A—FPR9 ug F—Eanaga5—28 KA
A—%LR9 ug F—Eanada5—60 KA
[CRET HEH

FEMICEH SN FRICERIEFNRVARDERRIT X FSERABHRARHEICRER
THLDTHY., HHFEREBEEALSNOEFBNICFIRAT S EEITEEEA,

7 A S ExRDH%KA R
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RRERUVEMAZE &

AR TS HM8EE & ORI G2 LU R IR T,

BMERUEMAE FEEDERAA

COPD Chronic Obstructive Pulmonary Disease : 2 P ZE 1 Jifi e f&

JRS Japan Respiratory Society (HARMEKZRT4x) F{T [COPD ZWr & ipED
T2ODIA RT74 )

LABA Long-acting B,-agonists : ¢ MR, 52 25 AR 5L

LAMA Long-acting inhaled anti-cholinergics : & RFE{EAMER AL U 3K

SABA Short-acting B,-agonists : %2 ¢ [A]7E FHMER, HIlTMHE
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1.5.1 L &I

F—F L RVH —ang T (LT, KA 1, ALETa—L T~ ViR (BT,
RIVET B —)V) & B ARRAZRE O TRARGT A TCHL, ALVETR—/ME, B
ZRWAREE (LT, B #iEEE) <dh v RFRFMEMME B, AlEEE (LT, LABA) 2/ I DA,
e ABE 5% DVEFEEIT 5 S UNICERD AT, EREVERER, #liEE (LLF. SABA) &
FREEEIZHC T, D &b 12 KRR Rkt 75,

RAET 0— i, AAEFHNESE THY ., 1986 FE L RORA (7 kv 7 ERTT b
v IO RIAvmy ) BDHRENTND, 7 by 7 L [ R RoX0EAEMERE IS
RN R 7 CRERER OFEME, & MR, & - BERE IR, WmEMERE Kk, ixkE . 7 b
v 7 RT A vmy AL T FERR RO KE MRS 1S PR N7 CREIEIR ORI, R
L, AMERE K, WMEMRE XK ZORE - DRELTWD, T Ry 7 EROT by 2 ®
R4 vy FIIRGREPROTH D720, [ESILEOIERAFRIUTIWA SABA LW AR /LT
T —/LDOFNFE, FILET B L OWAFNL, AFETIEHEAE L CORERIZES L TR0
N, TFYV=RIBRLVETFTE—LORESHEITHHY AT — N2 —E ang 5 =N Lm0
TRIEIE & LT 2009 TGRS TV D,

ARFNE 1996 FFIZA T = —F  CThip B ORI & L CTH ARFE S X (Mutual Recognition
Procedure) TERMIEAIZI W TRANTARE S 4L, 2002 FI X MEPAZEMEMZEE (BN, COPD)
DIRIFIE & U TRGR S N7z, 2011 4 5 HRBUE, AFNTHK 90 7 [EH THEFE I TV D,

A[al, COPD VAR L L CoMEISHIGE s L TR 2D -5 %, HAAN COPD & ICE
T DARBNOHIME K LRI MR STz 72, LR ONE TARF ORERGEAB R HE 21T 9 I
Eolz, HERDIIHIREERMICEE T 5,

HEEmBA4 | A—F A 9ug ¥—Eax~of 728 A
F—F TR 9ug X —E a2~ 7—60 WA

e - VR | EAEREIRE (RIS, W) 0% BT 2 35 < R0
iR

L - &8 | @E. AT E T RA (RAETu— L7 < LB AR E LT 9 pg) % 1
H 2 FEIR AR5 T 5,

1.5.2 SMERAEMEREDARERICE T HERFNDEKRMAIE DT

HARMER P XD IFITSN TS TCOPD Wi LIRIEDTDDITA KT A 2 2009 Fhit (LA
T RS 2009) | 1T XLAUE, COPD DIREEIIEEFRE, Lk, MR B 7T —a v, BBHR
VL, MRS BIRE R ONVRHEE D B 5, EWIEEIT COPD B DIEIR DR & D TR I
HThoInTEY, SHIC QOL REFNMAREDM LIZHAHTH L0, MmAIIZITHON
HRETHDEINTWD, EYEEOFLIIRE XIEREETHY . FIZ SABA, LABA KU
REEVEFAMER AT Y V38 (LU, LAMA) MEHA SN TWD, T bRE IERITREOE
JEFE I U TSRS S b, £9., JEROBEZ B L LT SABA ORI ARTTHi,
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SABA DM A THEAR DRI A 4372 BBE Tld LABA XU LAMA OHAOEWEMA ., XX
FNSEHEH L EE AN HERE S LTS,

AT LABA & L TRRFH (12 KL E) OFIEHZRT7210 TR IROFEBN
SABA & [RIFREEIZ#SCA (COPD B IZHBWT 5 BN THhD Z ENRETH Y . ERNI DR
RRBRIZFB T, COPD HE DOMSREL E N BRI E N E SN TWD, 2, WMAT A
ADH—E a~AT—="1F, WERFHZFH L TRAT DEEERKWAZRTH Y | 5 IENEE
T, HHRMICRE S E R Y COPD BEIZIAS ZIT AN LN TWD, KITIET T V= RO
WERHK I a— R "F—band 5= WRCTF Y= RERLVET O —LEGRISE L
A OB RKWALE (A a— "2 —Eang 5= LLTH—Ea~oTF— 5|
DGR IN TR, [EHEBBFITLSEHI N TND,

PLEDEEY | AHNT SABA ORRIZHOHRERFBLIEONC LABA & L CORERFEH/EH
R L, EEWMABREECTHDLZ LD, AT WT COPD {BIFIZHBIT D HT- /2@ E LT
HRRIEANC 2D EEZBND,

1.5.3 BAEOEE
1.5.3.1 EREXEHERROBEBRVYBNZE ITHHEFRDEE

FVET B— /U L2 NREE BL7 27 7 2A83E) (12X T, By ZAMERRMED &R AR, #il
WAL LB STz, AT 1986 E LV EEAIR NN T A Yo » FHRIF (%47 b v 7 Rk
BT by 7 R4 vmy ) LLTHRSNTEY, 7 by 7%Ed [TFiofkRoR0E B EMER
FNTEED MR K e CREREIR OFEMR, S SCE., B - BPERUE SR, B ERE SR, iR
JE) . 7T Ry 2O RTA vy AT T RRE B ORHE B ZEME RS 2 LD < PRI IR #E 7 & REREIR 0
R, VB SN E, APERE R, M MERE K] 2ohEe - bR E L, AHUC CREIC L HEPH 72
BRI AR N 8 5

W ANBIA & LTk, RS BBRE A~ ARG LR BRICB W TR LVET B — L O RREF/ER
PESHER S22 & 75, Novartis #1110 X » THAERB R ASIHITH % Foradil® Aerolizer™ 73 B %
S, 1990 FAZAA ATHID TEB I NIz, D%, WM KBAL (X —Eant T7—) 2
AT IR A LT HAERFND Astra £ (B AstraZeneca 1) (2L > TR I, 1996 HEIZAT = —F
VCERANIAR I NI, ZD%, BRINZEBWTIZER | ORFETEBIAR I NTZ, KA 2011 4
5 ARBIFE, 990 WETEREIN TN D,

® 1 F—FLRE—EanA S—DERMBEZREARIC L 2EEORERER

AER ARAE
1996 4.5 ug WEIKL N9 pg WA, MAATBA RIZLDEETay b — L AREDK

N B s & L CkER
1 H fie s #1336 pg

1999 4.5ug BHIK N 9 pg HIAR, WAAT 1A REOAKRFNC L 2 & HIREE P IER
BFED DI — IR BN NI L 2o T2 B 1C5 L CTAAI Z BT AT 5
FEIZ DUV THKGR
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= 1 T—F L REA—Eand S—OFIMBEERIMARXIZ & ZRKBORE

AR SRS

2001 4.5 pg BHI L 9 pug WHIH . 6 kLA Lo/ NEEE O EHIRTERIK & L KR
NRICEIT D 1 BERKRKHAEIT 18 ug

2002 4.5 pg BHI L 9 pg WA, EENFEIMERE SUHE O T8 % ik & L CHRGR
WHEOREARICB TS 1 AkEAEEZB VW &

2002 4.5 png WAL 9 pg WHIH, COPD BHFH OXE L PAZEMIER O UE 4 s & L TK
o AT, EMIBRIE L & BT, AFNC X D EMRERTIERKBED 2D
IC— R 72 BN EE & 72 5 72 COPD AT 1Tk L CTARKIZ BN AT 2 Aike &
ip

2004 4.5 ng WAL 9 pg WHD, KE MG EEE ZRRITRART v A ROEHBIER
[N Z T, FERIZIG U CTRF & B IR A T 5 FTEIZ OV TR

1.5.3.2 AFBIZH T LREARDER

KIS D BT ORGAEN 2 X 1 IZFERT S,
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SHAERT
EEE ABRIER

32P53 Eﬁ%ﬁjﬂt v YAl
—va v

T
#

o
od

32.P54 |7y NOSHT
32.P8 |REMRBR I
BARABEENRE LIBRER (BRXRHRREET)

53.5.1.1 |[EIPNE 11 A BR
5.3.5.1.2 |[E BRI (R 101 FHERER
5.3.5.2.1 |EWNE P58k I
OB TIEA ZRT

RRIR
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1.56.3.2.1 HAEICE-EE=R

AKENCBIT BB OERICOWTIEE 2 #2513 HABROZ L,

1.5.3.2.2 mE

A#ENx, Aoy chsrrrETe— L% R . BEso3UE Ky 2 z < IR
Bl ¥t TR LR RRAR TH S, BENEDLOWKTRATS
& IC R EAKIRIFCEET D L OB SN TEY, BHENIAS T, BEICHERTS 2 &

