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hypogonadism(d 171541 8t5)% 78& 98] LH 3 FSH A&

*o| A A7 sAsS e A Ad7leA st B opituitary 7150l de] B Belo] Ba(d. € z=ed, 2

%3}, pituitary 715 A}, sella turcica MRI )

4 RE 9 fA, 475 B, 4o A A4, BMD AA

7

o
o

1) As A AEAL Aol e A AF BH7F BQPSA FA dng/mL(AHAY AFLA A

2) Het 50% °1%, A8HA 45 FHFIEFR &4, T35 2234 SAKIPSS 19234), =HHA &
o A BA A}

- AHHE oE
1) 2§FAk 75~100mg Bl ZE2HE odEHolE EE HAEXHE A4S 139 ng Fof, =
150~200mgS& AF=E Fo

rir
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2)
3) A: 1% A 1~2g& Wd EUA e A4 74 A9)
4) 770144 30mg H2EZHES 1250t A&l w87t
5) J&t o] 4FAk 3~670d F7]
6) 71Ek AT/ FA HAE2EH 2H =4t &
o HZEE2E 23 A= 949 ZUHTY
1) 3~67/1 € mith 1 Fol= dnint A& ¥l F gl o] g
2) 3~671¢¥ vtk HAEAEHE 5, Het RUEY
3) FUFZol A+ hypogonadismE== BMD 1~29 vith =4

2: 5-10mge) B2E2HE HAS HI(E, 9, AehE oRtel AEE) val7h)
o

[ History and physical (symptoms and signs) I

1
|

[Rormer?] —

Exclude reversible illness, drugs, nutritional deficiency
Repeat T [use free or bicavailable T, if suspect altered SHBG*]

LH+FSH

SFA [If fertility issue]

| Follow up

i
Confirmed low T [Low total T *, or free or bioavailable T®)]
| !
Low T, low or normal LH+FSH Low T, high LH+FSH Normal T, LH+FSH |"‘
(secondary hypogonadism) | | (primary hypogonadism)

Prolactin, iron, other pituitary
hormanes, MR [under certain

Karyotype [Kiinefelter
syndrome]

circumstances*

FIG. 1. An approach for the diagnostic evaluation of adult men
suspected of having androgen deficiency. #, In some laboratories, the
lower limit of the normal testosterone range in healthy young men is
approximately 280-300 ng/dl (9.8—10.4 nmol/liter); however, this range
may vary in different laboratories. Use the lower limit of the range
established in your reference laboratory. @, In some reference laboratories,
the lower limit of the normal free testosterone range in healthy young
men is approximately 5-9 ng/dl (0.17-0.31 nmol/liter) using equilibrium
dialysis or calculated from total testosterone and SHBG; however, this
range may vary in different laboratories, depending on the specific
equilibrium dialysis or calculated from total testosterone and SHBG assays
and the reference population used. Use the lower limit of the range
established in your reference laboratory. », Conditions in which SHBG
levels may be altered are listed in Table 2. *, Perform pituitary imaging
(MRI) to exclude pituitary and/or hypothalamic tumor or infiltrative disease
if severe secondary hypogonadism (serum T << 150 ng/dl),
panhypopituitarism, persistent hyperprolactinemia, or symptoms or signs
of tumor mass effect, such as headache, visual impairment, or visual field
defect are present. SFA, Seminal fluid analysis; T, testosterone; MRI,
magnetic resonance imaging.
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B 53/ 83AE B AFEHAA/AAFLEINE O dEAF/ QA=A
O F54018A8 B 2 EFHA /G ERGSFA Y
0O 5449 B A=A O ESAVEAANE O B840
O ¢3Z&FAE O ARER/TIAEZAANY O JAZEAE O 44 E O 71eN g
A GE) HYEH F¢- ME 7]A T
*EFAY  PHAAAE, FLAEAR, S| 2ERIANY, AStEAY
* 7Y B TAY, 9489 YAEAE 5
3. erE Mol 23 A7
AR JFF) 434
o FFIUS
32. SHAl S FE S| AHA
N 2718 H/ - - S A7)
N E = Ad=zA crl© Wiz | WX 37 o i1
1857 ] A2 W2 | BX] 27 (month) 23
-1Hi %] (3C6143) A 97H€d w3l &}
Ro, 2 olF AH(12~367F ¥)ol
A AR 71E U A A S
- AR 71 W AEF Al o
SHAAE (T, H=E A9
mon A= mPas
o 0,3, 6,9, 3C6143 | 419938 | 4M9941
36 3 12860 12580 12740
6 13760 13420 12200
9 - 13680 13680
AIAA
e 3C6143 fgd(480kg) 12 | 14360 | 15060 | 14760
29 41,9938 él\g/‘\_]-(480kg) 18 14340 16960 15420
° 4M991 ’\E]"gﬂ'(480kg) 24 15160 16460 16280
36 17340 - -
o3 W gle
AR 71E W AHEE Algbel wE
FAAYT (T, H=E A9
Z % mPas
mon
7]_‘{,\__ 40°C/75%RH 0 1 2 3 6 3C6143 4L9938 4M9941
- A1) 11800 11680 | 10800
1 13760 - -
2 15360 - -
3 16200 16000 15520
6 19620 18180 18660
. Fr-87] - do A kA g
kot . [¢] .
(o | TN et apsos0) PR L g aeenuuedd, fas
5 /| e atc 4, $2AY, A= W Ao

