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IF AAGE A, FJEE=A 2dEFS AZF FEYHEA (FEg 2 dgeA BAC, AEA A& (Biological
Active Component)old} HE)S xFstr}t. BACE £ e HH3] Awd AAYD Fu=2 x3dE F4 53 A
534,178l 7| A¥ wie} o] Alzx¥E QIF A ¥F wloly ~-H| A3t FZAZ A E (concentrated viral-
inactivated cryoprecipitate)d 4 3, 2 B (U
A3 AFE AAY FuE IIE Y 53 41,390,485l A 3 91

N2 g8l AAl (anti-fibrinolytic agent): i@ﬂﬂ 9s Ak, ¥ del o AASHA, BAC
T FAAxE 1A "AelA"2A AlFHLE.

o &
iy
o
"
)
>
=
r
&
o
o
A
_?ﬂ
4

go] "FAIAE"S AA A, 51 g % = IA w34 (plasmapheresis)ol 9aiA FHE = dF

©

F549 "F AT, HAAELS AE %01 LA oA FHE = A

= age] ZiAE Wy 9 FXE ARt &3E ¢ v A 2= FH G vAISHQ dolodl= 27
zZzg "Aola", A JA, YA BAabE, B 2 Zgo]|gr) EE AR, oo AFEE AL ofyr}. Aol
did An g zhe ax 2AAE AxE ¢ Uy

Ar AA e A, 1A FHIY=A RAPELS SAAZY AolFoltt, FTAAXE "Aola" Ul IHF W=
U, doje] "Aloja" a3 flo] EAAXE(Iyophilizate)o] PSS FAAZIHA, <F 5 mg/cc® #4adE
4 Atk (3 [Parker et. al. "Determination of the influence of primary drying rates on the

microscale structural attributes and physicochemical properties of protein containing lyophilized
products". J Pharm Sci. 2010; 99:4616-4629]). H¥AHo =, Holk 5 mg HHFw7l/cco] A "AolA"E
B glol 1 Al FxE AdHoz XY 5 Q).

A5 AA A, 1A FJrEwed 24E Fo Jug =] Hee oF 5 WX °F 63 mg/cc PN, A oF

7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31,
32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,
57, 58, 59, 60, 61, %= 62 mg/cc ©lste] WLtk A HAAGH A, 1A FHIw 2AHAES 9F 23
mg/cc °]3te] YA YEE 2=t}

A, dAY FAAzRE "AolA"= oF 5 A oF 63 mg/ml ©RE, gAY 6, 7, 8, 9, 10, 11, 12, 13, 14,
15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39,
40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 60, 61, 2 62 mg/ml ©]
st MY HrEYw R e fEIRA-3F fAoRFY Axd £ vk, dA¥FHoR, A "ol
arel By "Ao|A"E AFstd AMSFHE HHI=A-3F SN Fd FYsit).

AR A FEfol A, 1A B e 2AHELS BAC &5 &9 (stock solution), oA IFHZ A Fx7} <F
63 mg/mlQl BAC 2% £ (|5 E°] EVICEL™ Z9] fugxzl )2 H e 53T, dF AAGHA,
A FE=E BAC 25 &9 sAR oM s5HY

a

AR Aol A, 1A dred 2AES FA4 & Fol SsroEN 5 &9 Fo 22 HHIx

= x=A/ml A, oA <k 40, 41, 45, 50, 55, 60, 65, 70, 75, 80,
85, 90, 95, 100, 105, 110, 115, XE¥ 120 ] A HAAGEfO A, F 63 A ek 70
mg/ml H$e T2 FEeds XFsE 5 Ryl g0 £5HY. B AddHoew ¢
A3 gt
1] 2 = AdHog HIA I} EA5HH] g FAFES (Water for Injection)olth. <
S AASEA, A fuls 1A 2AES EdslE £7)d =997 Ao @r]d).