BETHY . BEITBENELL OIS DIBNBBIR L 2o T D, 1| KOKKIH HERETRA
T%&%ﬁ&ﬁofwéo

ARFNORAIBEFIL, BEICHE/ CTHRFE ATV 5 Oxis Turbuhaler DAL} O Fik & H 2T -
Too WAMZEBWTIZ 1 MAHE 2D OFRNLET O — VOGN 45 pg & 9 pg @ 2 JHlORAN
FAEL TV D, ARRIZBNTIE 9 pg ORANDHGEZ BN E L, BRARE (FREARR) 2
28 [} O 60 [R] D 2 B % [ 3K dn LS AR Fe AR RS L7,

F 72, WM BN T Oxis Turbuhaler (SO % — ¢ = ~1 7 —& LTIRGE L TWAB D, A}
IZBWTIE, SALETa—LE2ARESD 1 DL LTEATHYLIEa— 2 —Eang 7"
A5 —t 2~ A F—2EALTEY ., JLEAREREARREFE LTS, LoT, &
HHNEMO % —t =~ 7 —%2 O THREEIT- 1=,

1.5.3.2.3 e PR BR

WMAT A AL LTCE—Eand T—F2HNWHRLETO—LETF V= REDORAEHITH S
VAEa— FE—E oA T8 2009 F 10 AICATHARINTED . HiLAGRHPFERIC R L
%?u%w@#%%ﬁ%ﬁ%Zowfi%m%ﬁfﬁé(%I%LBQ%%)O

Ids . AFN ORISR TEAGE H G O R KA TR E R A CRE S T 528 LT OB 550 7)
AT DR % B L7227 - 7”_o

COPD D HEWpH LD H NI RS PRI TH Y | i SABA. LABA KT LAMA Ml & T
W5 (152 THEMW) | TN%TH~WﬁLMm SEEIL, B TEWVIEBRMEEZ AT 5 By Hl
WThHO ., WABLRIC %ﬁfﬁméw i#%wm%rb ERRBLHESCHTH D, FL
BT VT, By AEIZH L TUIIERERT T=A F T, WARNVET 1B —/LOIEIEERH
X KGE VR DRl ;é%@f&éo

AFNL, ElICAANDORERERE . K& 3 E & COPD BE Z x5t & U CHRp S iz & /e i
PR AR ER M OV PR SR BREABR CF5 5 L 7= BRI I FE DUV T BN M Ot & A1 EN 2 35 € COPD &
FHOEIRIREIR L L OKRENT-,

AR DB, 2RI /T 2 3@ PNE K OSELFIE, IU 2. RAE ZIRRER O%h 7). 388 OFRgerE
(ZOUW TR L 72 N ERBRAGE B O R 5 1, &8 M B ORI L7y A a— X —t
a~A T —DEKR %ﬁmfﬁﬁ%%ﬁféﬁ%@&mj@%Tﬁ%bt<%1%LB@§%)o

PEXY ., RET v — /L OIENIEIEH TH 2508 FIFH OEEIER I W CEREICHS X
ALTED, COPD DIRFIZEBWTHRBROIERBEFFIZE SN TWD, £70, HBIKRBRTE O
AEIC B W CIERIRRR 21T - CTHER T D2 MEDO H HIFaFHHIIA O LA TW AR, 512, i
PRARBR K OV R 1% O B R E IS 361 D ARKI DO 28 O R DS, WAFRNVET v — /L,
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COPD HFE TIERABIH L. MEAZ W ET ADICAN THA Z LN REINTNS, LENR-T,
ARHFEICBWT, MARAVET 0= W L THIS TN E2RMT 28R 2324 5 L2
RN EEZT,

VLER Y | KHFERICRW TH 22 BRI X506 L Tuvh7any,

1.5.3.24 Fa PR ELER

SRIOHFEI EI BIKRT —Z Ny r—U %K 2 [T LTe, HAAN COPD BEZXILE LT 3
OORKRRER (95, 1 ABRITEFRILFEER) ZFHEEE & LTIRE L, AR OA MR OV 4
PEZ2 AT D 72 DWEA TEM SNIERANEZ MR LT 4 SORKRBRASZER & L TRIHT
E)o

B, RALETO—LOEYEREICE L CIZ A a— M —Eand T —OAKGRH R
HEATHD 1 L3 IEESMR) , Lo T, KHFEDOTZOITHT7= 72 3 Eh e iR 13 54056 L T
AQTAN

x 2 R T—2 /v r—o

HERES | HERDE HEBRTYS X R A% - RE £
CTD &S |RHEBEM fiE 51138 % 5 2R HAR
ST A E B
D5892C00001 | 5 11 4 —EHER AAN | BB 20l
53.5.1.1 AR/ A2 EIS COPD f£%# | OT 4.5 pg bid ~
w4 7 & R%t 36 {4 @sugtE 1A A2E), | 20}
4117 12 OT 9 pg bid
Fr—r3— (45pg 1 E 20 A1 H 2 E),
OT 18 pg bid

OQuglBE 20 A1 H 2ME),
SHESE . 7S5k R
BEE5HME 4 #8IX7 HRERKRS

D5122C00001 | %7 IIT #H HEM AARANKRO | gBRK 2007.12
53.5.12 AEE/ A2 EIS CLIPN OT 4.5 pg bid ~
frgesl i 77 Rt R COPD ¥ | @.5pugl1 a1 %A1 B 2[A]), 2009.4
WATREM 613 i OT 9 pg bid

[32460] V| (45ug1 B 20 A 1 H 2 [E),
SHREK . TR
PG - 12

D5122C00002 | %5 III #H F—7 HAN BB - 2009.12
53.52.1 7 X el AR 2 EIF COPD #4 | OT 9 pg bid ? ~
A i AATRER 251 OuglE 1WA H2IE) 2011.7

LB K © COPD FEYETEE
B 53R 52 0

ZEEE
SD-037-0497 | # I #H CHER COPD | Ml - 1ol
53.5.1.3 AR/ AR EI BE OT 4.5 pg bid ~
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* 2 BRERT—R /Ny H—2

HEBRES | HBROMHE HERTHA XR A% - RE £
CTD&ES |RHBEMW 9iE 1511 % 5 5 HiM
freesl i HEIK/ 35 {3 @sugtE 1AL A2E), | 9}
7T ARk R OT 9 pg bid
54127 vz Qug 1 1HA 1A 2E),
N — OT 18 pg bid
OpglE2WA1H2ME)
o FEHE
IP 80 pg tid.
7R
BHHIE - 5 ] X7 A RAER G
SD-037-0399 | 4 III “EHER COPD | HBE - 15[}
5.3.5.1.4 AEE/ A2 EIS BHE OT 4.5 pg bid ~
A 7 & Rkt 692 i | @S5ugl B 1WA 1A 2IE) e | |
WATRERM OT 9 pg bid
OpglE1TWALH?2ME)
OT 18 g bid

OpglE2WA1H2ME)
XHRHE « 7T R
540 - 12 08

SD-037-0709 | 5 111 4H CEER COPD | B - 20l
53.5.1.5 A EE/ A2 EIS BE OT 9 pg bid ~
A 7 & Rkt 657 | Opg1E 1WA 1 H 2E) ol | |
MATHE R XHREE © 7T AR

BEWE 6 A (26 1)
(+ 3 38 follow-up)

1) BEEEDTLATF O 3 B
OT 9 pg bid + TT 0.5 mg prn
OT 9 pg bid + OT 4.5 ug pr
77 %7K bid + TT 0.5 mg prn

D5127C00001 | 45 I1 4H “HEM COPD BRI © OT 9 pg 2010.1
5.3.5.1.6 HEE/ AR 2 B B PINIEE ~
gl FEHE/ 109 %1 SD 50 pg. 2010.5
7T AR %HR 77 R
J O AR —/3— 5[] - HE]

bid: 1 A 2 [ElI#¢ 5., prn: BRI, tid : 1 A 3 [E#& 5,

OT : F—F T AZ =t and =% TT: FATEY L HZ—Eant T

IP: A 77 be by 2ONEREREFERARA SD : YL AT 10—/ L OHLEE AR AR

D) HRABIIERELRRBR S LTHEME L7, RERDO S L AARANERBETRLTND,

2)  BHEMBT FLF U AR L 2R TE R VWERENE EORENGERD b NIZEAICIE, IR EEER O ¥
T45pugl A2 ENCHET DI L2 FEEE LT,

10
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3)  FEEGEECIRT SEHEE (77 EARXITO0T9pgl H2[) &L A% 2—# (TT0.5mg Xid OT 4.5 ug
ZRFRA) OMGEERT,

1.5.4 FHEEZNRE LAY DB FAR 5
AFBC B TAHO RSSO BT AR T L TRV, BAET B— L7 F Y = RO

BEHITHL e a— M —Eand 77— (RBRDEES ST) (2OWT, 1BHEPHZEM IR &
DZREIBNN K O NS S BT L M O E OB Z AR & L TR TH D,

11
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1.6.1 NEICE T B ERRKER

2011 4F 5 ARHBIFE, 90 WEIZTERENTWD, THETOARIRNOTEMAE R 1 1R
L7

x 1 FEEDAEIKR

E 4% BR5E 4 =

ATz —F Oxis Turbuhaler, 9 micrograms/dose, inhalation powder | 1996 410 A 14 H
AFY R Oxis Turbohaler 12, inhalation powder 1997 43 A 26 H
1.6.2 FEEDRIXEOHE

TEEEORMNLEOWEEZE 2 1T, 2B, FEORMNLERL (XY =—7F B LT
B A Ee) | I, REEPET — X U— MIRMNERE LT,

x 2 FEEDRAIXENHE

E4 AY9T—FT 41Xy R

ongd Oxis Turbuhaler, 9ug/FH &, W AH¥K | Oxis Turbohaler 12, W AJHK K

Zhie - Zhik AFNT, AT 8vA RIZ iéﬁ@ﬁ%%#+ Tiﬁm% BEIZBNT, MART
0 A RHERFBIR~OBINGERAME L LT, i%%ﬁ&@ﬁ%&@@@ﬁ%ﬁﬁ
%@%%%ﬁﬁk#éoit\&ﬁ%%ﬁ%ﬁ%(GWD)%%_ B
FEIER OFRIRE B IS & T 5,

ik - A& 1 ERIC 2 BBz CawEHAEZBA 2 ARBNLEICR-T-HAF. KRV B
0 — /Ll TR WK TH O | HERRRIE A BTS2 &,

6 AR DO/NETIEZEME R OFEIMEDT — X PNAR 43 TH D=, RFI O FIE

HESE X LTy,

i B -

MEEOHA, AANT 1B 1RSI 1B 2B (EHRA) FRAAETHY ., 2HEOK

BPASIER A BT 57200 [RIEEHEHE] & LTHEHAERETH 5,

18 S Z#B % BHN -

FEIEIEVE © BN SCPAZERER ORI IE 1 WA

EHRA 1R AZ 1T H 1R H 2B, BFICESoTE2WA LT H 1R
H2ENLEIZRDGERD D,

PEBFERANFSE SO Y - FEBETS 1 %A

EMAD 1 BRASEIZ 4 WAZBX/2WI L LT3R, R THILL 24 FERELL
PIZIR 6 WA TR TRETH 5.

