w1 Ty 2 i

'3

Audnwamantzdqunsnlinns a1o w. 7 113/64 (wu.)
RUULAY AQ. 6505 -M-64-S-0013

FoReaunsad Insulin Degludec and Liraglutide

wuredy M3, viaen, Nasd

1. ] s

1.1 daguszasalumsldou Wdmiuinunlsaumusiind 2 Tudlug

<

1.2 rudnwuglunianaia

as

1.2.1 Ysznoudumendfey Ao Insulin Degludec uay Liraglutide

v
o

1.2.2 9UAINUULS U098 ﬁ)sﬁmucﬂlumﬁmmu(ﬁasma

[ @

1.3 qruanwugluniseanuuy  Wuansavansla Wiild dwiuadnléfom
2. mMsusTglariuvae
2.1 pssylunvusleain
2.2 QANUUANTUEUTITRDISYY oalynaen, vuwananuuss, Tundn, Suvunane,
wunindn waziavvsilowiiiun Wadradmiay
2.3 WUUNSUTIWUREIUIAUTIY IsMmuatunIsdamusarass
2.4 funviedpaimuduasudanse dildwauninnit 1 iuve agdondurilawarvunidiontu
v M@ o« '
Vumyiliifuiuve
3. Y o < ‘}
dﬁ' L4 el s L d‘/ < L A o ]
3.1 eriiiauenesivanguldsunsiunsidousdvondiesmingludsznalve vainszngi
as1sney niunsalluoisdneunduisy fnsevsuasisaguiuses
3.2 Aesiimlsdefutosnasgiunisdnauvdninus uagdsnswaniia (GMP)
®
3.2.1 nydudaluyszinelng Tssnugndn dosilmisdoduses GMP vansemssansismgy
o
e aueye
3.2.2 nadlgmindiandeussine dosdlvisdoiuses GMP vaslssududa anUssine
BnE
323 nstdhhominaidssmauduvsussyludssnelng foadnilsdodusas GMmp
v
ludo 3.2.1 uag 3.2.2 ATINGNABY !
A W oA e a ¢ [P A Q\j mw o P
3.3 :u%maaiusmm‘smammewaﬂsamu&dwam (CePHAM Analysis ) a3InUgM
0 - @ do oA 4y o & A’ ANBLNI
usneunsinnsan viemhdadeladunsdiig ,(,‘L.& da : ) »
Vs e s - . ﬂgywmw WEY0T INABEIUN
3.4 ADWVNERSUIBININTIRTAT IV uatlulansuvaianvasas ATl DU EdRyUe

- v

USUnaudaen wazusuve

hY hY]

@

andngiu
LY [

3.5 919AuD ﬁaqLfJumﬁU'%wwLUuQmﬁmw‘%achmuﬁwma

/3.6 UDIRIBE...

f e 30 5.A 296




i1 2 Ty 2 i
. 113/64 (wu.)

¢

%aa'\iqﬂnim Insutin Degludec and Liraslutide

3.6 maaﬁaadwaﬁﬁmwixnaumﬁﬁmimwwﬁamﬁmwwﬁiﬁsq

3.7 agveselutudweures seshitiounifidmualilumsiamusarads wnlildsmun
Foulvorguesnnly sxfenueritndnuudalidiu 1 9 lutudwes

3.8 fuwdesiuiinvaunaniudouelunsdiilndmuneny Tilugnfifiognisldaueniu
wenaustlowiveaditae

4. A8n1InsI9dau ATIVABUMMANTNBSIRWY uazNainszioluts 3.3, 3.4

ALUZNITUNITATIY @mﬁnwmzmwwaaqunsd #18 W,

WD HD.NOY WU/UTEEIUNTTUAS

(Yoyans finenad )

WO %“/'{» ............................. 09 WB.NDY WU/NITUNS

. /}//}%'/
W.HN MQNWQ/M ............. WnaYns sw.e. U5 /nssunisiunumiisld
P ‘ y

(uSas1 aaumg )

30 5.0 2563

ANENTIUNTIATIVABUANANYILIOWIZRgUNIAlaNIT de W,

TN WO.AAWU./UTEEUNTTUNNS

(Iwsy dan) »

HB.NBY WU./NTTUAS

WO oy \. AR uun.Usegn wu/
339983

(#5590 amy@m nsmmswwgmgy\’mewwmi
¢
w.wmmq,‘.@ 504»10...(/’.’.‘.%((@%‘(73%1*{«1) YSN.IW. (ﬁ%‘ﬂm A7)

., R - AURUEIG Wndtns w, ANEETUNT
(osousn wawasy ) nFTuNS LMY
. v '
- al” . " e
WA 2/”77 ........................ AN S1.0.0.3./nTsumsgununingly

(USe51 &auns )

udnvnzRr R ot ALY

-5 A 256

. mwm;z?ﬁ ey innlide nanwy,