&

AN E Y ol S EAHA A, Dol AR AAAE BATORA A B
Az 5 Ak, RS Jemt W (nilling FH o] =edste], AIN008/0534755 (o]e] gL R Wrgol
08 AR AAY AL LIl AR vheh 2L mla Bue A,

FA B B (D AAGHOIA, HolE 50 ¥lee] B)& Egeke, AF AAGHeIAE F 4R, A4
o 9EA Q/EE GE A, A A s8R RAA (A8 5o oj2rd A, 2, s
Eg, AEZANES 2 G040 ofFold EomyE Aud s o) LT Jelw XY 4 vt



[0026]

[0027]

[0028]

[0029]

[0030]

[0031]

[0032]

[0033]

[0034]

[0035]

[0036]

[0037]

[0038]

S5S0dl 10-2109317

22 oE E9 BWFI (A4 FAMES (Bacteriostetic Water for Injection)), SWFI (A& Hi4=(Sterile

Water for Injection)) T<¥ <+ Ut} .

A B 2HES T & T SIACEA FAdE & Fof @iy & e BEE 2 WY
Fato] "l 83 e SHY Sl shrlel ZiAlE vieF Zo] SHE S Qdu. AFY EAE SUgo=
olx1d 4= At}

RN

2

o ¢F 50 kPa (500 mBar) WIRF, d& o ¢F 50, 45, 40, 35,
0.1, 0.05 =+ 0.012 ka (500, 450, 400, 350, 300, 250,
T 0.12 mBar) olsteltt.  f AA|FEH A, FF-TTH U

14, Rz dE e 2]
30, 25, 20, 15, 10, 5 2, 1.5, 1,

200, 150, 100, 50, 25, 20, 15, 10, 5, 1,
5 9keg2 ¢F 0.012 kPa (0.12 mBar) ©]slolt}.

)

0.5,
0.5

U A GH A, T2y rlest sAAR A A HAHSE UF g =ESEE AAE 228y
sta, EAsE EHd =EHAS o 875 dAqgo=A, H &7 v Ui 4=ES grigdEg 9@ 54
s grEow wE,

A5 HAALH A, d& 5o ¥ BEE A=A H &728H FVE ASToEA H &7 U9
i ES di7igRn W BH5ie EoR whE A5 AAGE A, §7] W 4Es ZYEHsIa/
FAY 2As7] A, dxF AF Alo)A Ei= AR} A (electronic manometer )7} AFEHE T

A e oA, THFeA UE7F oF 21 mg/ccd A FHF=A FAES v Fo £3A7]2L, H7IA
AR oS ¢k 0.012 kha (0.12 mBar)o]t}.

F4 8E GRS AL P,

= = By
Ll e AR Bhee A2 e watahl, o1 44 g 86l A1 el o

o AT A 2FsHH, o714

AR AAFHAA, WA §718 FEOR AP AL TIUG. oled AR AN FHeIN, Folo WE
urh 2 UEE 2 284 A 24 (G 3%, 98 5o 2uddsg)e] Holw shikel A (sphere)
& 5% Y Aol 7] B 2 ANFelA, FAE 3 WA ok 7w uee) A5 e v=
g o

AAFE A, Gl &= EQlo) ehdelA AR-ETke] H-u] o] JWAZRA Aok 5x (o7 4
d2]i= Aol sgHt.
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=T ]
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Fulo] A (incubation) |t (5, AME A A€
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Ak ol ABHA B Aol HFF FA wE 8715 AHgsel FUR 5 Aok A¥ ANFHIA, P
& sl AAE FAE Mgl SaHr

Wyl AR Axgele) Sue] ueh, Al wA 23RS sl AFstn, A0 e 2 A e
2 AL A §7) ATE EEsHe AL AN $7] - /1A A deelA AL A 80 Qe w9 §
of A, AY AdelA AL A §7] AFE AL AN SR KA 252 AT F2EF ATY -
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L o U =S s [
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0)] A EE vhEpdT,

T 5% FAM] 9% (44a), (44b), 279 FA7] 9% (44a), (44b) Woll 9X9 v 2E
77y zhe A AES ¥ests, & 3 9 49 ful-dHF f9 (549 AAYGH e s ekt Zhzhe] F
A7) 9% (44a), (44b)2 Z+ZF & (46a), (46h)F ZHetl. FAM] 9% (44a), (44b)2 £ME FHal==

