YA0CTOBEPEHNA CTPaHbI-umnopTepa. loKyMeHTbl NO NPOM3BOACTBY, YNaKOBKe U
aHanu3y cepum 6bIM NPOBEpPEHbI, U BbIN0 YCTAHOBAEHO, YTO OHM COOTBETCTBYIOT GMP.

CEPUA BbINYLWWEHA 06 mas 2020r. MACCOH HynbeH-/ltok, PapmaueBT, OTBETCTBEHHbIN 3a obecneyeHne KayecTsa
(YnonHomoueHHoe anuo)

lNeyams ¢ noecomunom
/Moodnuck/
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