Elanco France SAS

26, rue de la Chapelle

68300 Huningue

Number of manufacturing Authorisation : V 827/87

CERTIFICATE OF ANALYSIS

Product ONSIOR 6MG X6BLCD RS Batch n° ; LE226A
Product Code  CA4875006RS Specification SPPF01058 - 005
File Number DS0857235 UC concerned 1 UC/1
Manufacturing  07/07/2020
Expiry Date 06/2024
Tests Specification Results
GENERAL INFORMATION
Current method version BE-314.H.3 Complies
CHARACTERS
Beige to brown, round, biconvex, beveledged tablet.
One side bears imprint “NA" the other "AK"
ALl Diameter: approx. 6.0 mm EETIES
Thickness: approx. 3.1 mm
ASSAYS
Water (KF) Not more than 7 % av
Meets the requirements of the Paddle method USP "711"
and Ph. Eur.2.9.3 "Dissolution test for solid Dosage
Forms" with Q- value =75 %
. Stages S1and S2 only
E;s;gtgm of CGS 34975 after 40 min, For n=6: each unit is not less than Q+5% Complies
For n=12: S1+52 average is equal to or greater than Q,
and no unit is less than Q-15%
Dissolution of CGS 34975 after 40 min, Meets the requirements of acceptance table 96 %
by HPLC, Lowest value ]
Dissolution of CGS 34975 after 40 min ~ Meets the requirements of acceplance table 28 %
by HPLC, Highest value °
Dissolution of CGS 34975 after 40 min,  Meels the requirements of acceptance table 97 %
by HPLC, Mean °
Dissolution of CGS 34975 after 40 min, n=6 or 12 tablets 8
by HPLC, with s T
IDENTIFICATIONS
CGS 34975, by TLC Correspoends to the comparison Complies
CGS 34975, by HPLC Corresponds to the comparison Complies
MICROBIAL CONTAMINATION
Total aerobic 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 Comolies
gram {Harmonized method) p
Specified microorganisms per gram : Not detectablein 1g c i
Escherichia coli (Harmonized method) omplies
ASSAYS
CGS 34975, Uniformity of dosage units  Meets the requirements of USP <805> and Ph.Eur 2.9.40 Compli
by HPLC "Unifarmity of Doasage Units" L
CGS 34975, Uniformity of dosage units ~ Lowest value 96.4 %
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«dnaHko ®paHc CAC»

26, Pro ge na lWanenb,

68330 KOHUMHr

Homep pernctpaumoHHoro yagoctoBepeHusi: V 827/87

CEPTUD®UKAT AHAJITU3A

Mpoaykr OHCWOP 6 MI' ANA KOLLUEK N6 Cepus Ne LE226A
Koa npoaykra CA4875006RS Cneumndukauus SPPF01058 — 005
Howmep danna DS0857235 CootBetctBytowmn UC 1 UC/ 1
[aTta npounssoacTtea 07.07.2020
[opeH oo 06.2024
UcnbiTaHnsa Cneuundumkaumsn PesynbTaThbl

OBLWAA UHOOPMALINA
[JevicTBytoLlasn Bepcus MeToanKn BE-314.H.3 CootBeTtcTBYyeT

XAPAKTEPUCTUKHUN
BerkeBo-KopuUHeBasn, Kpyrnas, 4BOAKOBbINYKasn,
TabneTKa co CKoWweHHOW KpOMKOM. Ha o4HOW CTOpOHE OTTUCK

BHewHN Bug, «NA», Ha opyrom - oTTUCK «AK». Cootsertcrayer
OnvHa: npubnamsumTtensHo 6,0 mm
TonwmHa: npnbaunsntensHo 3,1 mm
KOJMMYECTBEHHOE ONPEAENEHUE
Conepxarive BoAb He 6onee uem 7 % 4%
(no meTtoay Kapna duwepa)
OTBeyvaeT TpeboBaHUAM MeToAa C UCNO/Ib30BAHMEM IONACTHOWM
mewanku, nsnoxeHHoro 8 ®apm.CLLUIA<711> «PacTBopeHue», n
PactBopeHue CGS 34975, uepes 30 meTtoaa Esp. Papm. 2.9.3 «McnbiTaHne Ha pacTBopeHue Ana
MUH meToaom KX TBEpAbIX NeK. dopm» ¢ Q =75 %, TonbKo cTagmm S1mn S2 CootBetcTBYeT

Onsa n =6: KaXkaaa eanHMua — He meHee Q+5%
Onan =12: cpeaHee gna S1+S2 pasHo uam bonbwe Q, M HY oaHa
eanHULA He MoXKeT bbiTb meHee Q-15%
PacTeopetme CGS 34975 yepes 30 OTBeyvaeT TpebOBaHNAM, yKa3aHHbIM B TabauLe KpuTepnes
MWUHYT MeToaom BIXKX, P a4 He kputep 96 %
npuemnemoctum
HavMeHblLee 3Ha4yeHne
PactBopeHue CGS 34975 yepes 30
MWHYT MmeToZom BIXKX, Hanbonbluee
3HayeHue
PactBopeHue CGS 34975 yepes 30
OTBeyvaeT TpebOBaHUAM, yKa3aHHbIM B TabnLe KpuTepunes
MUHYT meTogom BIXX, cpegHee 97 %
npuemnemoctum
3HayeHue
PactBopeHue CGS 34975 vepes 30
MUHYT meToaom BIXHKX npum

WMAEHTUOUKALUA
CGS 34975, metogom TCX
(ToHKOCNOMHOM XpomaTorpadun)

