* 202045 HGET (5110 | B EEmRNEES | 872492 |

Bk R EET 2~ 8°CITIRE i L e b e
ETHEARS ¢ L5 24 4 JRITEYNE T Ly XAy F | 22500AMX00848000 20134E9 A

/RFEYRE 7 Lys Ay | 22000AMX02124000 | 200244 1
/AR IFEYNE A/ Lyb 22100AMX00429000 | 200949 H

BEMELA > )Y 7 F O ER
A2 2) Y 7 RINILN GBI FHEIE )

JRSEvE"* JUYIRAIvF
NovoRapid® Injection FlexTouch®
w o JRSEWEE JUvIARY
= NovoRapid® Injection FlexPen®
bt JMRSEvEE TJUwH
NovoRapid® Injection InnoLet®
) EE-ES OB KO

N _ > 73MWMDA YR VEIFHI NS ARKF]NDEHIZKD, AV R) V]
Z%E(/To)%%(u ‘;?ngmb\k_t) %@EE#M%ZCH%Q@E‘K{@%%O ﬂi%@éﬁ]?&&i&i

2.0 RMBER 2 2 LW A EHE[11.1.181]

e ; et
2.2 ARFN D AT 5 U BT O B D & 3 B ZJE@&M SUBMD S\ BBy ARMLRIZESCED
3.4/ - IR 8. EEIREAIIR
3.1 488 8.1 EIMHE 1T B & 2R IC D W\ Ty Z DLk b & 0 Bk
11 GmLh CZOFRICIHBESESTE, [9.1.2. 11.1.181]
 TAam A 20> 72 E o 82 MM AT CENBHED T SIEE. [BE O iz
ARG | Gt ) 300 BALEY SR TSRS IR AN BT BT,
T 58.8pg 2 [11.1.1 28]
Sy 2.50mg 8.3H?%ﬁ%ﬁ%%ﬂ%bbﬂ%g&ﬂ%é@’c B % 15
Mo —L 5.16mg TTOLERENBEDONIGE A v R VEH % 25 E'd‘é

ISEWY EIME ZFTH T &,

T - 48mg 8.4 ZBUS AT ¥ b D— b 1 HEL | BEIRTGHIE D BE (L 13
) BAKR T 19 L KR | 3.75mg B IR OD T S | AR CE & L TP 458
LT )Y & 1.74mg ShNBIENBHEOTEETHIE
SRR L 8.5 AKIDHCHMICH 7> TR UTDOMICHETHTE
IKERIEF ) 7 & i EEIZ DV T S HEDI S L 72 0B | BEE
FED TR I 6nmolIT AT o AHI O B IE A > R )Y T RNV ML TS B SHEEITRG TEH I E &AL /2 LT Kl O &5
WAV RYY T AU TG A Y AY Y e b Gl 2D O 1 HONTEMTHE
gy s 2 TOBFADLRABHA ISV THHERIES 5L,
" R STV B HURSIIE A S T RO X T 5T
AR SRR EH O TRES NS . 86 AR LD 12 2) VBFETDIEZ 15\ 85, Wl 4 5
3.2 8] O PR M AR DT~ VEEHRT B LD BEIC ST 50L,
B * 8.7 [Al—MEAT N DD LG KO S EAT IS ST I A
I« Mk | ARIZECEHN OB Tdh b o Mimis it F=yZ2X BV RV A T74=DBHobNbIENHLHD
BNEDT HICRDEIEN BB, TR T A R T B & S bIT, LT O A
pH 720~ 7.60 HICHER T HCE,
— < RH O R T S D 15 <& b AT O S
=) FLvy - — e
N GEAK ) 2~ 3cmifd = [14.1 250 B
% ~ < LB O WA 0 BB 75 305 5 1 12 B 12 1 L MR
~OREEMTHE,
4. ZhREX (3 3R *88 KT IOA K=Y AN ) AV Zba 74— d 5 b ffi
A2 R R OIS & 12 B BRI T AH % 105 LT 33 | ACH] O B3 105 F B 53 75
5. FEEY (2% (C B8; 3= MYy rE—V B EONBBEIEND S, MET
gﬁ%%ﬁ??:Esiggci\,}%%ﬁa“%%éuﬂ61\366/a> BV OARRBGRD SN IHEA T 3 AT O I O
LW BRI O Bk T & B QT B & 143 -1 WEOEMEME L BHER OEFEbERFRON
SATHMEEET S, AT E MY IINE £ 75 T &, BTy bo—L O
e RELIC PR BIEIC R S 0L 72 4 > 2 2RI S £ 72 B
6. AR U HE . B S e C &I KD IR IC T (] 28 HS S
R FSGETIA R ) R & G 9 B R Y R )Y T S Tug.
o IRAITHD o . -
LA T S 12 ~ 208 A e e S REOBEREFISRECHTDIER
BT 5, 5, BRI ER O RATT RIS I U C L 9.1 BHHE - MERS D52 BH
T BH8 L A R B O 5 % & ¥ 1 MR I (3 m 911 FHfr MG BEIES O B
|14~ 100TES S e 3 5 2 S O BE B
. e i BEs N 9.1.2 {KIM¥E Z > \ > =1 CHE
7 RARURECREY 2R o R T TRRREAE AR 13 IR 4
7 ARFNE L #h e b A v R B KD MERRIE S W oo o FHI L TEH L BEEE T b = — % 0 s ke
REFMICRTTHE o © BIRARAE , AR T3 A
7.2 811C B 12T W AHI O (R 1ML 720 DA ¥ R o i L\ D
T ANV MNEHHA EBEORIRICHE L, © O8I0 o SBREED TV a—VENLE
BB SBEIRTT ST, (8.1, 11.1.1 2]

