Elanco France SAS

26, rue de la Chapella

68300 Huningue

Number of manufacturing Authorlsation : V 827/87

CERTIFICATE OF ANALYSIS

Product OZm_Qm 40MG TAB X28BLCD RS Batch n® : D300484
Producl Code CA4880028RS Specification SPPF01057 - 004
File Number DS0856245 UC concerned 1 UC/1
Manufacturing  09/07/2020
Explry Date 06/2024
Tests Specification Results
GENERAL INFORMATION
Current melhod version BE-320.H.4 Complies
CHARACTERS
Belga 1o brown, round, biconvex, bevel-edged tablet.
One side bears Imprinl "NA® the other "BCK”
Appearance Diameler: approx. 12.0 mm Gomplles
Thickness: approx 56 mm
ASSAY
Walr (KF) Not more than 9 % 4%
ASSAYS
Meets the requirements of the Paddie method USP
<711=>"Dissolution” and Ph. Eur. 2.9.3 "Dissolution Test
for solid Dosage Forms® with Q= 75%
Stages S1and S2 only
WFNM_EE: of GBS 34975 after 0 min, 0 "6: each unit Is not less than Q+5% Complies
4 For n=12: 51452 average [s equal to or greater than Q,
and ne unil is less than Q-15%
Dissolution of CGS 34975 after 30 min,  Meels the requirements of acceplance lable 04 %
oy LC, Lowest value
Dissalution of CGS 34875 after 30 min,  Meels the requirements of acceplance 1able 95 %
by LC, Highest value
Dissolulion of CGS 34975 after 30 min,  Meets the requirements of acceplance lable 95 %
by LC, Mean
Dissolulion of CGS 34975 afier 30 min, n=6 or 12 ablats 8
by LG, with
IDENTIFICATIONS
CGS 34875, by TLC Caorresponds lo the comparison Complles
CGS 34975, by LC Correspands lo the comparison Complles
MICROBIAL CONTAMINATION
Tolal agrable microblal count per gram  Not mare than 1000 CFU /g Complles
(Harmonlzed method)
Total yeasts and maulds counts per Not more than 100 CFU /g
gram {Harmonlzed melhed) Boimplleg
Specified mleroorganisms per gram : Nol delectablein1g Complles
Escherichla coli (Harmonized melhod)
ASSAYS
CGS 34875, Unifonmity of dosage unils ~ Meels the requirements of USP <805> and Ph. Eur. Complles

by LC
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2.9.40 *Uniformily of dosage units”
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«3nanko ®patc CAC»