33. ARA R =9 JrtER
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o A A 9 AETIZE 71E e, AL(1~30°C) B, A=Y EHY 36704

34. dAA A A AAA A
o A Buj o] e HAMADAE F 20 o thete] AV|HE 2470 Wi ABAAT FHHAoU
(2017.02 53),
o 212 | pivotal batch®] MYBAPAE TS EFst] 13 Al AA ARSI AL ERE 3671€2 BT

N
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62. YFAEAER N8
o NA FE3 #eso] & 949 YAANFARI AE (14 39, 24 49, 34 19)

(1) TBS-1-2011-01
0, FAEA, 27 wAES], TBS-1 4.5% 1lmg QDE syringe HEx ths] F
70

dispenserg H|7Z Fof A 77| A 9] HAEXEHE k53 vl

TBS-1A-2011-01
T, A A, 4 2z} @3] Fof, TBS-1 4744 2H (A A0 10mg QDE v 4 T
of Al AZGAA A HAEXAHE oF5st vl

TBS-1-2011-04
FA, FASA, 37 @AFe], TBS-1 4.5% 11mg TIDE W7 Fol A Ay Le=
7174 HlAEA A o] Bl AESHE oHEE uw
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(24 TBS-1-2010-01
T, FAE A, 375 HPAA, TBS-1 4.5% == 4.0%S 10mg TID, 13.5mg BID,
11.25mg TID HI7 5o Al 134 = olxd AA7sAst Sl badfad

o2

Nasobol-01-2009
T, TR A, 47 wx}AA, TBS-1 3.2% 8mg TID, 11.0mg BID, 14.0mg BID ®] 7
Fol 9 r: gAEAHE 93 Smg QDS AU = o)z AAM7I S A Skt A

oJotd A = HAEXAEHE 2 DHT ¢F%3sF vl

MAT/05
Z, FA9u A, 37 H3AA, TBS-1 3.2% 7.6mg TID, 7.6mg BID H| 7% Fo] A Lyt
T olxtA AA7IsA S At HAEAHE FEst vl

o,

MAT/04
T, B FEERulA, 37 WA, TBS-1 3.2% 7.6mg QD, 15.2mg QD, 22.8mg QD H]
7 Fol Al Qb e oA A7 E AT FAPlA e HAEAHE FEdh vl
(34H) TBS-1-2011-03

T, F2AwA, FP A, TBS-1 4.5%S 11mg BID =+ 11lmg TID H 7 Fof A

B Ee= o3 AATsAsE EAelM Y] AR EAY B

A

6.3. BEGAFAY
o 2719 TBS1 YA RANAME HIZ A5 3 1387 Ay ZgFde A-IAE AHE o] & 3% A
(Study TBS-1-2011-03)<

- TBS-1-2011-01¢ 4] A]

Tg
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12
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rlo
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AEYZ: BEE BEFHA BHGOU, Tmaxh BBAAE 29 FESGL fANGOH, SHAPAGAA A%
(OS89 A% LEHOR 59

pr

* O3 E&F HaAAE EVEOE s AAE HAAAE, 135] A HGE 87| Z2RY 45% HAE& A
55 mgol $FEH, 603 BF b5 (309 FoFa)