8-9670-09-010-3 1



9.13 B ORIEENFRATNZRRZHFEIZEEXR
B 0 RN = BIE & & 2 FH %z lRA+ 0 BE
RENSEMFEBDEVC LS KMEE KT B
nNwsHz, 11.1.1281]

9.2 BEHEERERE

9.2.1 EE O BHERESRE
KM EzRITBENLBH5, [11.1.151]

9.3 fFikEEREEBRE

R HFe - fEBRK T
F TV R RFIRH MERE N ER O k|7 ) o &2k 23 B 5.
M) ZaAFT IR §5IC LB EMBE| T 2L B A 5N TV
KBbOobNBI|B, 1) T LRZIFIC
G IR b SRS IS
OFH 9~ 354 3 1M 3 28I D 1 >~ 2
B € O fhEE D) o2 WEE DY KN 9

REZ T HBEL|ZAEENH S,

T B TAtE | i AR

9.3.1 BEE O FHEEREEERE TLR=vay %ﬂ%ﬁf{ﬁ@?ﬁ%’;@
— . S M) T LAY BV T/ & D
EMEEECTBENNHE, [11.1.1 58] SR

9.5 iFiF TODA v RY Vg

TR L 72384, H 5 W IRETEEE 28 Tl S N B 154 1 13 Rl g;ﬁgﬁ;gﬂ%i
15 BRI HEH Y BT L Rl A% I 31 % e ST
Vy OBBFERMPENALL T Wi ARICHEEL., MK 75342 F FEEERE 0L F A K
ICHREZITWIRSGEZHE T L&, @AV R VEER ggiﬁbﬁma@;éo
= T/ NI? e FEEa L F a4 Rid.
13 SEARYIN (3 D L S O S 3 S 5 E i B
9.6 1ZAL1R W+ IR VAL 22 © O
HEICHEL, TUNICREZITVWIRGELZ KT 52 ;i/@ﬁgmﬁ%ﬁg
E AV OBERHELLP TV, LSty
9.7 hNR TS X 21k -
EW T RE AT VRSRERR T 5L, RE. BEY ; if’;ft’%?’i;é
b - . )R A TRLFYY BEHTAE U, KA T
SO IS DA A ) DERR LT % DTS 1> 2
9.8 GiinE Vv oywigiic X5
BEOREZBHRLEMBOEEICHRE T 5L, Ak myE ES/Em 269
METFTLTWVWARIENZLEIMEL FHLP T O, =
11{E§T1é%n~ - s IR e T ATy T LR UL Y
(111120 3= R I &
10.8E /A S BRI
WRIEIR - I — LRFORL Y F )T A =7 VR 1
HHIEE i BT - fEBiy KA B LRI A A