HE A SF (44a), (4b) AZe FUSAY EE ol SulE TR 5 9

ook

% Gave = 3 B 49 aA-FHT Y (52)9 AAIGEHS] ARAEolal, o] AL -4 (64) ol FHua, R
A (24)E 238, doRE 394 (64) Aol EAEta, doR2E AE-FAF F2E FgseE 29 "U'A
g AR (25) (& 6boll =AIE)ol s mAgEt. A= F9 (62)2 47 1A 2AES BA57] 98
A A" 27e] FA] 9% (32a), (32b)S ¥t Az FAY] 9% (32a), (32b) FTLdAY L=
dolgt A 2AHES BT 5 vk, A AAIGEHAA, FA] 9 (32a)2 FJHY=AE s A =
AES Egeta, FA] 9% (32b) EFNIS ¥Fste 1A 2AES Eget. FA (50)= A7 ZE
7] (38)E F7t= xasi}

& 6bi = 628 AA- U (52)9 EaM=E YERaL, o714 IAE # (40a), (40c)= Aok shte]
GAz (7008 EFeta, (J9Re A-FF G (52)9 FH 9 Aol = 394 (64) doll AR E
Ao r EAEE) i FA (245 Aok shue] B, dd Holk shute] WA (72)F EFehaL,
4714 Al (70)= WA (72)9F 7t H R see s FAEo], A (50)7F 27] AR W WA (72)&
gz (70) Well srEEar, B 34 (20)E Ao o}b‘rgl olFA AlY FA (22a), (22008 1A A B

fFatel nA-FH FH (52)9 FAZI-9E (32a), (32b) WelA dizlgroh e S FAAAG. A

(70)9] AAE FREF (16) WA BHeE e FAN7] AA 8FHE F (32), (32b) el A
$g7k (16)9] P3lo] wheba] Ageh,
Q. AA el A, Zhzte] MAE Sl (40a), (400 77} sbel Az (70a), (T00)F EFehm, ¥

-

A (24)= 278 FA] (72a), (72b)F EFFetar, ol A4 Al (70a) H (70b) F shuel StEH =S T
1o}, o]l&2 Ald (22a), (22c)°] B F-Al (20)0 oA FAI=o, Z2be] 9F (32a), (32b)9] 4H-&3t
(16)°] 97} 523 (16)°] di7lshret e 4e8s Agsts Fo2 fFAHES ).
et ow, Al d2=E U (40a)T B4 52 (24)9] shpe] A (72)¢ greyes EE A= (10)E
xge. olgfgk AAGECA, HAE T (400)F dRE HAE T (40a)d] AAE e IAE ¢
o (40a), (40c)7F Z71el= HAr FA (24)e] o)A A1 Rl Hfxo] Zzhe] FAL] 9% (32a), (32b)
8 7
_%_

Lo

ARE (16)o4 7Rt e ¢teo] fx9n). gt on | 9AE v (40a), (40c)E HEHo]
71 9% (322)9] a3 (16)oAnt gi7ldrne ve o] fx4d 4= g},
2 doR, A2~E T (40a), (40c) T sh oS F2E 2 (40a) H/EE (400)E w2
o

A hbE zabshe dAs (108 EFetel R (16) Wel Foldt JolHel el £EL A

S 6bell F7tE2 TAlE Bk} o], Ao]7] (20a), (20b)E Alol7] FE7] (38)e] AZAHW, AL (dE 5
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[0114]

[0115]

[0116]

[0117]

[0118]

[0119]

[0120]

[0121]

[0122]

[0123]