EXHE)E U A 200uL2REH 4718 FE 3 f7] Ao fE43)
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64. Y¥FIAH

1 QAN QR
A = o]
WA (As/ | AR | g FoAEH Tﬂ BrpeE g A3
214 ) R
- H2EXHE 953t
o938 AF .
Mean(SD) 2 ° Syringe GMR
o
EEIEE " @®=12) | (90% CD
773 24 |Syringe: TBS-1 (n=12)
(18~454) |11mg QD AUCO-12 2573.0 2356.0 -0.2210~0.2
291 (21:00) (h*ng/dL) (1679.0) (900.9) 489
29 PMF (ng/dL) 0.7088 0.2953 |0.3498~1.03
, ng
L ITBS-1- (29 (0.4 el |t8lg  AFREI)| . (0.5828) (0.1444) 80
1% 2011-01 |4, EXE® %|TBS-1 11mg QD 3| «pMF: Peak concentrations, as calculated relative to
A = (21:00) the mean concentration
100~300ng #10g(0.8) = -0.22314; log(1.25) = 0.22314
/dL) Feb) H4 64 A A3 ] AREFI)S} syringette] =E(AUC)E
kI o, AubAl BE 718 wESA S 2kS
Hi il A4S fosA vEE AR 2577 #=A
TRE G om o= Aol n7t F-9lo ek x|l w}
2 Ao oidsis, AUCE +AH #Ede] we &
TE oPIsAE &5 AFET Al Tmax #o e
G Am A @] | eEsEE ke
= 7Y gl -
Aol 77+ TBS- e ested baponr PK parameter*  Point stimate .
1lmg  TID(O700, Sontnaty e ge 2520 1661 208
1300, 2100) e eioe 70 T35
Cei A 89728 15092 2.5789
Crax N2.2928 7329 3.0337
A #34 AR [ e o Shgal JTam
@_EH treated — Crra g :.,232; : i(l;z(ﬁ) j.,lzfl)m
o g 2 7] 4 e S LR 16765 41123
o C Y I S il v
’ = Symptomatic vs. estosterone AUC X 21,0903 .69 .7005
14+ TBS-1- LR (9= A7 B. #3% f'—}\] glics th3] :Qm&mm‘ic but -[r)HfI"‘ :?E ([18‘9744 2212; 12227
— - - = E A - treated AR
OO g sy | g ER el A AE 724 4 724 49 BE 9%S 94 9%y, vod
(18~45A4)) o1 AL 2 {542 BE 3 J5HA ekoks. dElEr]
C. 7<% JH ulgl 4l 918 A% TBS-19] % Folol AdoleE
S AN o, SAde) S AS SAMEE] Fo
T BT = T amEeR <l BE 94Fe Adelon, dFEA
ENA F = frol 1ol st de glg Zlom
sl 8ek Ay B AEA: BuA ol M SHFES g Al 3y
2 ALe Y7k 2Eg 2 qRlo® Ahgste] HAEXHE 7|4 X]7}
° w4 Row 9oz Azhs
A: TBS-1 40% 10mg
D)
B: TBS-1A 40% 10mg
D)
TBS-1A 18~454 |© TSTIA 80% 10me A A B el sgel din] BlAESEIES Fwst 27h
1 ~2011-0 87 e wag |8 oy [FIR0H, EEFEAUC E AR fAISISE. PMF(Peak
¢ 4x431 2} | = ;L oo IDIBS-IA 40% 10mg| “ 7' mean Fluctuation)®] A<~ TBS-1A 4%, TBS-1A 8%,
1 15% D TBS-1A(viscous), TBS-1 4% %02 7H289S
(Viscous) AR A71A] T/ w7 AL AAl gk oFsetA 54
IS 5oz 3. A AP FARE A& AAY
Fol H4x 64