1EH7-0 3WMAZBL THEALRNW &,

6 WL EDNIER OELERE -

TG RS X PAZEIER ORI IE 1 A




1.6 SEENCI T 2R NEICRET 286
— &4 - RET B — )L < LR KR

x 2 FTEEDRIXENHE

E4 AY)T—TY | 41Xy R
EHRA 1M ANE 1 H 1T ESOE 1B 2 0E,
EBFERANESE SO Y - FEBETS 1 %A
EHWAD 1 HHEIZ 2 WAZBZ /W L ET50, —IRITHILL 24 FFRHELL
IR K AWAE CTHERABETH D, 1 EHZD 1 RAEZBLTHEA LN
COPD :
EHIRA 1 W AZE 1B 1RSI A 26,
EHWAD 1 HHEIFZ 2WAZEBEZL RN &,
MBI AT, JEIR OFEMED 72012 EFR o B A O ALTT B2 8 2 BRI A A AT
BETHY, TOHAD 1 HERKEGEIT 4 A CEPWRA+EBIRA) &35, 1
HH7=0 2WAEZBL THEHLRNI &,
FFABETE - WA TR 2R O F B EIL /R, TR E XX B bR E R E Tk
HAFNOME IO TIET —Z B0,
72 TR T A D 5550 & FFH AT RE,
AANIWEIZ LV END, TRbLEBRFEN~ T AL =252 L TR L7
L BEINERE LD IZREL fiﬁlu”jéi“bé
/jE IaE7e HENEOND L), BEICIE AL —ANLMSHELS BEEZRVA
terolIEET Lz &#E%T%é
YA — 2%&Lf%i&mio CEl MABRPHEE LTV AT — AR
TN TS EITIIR AR %&Lfﬁ%b&m;5\%%K%%#é:kﬁ%%f%
2o
SN D I ENDEDT- O ARFIE AR BT ITEOBCHE HEEZ KR v
ENRBH D,
FEM e R IR, FRAGRICFEME STV

=35 AT O— L XTHNE (DEOILEAZEH) (6T DIEEUE

i EOEE | KRNI E ORI E LCHEA L2V & (FIENEE E L TiEE+Ho TRy

F R VEAMER, PSRN LB o B RE X, AT v A NIC KL 2 fol 72 LI EHERRR
ELZTDH L, RFEAZITIERPEI L CTH, PIRIERIEIIMGE T2 X 5 IcE
FIHRT 5 2 & TEIRDERET 2356 LB, FIEFKIZ L 2 IREOHEMA L E e
A%, FRBOB(NE 2 b, MEFPRIEOFFTMRLETH 5,

&AX?H4FT%EE%®%@&ZV%m—wﬁ%%hﬁw%ém\EWE%&
L CAAKIZ B FIHETd DAY, Wi B oD 2 FE B4 LR 3 13 8K 720 B ek oo s B
LR N A GEITIIAROE G 2B L 72N &,

AANZ X DRI EHE 2 EREOFEEROMEN KR T L2200 5, BE
WITRIEEZ BT A L O ICHETT5 & & bic, b LAKIBIGE b BIERN = b
I ESNBRVDNELT DG AT EEZ T D LI RT S 2 &, wEERS—
Hayhte—la3n-s, $ﬂ®%%%ﬁﬁmﬁ%¢5:k%%ﬁﬁézko%&
BEAT T E T ABICIIENNICEE TS A Z ENEETH D, AEIO
NIRRT A &,




1.6 AENCIIT DR EICB T 5 &k
— 4 L RVET B LT~ VR KT

x 2 FTEEDRIXENHE

E4#

AT —F EEDER

—HmAEEB 27202 &, BRAMERSE TIX 36ug/A., /NEEHEE TIE 18ug/
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PRODUKTRESUME

1 LAKEMEDLETS NAMN

Oxis Turbuhaler, 9 mikrogram/dos, inhalationspulver

2 KVALITATIV OCH KVANTITATIV SAMMANSATTNING

Varje avgiven dos (den dos som ldmnar munstycket) frdn Oxis Turbuhaler innehéller 9
mikrogram formoterolfumaratdihydrat. Motsvarande uppmétta dos ar 12 mikrogram.
Hjélpamne: Laktosmonohydrat 441 mikrogram per avgiven dos (motsvarande uppmétta dos ar
588 mikrogram).

For fullstindig forteckning 6ver hjdlpamnen, se avsnitt 6.1.

3 LAKEMEDELSFORM

Inhalationspulver.
Vitt pulver.

4 KLINISKA UPPGIFTER

4.1 Terapeutiska indikationer

Oxis Turbuhaler ges som tilldgg till underhéllsbehandling med inhalerad kortikosteroid for
lindring av bronkobstruktiva symtom och férebyggande av anstrangningsutlosta symtom till
patienter med astma nir adekvat behandling med kortikosteroider inte ar tillrackligt. Oxis
Turbuhaler ges ocksa for lindring av bronkobstruktiva symtom till patienter med kroniskt
obstruktiv lungsjukdom (KOL).

4.2 Dosering och administreringssatt

Anvindning av hogre doser dn vad som vanligen behovs for en patient i mer dn 2 dagar per
vecka ér ett tecken pé suboptimal sjukdomskontroll och underhallsbehandlingen bor
omvérderas.

Oxis Turbuhaler rekommenderas inte till barn under 6 &r beroende pa otillrackliga data
avseende sikerhet.

Astma:
Vid astma kan Oxis Turbuhaler anvidndas en eller tva ganger dagligen (underhéllsbehandling)
och som vid behovsmedicinering for anfallskupering vid akuta bronkobstruktiva symtom.

Vuxna > 18 ar:

Anfallskupering: 1 inhalation for att hdva akuta bronkobstruktiva symtom.
Underhallsbehandling: 1 inhalation en eller tva ganger per dygn. Vissa patienter kan behova 2
inhalationer en eller tva génger per dygn.

Forebyggande av anstringningsutlost bronkkonstriktion: 1 inhalation fore anstrangning.
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Dygnsdosen for underhallsbehandling bor inte 6verstiga 4 inhalationer, men tillfalligt kan upp
till maximalt 6 inhalationer tilldtas under 24 timmars period.
Mer dn 3 inhalationer ska ej tas vid samma tillfélle.

Barn och ungdomar fran 6 dar:

Anfallskupering: 1 inhalation for att hdva akuta bronkobstruktiva symtom.
Underhdllsbehandling: 1 inhalation en eller tva ganger per dygn.

Forebyggande av anstringningsutlost bronkkonstriktion: 1 inhalation fore anstrangning.

Dygnsdosen for underhallsbehandling bor inte 6verstiga 2 inhalationer, men tillfalligt kan upp
till maximalt 4 inhalationer tilldtas under en 24-timmars period. Mer dn 1 inhalation ska inte
tas vid samma tillfadlle.

KOL:
Underhdadllsbehandling: 1 inhalation en eller tva ganger per dygn. Dygnsdosen for
underhallsbehandling bor inte 6verstiga 2 inhalationer.

Vid behov kan, utéver underhallsdoseringen, ytterligare inhalationer tas for lindring av
symtom upp till en sammanlagd dygnsdos av 4 inhalationer (underhalls- och vid
behovsdosering sammantaget). Mer én 2 inhalationer ska ej tas vid samma tillfélle.

Sdrskilda patientgrupper
Till dldre patienter krévs ingen dosjustering. Det finns inga data om hur Oxis Turbuhaler ska
anvéndas till patienter med nedsatt njur- eller leverfunktion (se dven avsnitt 5.2).

OBS! En lagre styrka finns ocksa tillgénglig.

Oxis Turbuhaler dr inandningsdriven vilket betyder, att nir patienten andas in genom
munstycket foljer substansen med den inandade luften ner i luftvigarna.

OBS! Det ar viktigt att instruera patienten att andas in kraftfullt och djupt genom munstycket
for att forsdkra att dosen blir optimal.

Det ar viktigt att instruera patienten att inte tugga eller bita pa munstycket och att inte anvinda
inhalatorn om den blivit skadad eller om munstycket lossats.

Det dr mojligt, att patienten inte smakar eller kdnner ndgon medicin, nar Oxis Turbuhaler
anvénds, vilket beror pa att sa liten méngd substans dispenseras.

En utforlig beskrivning finns i varje forpackning.

4.3 Kontraindikationer

Overkinslighet mot formoterol eller mot laktos (vilket innehaller sma mingder mjolkprotein).

4.4 Varningar och forsiktighetsmatt

Oxis Turbuhaler ska inte anvéndas (och ar inte tillrackligt) som forstahandslikemedel vid
behandling av astma. Astmapatienter, som behdver behandling med langverkande beta,-
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agonister, ska ocksa ha optimal antiinflammatorisk underhallsbehandling med
kortikosteroider.