S5S0dl 10-2109317

A (50)9] zHEe] Al @AM AREATE ol 2 FEoeM) FHed w A1 Ale)7] (20a)7F - (18a)E ¥
FEfel A TN R WA =SSt e Al-EHr F (52)9] FA] 9l (B2a) o= frEAlal, Al
2 Ae17] (200)7F A+ (18b)5 #f Zefoll A /I ez MAA 7 =560 & FA] & (32b)£1i g
A, deEe, @l Aor] (2007F 9 (18a) R (18D)E #H XM WY A= SAlo HAAZ

o

*

B FA 24)= delze B A As7] (395 e, ofAd ddHH, oL (dE 5o AA
(50)9] zso] A2 DA AEA} O}EHE TEOEA) BAdstE u o)F Al FAl (22a), (22¢) T o]
= Syt By B4 24)25E SAERES sto], Hojk shte] ol 4 Ald FA (22a), (22¢)7F &7] Wil
A ooled = A . deEs, 15“ Al FA (22a), (22¢) Z}Z%—"« B FA (24)2FE FAol sl
g, dibdgem, FA (50)= ol Al FAl (22a), (22¢) A7 o2 HFsy] e B A
(24a), (24b)E A7 xS = dvk. BF FA Fe7] (39)+= de A (245 BASAAA
olF4 Al FA (22a), (22¢) ZAzE FAll A H. wikHom, A 50)% B4 A (242), (24b)E
247} 2bsskz] AaiM E By FAl 2E7] (39a), (39b)E EFHE 4 gl

A AA G A, A (50)9] 271 AR A, A 2H=S e FA] 9lF (32a), (32b) A7
Fab (16)00A t7]ehEu sh2 ke zkar, Alo]r] (20) (E= Alo171E (20a), (20b))= =i, JV\
ohe] (40a), (40c)= EHf 52 (24)°l fJaiA Al Hﬂ of BfHEol FA] 9% (32a), (32b)9] ¥
(16)°ll 4 th7ihrnt she tes FAskar, FHel 7]t} of& (32a), (32b)¢] -3t (16) Wel vi7]
Bop gh2 oFE Fhe] FHE AR QlEAM JAE el (40a), (40c)7F FAE] 9)%F (32a), (32b)o= FQl¥+=
= AR

lo _1
fru
ol
( rﬂ,
m9

(e}
S 7z

wore N FHTI o?;

% 7aE 2709 WA (722), (72b), R BF PA AE7] GOE TFHE wh FA (209 A Sy 4}
AEOlh, B RAl (20E FE AR R () R G WE AR (HE RS el AN,
BE RA (20E AF BE (760 Zoz <A, U AF AR (25) (= 6bol £AE) AN FHE A
d-fAb T2 el A otz EelAE Ae] wAHT,

&= 7be 2 THel A AF AAGEel whE aA-e R (52)9] FA7] 9 (32a), (32b)9] dAE W
i (40a), (40c)e] AAFE o] AA =S et 24l (70a), (70b)= A (72a), (72b) zH2bs} StEe]

% 8a % 8be AA-THF U (52)9 FA] 9% (32a), (32b)S & HfshE dH9-A (64)9 A w4
of EAlskE WA (72a), (72b)& EFsHE HF FA (24)9 HAAIGH ] AMEE Yepdth, = 8adlA, HF
A (2= e Aol Al A (78)e EASEAL, o714 A (72a), (72b)= Z4ZF A2 (70a), (70b) W]
of wEdrh. = 8bellA, B FAl 2AE7] (39)e] o A F, ™A (72a), (72b)7F A2 (70a), (70b)
2RH Y=, B FA CO)E 93 (64) FolA A2 1A (80) = o] F g},

L 9avw T2E 9] (40a), (400)E W2 114 Ao fAg 2719 A2 (70a), (70b) o = EHf
A (24)29] 2719 EA] (72a), (720)F Zte, @438t A Al A (78)el MY HF FAl (24)9] HAAGE ] G

& 9b= = 9ask TR AANIAM Y Bf FA (24)9] AAIFEHS S AP =S eI

9c= HAr F-A Zs7] (39)el o7 e 5, A2 A (80)M e B FA (24)e] HAAIFE o] S ARA|
ofaL, of7]A WA (72a), (72b)= Al (70a), (70b)=FH agHol, Hf FA (2H)E I=E 2
(40a), (40c)ZH-E SAAAA, d2=E 9o (40a), (40c)7F 2H2h FAR7] 98 (32a), (32b)e.= AHTEAl ©f

(82) 9 o 4w gk(concave) M- F-iE (84)& %
71 (2009 Zhs Oﬂ, o He FE (82 1A 2AES 41.?}3 = T/\V]
A BulE X3S FA] 95 (44a), (44b) Abole] f5 Bl YA, FA] 9
& (32a), (32b)oz &7} fF&Este Zlo] =Aox wAErt. A7

%571 (38)7F ZHOM (2005 #& u, A7) (20)0E 948 F&E (82)°] & T2 HJAFEF o]&dt,
D B (82) FHAA FA7] 9F (44a), (44b)oZHY FAH7] 95 (32a) (32b) 2.2 &uje] &0 T

A w3t AAFEIA, A7) (20)9] A A, 5 T2 i A2 fAEH.