65. 24 2 ¥4
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SRR
- _ Fo -
WA 45/ | G949 | BB S S 7 e % A
Adw) v
§ Efficacy : Hypogonadism
- HAEAHE 538
O 10.0mg of 4.0% gel tid. (A)
89 @ 13.5mg of 4.5% gel b.i.d. (B)
2 = 11.25mg of 4.5% gel t.i.d (C)
%-no
SHOZ
0.0 0 4.0 6.0 8.0 10.0 Ti;ze.ﬂ(l‘) 14.0 16.0 18.0 20.0 220 240
Mean(SD) [10.0 mg TID[13.5 mg BID] 11.25 mg
(n=8) (n=7) TID
(=7
AUCO-24 9920.07 9781.39 9505.03
A: TBS-1 10mg (h*ng/dL) (3300.65) (3532.43) (2650.59)
TID Cave (ng/dl) 413 (138) 408 (147) 396 (110)
. . Cuav (ng/dL) 830 (188) [ 1050 (463) | 883 (346)
(21:00, 07:00, Cup (ng/dl) [ 239 (77.6) | 224 (98.6) | 222 (57.1
13:00 Patients with 12.50% 14.29% 14.29%
Qb =) Cuvg below the
Zabd AAIB: TBS-1 13.5mg normal range
7] % 4 5} =|BID Patients with 87.50% 85.71% 85.71%
%4J(18~80| (21:00, 07:00) Cavg Within the
=) Al r}éormal rangﬁ - - -
&7 atients wit
’ 229 C TBS-1 11.25mg
a1 TBS-1- |52 4] ° T 7¢) | Cave above the
2010-01 14, (4 ElZ| (2100,  07:00 normal range
R o ’ ’ - DHT °Fggt
EZHE F|(13:00) ©
E -©- 10.0mg of 4.0% gel t.i.d. (A)
55 _e 13.5mgof 4.5% gel b.id. (B)
100~300ng EE]—TQ,E }\]E]L_X] ;ﬂ] % 11.25mgof 4.5% geltid ()
/dL) QAR

A 4.0% AHEA
B: 4.5% A|#A]
C: 4.5% A ™A

10.0 120

Time (h)

14.0

Mean(SD) 10.0 mg TID|13.5 mg BID|11.25 mg T
n
ea (n=8) (1=7) (=7)
AUCo-24 818.95 946.89 909.68
(h*ng/dL) (315.07 (361.03) (249.37)
Cave (ng/dL) 34.1 (13.1) [ 39.5 (15.0) 37.9 (10.4
Cuax (ng/dL) 52.2 (18.1) | 61.0 (22.5) 60.3 (18.6
Cuin (ng/dl) 25.3 (10.D) | 27.8 013.0) 26.6 (6.41
Patients with
Cavg below the 37.50% 14.29% 14.29%
normal range
Patients with
Cavg within the 62.50% 85.71% 85.71%
normal range
Patients with
Cave above the 0 0 0
normal range
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T &g,

T o -1 T
S
3y B

B3 TBS-1 gol M7 & ]
A7HA] Fof regimen F5 86~88%2] A7} A4
HAEXEHE2 7% WU E0om, 1800ng/dLe 233}