PRI s T8 W T~ 7 7 O Ba(MRE % (F 28 B o
v 7T+ AR S K B KIMPERE| S N5 6 REKRILEY BiA v 2 VEEER 1T
2k =L T K dobnd JU<roby X B pE AR %
@@zﬂ@x}yﬁéﬁﬁg% ‘;; ENDH B, PR G645,

o-7 3y —EHER A 15 & 13 I Ak L € TR T A Y A)
FTY YR i T O fthy 75 D AR IF =N ITRARSY A= DIEFHICH T %,
2PP_4E%;§1‘F§}JW i? % +§7\%ﬁ_%§ L fi N I SN =0
LP-1 25 (AP 4 SoHEH T AT e
x| SGLT2 RIRRE N ﬁ”gﬁi P
E /7 LVBRALEER (MAO) L AV ) 5y It | B =3F VB AL T DA > 2
il AR 1S & B 1M YRR R (ST S
Wi R EF 21 9% % 72 ¥ fit il E i 5 &
=BRb S O Al e (3 AT C b 57 : £d,
VIV T ) e A v R VR A R mrye) R#INTHEITTL S
% G2 15 & D b o ob MUREAE A5 15
55, T3,

) LRRAGE 1 %t 3 5 BAIE O AV =7 Ik BORALY R % B
TAEY A2 PE D TUHE R A R T BT EITLBImpE
TR i Q‘ﬁ*ﬁ? %’Bﬁ‘g FREHAET S,

BB 1 Y= 12 2 ARG A 18
gD, o, AR T ; <
95\ A 2 R REER ?‘é‘éio%ﬂhﬁ&a
EHT B, — TR

TR R A EAT S Tx=bAV AV R v oy b E
27 R 75 I ok O i 0 L MERTS.

ZD AW A Y EAREAT O AR RS B 1 F O b | B A<
2 S S ) A5 Oy I K B IIEHER
et 5% verzsFyr oy (ISR X2y sn

B- T A TELUF)VIC K BIE FU LA F SRR WG5S £ B EIL g o8 ok L E v
7075 a— L ik 7> © O [ K 5L F R HRHEAR 723 6 50 1| 2 gt gy 1 38
75/ a— ’Eﬂﬂfﬁllﬁ’g_oif:\{ﬁ HifFH 2 bDO AL E
EyiRo—i LB 1S 6 3 % 52 ki ! VD NSy R

7 O R (i B Wil 2 DMEE O\ (4 2 Emib s,
CENF S VI WEE |5 L

MUR % 84T &+ 2 1] AZANZE e A

BEME D B 5

7<) I W] =
T T H) Y L 11'?IH’FEH T - . -

eV P ST IRDOEWER DB HODONBIENHID T, BEZ+0ITIT

NF 74T T—h

L 77K

YRV an TRt
VYEIIR
LV A/ —)VIGIRE KN

AV RN VRS IR IR
FEOIEFIC LD AFH
DIF ZHR T 5,

W T DA v 2 w5
W ARSI E LT E
1T &0 EIEE 2k
TEEZON TV,
B BERERT | 22 IR 8
DBIE, KEAR. 8
‘;%%“%‘Liﬁfaliﬁlﬂ%&
3P o

AV R Vo UMER %
DI E DG N D
%,

W BERBDON IS I ERS 2 dul 3 578 &) 78

WEZfTHT &,
1.1 EX72EUER

111 IR CHEE AT

W7 R | L D IR T BIA T B
IR B L O 0 RS LTSRS L A2 B | R
W LRI (R TE | R Ak T CRERiE
B SN HoONDEI LN DB, WALE D IRGE
D3  LARIME BME S 2 2 O U | S 78 finli (P ah g
T O ASHEE  ECH) 2 L5B8 TN B H 5,