Patienterna ska instrueras att fortsétta ta sin antiinflammatoriska medicin efter start av
behandling med Oxis Turbuhaler, &ven ndr symtomen minskar. Om symtomen kvarstar eller
behandlingen med beta,-agonister behover okas, tyder detta pa att grundsjukdomen forsdmrats
och en omvirdering av underhéllsbehandlingen ska goras. Aven om behandling med Oxis
Turbuhaler kan introduceras som tilldggsbehandling nér inhalationskortikosteroider inte &r
tillrackliga for adekvat astmakontroll, ska inte behandling med Oxis Turbuhaler paborjas
under en akut svar astmaexacerbation eller vid en akut eller markant forsdmring av astman.

Allvarliga astmarelaterade biverkningar och exacerbationer kan intraffa under behandling med
Oxis Turbuhaler. Patienter ska uppmanas att fortsitta behandlingen men samtidigt rddgora
med ldkare om astmasymtomen kvarstar eller forsdmras efter initiering av behandling med
Oxis Turbuhaler. Nar symtomen dr under kontroll bér man Gvervéga en gradvis nedtrappning
av dosen. Regelbunden uppfoljning av patienterna dven under nedtrappningen &r viktigt. Den
lagsta effektiva dosen ska anvéndas.

Den maximala dygnsdosen bor inte 6verskridas. Sdkerhet vid langtidsbehandling har inte
faststillts med doser hogre dn 36 mikrogram/dygn for vuxna astmapatienter, 18
mikrogram/dygn for barn med astma samt 18 mikrogram/dag for patienter med COPD.

Frekvent behov av medicinering (d v s profylaktisk behandling mot anstrangningsutlost
bronkkonstriktion med till exempel kortikosteroider och langverkande beta,-agonister) flera
ganger varje vecka, trots en adekvat underhéllsbehandling, kan vara ett tecken pé suboptimal
astmakontroll och motivera en omvirdering av astmabehandlingen och en utvirdering av
compliance.

Forsiktighet ska iakttagas vid behandling av patienter med tyreotoxikos, feokromocytom,
hypertrof obstruktiv kardiomyopati, idiopatisk subvalvulér aortastenos, allvarlig hypertoni,
aneurysm eller annan allvarlig hjartsjukdom som ischemisk hjartsjukdom, takyarytmi eller
svar hjartsvikt.

Formoterol kan orsaka forlingning av QTc-intervallet. Forsiktighet ska iakttas vid behandling
av patienter med forlédngt QTc-intervall och av patienter som behandlas med ldkemedel som
paverkar QTc-intervallet (se avsnitt 4.5 Interaktioner med andra likemedel och 6vriga
interaktioner).

Beroende pa den hyperglukemiska effekten av beta,-agonister reckommenderas utokade
blodglukosmaétningar initialt hos patienter med diabetes.

Potentiellt allvarlig hypokalemi kan uppsté vid beta,-agonist terapi. Sarskild forsiktighet
rekommenderas vid akut, svar astma eftersom den darmed forknippade risken kan forstirkas
vid hypoxi. Hypokalemin kan potentieras vid samtidig behandling med xantinderivat,
steroider och diuretika. Serumkaliumnivéan ska darfor hallas under uppsikt.

Som vid annan inhalationsterapi ska risken for paradoxal bronkospasm dvervigas. Om det
intrdffar, ska behandlingen avbrytas omedelbart och alternativ terapi paborjas (se avsnitt 4.8).
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Oxis Turbuhaler innehéller laktosmonohydrat 441 mikrogram per avgiven dos (motsvarande
588 mikrogram per uppmatt dos). Denna mangd orsakar normalt inte problem hos
laktosintoleranta personer. Patienter med nagot av foljande sdllsynta érftliga tillstand bor inte
anvénda detta likemedel: galaktosintolerans, total laktasbrist eller glukos-
galaktosmalabsorption.

Barn under 6 ar ska inte behandlas med Oxis Turbuhaler eftersom inte tillracklig erfarenhet
finns for denna grupp.

4.5 Interaktioner med andra likemedel och 6vriga interaktioner

Inga specifika interaktionsstudier har utférts med Oxis Turbuhaler.

Samtidig behandling med andra sympatomimetiska substanser sisom andra beta,-agonister
eller efedrin kan potentiera oonskade effekter av Oxis Turbuhaler och dostitrering kan
behovas.

Samtidig behandling med xantinderivat, kortikosteroider eller diuretika sdsom tiazider och
loopdiuretika kan potentiera en séllsynt hypokalemisk effekt av beta,-agonister. Hypokalemi
kan 6ka bendgenheten for hjartarytmi hos patienter som behandlas med digitalisglukosider.

Det finns en teoretisk risk att samtidig anviandning med andra likemedel som konstaterats
forlainga QTc-intervallet kan ge upphov till en farmakodynamisk interaktion med formoterol
och 6ka en mgjlig risk for ventrikuldra arytmier. Exempel péd sddana likemedel ar vissa
antihistaminer (t ex terfenadin, astemisol, mizolastin), vissa antiarrytmika (t ex kinidin,
disopyramid, prokainamid), erytromycin och tricykliska antidepressiva.

Det finns en 6kad risk for arytmier hos patienter som ges anestesi med halogenerade
vitekarbonater.

Den bronkdilaterande effekten av formoterol kan forstirkas genom samtidig anvindning av
antikolinerga ldkemedel.

Beta-adrenerga blockerare kan forsvaga eller upphiva effekten av Oxis Turbuhaler. Oxis
Turbuhaler ska déarfor inte ges tillsammans med beta-adrenerga blockerare (inklusive
O0gondroppar) savida ej tvingande skél foreligger.

4.6 Graviditet och amning

Adekvata data frdn behandling av gravida kvinnor med formoterol saknas. I djurférsok har
formoterol orsakat implantationsforluster samt minskad tidig postnatal 6verlevnad och
fodelsevikt. Effekterna upptradde vid betydligt hogre systemexponeringar dn de som uppnatts
under klinisk anvindning av Oxis Turbuhaler. Behandling med Oxis Turbuhaler kan
overvigas under hela graviditeten om den behovs for att upprétthdlla astmakontroll och om
den forviantade fordelen for modern 6verviger eventuella risker for fostret. Risken for
ménniska dr okand.

Det ar inte kédnt, om formoterol passerar over 1 human brostmjolk.
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Hos rattor har sma méngder formoterol uppmaitts i brostmjolk. Behandling med Oxis
Turbuhaler av ammande kvinnor bor endast 6vervidgas om den forvintade fordelen for modern
overviger eventuella risker for barnet.

4.7 Effekter pa formagan att framfora fordon och anvinda maskiner

Oxis Turbuhaler paverkar ej formégan att kora bil eller att anvinda maskiner.

4.8 Biverkningar

De mest frekvent rapporterade biverkningar vid beta,-agonistbehandling, sdsom tremor och
palpitationer, dr vanligtvis milda och forsvinner efter ndgra dagars behandling.
Biverkningar associerade till formoterol, klassade efter organklasser och frekvens, anges
nedan. Biverkningsfrekvenser rangordnas enligt foljande: Vanliga (>1/100, <1/10), Mindre
vanliga (>1/1000, <1/100), Séllsynta (>1/10000, <1/1000), Mycket séllsynta (<1/10000).

Blodkérl Mycket séllsynta | Variationer i blodtryck
Vanliga Palpitationer
Hjértat Mindre vanligaa | Takykardi
Séllsynta Hjartarrytmier t ex formaksflimmer,
supraventrikulér takykardi, extrasystolier
Mycket sdllsynta | Angina pectoris, forldngning av QTc-
intervallet
Centrala och perifera Vanliga Huvudvirk, tremor
nervsystemet Mycket sdllsynta | Smakforidndringar, yrsel
Immunsystemet Séllsynta Overkinslighetsreaktioner t ex bronkospasm,
exantem, urtikaria, klada
Mag-tarmkanalen Séllsynta [llaméaende
Metabolism och Sallsynta Hypokalemi
nutrition Mycket sdllsynta | Hyperglukemi
Muskuloskeletala Mindre vanliga Muskelkramper

systemet och bindvév

Psykiska storningar

Mindre vanliga

Oro, rastloshet, somnstérningar

Som vid all inhalationsterapi kan paradoxical bronkospasm upptrida i mycket séllsynta fall

(se avsnitt 4.4).

Behandling med beta,-agonister kan resultera i forhdjda nivaer av insulin, fria fettsyror,
glycerol och ketonkroppar i blodet.
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Hjélpamnet laktos innehaller sma méngder mjolkprotein, vilket kan orsaka allergiska
reaktioner.

4.9 Overdosering

Klinisk erfarenhet av behandling av 6verdosering ér begransad. En 6verdos leder sannolikt till
effekter typiska for betay-agonister: Tremor, huvudvérk och palpitationer.

Takykardi, hyperglukemi, hypokalemi, forlingt QTc-intervall, arytmi, illaméende och
krakningar har rapporterats i enstaka fall.
Understodjande och symtomatisk behandling &r pékallad.

Anvindning av kardioselektiva beta-blockerare kan dvervigas, men endast med extrem
forsiktighet eftersom anviandning av beta-adrenerga blockerare kan framkalla bronkospasm.
Serumkalium bor monitoreras.

5 FARMAKOLOGISKA EGENSKAPER

5.1 Farmakodynamiska egenskaper

Farmakoterapeutisk grupp: selektiv beta-2-agonist, formoterol ATC-kod: RO3AC13
Formoterol dr en selektiv betay-adrenoceptoragonist, som verkar avslappande pa den glatta
muskulaturen i bronkerna. Formoterol har sdlunda en bronkdilaterande effekt hos patienter
med reversibel luftvigsobstruktion. Den bronkdilaterande effekten sitter in snabbt, inom 1-3
minuter efter inhalation, och varar i genomsnitt 12 timmar efter en engangsdos.