& 1la WA c= x7] ZEel &A1 (600 dehla, 71X &= FA] 9)F (44a), (44b) wjoll 5 i,
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[0124]

[0125]

[0126]

[0127]

[0128]

[0129]

[0130]

[0131]

[0132]

[0133]

T (183) (18b)= Alo17] (20)01] ofair FAE Az HH A EAYTE. = llas dH=S Wi,
b= SEHEE Yehial, = 1le= Alol7] (2005 Eddshs W49 Fojes Yehdnk., o] ZoA, Jx

¢

= Tl (40a), (400)& =7 HXMH AHE3E (16)9] Fu5 FAAAA A5 (16)9] o] tir]strh
WS gEo R fAE. oo, Alolr] FE7] (38)7F EAstE o], o Alelr] (20)¢] ¢ W %% 3
¥ REE DS FE Eiifﬂ AAZFozN, Aol7] (2007} U7+ (18a), (18b)E = XA N A=
WA g} %H i F (549 IAE = (40b), (40d)=, F9 A g F4H7] (32a), (32b) W
of AH-EZ (16)9] tir]strut W obe ko] 4 Aol&2 QIS|A FALY] €98 (44a), (44b) o= FAAA,
|7t FA) 94% (44a), (44b)o.=HH 7}7F FA7] 95 (32a), (32b)o= &

% 12a WA ce= &7 *}71 & (44a), (44b)o.2HH FA7] &% (32a), (32h)ox AYH T X
(G0O)E Yehdt, = 12a& AHEE Yelda, & 12be i%ud & YEhAL, = 12¢& A7) (2005 X3
st WA Funs UrEMdTﬂr. o] ©A Bk, Alo]7] (20)9] HAHo g YEFH RE (82)] FA F% =

2 Yol ¢Agr.

T 138 1A-gF 9 (52)e=

A AA7] A" (86) - °]& &
[e]

T s ol ddd Svl-F AW (Bh)& YERn. fA
I3 5]

FE ZeEe], Fol J"S et KA AA7] (60), (62)F XEFshE
s & =0 = P &ho] el Fol=d
A77) AzE (36)S AeRE thre =

E lat HE-fA T2 (00F 23, 4992t ZYCigd) BEE TFhA, AL H2E T (40a),
(40008 FF wieh wA 2YEL BT FA] AT G2 FY AR Aol wA-FF #3529 I
SE o) (40a), (40c) Ol EASRES TAE 20N (88)F T BA A (209 AALNE vt
dick,

E UbE WA-TF KR (529 FA] 9% (32)9] AAE G 40) ol EASKE delA (83)F Lhehd
o eled AAFEGlA, Aseld (88)% WAE wH (40)7F FA % (o PAAE AL

ARG, 2dold (88)F v|AE HHf (40)RFE AASHH, vAE g (40)= sAES], FAP] 9
(32)o= GAXG.  2dHolA (88)] Aol B A= AF-EF (16) Wol a5 hHe Alwstr] faiA,
FAEZ] 98 (32) WellM fars= a3t (16)9] F-ylo whebs 2 dn.