RHJIS D7 B REIRIG « BEIR I VERIRE B o | B- el 5 #¢
H.&2W0IE LA v R REDS T DN TV AEE T
(E < KIUEE D H1 O AR GBIT | IR 238 &
BILBA R ARER D S S bW E E | (KIhE
B 5V EIMPEVESIEICH A EN D5,
JERB DN BA I3 EE 2 & O A5 2 BT
L HUISAEATOICE a-7 v ay S —EHE
WEDPMFICR T FORi 2G4 52 &, BOE
DIRATHE IS I54 3. 7 N Ik O IRAE G > 7 v 71 =
v D FHANEEG%E B IELE 2T T &,
R IVRE (X FEER I (118 L 72 & 1c b, 34 52 &8
HDHDOTHBEMICEE TSI E, [21.8.1.8.2,
9.1.2.9.1.3.9.2.1,9.3.1, 9.8, 10.2 2]
MA2T F 7475 F > —>avy EHELRH])

FEOR PRI . AT BIR . FEF . 28 D F5 | mE
PRVERIESE D FEIR DS RO S N oS 135 &2 ik d
5T &,

*11.2 Z 0t O BIfEH

0.1~ 5% kili|  0.1% kil A

i TUNL R = Rl | IR T U AJE

JE % 5 peik P

TP TR

- TR NENC

o R

e El

" W 7 IV OO 9 | 9T 527 < 1P

(AL 13 A

TERTH B I %
TN
T NEEE

S L [ RS VAR Y R

FES L AR
B O % -
) 7 0
A= 2

AR VIR

I 1 B>

TR BT | I KT | Jek, G 770
oM |pEu i

14.BHEDEE
14.1 FRREROEE
14.1.14% 58
(DOARFNEINS T 3226-2 1T #EHL L 7o AT T 81 2
MWTHH 35T &, KK EAREHESH & O
WO DR E Ry =—F IV TiT>TW5,
QO AEF & ATH S & O B T iR N5 D~
BHANEDONIHAEITE, Hr L O ESEHITHRD
B A BEDONEHEEZBEHITHNEET LI,
I ADAKAN &2 W DO BEHITHEH LTV L,
14.1. 215 8BM1
B R g (&, Bl KB BEE BB ITIT D o B EES
VAT KD GRS S TS B D THEAL AR, £ Dih
TS 2 EOE 25T &, JiE O FEgET XD
2~3cmiklL CTEMTHIE, [8.72H]
14.1. 3R 54388
FRNICRG LIS WS & 7oL, NS Lo & &
F ARSI DY MEMN T A D EERE B I KIFE A
HobNILIENHLIDOTHETDHIE,
14.1.4% D th
(DAY AY Y A—=b)yP i A v R vEIF| 2 4% L Tl
[ANCR AN
DAV RV H—F) Y DNBEICFED DS A SN0,
BHRICH LA B AONDEIEND L, ol
IS B ELTEIELDHDE, INOHDEHE
BEFFEHLEWIE,
AV RN =Ry P IZO B A>TV BEE 3 fH
HLisnwTE,

15.Z DD FE
15.1 BRERMEA ICE D < 1B
15.1.1 A v R Y I RIERBE O S RIC T vy A7V
v VEWEEFRINER] & #5452 LI K0 KINEE A
IR TWVWEDHENH B,
1512 EA 78/ v EBHLES . BEN ZRES N
TWV5, fFH T AEA1Td ., RENR OO A% O #iE
ZHNBELBBOHRET AL,

16. ZEYBHEE
16.1 MARE

R AR 1260012/ R 5 EY REX IF#hBE A v R
v 0.05 Hifii/kgZ B NS L 7o & & D ARIEM G A~ R
VIREE (AR / R E NEBGRFE AV )Y T RNV b
AT D BN AE N T A= IR T,

ARFNH G D ARID Cmax [N E b1~ ) 5% D
%JZ{%—(?BV)\ Tmaxcif‘f\/ﬂ 1/2 T%’)?LC 2)0

SARIMEIT R A > R VR O B8 RE N 5 A—%

T”’i“%‘—'% n Cmax Tmax AUC
(0.05 Hifiz/kg) (U/mbL) (min) (uU=min/mL)
/RS EYRA 12 30.9+9.2 39.2+18.8 3164+515
BRHRE R 2 | 12 13.3+4.1 99.2+53.8 2941+£530
(P +SD)
(xU/mL)
40
354 @/ FEJ Yy N 0.05H7 kg
304 ORY 7 4 VRIE 0. 05HA7 kg