5.2 Farmakokinetiska uppgifter

Absorption
Inhalerat formoterol absorberas snabbt. Maximal plasmakoncentration uppnas cirka 10
minuter efter inhalation.

I studier har visats att lungdepositionen av formoterol, inhalerat via Turbuhaler, varierar
mellan 28 och 49% av avgiven dos (motsvarande 21-37% av uppmatt dos). Den totala
systemiska tillgéngligheten for den hogre lungdepositionen var omkring 61% av avgiven dos
(motsvarande 46% av uppméitt dos).

Distribution och metabolism

Plasmaproteinbindning dr cirka 50%.

Formoterol metaboliseras via direkt glukuronidering och O-demetylering.
Enzymet som medfor O-demetylering, har inte identifierats.

Total plasmaclearance och distributionsvolym har ej bestamts.

Eliminering

Storre delen av dosen formoterol utsondras i metaboliserad form. Efter inhalation utsondras 8-
13% av avgiven dos (motsvarande 6-10% av uppmétt dos) formoterol ometaboliserad i urinen.
Cirka 20% av en i.v.-dos utsondras ofordndrad i urinen. Den terminala halveringstiden efter
inhalation uppskattas till 17 timmar.

Sarskilda patientgrupper
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Effekten av nedsatt lever- eller njurfunktion pa formoterols kinetik samt kinetiken hos éldre ar
inte kénda. Eftersom formoterol elimineras till storsta delen genom levermetabolism kan en
okad exponering forvéntas hos patienter med allvarlig levercirrhos.

53 Prekliniska sikerhetsuppgifter

I toxicitetsstudier pa ratta och hund, paverkar formoterol huvudsakligen det kardiovaskuléra
systemet 1 form av effekter som hyperemi, takykardi, arytmier och skador pa myokardiet.
Dessa effekter dr kinda farmakologiska manifestationer efter administrering av hoga doser
betay-agonister.

En ndgot hammad fertilitet hos hanrattor har iakttagits vid hog systemexponering for
formoterol.

Inga genotoxiska effekter av formoterol har observerats 1 in vitro och in vivo-tester. Hos rattor
och moss har en lédtt 6kning av benigna uterina leilomyom observerats. Dessa betraktas som
gnagarspecifika klasseffekter som upptrader efter lang exponering av hoga doser beta,-
agonister.

6 FARMACEUTISKA UPPGIFTER

6.1 Forteckning 6ver hjilpimnen

Laktosmonohydrat (innehéller mj6lkproteiner).

6.2 Inkompatibiliteter

Ej relevant.

6.3 Hallbarhet

2 ar.

6.4 Sarskilda forvaringsanvisningar

Forvaras vid hogst 30°C. Forvara inhalatorn med skyddshylsan ordentligt paskruvad.

6.5 Forpackningstyp och innehall

Oxis Turbuhaler dr en inandningsdriven flerdospulverinhalator. Inhalatorn &r tillverkad i plast
(PP, PC, HDPE, LDPE, LLDPE, PBT). Varje inhalator innehaller 60 doser. Varje forpackning
innehaller 60 doser (1 inhalator), 3x60 doser (3 inhalatorer), 10x60 doser (10 inhalatorer),
18x60 doser (18 inhalatorer) eller 20x60 doser (20 inhalatorer).

Alla forpackningsstorlekar marknadsfors ej i Sverige.

6.6 Sarskilda anvisningar for destruktion och 6vrig hantering

Inga sidrskilda anvisningar.
Ej anvént ladkemedel och avfall ska hanteras enligt géllande anvisning.

7 INNEHAVARE AV GODKANNANDE FOR FORSALJNING

AstraZeneca AB
151 85 Sodertélje
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1996-10-14 / 2007-03-10
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SUMMARY OF THE PRODUCT CHARACTERISTICS

1 NAME OF THE MEDICINAL PRODUCT

Oxis Turbuhaler, 9 micrograms/dose, inhalation powder

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Each delivered dose (i.e. the dose leaving the mouthpiece) from Oxis Turbuhaler contains
9 micrograms formoterol fumarate dihydrate, which is derived from a metered dose of

12 micrograms.

Excipient: Lactose monohydrate 441 micrograms per delivered dose (corresponding to 588
micrograms per metered dose)

For a full list of excipients, see section 6.1.

3 PHARMACEUTICAL FORM

Inhalation powder.
White powder.

4 CLINICAL PARTICULARS

4.1 Therapeutic indications

Oxis Turbuhaler is indicated, as add on therapy to maintenance treatment with inhaled
corticosteroids, for the relief of broncho-obstructive symptoms and prevention of exercise-
induced symptoms in patients with asthma when adequate treatment with corticosteroids is
not sufficient. Oxis Turbuhaler is also indicated for the relief of broncho-obstructive
symptoms in patients with chronic obstructive pulmonary disease (COPD).

4.2 Posology and method of administration

Use of doses above those normally required by the individual patient on more than 2 days per
week is a sign of suboptimal disease control and maintenance treatment should be reassessed.

Oxis Turbuhaler is not recommended for use in children below 6 years due to insufficient data
on safety and efficacy.

Asthma:
In asthma, Oxis Turbuhaler can be used once or twice daily (‘regular dosage”’), and as ‘relief
medication’ to relieve acute broncho-obstructive symptoms.

Adults aged > 18 years:

Relief medication: 1 inhalation for the relief of acute broncho-obstructive symptoms.
Regular dosage: 1 inhalation once or twice daily. Some patients may need 2 inhalations once
or twice daily.

Prevention of exercise-induced bronchoconstriction: 1 inhalation before exercise.



The daily dose for regular use should not exceed 4 inhalations, however occasionally up to a
maximum of 6 inhalations may be allowed within a 24-hour period. No more than 3
inhalations should be taken on any single occasion.

Children and adolescents, 6 years and older:

Relief medication: 1 inhalation for the relief of acute broncho-obstructive symptoms.
Regular dosage: 1 inhalation once or twice daily.

Prevention of exercise-induced bronchoconstriction: 1 inhalation before exercise.

The regular daily dose should not exceed 2 inhalations, however occasionally up to a
maximum of 4 inhalations may be allowed within a 24-hour period. No more than 1 inhalation
should be taken on any single occasion.

COPD:

Regular dosage: 1 inhalation once or twice daily.

The daily dose for regular use should not exceed 2 inhalations.

If required, additional inhalations above those prescribed for regular therapy may be used for
relief of symptoms, up to a maximum total daily dose of 4inhalations, (regular plus as
required). More than 2 inhalations should not be taken on any single occasion.

Special patient groups: There are no special dosing requirements for elderly patients. There
are no data available for use of Oxis Turbuhaler in patients with hepatic or renal impairement
(see also section 5.2).

NB! A lower strength is also available.

Oxis Turbuhaler is inspiratory flow driven which means that, when the patient inhales through
the mouthpiece, the substance will follow the inspired air into the airways.

Note! It is important to instruct the patient to breathe in forcefully and deeply through the
mouthpiece to ensure that an optimal dose is obtained.

It is important to instruct the patient never to chew or bite on the mouthpiece and never to use
the inhaler if it has been damaged or if the mouthpiece has become detached.

The patient may not taste or feel any medication when using Oxis Turbuhaler due to the small
amount of drug dispensed.

Detailed instructions for use are packed together with each inhaler.

4.3 Contraindications

Hypersensitivity to formoterol or to lactose (which contains small amounts of milk proteins).

4.4 Special warnings and special precautions for use

Oxis Turbuhaler should not be used (and is not sufficient) as the first treatment for asthma.
Asthmatic patients who require therapy with long-acting [3,-agonists, should also receive
optimal maintenance anti-inflammatory therapy with corticosteroids.
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Patients must be advised to continue taking their anti-inflammatory therapy after the
introduction of Oxis Turbuhaler even when symptoms decrease. Should symptoms persist, or
treatment with [3-agonists need to be increased, this indicates a worsening of the underlying
condition and warrants a reassessment of the maintenance therapy. Although Oxis Turbuhaler
may be introduced as add-on therapy when inhaled corticosteroids do not provide adequate
control of asthma symptoms, patients should not be initiated on Oxis Turbuhaler during an
acute severe asthma exacerbation, or if they have significantly worsening or acutely
deteriorating asthma.

Serious asthma-related adverse events and exacerbations may occur during treatment with
Oxis Turbuhaler. Patients should be asked to continue treatment but seek medical advice if
asthma symptoms remain uncontrolled or worsen after initiation on Oxis Turbuhaler. Once
asthma symptoms are controlled, consideration may be given to gradually reducing the dose of
Oxis Turbuhaler. Regular review of patients as treatment is stepped down is important. The
lowest effective dose of Oxis Turbuhaler should be used.

The maximum daily dose should not be exceeded. The long term safety of regular treatment at
higher doses than 36 micrograms per day in adults with asthma, 18 micrograms per day in
children with asthma and 18 micrograms per day in patients with COPD has not been
established.

Frequent need of medication (i.e. prophylactic treatment e.g. corticosteroids and long-acting
B,-agonists) for the prevention of exercise-induced bronchoconstriction several times every
week, despite an adequate maintenance treatment, can be a sign of suboptimal asthma control,
and warrants a reassessment of the asthma therapy and an evaluation of the compliance.

Caution should be observed when treating patients with thyrotoxicosis, phaeochromocytoma,
hypertrophic obstructive cardiomyopathy, idiopathic subvalvular aortic stenosis, severe
hypertension, aneurysm or other severe cardiovascular disorders, such as ischaemic heart
disease, tachyarrhythmias or severe heart failure.

Formoterol may induce prolongation of the QTc-interval. Caution should be observed when
treating patients with prolongation of the QTc-interval and in patients treated with drugs
affecting the QTc-interval (see 4.5).

