Elanco France SAS

28, rue de la Chapella

68300 Huningue

Number of manutacturing Authorisation : V 627/87

CERTIFICATE OF ANALYSIS

u3naHKko ®paHe CAC»
26, Pro ge na Wanene,

Product ONSIOR 5MG TAB X28BLCD RS Batch n®: LE1083402

Product Code CA4870028RS
File Number DS0853530
Manulacluring  05/06/2019
Expiry Date

Specification SPPF(1056 - 002
UC concerned 1 UC/1

by LC, with
CGS 34975, assay by LC

Tests Specification Results
GENERAL INFORMATION
Current msthad version BE-317.H4 Compllas
ASSAYS
Water (KF) Not mora than 8 % 3%
CHARACTERS
Belge o browm, round, blconvex, baval-edgad lablsl,
Ona slda baars imprint "NA" tha other "AK" =
Appearance Diamater: approx. 6.0 mm Compiles
Thickness: approx, 2.6 mm
ASSAYS
Msals the requiraments of tha Paddle method USP <711>
‘Dissolution” and Ph. Eur. 2.9.3 .Qmmo_E_oa Test for solld
Doumnu Forms*® with (=75 %
Olssalution of CGS 34975 after 30.min, Stagos S1 and §2 anly
by LC For n=6 dach unitis net less lhan Q+5% Compllas
(Forn=12: 51482 avarage is equal to or graater than Q, and
no unil is lass than Q-15%
me..mwm_m_m_cnﬂ%n_"mwwmnnwum altar 30 min, Maats (ha requiremments of acceplance tabla 80 %
W‘wmm..:_mm_zu_umﬂmwpﬂm atiar30.min, Maets tha requiremenis of accaplance tabla 93 %
ol i
cxwmm.:__,__._“ﬂ“_ CES Q4576 altar 30 min; Meels tha requiremants of acceplance tabla 9%
Hm.wm..ch._o_ﬂ. of CGS 34975 after 30 min, = B of 12 tablals 6
IDENTIFICATIONS
CGS 34975, by TLC Garresponds o the comparison Compiles
CGS 34975, by LG Corresponds to tha comparisen Compiiza
ASSAYS
CGS 34975, Uniformity ol dosaga unils  Meats ths requirements of USP <905> and Ph, Eur. 2.5.40 c |
by LC “Uniformity od dosage units® omplles
CGS 34975, Uniformity ol desaga units
by LC, Accaptanca valus hormeehanisg 3z
CGS 34975, Uniformity of dosage units
B LG, Lowest vaige s Lowsstvalua 95.7%
CGS 34975, Unilormity of dosags units
by LE, Highest value Highest value 987 %
CGS 34975, Unilermily al dosaga unils 1= 10 or 30 lablals 10

95.0 lo 105.0 % ol the dectared contenl 96.3 % of the duclared
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68330 lOHwHr
Homep perncTpalnoHHoro ygocrosepenna: V 827/87
CEPTU®UKAT AHATIN3A
Mpogykr OHCWOP 5 MI' Tabnetku Ne28 Cepusa Ne LE1083402
Koa npoayxra CA4870028RS Creuudmrarun SPPF01056 — 002
Homep thaiina DS0853530 CootsetcTayoumit UC 1 UCH1
fAara npovssoacTea 05.06.2019
lMogeH ao 052023
Weneitanna Cneyndpurayna Peaynurarsl
OBLUAA HHPOPMAUKA
AedfcTeyiolWan BEpCHA METOAWEN BE-317.H.4 Coorsercrayer
KONWYECTBEHHOE ONPEAENEHUE
Conepuanue oA He Gonee uem 9% 3%

(no metoay Kapna Puwepa)
XAPAKTEPUCTHKHA

BHewHNA Byg,

KONUYECTBEHHOE ONPEAENEHWUE

Pactsopenme CGS 34975, yepes 30
MuH MeToaom HX

Pacisopenne CGS 34975 vepes 30

3HaJYeHHe

3HaueHne

MUMHYT meToaom X, cpegHee
IHaYeHHe

MMHYT MeToaam MX npu

HWAEHTH®HUKALIMA
CGS 34975, metoaom TCX

CGS 34975, meToaom X
(uanocTHOM xpomarorpadmn)

CGS 34975, oaHopogHoCTh

X
CGS 34975, ogHopogHOCTE

HX, npremoyHoe 3HaveHne
G5 34975, opHopogHOCTL

Geeso-KopUuHesan, Kpyrnan, ABOAKOBBINYKNAA,
TaBNETKS CO CHOWEHHOM KPOMKOH. Ha oaHDH cTopoHe oTmvMCK
«NA», Ha apyroli - oTTHCK «AK»,

LnnHa: npubanzntensHo 6,0 mm
Tonuwna: npubanzntensHo 2,6 mm

Cootsercreyer

Otseyaer TpebasaHnaAM METOAA € MCN0NBIOBAHNEM NONACTHOR
MEWANRA, MIA0HKEHHOro B ®apm CLLUA<711> «PacTaopexmer, 1
metoaa Esp. ®apm. 2.9.3 «MenbiTaHne Ha pacTEOpeHye AR
Teepasix nek. dopm» ¢ Q=75 %, Tonbko ctagun S1 n 52 Coorsercreyer
AnA n = 6: kamaaa eavHmLa — He menee Q+5%
Jnan=12: cpegHee ana S1+52 pasHo uad Gonbiwe Q, H HA oaHa
BAMHALA HE moKeT BbiTe meHee Q-15%