(GERIR e b A > A0 )

0% T T T T T T T T T T T )
0 30 60 90 120 150 180 210 240 270 300 330 360
N (min)
I i OHERS
16.8 Z Dt

16.8. 1 5% D miEiE

B AB T 12012/ R 5 ESREX T @R E b A~
2 1) 0.05 Hifif /kg % K TS L 7o & & D A MBS (%
HHIE 2 O D IBERE N &) O EIJFEN /N T A—5 Z IR
j— o

AFNDEEITED, 32D IR MBEE FEH 2R D5
. wARMAERE N & (A MHEE O Crmax) 13RI~ A v
ZN IR L T REVWT ENREN D,

ARSI O 51505 5 A—%

e Crmax Trmax AUC
(0.05 Hifiz/kg) n (mg/dL) (min) (mg-min/dL)
/R IEYRE 12 | 29.6+12.1 | 69.6+22.2 2897+1073
e R Z2) | 12 17.3£9.3 | 124.2+53.7 | 2552+1654
(P45 +SD)
(mgydL) @/ K7y Nk 0.05HH/kg

100

OV 7 4 VRTE 0.05HAL kg
(GERIE e b A > 20 )

0 30 60 90 120 150 180 210 240 270 300 330 360

RO YR m



[HERE FER O 6 & 2 D B
TERIZEBNE RAVER FEBR TE A st
10 ~20%} 1 ~ 3] 3 ~ Sk

17.BRERAAE
171 BHERUZEE (CET 3 55
17.1.1EAE 1 B
Basal-Bolus # ik & FEfifith D A v ) VK ERURE IR IR
TR E LT BGAER (/RS B RIERE - 14341,
BIME A Y R VB 62D ICB VT, /R IEY R
D 24 O BB SIT £ 0 HbATC IS # 5B 4
7.91% ., 5 THET7.76% SR TN BB DS NI,
e M v R VB (Pﬂﬁﬂ%ﬁ TlrEhLETN
797% K OF 8.00% & 2 X E B D i 2~ L 72,
HbA1c D ZE L (T’”%‘L%TH%E R GBHAE) & i T L
e U fo B AR Ot BEE IS 37 B IEHMED RS
1o o o, BH% 904 MFHE D Z LI D W\ T id, AH
BEBTIIHBEICHERL THRERENZEDON
7o ORFIP 58 - # 5 BH#A EF 205ma/dL. £ 548 T 1y
156mg/dL)o A ¥ R 4% 5 D 2 bE 54 17 -Ai
TEEID 3 AFERESH CTEEERLI, HE5ED
BEINT X O RIMUBEAEIR O R 4 5 C & ld7a<.
HEHRE N v ) Y TEL N IET v ha—L A
BN, FEEEIC DWW TIE BT XL 13
FOHONI It Y,
17.1.2;85 8 111 18588

1 BUpEPRIE BB 2 052 1T, Basal-Bolus#Ekic 8\ T/
RSEYFEZHBAERIC6 s HEH D W0IE 12 5 HH
B R U7z blssikses (2 R 5 By N 5T 1,303 4)
IZEBWT, /R IEYFEDESIT X DHDbATCD &
MBEHON, BIF S sy be—v BB onic, %
7o ARIMAEFRBY) 271384 22 &3 1B E=HFD
MEHLWVIE T VAT IE 7 v a—2 528 L1
IIT B 1 A KIIEE O B e b1 v 2 v
K ORHARE TdH o7 o PUATEAIT D WO TG L 7o HE R |
HBEHZ3I A HICE MM Y RV AV R) Y T ANV
IMEXHUR D LA DD SN 12D T DB 1
USRI % 12 n I3 AIEICEL . Pk o
FREIMET Y ra— VRO A v R) RS R ICEE A
MAE T &R o798,