Due to the hyperglycaemic effects of 3,-agonists, additional blood glucose monitoring is
recommended initially in diabetic patients.

Potentially serious hypokalaemia may result from [3,-agonist therapy. Particular caution is
recommended in acute severe asthma as the associated risk may be augmented by hypoxia.
The hypokalaemic effect may be potentiated by concomitant treatment with xanthine-
derivatives, steroids and diuretics. The serum potassium levels should therefore be monitored.

As with other inhalation therapy, the potential for paradoxial bronchospasm should be
considered. If it occurs, the treatment should be discontinued immediately and alternative

therapy started( Se section 4.8)

Oxis Turbuhaler contains lactose monohydrate, 441 micrograms per delivered dose
(corresponding to 588 micrograms per metered dose). This amount does not normally cause
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problems in lactose intolerant people. Patients with rare hereditary problems of galactose
intolerance, the Lapp lactase deficiency or glucose-galactose malabsorption should not take
this medicine.

Children up to the age of 6 years should not be treated with Oxis Turbuhaler, as no sufficient
experience is available for this group.

4.5 Interaction with other medicinal products and other forms of interaction

No specific interaction studies have been carried out with Oxis Turbuhaler.

Concomitant treatment with other sympathomimetic substances such as other ,-agonists or
ephedrine may potentiate the undesirable effects of Oxis Turbuhaler and may require titration
of the dose.

Concomitant treatment with xanthine derivatives, steroids or diuretics such as thiazides and
loop diuretics may potentiate a rare hypokalaemic adverse effect of $,-agonists.
Hypokalaemia may increase the disposition towards arrhythmias in patients who are treated
with digitalis glycosides.

There is a theoretical risk that concomitant treatment with other drugs known to prolong the
QTc-interval may give rise to a pharmacodynamic interaction with formoterol and increase the
possible risk of ventricular arrhythmias. Examples of such drugs include certain
antihistamines (e.g. terfenadine, astemizole, mizolastine), certain antiarrhythmics (e.g.
quinidine, disopyramide, procainamide), erythromycin and tricyclic antidepressants.

There is an elevated risk of arrhythmias in patients receiving concomitant anaesthesia with
halogenated hydrocarbons.

The bronchodilating effects can be enhanced by anticholinergic drugs.

Beta-adrenergic blockers can weaken or inhibit the effect of Oxis Turbuhaler. Oxis
Turbuhaler should therefore not be given together with beta-adrenergic blockers (including
eye drops) unless there are compelling reasons.

4.6 Pregnancy and lactation

There are no adequate data from the use of formoterol in pregnant women. In animal studies
formoterol has caused implantation losses as well as decreased early postnatal survival and
birth weight. The effects appeared at considerably higher systemic exposures than those
reached during clinical use of Oxis Turbuhaler. Treatment with Oxis Turbuhaler may be
considered at all stages of pregnancy if needed to obtain asthma control, and if the expected
benefit to the mother is greater than any possible risk to the fetus. The potential risk for human
is unknown.

It is not known whether formoterol passes into human breast milk. In rats, small amounts of
formoterol have been detected in maternal milk. Administration of Oxis Turbuhaler to women
who are breastfeeding should only be considered if the expected benefit to the mother is
greater than any possible risk to the child.
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4.7 Effects on ability to drive and use machines

Oxis Turbuhaler has no influence on the ability to drive and use machines.

4.8 Undesirable effects

The most commonly reported adverse events of 3,-agonist therapy, such as tremor and
palpitations, tend to be mild and disappear within days of treatment.

Adverse reactions, which have been associated with formoterol, are given below, listed by
system organ class and frequency. Frequency are defined as: very common (>1/10), common
(=1/100) and <1/10), uncommon (=1/1 000 and < 1/100), rare (=1/10 000 and < 1/1000) and

very rare <1/10 000).
Cardiac disorders Common Palpitations
Uncommon Tachycardia
Rare Cardiac arrhythmias, e.g. atrial fibrillation,
supraventricular tachycardia, extrasystoles.
Very rare Angina pectoris, Prolongation of QTc interval
Gastrointestinal Rare Nausea
disorders
Immune system Rare Hypersensitivity reactions, e.g.
disorders bronchospasm, exanthema, urticaria, pruritus
Metabolic and nutrition | Rare Hypokalemia
disorders
Very rare Hyperglycemia
Musculoskeletal, Uncommon Muscle cramps
connective tissue and
bone disorders
Nervous system Common Headache, tremor
disorders
Very rare Taste disturbances, dizziness
Psychiatric disorders Uncommon Agitation, restlessness, sleep disturbances
Vascular disorders Very rare Variations in blood pressure

As with all inhalation therapy, paradoxical bronchospasm may occur in very rare cases.( see

section 4.4)

Treatment with [3,-agonists may result in an increase in blood levels of insulin, free fatty
acids, glycerol and ketone bodies.

13




The excipient lactose contains small amounts of milk proteins. These may cause allergic
reactions.

4.9 Overdose

There is limited clinical experience on the management of overdose. An overdose would
likely lead to effects that are typical of 3,-agonists: tremor, headache, palpitations.

Symptoms reported from isolated cases are tachycardia, hyperglycaemia, hypokalaemia,
prolonged QTc-interval, arrythmia, nausea and vomiting. Supportive and symptomatic
treatment is indicated.

Use of cardioselective beta-blockers may be considered, but only subject to extreme caution
since the use of B-adrenergic blocker medication may provoke bronchospasm. Serum
potassium should be monitored.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: selective f,-agonist, formoterol, ATC code: RO3A C13.
Formoterol is a selective 3;-adrenoceptor agonist that produces relaxation of bronchial
smooth muscle. Formoterol thus has a bronchodilating effect in patients with reversible
airways obstruction. The bronchodilating effect sets in rapidly, within 1-3 minutes after
inhalation and has a mean duration of 12 hours after a single dose.

5.2 Pharmacokinetic properties

Absorption
Inhaled formoterol is rapidly absorbed. Peak plasma concentration is reached about
10 minutes after inhalation.

In studies the mean lung deposition of formoterol after inhalation via Turbuhaler ranged from
28-49% of the delivered dose (corresponding to 21-37% of the metered dose). The total
systemic availability for the higher lung deposition was around 61% of the delivered dose
(corresponding to 46% of the metered dose).

Distribution and metabolism

Plasma protein binding is approximately 50%.

Formoterol is metabolised via direct glucuronidation and O-demethylation. The enzyme
responsible for O-demethylation has not been identified. Total plasma clearance and volume
of distribution has not been determined.

Elimination

The major part of the dose of formoterol is eliminated via metabolism. After inhalation 8-13%
of the delivered dose (corresponding to 6-10% of the metered dose) of formoterol is excreted
unmetabolised in the urine. About 20% of an intravenous dose is excreted unchanged in the
urine. The terminal half-life after inhalation is estimated to be 17 hours.

Special populations:
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The effect of decreased liver or kidney function on the pharmacokinetics of formoterol and the
pharmacokinetics in the elderly is not known. As formoterol is primarily eliminated via liver
metabolism an increased exposure can be expected in patients with severe liver cirrhosis.

53 Preclinical safety data

The effects of formoterol seen in toxicity studies in rats and dogs were mainly on the
cardiovascular system and consisted of hyperaemia, tachycardia, arrhythmias and myocardial
lesions. These effects are known pharmacological manifestations seen after the administration
of high doses of 3,-agonists.

A somewhat reduced fertility in male rats was observed at high systemic exposure to
formoterol.

No genotoxic effects of formoterol have been observed in in-vitro or in vivo tests. In rats and
mice a slight increase in the incidence of benign uterine leiomyomas has been observed. This
effect is looked upon as a class-effect observed in rodents after long exposure to high doses of
,-agonists.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Lactose monohydrate (which contains milk proteins).

6.2 Incompatibilities

Not applicable.

6.3 Shelf-life

2 years.

6.4 Special precautions for storage

Do not store above 30°C. Keep the container/cup tightly closed.

6.5 Nature and contents of container

Oxis Turbuhaler is a multidose, inspiratory flow driven, dry powder inhaler. The inhaler is
made of plastic parts (PP, PC, HDPE, LDPE, LLDPE, PBT).

Each inhaler contains 60 doses. Each pack contains either 60 doses (1 inhaler), 3x60 doses (3
inhalers), 10x60 doses (10 inhalers), 18x60 doses (18 inhalers) or 20x60 doses (20 inhalers).
Not all pack-sizes may be marketed.

6.6 Special precautions for disposal and other handling

No special requirements.
Any unused product or waste material should be disposed of in accordance with the local
requirements.

7 MARKETING AUTHORISATION HOLDER
AstraZeneca AB
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13016
9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
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Date of last renewal: 10 March 2007

10 DATE OF REVISION OF THE TEXT
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Summary of Product Characteristics

1. NAME OF THE MEDICINAL PRODUCT
Oxis Turbohaler 12, inhalation powder.

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each delivered dose (i.e. the dose leaving the mouthpiece) from Oxis Turbohaler 12
contains 9 micrograms formoterol fumarate dihydrate which is derived from a
metered dose of 12 micrograms.
Excipient: Lactose monohydrate 441 micrograms per delivered dose (corresponding
to 588 micrograms per metered dose).
For a full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Inhalation powder.
White powder.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications
Oxis Turbohaler is indicated as add on therapy to maintenance treatment with
inhaled corticosteroids, for the relief of broncho-obstructive symptoms and
prevention of exercise-induced symptoms, in patients with asthma when adequate
treatment with corticosteroids is not sufficient. Oxis Turbohaler is also indicated for
the relief of broncho-obstructive symptoms in patients with chronic obstructive
pulmonary disease (COPD).

4.2 Posology and method of administration
Use of doses above those normally required by the individual patient on more than
2 days per week, is a sign of suboptimal disease control and maintenance treatment
should be reassessed.
Oxis Turbohaler is not recommended for use in children below 6 years due to
insufficient data on safety and efficacy.
Asthma:
In asthma, Oxis Turbohaler can be used once or twice daily (‘regular dosage’) and
as ‘relief medication’ to relieve acute broncho-obstructive symptoms.