26, Pro ne na lWanens, BP 224,

68330 Onuur

Homep perucTpaunonHoro yaocrosepenun: V 827/87

CEPTU®UKAT AHATNN3A
MNpoaykT OHCWOP 40 MI" ANA COBAK N28 Cepua Ne D300484
Kop npoaykra CA4890028RS Cneupdvkayun SPPF01057 - 004
Homep ¢aina D80856245 Cooteetcrayroumi UC 1 UC/1
[ara npovssoacTea 08.07.2020
opeH Ao 06.2024
Wenbitanua Cneuntukauma Peaynbrathl
OBLUAA MKOOPMALIMA
AefcTByIoNaA BEPEHA METOAUHM BE-320.H.4 Cootaercrayer
XAPAKTEPMCTHKH
Bemeso-KopuuHeBas, Kpyrnan, ABOAKOBLINYKAAR,
TabneTka co cHoweHHoM KpomKoii. Ha ofHoit cTopoke oTTHcK
BHew KA B, «NAD, Ha Apyro# - oTTHCK «BCK», Coorsercrayer
HAnuna: npubauautensto 12,0 mm
ToawmHa: npubanantensHo 5,6 Mm
KONHWHECTBEHHOE ONPEAE/EHKE
Copepkatie Boapl
(no metopy Kapna duwepa) He Gonee wem 9% a%
KOAUYECTBEHHOE ONPEAENEHWE
OTeeuaer TpeboBaHUAM METO/AA € HCNOALIOBAHUEM NONACTHORM
MEBLWANKH, HaNoKeHHoro 8 Papm.CUIA<T11> «Pacteopeduen, u
Pacraopenue CGS 34975, yepes 30 mMetona Eep. @apm. 2.9.3 «McnbiTaHue Ha pacTacpeHne aan
MUH meToaom HX TBepAapix nek. opmn ¢ O = 75 %, TonbKo cTagum 51 1 52 CooTaeTcrayer
ANA N = B2 KaXAaA eArHHLE — He MeHee (Q+5%
Ana n=12: cpegHee paa S1+52 pasHo Wnu Gonsiue Q, u HU ogHa
eAUHALA He momeT GbiTh meHee Q-15%
FaGTBapeLie C63 34375 Hepre. 30 OteeyaeT TpeboBaHUAM, YHA3aHHLIM B Ta6nuLe KpuTepHes
MUHYT MeTO4oM X, HanMeHbLLee 4 94 %
npUeMnNeMocTy
3HaYeHue
PacTeopeHwe CGS 34975 vepes 30
MUV METORDR HOL H39G0 Ees Otsevaer rpebosannam, yrasaHHsIM B Tabnule kputepues 95 %
NpYeMAeMOcTH
3HaveHKe
Paceropene €G3 34970 1epes 30 Orvgeyaer Tpe6oBaHHAM, YKA3aHHBIM B TaBnuLe KpUTepues
MUHYT meToaom KX, cpenHee ' 85 %
SHaveHHe NPHEMARMOCTH
Pacrsopenue CGS 34975 yepea 30
MUHYT MeTopom X npu n=6wnu 12 Tabnetok &
WAEHTHOUKALMA
CGS 34975, meTopom TCX &
(toHKkoCnOiIHOI xpomaTorpadum) OOTEETCIRY ST AW SPAgHE N Cooreercisyer
CGS 34975, metopaom KX
(HUAKOCTHOR XpomaTorpadus) CooTeeTcTayer Npu CPaBHEHKA CootBercrayer
MWKPOBHAA KOHTAMHHAUMA
OBuee konuyecrao aapobHeix
MUKPOOPraHKH3MOB Ha Tpamm He Gonee 1000 KOE/r CootBercrayer
FAPMOHUIUPOBAHHBIFA METOA)
£ 0Billge KoNUHECTBO APOAIKEEIX 1
pubos He Gonee 100 KOE/r CoorBerciayer
\MpoBaHHBIt meTop)
& MUKPOOPraHU3MEI Ha He obHapymueaercaslr CootBercrayer
berichia coli
= oy
3 (rapmoryapdoaannuii metop)
e Mah_os_._ ETBEHHOE ONMPEQRENERVE
N TGS 34, @ PAKopoAHOCTE Orpeyaer Tpebosanmuam Capm.CLUA <305> u Eap.Gapm. 2.9.40
\__.Nmms q._..v {HbIX @ AHHUL METOAOM «OHOPOHOCTL 103HPOBAHHBIX EAHHMLY CootBercrayer
N
= %«(
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Elanco France SAS

26, rue de la Chapelle

68300 Huningue

Number of manufacturing Authorisatlon : V 827/87

CERTIFICATE OF ANALYSIS

Product ONSIOR 40MG TAB X28BLCD RS Batch n®: D300484
Product Code  CA48390028RS Specification SPPFO1D57 - 004
File Nurnber DS08562456 UC concerned 1 UCIH1

Manufacluring  09/07/2020
Expiry Date 06/2024

Tests Specification Results

CGS 34975, Uniformity of dosage unlts  Notmore than 15.0 28

LC, Acceptance value .