AR ANFHIA, FH (50)€] HE EAE ) wAS Egdt:

27) AN, A-FF F (52) 2 AA/ BT FH GO (N Bo] ol APe EshE 4 @
A7) (60), (62)F BalA) Sul-3H 9 (509 FAZ] 9F (), (44b) wA-FF F (528 FAP)
SI% (320), (32b) Wl FAl 25S ATHEZ PR Aol AdArh. o WANM, YT (18a), (18b)E
o o

o], FA] 2F (44a), (44b)°ETE1 —r/“}7] °]& (32a), (32b)o.2e] Al f+5o] WAL, FAL
o5 (44a), (44b)ollA Fvi7} 2pA sk F-9)= FAP] 98 (32a), (32b)olA Al A =0 A 8= F-aH
o Aok FAR] 9lF (32a), (32b) Wle] AHERE (16)9] ¥ diZIgRu ¥k FAP] 9E (44a),
(44b)9] -7k o] b2 3 49, dE 5o t7iskat 2vh. nAl-d R (52)9] FA]e] v AE
el (40a), (40c)+= ”71011 ArE wkel ol B FA (20)E ASste] o]E9 AdSshe 9F el FEH e
2 el olg ] 271 fACl FAEH.

AL AN, AREATE & o oldl®E EeA A7) zHEr] (38)F SABAIAAM A7) (20a), (20b)=
ZEAl71aL, 9490 (18a), (18b) R &+ (46a), (46b)5 /WMo =X, &7k FAY] 9F (44a) S25EH FA}
7] o1& (32a)o.2, 2]al FA] 9 (44b) .25-E FAY] 9] (32b)o.2 fFEdtt. &7t FA] oF
(32a), (32b)o= F&d w, 2 (32a), (32b)9] AH&3r (16) el hH2 t7lgut W FEos F4

d AN G, Aej7] A7) (38)e] 248 5, A dEF= igE AR FAE.

A2 AN, EE Buj7E FA] 9 (32a), (32b)o= =Q1H 5, AREARE B4 FA AE7] (39) (o)A
YoEe= B A (24)9 FE)E SAANAM, A - Tr‘/‘ (52)8] ¥]&=E =) (40a), (40c)E A
AlZIE. oloA, Rl th7|]tel wls|M A7) 2lF (32a), (32b)9] Ee]l Y

W7 wZel, vAaE g
(40a), (40c)7F o]&¢] A-&dh= FA] 9F (32a), (32b)o= FAAAM FFa3t (16) el o] 7]k

obd w7k SI% (32), (320)9) AR (16) o] Fe] Frheet,

gl iAlE el wEb, b SV FAPICl ZIAlE =ekH] €A, FAR] @l (32a), (32b)olA
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T3] FA] 9F (44a)7 (32a) FHe

i

k)
w

Q

A8

=

=

f (40a), (40b), (40c), (40d)
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Ger innungsphysiologische Schnellmethode zur Bestimmung des
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1957; 17: 237-246]19] WFo|r},

assay 0903/1997 as elaborated in: European Pharmacopaiea, Fibrin sealant kit.
[Clauss A.

il

ul
=

Ph.
Acta Haematol.

0903: 858];

Fibrinogens.

1997;



[0147]
[0148]
[0149]

[0150]

[0151]

[0152]

[0153]

[0154]
[0155]
[0156]
[0157]

[0158]

[0159]

[0160]

[0161]

[0162]

S550d 10-2109317

2715 olF ZFHT (Double Distilled Water) (Z7]¥ DDW)S] A%

7] Weol =9 &Y S0l UEuA @& wrhkA], ol SRS (NS e sl

R
El
T

1)

5.

=7 FE7 55 WA 85 mg/ml¢l EVICEL® I BE& AUE (L8 npo]Qutulre| A= A
iopharmaceuticals Ltd.)) T2 A& A AR (BAC) £4S 3h7]d 7|AE BE A g
NoZA AFE3ISITE.

Iy oX.

Joo2 g

oo [
N

g, 2 BAAE 2 Galol A Qe BIC Helwd 2% §o
=
=

Zrz+e] dBElezl Alg fdozREY 150 pl MZS DWE AREste] 1:40022 3skiar, 280 W] 320
mell A, DDW & Fe] disiA bE FAsch.  SE#~d 21002 #FF=A (ILTRASPEC  2100pro
spectrophotometer) (o}™4F s}uprJo} ulo] @ €] = (Amersham Pharmacia Biotech) (£91®1))E AF&&te] ofm
Ful(cuvette) (AFEAE|E(Sarstedt) (5%Y); Cat. number 67.740) WA SHS =334},
iz Se] D& 100%24 ZHskgich.  sh7] Aol upeb Abelglan, dahs %2 EdA.