OvsedaeT TpeGOBAHNAM, YKA33HHBIM B TaBNHLE KpUTEpHeB

MMHYT MeToa0mM HX, HanmeHbwee 920 %
NPHEMABMOCTH
Pacteopenue CGS 34975 vepes 30
Orseyvaer peGosannam, yrasaHHsIM B TaBnnue Kputepues
MMHYT meToaom HHX, Haubonewee 93%
npuemaemocTi
Pacraopenne CGS 34975 uepe3 30
Orseuaet TpeboBaniam, yRasaHHbIM B Tabnuue KpuTepues 91 %
NPHeMAEMOCTH
Pactaopenne CGS 34975 uepes 30
n=6wunn 12 Tabnerox 6
(1atikQoAGHB R APEMATOrEHI] CooTBETCTBYET NPK CPaBHEHHH Coorsercrsyer
CooTeeTCTaYET NPW CPABHEHHN Cooraercrayer
KO/IMYECTBEHHOE ONPEAENEHWE
AD3NPOBIHHBIX EAMHHL, METOAOM Orsevaer 1pebopannam Gapm.CLUA <905> v Esp.Papm. 2.9.40 Cootsercrayer
«QAHOPOAHOCTL A03NPOBAHHBIX BAWHAL
AD3NPOBAHHBIX EAMHHL, METOADM He Gonee 15,0 3,7
0B3HHBIX BAWHNL, METOAOM HanmeHbwee 3HaYeHNne 95,7 %
EHBLUEE IHAYEHWE
Of\HOPOAHOCT
1X BAMHIL, METOADM HanBonbuiee 3naveHne 98,7 %
e 3Ha4YeHne
OpOAHOCTh n =10 nan 30 Tabnerox
AMHNL METOAOM 10
0795,0 no 105,0% oT 3aRBNEHHOIO COAECPHAHNA 96,3 % or
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Elanco France SAS

26, rue de la Chapelie

68300 Huningua

Number of manufacluring Aulharisation : V 827/87

CERTIFICATE OF ANALYSIS

«3Ananko Ppanc CAC»
28, Pio ge na Wanens,

Product ONSIOR 5MG TAB X28BLCD RS Batch n® ; LE1083402

Product Code  CA4870028RS Specification SPPFO1056 - 002

File Number 050853530 UG concerned 1 UC/1

Manufacturing  05/06/2019

Expiry Dale

Tests Specification Results
content

NAP 542:01 contenl, by LC Nol more than 0.5 % 0.40 %
"uzquﬂﬁﬂr._w._w_ﬂ.ﬂmn_amn degradation Not maore than ©.5 % eacn (detacion bmit 0.05 %) 0.10 %
Tolal degradalion products, by LG Not more than 1.0 % (dslection imit 0.05 %) G,E0 %

68330 FOHMHT
Homep perncrpauvonHoro yaoctosepennsn: V 827/87
CEPTU®UKAT AHATNU3A
Mpoayxr OHCHOP 5 MI' Tabnerkn Ne28 Cepna Ne LE1083402
Kop npoayxta CA4870028RS Creuundrraumn SPPF01056 — 002
Homep tavina DS0853530 Cootsercreyroumit UC 1 UCH1
[Aara nponaeoacTea 05.06.2019
caeH ao 05.2023
Henbitannn Cneundpmraumnn Peaynkrathl
aHanH3 MeToaoMm WX 3anABneHHoro
cogepHaHnn
m_mahmuim:sm NAP 542-D1 metopom He Gonee 0,5 % 0,40%
OraencHuie He i
cneundHUNPOBaHHLIE NPOAYKTHI He Gonee 0,5 % kamabiii 0,10 %

paATOHCER R MO I (npeaen petextuposanua 0,05%)

OGuiee KONHYECTED NPOAYKTCB

PA3NOIKEHNA METOAOM HX He Gonee 1,0 % [npeaen aerextuponanna 0,05%) 0,60 %

| hereby cerify that the above information is aulhenlic and accurate, This baich of product has been fabricated /
manufaclured, including packaging and qualily control at the abova mentioned sita(s) in full compliance wiih tha GP
requirements of the local Reguiatory Autherily and with tha specitications in the Markeling Autharisalion of tha
imporling country. The batch processing, packaging and anelysis records ware raviewed and lound to ba in
compliance wilh GMP.

BATCH AELEASED on 03 maich 2020 by MASSON Julien-Lug, Phannacien liberataur {Deputy Quall

HacroRwym yaocToBepaio, 4T0 BeIWeNPHBEARKHAA HHPOPMALHA ABARETCA NOANNHHONA W TOMHOM. [laHKan CepuA NpoAYKTa
6rina naroTosneHa, a TAaKHE YNIKOBAHA W NOABEPrHYTA NPOBEPKE KAUECTBA HA BbILUEYHA3aHHOM NPEANPHATHA[AX) B NOAHOM
COOTBRTCTBHH C TPEBOBaHNAMM MECTHBIX PErYAMPYHOULMK OPraHoB 8 OTHOWEHMK Hannemaweii npoMIBo/ACTBEHHOIN NPaKTUKK
(GMP) 1 ¢ TpeGoBaHiAmMN PericTpauroHHOID YAOCTOBEPEHNA CTPAaHLI-MMAORTEPa. [loKYMEHTE NO NPOM3BOACTBY, YNAKOBKE H
aHanu3y cepun Bbinn nposepensl, i G110 YCTaHOBAEHO, 4TC OHKM COOTBETCTBYIOT GMP.

CEPWA BBINYUEHA 03 mapra 20201, MACCOH Hynben-flior, Dapmaliesr, OTBETCTBEHHLIA 33 0BecneyeHHe KauecTaa
(YnoanomoueHHoe ano)

# Jullen-Lue MASSON -
S Pheamacint/ Depay Qualified Peren \\
;..\_:

" Elanco France SAS £

i
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