CGS 34975, Uniformity of dosage units ~ Lowesl value 96.8 %

by LC, Lowest valua :

CGS 34975, Uniformity of dasage unils  Highes1 value 100.2 %

by LC, Highasl value

CGS 34975, Uniformity of dosage units  n= 10 or 30 lablels 10

by LC, wilh

5

CGS 34975, assay by LC 95.0 1o 105.0 % of the declared content 100.9 hh_ﬁnsqon_uan

MAP 542-01 content, by LG Not more than 0.5 % 0.20 %

Individual unspecified degradation Not more than 0.5 % each (detection limit 0.05 %) 0.00 %

products, by LC B

Total degradation products, by LC Not more than 1.0 % (detection limi1 0.05 %} 0.40 %
PACKAGING

Packaging conlrol Corresponds to the specification Gomplies

| hereby cerlify that the above information Is aulhentic and accurate. This balch of product has been fabricated /
manufactured, Including packaging and quality canlrol al the above mentioned site(s) In full compliance with the GMP
requirements of the local Reguiatory Authority and with the specificalions in the Markeling Authorisation of the
importing counley. The balch processing, packaging and analysis records were reviawed and found to bein
compliance wilh GMP.

BATGH RELEASED on 13 october 2020 by LAURENT STEPHANE, Qualified Persen

ot
ELANCO France S.AS.
26 rue de la Chapalle
Bp 224
68332 Hunlngue Cedex
Té1, 03 68 06 33 00 - Fax 02 68 06 34 OU
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«3nanko ®paHc CACy

26, Pio ae na Wanens, BP 224,

68330 HOHuUHT

Homep perucTpauMoHHOro yaocToBepenun: V 827/87

CEPTUD®UKAT AHAJITU3A

Mpoaykr CHCHUOP 40 MI" 1171 COBAK N28 Cepna Ne D300484
Kop npoaykra CA4890028RS Cneupcbukauma SPPF01057 - 004
Homep darina DS0856245 Cooteetcreylouuin UC 1 UCH1
[ara npoussopcTea 09.07.2020
loneH Ao 06,2024

Wensitanua Cneuudukauua Peayneratsl
CGS 34975, oaHOpPOAHOCTE
AOIMPOBAHHLIX 4UHUL, METOAOM He Gonee 15,0 2,6
WX, npuemoyHoe sHaueHHe
CGS 34975, onHOpPOAHOCTE
A0IUPOBAHHBIX E4UHUL, METOAOM HammeHsllee 3HaveHHe 96,8 %

WX, HauMeHbLUeE 3HAYeHWe
CGS 34975, ofiHOpofHOCTL

A03UPOBAHHBIX eAMHKL, MeTOA0M Haubonbluee aHayeHne 100,2%
X, HauBonbluee 3HaueHMe

CGS 34975, oaHOpO[HOCT

AOIMPOBAHHBIX BAMHHL METO0M n = 10 uau 30 Tabnerok 10
WX, npu
CGS 34975, KONUMECTBEHHBIA 10050¢

Ot 95,0 no 105,0% 0T 3aRBNEHHOTD COAEPHaHKUA 3ARBAEHHOTO
aHanM3 MeToaomM HX

COAEPHAHUA

Copepmanue NAP 542-01 metopom
WX He Bonee 0,5 % 0,20%
OTaentsHele He
crneumdUUMpoBaHHbIE NPOAYKTbI He Gonee 0,5 % xamasii 009%
PaInoXeHHA MeToaom X (npeaen petextuposatun 0,05%) d
Oblee KONMHECTBO NPOAYKTOB
Pa3INOMEHHA METOAOM HX He 6oaee 1,0 % (npeaen AeTexTvposaHus 0,05%) 0,40 %
YNAKOBKA
KoxTpons ynakosxu Cooteetcaue TpebosaHWAM Coorserciayer

HacrosuuMm yAoCcTOBEPALD, HTO BLILIENPUBEAEHHAA HPOPMALMA ABNRETEA NOANMHHON U TOYHOH. laHHaA CEPUA NPOAYKTA
6b11a WIrOTOBAEHA, @ TAKME YNAKOBAHA W NOABEPrHYTA NPOBEPKE KAYECTBA HA BhILIEYKA3AHHOM NpeanpUaTHr(AX) B NoNHOM

avanmay _u%
CEPYA BbINY

nposepenbl, U G510 YCTaHOBABHO, YTO OHHW CooTBETCTBYIOT GMP,
JW okTaBpa 2020 r.  JIAYPEHT CTI®AHM, OteetcraeHHbI# 3a obecneyeHue Kavecrea
3
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