T o] NS WEEA

T 1A Ha HAEARHE 5

oIS WL, ol SR
oI, Fo F9leF #
- H2E2HE oFEd)
“-"-::: i::ﬁ::: c 14.0 mg Te terone (2 syr
g 500 9
A: TBS-1 8mg| |-
BID % 3004
Quy s (07:00, 21:00) 290
ol xd AA
. - = B: TBS_l 11 100 4
715 A 3t 5 BID s
FRA8=801 (1700, 21:00)
/H]) . ) . T 1 T T ]7 ’VI’v T ﬂl
Nasobol %7H o 2 4 6 & 1@ 1% ra 18 2 22 24
’ 564 Androde
F2E91u C: TBS-1 14mg BID TBS-1
224 |-01-20[ 1 T e 7 ® Patc
74, o .| (07:00, 21:00) 80 mg | 11.0 mg | 14.0 mg
09 A (Ljd ;ﬂ; BID BID N ey
E__Eﬂ\_ 5D gAEsEE 7] (0e56) (0=56) (n=54) (n=54
= s n= n= n=
100~300ng 3 5mg QD AUCo—, 6890.34 | 7599.00 | 8066.569 | 9230.8
JdL) (21:00 (hng/dL) | (1834.11) | (2134.38) | (2418.18) | (2471.3
o taldy | 25710 BI684 | 336I1 | 38162
av n
sEmE AeA] A s e @642 | @899 | 10076) | 10297
g AH-(3.2%) Cax (ng/dL) ' : : :
max N8 21370 | 24D | (253.1) | (276.6
sl | 2032 202.0 206.8 2772
min \I,
s (1514 | 1022 | 963 | (1206
fo (W2 10.50 10.00 10.50 9.00
Patients with
Cavg within
36.5% 49.1% 51.9% -
the normal
range
HAEYA: 387 5 AU 327t 75% otz #E S
Al AL BEE A ke
A: TBS-1 7.6mg - HEEZHE ofgst
gy o |BID
ol x| (0800, 14:00 PK Parameter | 7.6 mg BID 7.6 mg BID 7.6 mg TID
%A e = Mean (95% CI) m=7) m=7) m=7)
(e} [e}
B: TBS-1 7.6mg
1) ~ _
. ;D*é (18~60 BID égg}?/ d2L4) 7545 (5785, 9840)| 7846 éggge 11 113270(7719)84, 16
TE2F 9] vl 917 (08:00, 20:00) 14 |Cave (ng/dL) | 314 (236, 419) | 327 (210, 509) | 472 (323, 689)
27 [MAT/05 % <§ e o) |Cmin (ng/dL) | 102 55, 189) | 157 (98, 251) | 220 (116, 419)
3 3 . _
N i; (X E]]Z:%D 1BS-1 7.6mg Cmax (ng/dL) | 859 (632, 1167) | 854 (465, 1570) | 1137 (895, 1444)
CeEC IEAYE = (08:00 14:00 t1/2 () 14.29 (12.86) 8.74 (5.65) 11.92 (3.62)
= 20.00') ’ o AE Mg 2 w35 TIDIA #E=on A a5 25
<300ng/dL) ' A "ol =4

34 B7t

SHOFE et H%

35019] ool mais|glon], RE Agel)
590 v olgubge $a
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=]
RUN

3.2% Unit—-dose
) AHe

A: TBS-1 7.6mg - HAEAHE o538
QD 7.6 mg QD | 15.2 mg QD | 22.8 mg QI
PK Parameter (=8) (n=8) (n=8)
B: TBS-1 15.2mg AUC0-24 5591 7563 7462
U m|QD (ng*h/dL) | (3442, 9081) | (5479, 10440)|(4963, 1122
ol A A A 739 925 952
7} i;i S=lc TEs1 228 Cmax (ng/dL)| 593”921y | (672, 1273) | (695, 1305
w;( . 6?) Qb ome tmax (h) | 1.02 (0.759) | 1.40 (0.943) | 1.02 (0.68)
A, ED" t1/2 (h) 11.7 (7.18) | 8.19 (5.03) | 10.5 (5.43)
JE5F-=12] -
o MAT/O4|ma, |87 i 94 SEef 14 me: g mage #2994 2oron, 228mg S9 A4
42 | oy (771~8130+) A |dang zaa 2e
0 2 Hx okAA 37}
2k
g, 371 EXHE F|FHa 399 FopRrE 2719] oPdugo] HuEglon, BF AR Fof Hej| WA
= o =3 A B C 24 ste] M@kt walo] Y
<300ng/dL) |H= S
3.2% Unit-dose %
7] AHg
(Fo] g2 &%
B
12 %54 97t
90 AlE 24X A EF FH2EXHE F% (Cavg)’t
A 9(=300 2 <1050 ng/dL)oll E@8H= BlEo] 75% o]
& o 5(95% A= T3 dFed >65%)
Serum Total Testosterone )
. ITT Population
Cavg in Normal Range on
(N = 273)
Day 90
A: TBS-1 1lmg C;;H(l)bme‘)j TBS-1 TID 76%
BID D Mg
(2100, 0700) A Ll
) ' TBS-1 BID (22.0 mg) 71%
B: TBS-1 1lmg 00 N oo
TID ol
(2100, 0700, = |23 534 Wt
18-804] 1 |1300) 1D 909 A TS
N o] © #%F Hu FHzEZHE % Cmad7b <1500 ng/dL
TBS-1-|F7 U RS IAB=31 H[EE ) <l l&el 85% |
’ <A (0900) A - = o] nle
w2 2} o] ) = @ 21800 2 <2500 ng/dLQl H]&e] 5% w]qt
34 12011-0| ) EEE Y PN +9 .
S ek E OE ; @ >2500ng/dL =} ¢l
3 |am [27TF Eloa ngan az| ¥ T Tor Popatation
- o HiHH A = T Population (N = 237)
<300ng/dL SN bR arget | ('_ oo =
T = ] 2] ol =t (%)
Cavg<300ng/dL%l| = ¢ n (%)
SRS o] AlA +lfmax=<1500
qx}t LI 0| N =850 | 242 (89%) | 211(89%)
A TIDE &% B
1800 ng/dL<
<
4.5% AT A Cmax<2500ng/dL o% 9 (3%) 7(5%)
Q
° Cmax>2500 ng/dl| 0 1 (0.4%) 0 (0%)