CGS 34975, meTogom BIXKX
(»mnAaKocTHOM xpomaTorpadpum) CooTBeTCTBYEeT NPU CPaBHEHUMN CootBsetcrByeT

OTBeyaet TpeboBaHMAM, yKa3aHHbIM B TabauLe Kputepues
npuemiemocTu

98 %

n =6 unn 12 Tabnetok 6

CooTBeTCTBYET NPU CPaBHEHUM CootBeTcTBYET

MHWKPOBHAA KOHTAMUHALINA

Obuiee KONMYECTBO asPOBHbIX

MMUKPOOPraHM3MOB Ha rpaMm He 6onee 1000 KOE/r CootBetcrByeT
(rapmoHM3npOBaHHbIM MeToA)

Obuiee KOMYECTBO APOXKIKEBLIX U

naecHeBbIX rpnbos He 6onee 100 KOE/r CootBetcTBYyeT
(rapmoHM3npoBaHHbI MeTos)

OTaenbHbie MMKPOOPraHM3mbl Ha

rpamm: Escherichia coli He o6HapyxuBaeTcas 1r CootseTcTByeT
(rapmoHM3npOBaHHbIM MeToA)

KOJ/IMMECTBEHHOE OMNPEAENEHUE

CGS 34975, 0AHOpOAHOCTb OtseyvaeT TpeboBaHnam Gapm.CLUA <905> n Esp.Papm. 2.9.40

gg;:l;osaHHblx eaUHUL, MeTOL0M «OIHOPOAHOCTb 4O3MPOBAHHBIX EANHNLLY CootBeTtcTByeT
CGS 34975, ogHOpoaHOCTb HanmeHbluee 3HayeHne 96,4 %
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Tests Specification Results
by HPLC, Lowest value
CGS 34975, Uniformity of dosage units  Highest value 100.3 %
by HPLC, Highest value Bl
CGS 34975, Uniformity of dosage units  Not more than 15.0 4.1
by HPLC, Acceptance Value AV '
CGS 34975, Uniformity of dosage units  n= 10 or 30 tablets 10
by HPLC, with
CGS 34975, assay by HPLC 95.0 to 105.0 % of the declared content 99.7 % of the declared
content

NAP 542-01 content, by HPLC Not more than 0.5 % 0.20 %
Individual unspecified degradation Not more than 0.4 % 0.09 %
products, by HPLC e
Total degradation products, by HPLG ~ Notmore than 1.0 % 0.50 %

PACKAGING
Packaging cantrol 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 04 december 2020 by MASSON Julien-Luc, Pharmacien liberateur (Deputy Qualified

Person)
| Julien-Luc MASSON.~—, 22 ZF——
7 | Prarmacist/ Deputy Qualifed mew
Elanco France SAS -~ _
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[,03MPOBAHHbBIX €4UHUL, METOAOM
BIXX, HaMmeHbLLee 3HaYeHune
CGS 34975, ogHopoaHOCTb

A,031POBAHHbIX €4UHUL, METOAOM Hanbonbliee 3HaYeHne 100,3 %
B3XX, HanbosblLee 3HaueHune

CGS 34975, ogHOpoaHOCTb

[,03MPOBAHHbIX €4UHUL, METOAOM He 6onee 15,0 4,1
B3XX, npuemoyHoe 3HaueHune

CGS 34975, ogHOpoaHOCTb

[,03MPOBAHHbIX €4UHUL, METOAOM n =10 nan 30 TabneTok 10
B3XX, npu
0,
CGS 34975, KONNYecTBEHHbIN aHanu3 99,7 % or
07195,0 o 105,0% oT 3aABNEHHOIO coAepKaHUA 3aAB/IEHHOr0
metogom BIXKX
cogeprKaHua
CogepaHune NAP 542-01 metogom
BIMKX He 6onee 0,5 % 0,20 %

OTpenbHble He 6 0
cneunduLMpoBaHHbIe MPOAYKTbI He bonee 0,4 % 0,09 %

pasnoxeHma metogom BIKX

O6Liee KOIMYECTBO NPOAYKTOB

Pa3NoXeHUA MeToAoM BIHKX He 6onee 1,0 % 0,50 %
YMNMAKOBKA
KOHTPOb YNaKoBKM CooTBeTcTBUE TPeGOBaHNUAM Cootsetcrayer

HacToawmm yaoctoBepsto, YTo BbllenpueeaeHHana MHGopmaLma ABNAETCA NOAJMHHON U TOYHOW. [laHHas cepua NpoayKTa
6blna M3roToB/IEHA, @ TaKXKe yNaKkoBaHa M NoABEPrHyTa NPOBEPKe KayecTsa Ha BbllleyKasaHHOM NpeanpuaTUmK(aX) B NONHOM
COOTBETCTBUM C TPEHOBAHUAMM MECTHBIX PETYINPYIOLLMX OPraHOB B OTHOLWEHUW Hagnexallein npomM3BoACTBEHHOW NPAKTUKK
(GMP) 1 c TpeboBaHMAMM PerucTpauMoHHOro Y40CTOBEPEeHNA CTpaHbl-umnopTepa. LoKyMeHTbl N0 NPOM3BOACTBY, YNAaKOBKe M
aHanu3y cepum 6b1M NpoBepeHbl, U BbIN0 YCTAHOBAEHO, YTO OHU COOTBETCTBYIOT GMP.

CEPUA BbINYLWEHA 04 pekabpsa 2020r. MACCOH HynbeH-/Ttok, ®apmaLeBT, OTBETCTBEHHbI 3a obecneyeHne KayecTsa
(YnonHomoueHHoe nnuo)

Meyams ¢ nocomurnom
/lMoodnuck/
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