18. EhFEE

18.1 {EEHF
AVR)Y TRA/NIVMEI AV RAYVBEI28M D 7 0 l) ik
HATANSFUBICEBRLILAV AN YT IR T TH
\4${$ﬁ/hkéﬁﬂ$T5ﬁgéﬁT5 B T i
MAAYHBRVIE T/ —IVEDIEHIC LGS L
ANEEKZERL TWAD K FEHEZ I A THRS
NBTEITEY REE DS Z3IC T BE, FEA A &
AL TR BiIT LAY RV Lk T 71T
HBLPOY ARV TEDOLNERDIERIT KD R
TIMWERE NEM Z 7% 35,
1) FiA « NENGHHER 1 B 1 58 D HUA & (it
2) FFN T 38 1T B Hl A o 1
3) NP » AR BT 5 7)) 3= VAR D (i
4) I IC 36 1 5 fifthik O (et
5) NglififE 1< 3 1 B NG & ket

18.2 M¥EETER
IEE T 7R NS Lic& & M A v R VB 3K
LI EHL O HHEOEMM YRy DORE XD EE
AT IERE FUER Z2 7B L 72 o

19. 8% ICER T 3 EBEENAR
—MEH AV R T XNV R GRIZ TR 2D
[das4ik T JAN]
Insulin Aspart (Genetical Recombination)
[dn4ik © JAN]
43X - CaseH3s1NesO79S6
F& 1 5825.54

fga

@"@@
B30 7G> G T
A1 oD A21
§ i
&=
R §
o ST

81 -....-‘.

PR ALDOMETH S,
KX IFTH /= OQ5)ITIZEAE TV, 0.01mollL
BRI ICIA TS WiEtE TH 5,

*20. Bk W E DR

< RISEYRFE T LI RYyF /RS EYRNE T Ly 2Ry >
AR ERICF vy 7FHITKDEE L THRE L, 48BN
W 922 &, MBHEEE 2~8CQ brlft Th A 05, #H
fiZdtld Bl &, Holc A dREET AL,

</ RIEYRE A/ Lyb>

ERP IFSEFEICAN T Fro 7 HITIDERL THEFIC
HE L, GEBVINICHH 352 &, o B3 HEE T 5
&o

22. 3%
1% 3mL
JRIEYNE T LI R FwTF 12K
JRIEYRE T Ly AV 12K 5K
JRFEYREA/Lyb 1 2K
23. &k
1) Herings RMC, et al. : Lancet. 1995 ; 345 : 1195-8.
2) Kaku K, et al. : Diabetes Res Clin Pract. 2000 ; 49 :
119-26.
3) HNER EEERRAT T 2 %R & Ui a e SRR
(#g4h) (20014E10 H 2 HAGE., ERHBEEER 1. (4).1))
4) HAREE D MR . 2001 ; 44 0 799-811.
5) Raskin P, et al. : Diabetes Care. 2000 ; 23 : 583-8.
6) Home PD, et al. : Diabet Med. 2000 ; 17 : 762-70.
7) Drejer K, et al. : Diabetes. 1991 ; 40 : 1488-95.
8) Drejer K : Diabetes Metab Rev. 1992 ; 8 : 259-85.
9) Hansen BF, et al. : Biochem J. 1996 ; 315 : 271-9.
10) #EWNEEL T IEH 7 218 1T A MFERE NEH (20014210 A
2 HAGE, BRI 1. (1).1)
24, XEEERER UBWVWEHhE %
IR IIVF 4R Tr—<hA ekl s R TS E
T 100-0005 HH# FARHEXALD N 2-1-1
Tel 0120-180363 (7 V)—% A 7 V)
26. WL SR ES
26.1 BHERRZETT
IR IWT1ARD 77—HN&¢t

RERBFTRABRADOA2-1-1
www.novonordisk.co.jp

/#5EyF®, NovoRapid®, 7vv7 255, FlexTouch®, 71527 2> ®_ FlexPen®, 1 /L »+®, Innolet® L UF < =—F L@ (%
Novo Nordisk A/S® ¥ T 9 o

Q

.. ®
novo nordisk