oy 84 ¢=F = A8 &9 (0D280-0D320 < 100

2T 89 0D280-0D320

AAd 1 aiA) sBdeis SeMAM w5 B Gols A=,
74 & T @ g ol tsiA Avlel ZIAE vk o], Azl osiM 5 a9l aA] v
Bl AR "AelAre] vueezl MR aaE ARG, eddx § o@wd georRE 55
Aol Fo wid Ak (ng/ccR RHP)E AU A & o @A F (ng/ml)o} AAAor T
stoh. mEbd, sddxE A A5 A9 4 FAHA Fe 25 Ao TAAZ M 54
"Aolare] Rt o v "] "Aolats AR, "Alolate] Fule "le]Aa ) Alzw See] H9
o AAHoR gdsiry. mebq, "AlolAre] Fuek gAdd v Foll "AlolA"E &A= AL Aol
b AxE o] s $UI vEE ke NS A, vl A "AojA"e] Fawut 22 Ry F
of "AlolA"E &A= A Aol AlxE &9 whry ¥ & sEE e S48 AT

ol drEl el WEE Zte AUE "Ao|A"E Alxdty] fsiA, (7] EE 9wy FEdd 7)A" vket
22) 63 mg/mle] FBIH=AS L33 HI A5 A DWE A5t 21 WA 42 mg/ml WLl9 &
T8 ZE fEe 98 5T, S4E £ 9 MR g yuYel 25 §4S ¥IEE
Hzs MES 2%, Aold dugnl s zhs "Aoja"E A&, "AolA"s A &)
ol &aA7]aL, @A B3 FFEE ahr|eh o] SAsitt

Bt} #AHoR, 25 &9 5 nlS DDWE Aty 74z $u4 dBgwed F=7F 42, 32, 2 21 mg/mlo]aL
HET F97F 7.5, 10 2 15 mlQl 34E A4S AFST. o @ACA, Bl A5 S 5l 34y
S FHF FyE EFs= dERT AE 5 alE 47 FA] ol A2 F JdE AcAE ARIEF A
H 959 2 A (B4 30 mm/Eo]: 25 mm)oll &7]a, EF L wy REo| 7AW Alo]Fd mE FAUZ
of Hgstdtt. o] Ao, 958 Fd AL s &x &

) 63 mg/ccd] B AL (3AE AlH WEZZHE) 42,
32, X 21 mg/cce] HBEF=A A S F53I9T. 4zbe] "AlolAE dF
8 HomHEE AA L, FA EHA S A 9 Fol AYstar, o]ojA <
|

FAAZX ApolF9] uix|gte)], (xd MEIEE
= = &
ZUAE
ZHAE wAToRER, "AolA"E 50 ml FAFY] (PIC =2 (PIC Indolor) (o]Ed]o}))e) 2% o g

] = (df|t] s (Medipharm) (UK))9 A1 A2 x|He] d4dslar, 5 mle &
715 DOW (A71el 71A1E miel 2ol AZxE)E St 5 ml FA] (FFE(TERINO) (27]60)) & 2¥ F9
A2 AZA A Ao AZAS A, 20 umne 4Zr] (MDI (1%)); Cat. number SYPPO61IMNXX104)ZE #|3 A4 x| &
AAstslt.

71 MW F SR (53 ABARA AEEHE ABYwd A% golo FEs §AH) 63 mg/mle] HE B



[0163]

[0164]

[0165]

[0166]

[0167]
[0168]

[0169]

[0170]

[0171]

[0172]

[0173]

S=551 10-2109317

8 e 898 £5] AN, ANE §oRvE £5E AUE "Aola’ 22E 224209

W L wvlE DVE RASHE 5 nl FAISH ARE AelarE ehs FA) 29l Rl 2% 9
3|

50
, E]—7]‘1;’] DDW= 50 ml /\]'7 ] l:]— 15]—7]3;] DDWE 50 ml Z/\]_7 Oﬂ
AE fEdon gAE Aueede Tase gL, 431315:744 gag 2
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