AUENIT

‘iW.@hﬂQ‘iuﬁ : Order No. 8334/68 Date/Time: 2025-03-04 14:00:12

Wt 1 Tu 2 win

AuANvuslanIzigUnIalnnas a8 w. 11 146/68 (Wu.)

BULaY AR. 6505 - M - 68 - S - 0046

%aﬁaqﬂnscﬁ Nalfurafine Orodispersible Tablet
Ve INT e, uWe, Naos
1. auanwMzIAaNI:

1.1 Saquszasdlunisldon 1Hdmiuinweinisu (Cutaneous Pruritus) lufihelaneFess
lesunisnenidandiala (Hemodialysis Patients) ity

1.2 arudnwazluniunaiia
1.2.1 Usznaumeadandiney As Nalfurafine
1.2.2 WIAANLLTINedeT i mualunsiamusazads

1.3 aauanwazluniseanuuy  Wusdasilawandaludesiin Td5ulszvnu

2. MsuIIuAiiuvia

2.1 gusTlumyuzUaaiv

2.2 AANUUATUEUTITHBITEY Teansiynieen, suinamuus, usdn, Junuaens,
luiinGn wastaunzidouiiuen egiedniou

2.3 LUUMIUTTIUALIUIAUTTY Fzimuslumsdamudazads

2.4 Fuviesipsimuiunudauss Sldaunnndt 1 fuie azdeuduriauasmunadeaiy
Vuimwitlsiiuiuvie

3. dadmundug

3.1 grillauadosindnguildsunstunzdousiveuitesminelulsemalng vesnsensag
as1sugy enunsdiusiindnanundusinu finssvssanssuguiuses

3.2 deslinivdoTuseansgumsnanauvaninue wagisniswdniia (GMP) iddliivunengy
3.2.1 nidlnanluuszwalne Tssugndn feaiviideiuses GMP ¥8InNTenIasITuae

lunnagiliausy
3.2.2 n3flgnindiananalsewme desiviladesused GMP vadlssugudn nUsemnalHEs
3.2.3 nsfidignandlsemalanuiuTstiulsemealng desiivisdesuses GMP
ludie 3.2.1 uag 3.2.2

3.3 finfidesuseansniaiinsizsiveslssnugdn (Certificate of Analysis) msafutavdl Lot

nMsnanuesgnithuUszneunsiansun vieiithdudleldsunisdade

< s o w

3.4 ApeintladasUTRINITNTIIATIZY wazluwanurasnanveasialinlumiendAyues

1]

UTWMERane LazuSenguaningiu

/3.5 mﬁtaua...

A0 ﬂmé’nvmsmww'ﬁqqﬂﬂszﬁ A8 W. VDI WU, AZATIUNITH ﬁ]aauﬂmﬁﬂwmzmwwﬁqqﬂnstﬁmﬁ ane w.
............. U5¢51UnIIUNIT n.9. Z— Us¥5UnIIUNIT

WO N UTEEUNTINNT WD 2
wo. .o N33UNNT WD, oo g'/‘ .............. NIIUNT
o Yo e Y AR o el
WG ... 2P A .. nysum Uiy wandgs L2000 . NITUMIUVIUMENNEINEINTAaUIYNNT
WAMGN ... A nysunsEuwnungly

WU 77”’757’ ......... nisums@mwﬂww

2 4 BA. 2567




‘iw.ﬂ'quuﬁ : Order No. 8334/68 Date/Time: 2025-03-04 14:00:12

vt 2 Tu 2 vt
146/68 (NU.)

%la?iﬂqﬂnmfl Nalfurafine Orodispersible Tablet

3.5 eniiaue fendusmuisniudundaviadunusming

U
v <

a ' d o @ A

3.6 Y81 INUTZNOUNITRIITUNALADUAUNITULTIUTTY
3.7 91gvesenluiudwaures dedhivesninidmvualilunsdamiusazase mnldlarnun

< Y v d a Yy ia ~ PV

Reoulveyuesenly azdeadustndnuiuailiiu 1 U luiudaves

v Y v a < ady w < d ° v & >
3.8 guenesiuiavounaniUisueilunsdiilnavunetgmuleuluiilsaneuiadmun Widuend

a %) & < ¢ o

fiegnisldauenvu ienauseleniveaiae

4. 3/MINTIeEBY  ATIFDUMUANANBUZIANIY UazNaATIEReTluTD 3.3, 3.4

AMZNTIUNFASHRYAMGNYUsIaWIEAIgUNTal 618 W. VB3 WU.

LU b 4= "S5 S HB.NBY WU./UT¥EIUNTIUNNS
(eFuned i)

9. O 5949 WO.NBY WU./NTTUAT

a =y

(3193 ULID)

YU

-y / s v ] 2/
WA Lem i Wnduns sw.0.U.5./n55unsEunumiely

(USAS1 @2194UR9)

16 0A. 2561

ASNITUNTIATIVABUAMANYMZIaNIZRIgUNTAlN2T d18 W.

909 WB.&@IA.NU./UTYEIUNTIUNNT

(W5 wPaDD)

1 [52 RERRRERS 9"/‘ .............................. WB.NBY WU./NTTUNT

(U9  waedIe)

o -

WM oo LN e, uun.Usedn wu/
(@55 @uduaun) NITUNMTHUNMUMAIEEINEINTAAUIYNT
09 UU.AQLFAIN.TN.59.6/
(nuullvg dmdlnAy)  nssunsgunumizely
—~
 RTE I lms... Wnd¥ns sw.e.U.5/nssumsginuniagly

(USAST @319LURT)

2 4 50 2567

‘ e T e 5
[ Auemiazmwzaluloyiitig §
5 AR . TeniTade nanwy,
;
!

# o 0446.13/, BB, 00, 2. 0.947 |



http://www.tcpdf.org