2) A9 B AEXHE, DHT, estradiol®] 9538t dleju]g
3) PANAS(Positive & Affect Schedule) score

4) 1IEF

5) BMD

6) ANEAZT, LBM, FM, AAWE)
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6.5.2. A YA (Pivotal studies)
« 12 frE5d Bt
- 90 AAE 2447 Ht 5 FHAEAHE 5 (CupZt AAHS(=300 2 <1050 ng/dL)el =
b v o] 75% o]k o F(95% 4127t &k =65%)
A1 Al PP, ITT FEA 2ol tia] 25 Fl(AGA delAe FEES ITD

Serum Total Testosterone ITT Populati
opulation
Cag in Normal Range on N _p273)
Day 90
Combined TBS-1 TID* 769
33.0 mg) ’
N’ 114/151
TBS-1 BID (22.0 mg) 1%
N’ 86/122
*Combined TBS-1 TID: 30¥ A Aol A BIDoA TIDZ Ak skxje} F2¢] vl A Ao A5EE TID

=i E=
HAESA: ITT tld+] HE él%'*f—gg PP H-P-F BID Fof oAl Y P HFSA) Bl S
J)FEol 75%E vhEsEx] @rgkoi), ITT TIDT ¥ PPL EE §2kifo] i #e

o) ==
lEE e

657. &4 A dF 8 2 HE
o HAHUAF(TBS-1-2011-08) 0l A 715 A8t Aol A TBSE M7= BID (22mg) =+ TID (3B3mg)= F
Al (EHE Ao A4 308 Al-A BID—-TID $%) A4 W99 84 HAEXAHEY Eoj2E x| HlE
o] TID ¥o ¢& ITT, PP &5 75% 7% BF W=
- BID ¥ PP & %3G 0U ITT & 71% 2 WA oFha(95% A7k ot =3 2% = 65 % 7

BIDY A TIDE F#3 $AEBID/TIDT, 86%)olA, 1€ 11.0mgs F7HFAZ 44 Al &3te A9
MEgo] 309 424%— 90U 634%=E #Z (Cavg 301.29—358.28ng/dL)
o HAEXHEY =& Z7F 8o 2 23 §#34 H7F "H5Y 49 0¥ AA CmaxZb tiF-E(85%01%4)
1500ng/dL wgto. 2 ##H L, 1800~2500ng/dL 1 A} vl =& 5% wgte g AFHAUL o9, ITT &
o] BID Fof 4 190] Cmax ol 2500 ng/dL< 43851 2™ (3570 ng/dL) ol F47I3F F¢ 583 3
Uzggto|Tof o AR odstdon, W2 DHT/T ratio(0.06)2 A

658. ¢HAA A dFd 2% B AE

o QHHAd WUt
- 90 FIZbEY] Hit ForIZbe 86.1delfoH, 9% 171, A& 2719 RIS 47 He 1757,
346U 2 UERG
- Z71ZF 5 BID #(1429)01 A 907 (63.4%), TID(ZHF EF 1649) oA 1057 (64%)2] Fo F o]duts
(TEAE)°] 21 H&