UK SmPC Oxis Turbohaler 12 RSP 09 0076a (based on RSP 07 0079) 14/07/10 MA Page 1 of 9
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Summary of Product Characteristics

Adults aged > 18 years:
Relief medication: 1 inhalation for the relief of acute broncho-obstructive
symptoms.

Regular dosage: 1 inhalation once or twice daily. Some patients may need 2
inhalations once or twice daily.

Prevention of exercise-induced bronchoconstriction: 1 inhalation before exercise.

The daily dose for regular use should not exceed 4 inhalations, however
occasionally up to a maximum of 6 inhalations may be allowed within a 24-hour
period.

No more than 3 inhalations should be taken on any single occasion.

Children and adolescents 6 years and older:
Relief medication: 1 inhalation for the relief of acute broncho-obstructive
symptoms.

Regular dosage: 1 inhalation once or twice daily.
Prevention of exercise-induced bronchoconstriction: 1 inhalation before exercise.

The regular daily dose should not exceed 2 inhalations, however, occasionally up to
a maximum of 4 inhalations may be allowed within a 24-hour period. No more than
1 inhalation should be taken on any single occasion.

COPD:
Regular dosage: 1 inhalation once or twice daily.
The daily dose for regular use should not exceed 2 inhalations.

If required, additional inhalations above those prescribed for regular therapy may be
used for relief of symptoms, up to a maximum total daily dose of 4 inhalations
(regular plus as required). More than 2 inhalations should not be taken on any single
occasion.

Special patient groups: There are no special dosing requirements for elderly
patients. There are no data available for use of Oxis Turbohaler in patients with
hepatic or renal impairment (see also section 5.2).

NB! A lower strength is also available.

Oxis Turbohaler is inspiratory flow driven which means that, when the patient
inhales through the mouthpiece, the substance will follow the inspired air into the
airways.

UK SmPC Oxis Turbohaler 12 RSP 09 0076a (based on RSP 07 0079) 14/07/10 MA Page 2 of 9
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Summary of Product Characteristics

Note! It is important to instruct the patient to breathe in forcefully and deeply
through the mouthpiece to ensure that an optimal dose is obtained.

It is important to instruct the patient never to chew or bite on the mouthpiece and
never to use the inhaler if it has been damaged or if the mouthpiece has become
detached.

The patient may not taste or feel any medication when using Oxis Turbohaler due to
the small amount of drug dispensed.

Detailed instructions for use are packed together with each inhaler.

4.3 Contraindications
Hypersensitivity to formoterol or to lactose (which contains small amounts of milk
proteins).

4.4 Special warnings and special precautions for use

Oxis Turbohaler should not be used (and is not sufficient) as the first treatment for
asthma.

Asthmatic patients who require therapy with long acting [3,-agonists, should also
receive optimal maintenance anti-inflammatory therapy with corticosteroids.
Patients must be advised to continue taking their anti-inflammatory therapy after the
introduction of Oxis Turbohaler even when symptoms decrease. Should symptoms
persist, or treatment with 3;-agonists need to be increased, this indicates a
worsening of the underlying condition and warrants a reassessment of the
maintenance therapy.

Although Oxis Turbohaler may be introduced as add-on therapy when inhaled
corticosteroids do not provide adequate control of asthma symptoms, patients
should not be initiated on Oxis Turbohaler during an acute severe asthma
exacerbation, or if they have significantly worsening or acutely deteriorating
asthma. Serious asthma-related adverse events and exacerbations may occur during
treatment with Oxis Turbohaler. Patients should be asked to continue treatment but
to seek medical advice if asthma symptoms remain uncontrolled or worsen after
initiation on Oxis Turbohaler. Once asthma symptoms are controlled, consideration
may be given to gradually reducing the dose of Oxis Turbohaler. Regular review of
patients as treatment is stepped down is important. The lowest effective dose of
Oxis Turbohaler should be used.

The maximum daily dose should not be exceeded. The long-term safety of regular
treatment at higher doses than 36 micrograms per day in adults with asthma, 18
micrograms per day in children with asthma and 18 micrograms per day in patients
with COPD, has not been established.

UK SmPC Oxis Turbohaler 12 RSP 09 0076a (based on RSP 07 0079) 14/07/10 MA Page 3 of 9
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Summary of Product Characteristics

4.5

Frequent need of medication (i.e. prophylactic treatment e.g. corticosteroids and
long-acting B,-agonists)for the prevention of exercise-induced bronchoconstriction
several times every week, despite an adequate maintenance treatment, can be a sign
of suboptimal asthma control, and warrants a reassessment of the asthma therapy
and an evaluation of the compliance.

Caution should be observed when treating patients with thyrotoxicosis,
phacochromocytoma, hypertrophic obstructive cardiomyopathy, idiopathic
subvalvular aortic stenosis, severe hypertension, aneurysm or other severe
cardiovascular disorders, such as ischaemic heart disease, tachyarrhythmias or
severe heart failure.

Formoterol may induce prolongation of the QTc-interval. Caution should be
observed when treating patients with prolongation of the QTc-interval and in
patients treated with drugs affecting the QTc-interval (see 4.5).

Due to the hyperglycaemic effects of 3,-agonists, additional blood glucose
monitoring is recommended initially in diabetic patients.

Potentially serious hypokalaemia may result from [,-agonist therapy. Particular
caution is recommended in acute severe asthma as the associated risk may be
augmented by hypoxia. The hypokalaemic effect may be potentiated by
concomitant treatment with xanthine-derivatives, steroids and diuretics. The serum
potassium levels should therefore be monitored.

As with other inhalation therapy, the potential for paradoxical bronchospasm should
be considered. If it occurs, the treatment should be discontinued immediately and
alternative therapy started (see section 4.8).

Oxis Turbohaler contains lactose monohydrate, 441 micrograms per delivered dose
(corresponding to 588 micrograms per metered dose). This amount does not
normally cause problems in lactose intolerant people. Patients with rare hereditary
problems of galactose intolerance, the Lapp lactase deficiency or glucose-galactose
malabsorption should not take this medicine.

Children up to the age of 6 years should not be treated with Oxis Turbohaler, as no
sufficient experience is available for this group.

Interaction with other medicinal products and other forms of
interaction

No specific interaction studies have been carried out with Oxis Turbohaler.
Concomitant treatment with other sympathomimetic substances such as other 3,-

agonists or ephedrine may potentiate the undesirable effects of Oxis Turbohaler and
may require titration of the dose.

UK SmPC Oxis Turbohaler 12 RSP 09 0076a (based on RSP 07 0079) 14/07/10 MA Page 4 of 9
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Summary of Product Characteristics

4.6

4.7

4.8

Concomitant treatment with xanthine derivatives, steroids or diuretics such as
thiazides and loop diuretics may potentiate a rare hypokalaemic adverse effect of
[,-agonists. Hypokalaemia may increase the disposition towards arrhythmias in
patients who are treated with digitalis glycosides.

There is a theoretical risk that concomitant treatment with other drugs known to
prolong the QTc-interval may give rise to a pharmacodynamic interaction with
formoterol and increase the possible risk of ventricular arrhythmias. Examples of
such drugs include certain antihistamines (e.g. terfenadine, astemizole, mizolastine),
certain antiarrhythmics (e.g. quinidine, disopyramide, procainamide), erythromycin
and tricyclic antidepressants.

There is an elevated risk of arrhythmias in patients receiving concomitant
anaesthesia with halogenated hydrocarbons.

The bronchodilating effects of formoterol can be enhanced by anticholinergic drugs.

Beta-adrenergic blockers can weaken or inhibit the effect of Oxis Turbohaler. Oxis
Turbohaler should therefore not be given together with beta-adrenergic blockers
(including eye drops) unless there are compelling reasons.

Pregnancy and lactation

There are no adequate data from the use of formoterol in pregnant women. In
animal studies formoterol has caused implantation losses as well as decreased early
postnatal survival and birth weight. The effects appeared at considerably higher
systemic exposures than those reached during clinical use of Oxis Turbohaler.
Treatment with Oxis Turbohaler may be considered at all stages of pregnancy if
needed to obtain asthma control and if the expected benefit to the mother is greater
than any possible risk to the foetus. The potential risk for human is unknown.

It is not known whether formoterol passes into human breast milk. In rats, small
amounts of formoterol have been detected in maternal milk. Administration of Oxis
Turbohaler to women who are breastfeeding should only be considered if the
expected benefit to the mother is greater than any possible risk to the child.
Effects on ability to drive and use machines

Oxis Turbohaler has no influence on the ability to drive and use machines.

Undesirable effects

The most commonly reported adverse events of 3,-agonist therapy, such as tremor
and palpitations, tend to be mild and disappear within a few days of treatment.

Adverse reactions, which have been associated with formoterol are given below,
listed by system organ class and frequency. Frequency are defined as: very common

UK SmPC Oxis Turbohaler 12 RSP 09 0076a (based on RSP 07 0079) 14/07/10 MA Page 5 of 9
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Summary of Product Characteristics

(>1/10), common (>1/100 and <1/10), uncommon (>1/1 000 and <1/100), rare
(>1/10 000 and <1/1000) and very rare <1/10 000).

Cardiac disorders Common Palpitations
Uncommon Tachycardia
Rare Cardiac arrhythmias, e.g. atrial
fibrillation, supraventricular
tachycardia, extrasystoles.
Very rare Angina pectoris, Prolongation of QTc¢
interval
Gastrointestinal disorders | Rare Nausea
Immune system disorders | Rare Hypersensitivity reactions, e.g.
bronchospasm, exanthema, urticaria,
pruritus
Metabolic and nutrition Rare Hypokalemia
disorders
Very rare Hyperglycemia
Musculoskeletal, Uncommon Muscle cramps
connective tissue and
bone disorders
Nervous system disorders | Common Headache, tremor
Very rare Taste disturbances, dizziness
Psychiatric disorders Uncommon Agitation, restlessness, sleep
disturbances
Vascular disorders Very rare Variations in blood pressure

As with all inhalation therapy, paradoxical bronchospasm may occur in very rare

cases (see section 4.4).

