M.A157313 : Order No. 9659/63 Date/Time: 2020-12-26 15:48:13
win 1Ty 2w

.\j?jf!*?

quénvuzianziqunInions ae n. # 292/57 (wu))

B8 Y AQ. 6505 -M-61-S-0372

Fodequnsnd Denosumab Injection
mizgiy nene
1. quanvumaniy

1.1 dnquszasdlunisiden Ienwnmenszgnmpuluaniomumuszdudou uasinwinis
gdnnanszgnludaelseuniillésumsinenfendudesili

1.2 uanwarlunianatia
1.2.1 Useneumuseaddty Ao Denosumab
122 TuMAILSITEEn srdmuelumsdmnusiazads

1.3 quanvalunseenuuy  Huansazarsuaninided miudndldfiani

2. msuTquaziuva

2.1 vussglunvurUnaiin
2.2 2 NUUNIYULUTIYPFBITLY Foanigynawn, surrmuusy, Yundn, Funueeng, \auTnan,
@aneityuinduen 1egratmisu

2.3 LUUNSUSIYUATIUIAUTTY Teimualunsdamusiasasa
2.6 fuviesaallmusiumuduse $riisuruninnda 1 fuvie aedsaluviinuazvuinieatu

Humwnluidiuiiuvie

y o o
3. YaNIUABUN
L ¥ : fad ° W J (J '
3.1 efiausdeivangulafumstunatoushiveniedmingluussvalne vaansenin

A51IUY gnunsddueiindnamunduiiu insensisasisuguiuses
3.2 FouiviAefuseunmsgunsaRRIMANNNY LariBnndnTia (GMP)
32.1 nsfindnlutsznalne 15eugnan desdimiideduses GMP vensensnaIsIngY
lumneeriiayesy
322 nsfeniudransieysanea desiisdaiuies GMP vaalssnuduin 1InUssme

Han
3,23 nshhenanysamausuiiussylulsunalng deaimiideuses GMP

e

lude 3.2.1 way 3.2.2

ATINYNADY
.o /{54/ o
@ . /3.3 fimlsde...
(awva 1Aun)

Uf iR tnduns sw.Areasund

14 Ny 2% w.o.

i Scanned with !
i & CamScanner’;


https://v3.camscanner.com/user/download

sn.mogqIntd : Order No. 9659/63 Date/Time: 2020-12-26 15:48:13
i 2y 2 wih

292/57 (wu.)

ﬁaa'iqﬂnmi Denosumab Injection

3.3 fimidefusesnanviianeiveslssnutudn (Certificate of Analysis) Asetuend
vanuseneumsiersan uaz/visihidadelffumsdede

3.4 Fpaiimisdotusoinsasiviianest uatluuanumamdnvosasiniifdusenddiyves
Uisnindne unruievininingiu

3.5 pWiaue seadusivismdugudaviofunudmnie

3.6 YpaaBE T TENBUMTAT AN ABIRINTIUSTIUI Y

3.7 owvewluiudweues fesliesninitvuelilumsdamusiasads mnlildimn
Jeulveryweswld srdpaduemindmmud il 1 3 Wiudwes

3.8 fuwiesiuinveuuandsuelunsditlndvuneny Witueiioynistinmemnt

-
wanausluvivesle
4. /NIATIVEDY  MIIVADUMMANANBUIAWIE kasNAIATIBYIUYE 3.3, 3.4

ANIZNITUNMIASIVARUANANENEIANILAIQUNTA] B8 W. ¥BY WU,

ND.NBY WU./USEEUNTINNT

( Yoywms~ vineawy )

WD.NBI WU/NTTUNTT

........................................................

HB.NAN,IN.53.6/NTIUMSuvumiaely

......................................................

o ATIAYNABY
(Av@ma wnnnm ) nomde /,5‘”/

14 nY. 261 (aeva i)
JiTRnda induns snAwasund

ANIZNTIUNTIATIVFRUANIGNBULAIqUATA] 610 W, VB V.

VTR O . oSO NYIANU./UTEEUNTINANT
(YinBeu WFyunes )

é W0.NBY WU./NTTUNTT

(UMY wagaine)

T TOR - e wUn.Usedn NU.NY/NITUMS

(Uslaund Suniiv ) N ;
nuanyuzenatuieyiA iy

| ol ¥ " &

aa an ACNE

i Scanned with !
i & CamScanner’;


https://v3.camscanner.com/user/download