Treatment with [,-agonists may result in an increase in blood levels of insulin, free
fatty acids, glycerol and ketone bodies.

UK SmPC Oxis Turbohaler 12 RSP 09 0076a (based on RSP 07 0079) 14/07/10 MA
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Summary of Product Characteristics

The excipient lactose contains small amounts of milk proteins. These may cause
allergic reactions.

4.9 Overdose

There is limited clinical experience on the management of overdose. An overdose
would likely lead to effects that are typical of B,-agonists: tremor, headache,
palpitations. Symptoms reported from isolated cases are tachycardia,
hyperglycaemia, hypokalaemia, prolonged QTc-interval, arrhythmia, nausea and
vomiting. Supportive and symptomatic treatment is indicated.

Use of cardioselective beta-blockers may be considered, but only subject to extreme
caution since the use of B-adrenergic blocker medication may provoke
bronchospasm. Serum potassium should be monitored.

3. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: selective ,-agonist, formoterol, ATC code: RO3A
C13.

Formoterol is a selective B,-adrenoceptor agonist that produces relaxation of
bronchial smooth muscle. Formoterol thus has a bronchodilating effect in patients
with reversible airways obstruction. The bronchodilating effect sets in rapidly,
within 1-3 minutes after inhalation and has a mean duration of 12 hours after a
single dose.

5.2 Pharmacokinetic properties

Absorption
Inhaled formoterol is rapidly absorbed. Peak plasma concentration is reached about
10 minutes after inhalation.

In studies the mean lung deposition of formoterol after inhalation via Turbohaler
ranged from 28-49% of the delivered dose (corresponding to 21-37% of the metered
dose). The total systemic availability for the higher lung deposition was around
61% of the delivered dose (corresponding to 46% of the metered dose).

Distribution and metabolism

Plasma protein binding is approximately 50%.

Formoterol is metabolised via direct glucuronidation and O-demethylation. The
enzyme responsible for O-demethylation has not been identified. Total plasma
clearance and volume of distribution has not been determined.

Elimination

UK SmPC Oxis Turbohaler 12 RSP 09 0076a (based on RSP 07 0079) 14/07/10 MA Page 7 of 9
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Summary of Product Characteristics

5.3

6.2

6.3

6.4

The major part of the dose of formoterol is eliminated via metabolism. After
inhalation 8-13% of the delivered dose (corresponding to 6-10% of the metered
dose) of formoterol is excreted unmetabolised in the urine. About 20% of an
intravenous dose is excreted unchanged in the urine. The terminal half-life after
inhalation is estimated to be 17 hours.

Special populations:

The effect of decreased liver or kidney function on the pharmacokinetics of
formoterol and the pharmacokinetics in the elderly is not known. As formoterol is
primarily eliminated via liver metabolism an increased exposure can be expected in
patients with severe liver cirrhosis.

Preclinical safety data

The effects of formoterol seen in toxicity studies in rats and dogs were mainly on
the cardiovascular system and consisted of hyperaemia, tachycardia, arrhythmias
and myocardial lesions. These effects are known pharmacological manifestations
seen after the administration of high doses of 3,-agonists.

A somewhat reduced fertility in male rats was observed at high systemic exposure
to formoterol.

No genotoxic effects of formoterol have been observed in in-vitro or in vivo tests.
In rats and mice a slight increase in the incidence of benign uterine leiomyomas has
been observed. This effect is looked upon as a class-effect observed in rodents after
long exposure to high doses of 3,-agonists.

PHARMACEUTICAL PARTICULARS

List of excipients

Lactose monohydrate (which contains milk proteins).

Incompatibilities

Not applicable.
Shelf-life

2 years.

Special precautions for storage

Do not store above 30°C. Keep the container/cap tightly closed.

UK SmPC Oxis Turbohaler 12 RSP 09 0076a (based on RSP 07 0079) 14/07/10 MA Page 8 of 9
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Summary of Product Characteristics

6.5 Nature and contents of container

Oxis Turbohaler is a multidose, inspiratory flow driven, dry powder inhaler. The
inhaler is made of plastic parts (PP, PC, HDPE, LDPE, LLDPE, PBT).

Each inhaler contains 60 doses.

Each pack contains either 60 doses (1 inhaler), 3x60 doses (3 inhalers), 10x60 doses
(10 inhalers), 18x60 doses (18 inhalers) or 20x60 doses (20 inhalers).

Not all pack-sizes may be marketed.

6.6 Special precaution for disposal and other handling

No special requirements.
Any unused product or waste material should be disposed of in accordance with the
local requirements.

7. MARKETING AUTHORISATION HOLDER

AstraZeneca UK Ltd.
600 Capability Green
Luton

Bedfordshire

LU1 3LU

UK

8. MARKETING AUTHORISATION NUMBER(S)

PL17901/0153

9. DATE OF FIRST AUTHORISATION/RENEWAL OF
AUTHORISATION

10 March 2007

10. DATE OF REVISION OF THE TEXT

9 August 2010
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Core Data Sheet

Oxis" Turbuhaler  inhalation powder,
4.5 micrograms/dose and 9 micrograms/dose

Use of this data sheet must conform to the current AstraZeneca SOP for “Development,
Approval and Maintenance of Core Product Information”

This document contains trade secrets and confidential commercial information, disclosure of which is prohibited
without providing advance notice to AstraZeneca and opportunity to object.
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Core Data Sheet

Oxis™ Turbuhaler™ inhalation powder,

4.5 micrograms/dose and 9 micrograms/dose
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Core Data Sheet

Oxis™ Turbuhaler™ inhalation powder,

4.5 micrograms/dose and 9 micrograms/dose
2

[

NAME OF THE MEDICINAL PRODUCT
OXIS™ TURBUHALER™ inhalation powder 4.5 micrograms/dose

OXIS™ TURBUHALER™ inhalation powder 9 micrograms/dose

L

4(10)
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Core Data Sheet
Oxis™ Turbuhaler™ inhalation powder,
4.5 micrograms/dose and 9 micrograms/dose
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Astra Draco

A placebo-controlled dose-ranging study with

three doses of formoterol (Oxis Turbuhaler®) b.i.d.
in comparison with 80 ug ipratropium bromide
t.i.d. in patients with mild to moderate Chronic
Obstructive Pulmonary Disease (COPD)
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Astra Draco

A placebo controlled 3 month study, of the efficacy
and safety of three doses of formoterol (Oxis
Turbuhaler®) bid, in patients with Chronic
Obstructive Pulmonary Disease (COPD)
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AstraZeneca

A 6 month study to compare the efficacy and

safety of 9 pg formoterol (Oxis®) Turbuhaler® b.i.d.
with placebo b.i.d. in patients with Chronic
Obstructive Pulmonary Disease (COPD).
Furthermore to compare formoterol 4.5 ug as
needed with terbutaline 0.5 mg as needed.
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AstraZeneca

A randomised, placebo-controlled, double-blind
(double-dummy technique), crossover, multi-
centre study, to evaluate onset of effect in patients
with Chronic Obstructive Pulmonary Disease
(COPD) treated with

formoterol Turbuhaler® 9 Mg, compared with
Serevent® Diskus® 50 pg.

2010.1-
2010.5

a5

#HREH

SEEH




112 Rt ERE—% hES
— i34 RIILETAO—)L I ILEEIE K FIY

TR ——
Sra £ =5 =R | WES | B#E-zok 5‘2‘;’;]%
(EE)
5352 FRERBEEE
5.3.5.2.1 AstraZeneca BARANEZHEFZEMMESE (COPD)EEEXRELT-
RILETO—)L1 B18 ug AR UCOPD 200612
B3 S8 = 552 12- - —
BRI ERORE R UAMERE TSR | 20117 =P HARH g
I E TR LB 1| FESER

5.3.5.3 BEHDHARMEEZHE TRFLEBRES

(ZEL)
5354 ZOtOHBRBES
B
5.3.6 hREOHFERAEERICEHIIMEE
5.3.6.1 AstraZeneca Periodic Safety Update Report for OXIS™ 2010.6-
(formoterol) TURBUHALER™ 201 1'_5 ERW/Esn HREH -
5.3.7 BET—H—EXRRUEHICHE
5.3.7.1 AstraZeneca FEHI—% _ ERiES a4 R _
5.3.7.2 AstraZeneca |BEFR—EX — ERAES HREE —
53.7.3 AstraZeneca |EELGATER—EX _ E R/ N _
5374 AstraZeneca Eﬁﬁ*ﬁﬁiﬁ1ﬁ_%§ _ ER/E5 *:tl*l’ﬁ*—} _
5.3.7.5 AstraZeneca SRBEEEEH _ ERES a4 P _
53.7.6 AstraZeneca [BHMVRREERIZHEITAHETHI—E _ o1 P _
5.4 SEXH
541 Aalbers et al Formoterol in patients with chronic obstructive
2002 pulmonary disease: a randomized, controlled, 3- _ oL Eur Respir J _
month trial.




112 T EH—B mES: M
— &% ARILETR—IL I ILERIE KT
M % L wiEME | WA | smmrom |FWSF
i (ERiEN)
542 Bartow and Formoterol. An update of its pharmacological
Brogden 1998 |properties and therapeutic efficacy in the _ oL Drugs _
management of asthma.
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2005 treatment of chronic obstructive pulmonary _ #Ehh Respir Med _
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internet survey.
548 Rosenborg et al |Relative systemic dose potency and tolerability of
2000 inhaled formoterol and salbutamol in healthy _ ot Eur J Clin _
subjects and asthmatics. Pharmacol
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