W, TID 69)°I5eH, o] T Adefdt #do] va &

Table 49. Summary of Treatment-Emergent Adverse Events (2% of Subjects

in Any Treatment Group) by System Organ Class and Preferred

Term — Safety Population — All Periods
Combined
TBS-1 BID TBS-1TID Total
System Organ Class (N=142) (N=164) (N=306)
Preferred Term n (%) n (%) n (%)
Subjects with any TEAE 90 (63.4) 105 (64.0) 195 (63.7)
Gastrointestinal disorders 8(5.6) 17 (10.4) 25(8.2)
Nausea 1(0.7) 5(3.0) 6(2.0)
Vomiting 3(2.1) 2(1.2) 5(L6)
General disorders and
adnunistration site conditions 3(2.1) 13 (7.9) 16 (5.2)
Pyrexia 0(0.0) 4(2.4) 4(1.3)
Infections and infestations 33(23.2) 44 (26.8) 7T(253)
Nasopharyngitis 9 (6.3) 16 (9.8) 25(8.2)
Upper respiratory tract
infection 6(4.2) 7(43) 13 (4.2)
Bronchitis 3(2.1) 5(3.0) 8(2.6)
Tooth abscess 0 (0.0) 4(2.4) 4(1.3)
Injury, poisoning and B SN
procedural complications LO(T:0),50 16:9:8) 26 (8.5)
Excoriation &3 ()Y 72 (1.2) 5(1.6)
Investigations 7 BEH0) L7 20¥17.7) 37 (12.1)
PSA increased 7 oue0y) . 10(6.1) 10(3.3)
Blood CPK increased D) 2 (DTG 4(2.4) 6 (2.0)
Musculoskeletal and N 37
connective tissue dlsmdels AT (20).O 21 (12:8) 38(12.4)
Back pain WAR2AB)S ¢ 5(3.0) 9(2.9)
Pain in extremity 3.0, 5(3.0) 8(2.6)
Arthralgia IS N 4249 7(2.3)
Nervous system disorders 16.(113) 25 (15.2) 41 (13.4)
Parosmia DR D) 9(5.5) 16(5.2)
Headache M4 (2.8) 6(3.7) 10 (3.3)
Dysgeusia 2(1.4) 5(3.0) 7(2.3)
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Respiratory, thoracic and

mediastinal disorders 39 (27.5) 55 (33.5) 94 (30.7)
Rhinorrhoea 10 (7.0) 14 (8.5) 24 (7.8)
Epistaxis 9(6.3) 11(6.7) 20(6.5)
Nasal discomfort 10 (7.0) 8(4.9) 18 (5.9)
Nasal dryness 7(4.9) 6(3.7) 13 (4.2)
Nasal congestion 5(3.5) 7(4.3) 12 (3.9)
Nasal mucosal disorder 6(4.2) 1 (0.6) 7(2.3)

Skin and subcutaneous tissue

disorders 14 (9.9) 17 (10.4) 31(10.1)
Scab 3 (5.6) 8 (4.9) 16 (5.2)

- e =7 niela wdste] 599 S deler] vY, AEALGEEY], dxEs g AU
o] T ddl27] Tdo] otsly A 3W(B.1%E BEEAL, o)F 19%(32.2%) A7 =
ob BT o] g e s TAFARe, 3y, ABAY, AW, T £oR BD)

- PSA % T7keh #ste] TID ol A%k 109 (3.3%) 7 #E= e, 88 e Algeka #aA
= Aoz Hrk o] T A4 WH(0.01~4ng/mL) A E 233 Aldl= 530|9low 28 = Al
dare] Aol wel FolE FAGN o, 28 EF Fo T4 & AN FAR Hd 604l
5] H

L=

- AGFAHAL 4 AHA A7) 7k 298] (BID) #EEHSAA, 29 BT PSA ®gle= FkehA|
AR, AE FW glo] AW Fopsglon Aoty waAd: Ao Bt

- APAAGA AN E Het, PFAE BIRst A o= Fo3 ol 2 W= #F
=2 kS

- Aokt BAE FEoldurge e 2

6.7. AFl g AAAA
o A AFS AN TAS G HEEX2HE A e FAZ AT tiA eRARZ 7E FAAER(A

T, A8, ZEFANe} 2 1 A8 AF A
- AR FE Bl A7 As dEdA W HAE2HE $2U A MY =gt
ME 71%, TID A& 76% = AEEHAS
- Word 2 At o R Fsatdon], BFARYEIZ)L HHT o dHES AYEta tRE
o] Hl2E2HENA B1d 23 ou Qe Wahs dEEA ¥k
- AT HRG FEoMEE E, 23, IEUY, IARY, WY, WNE 1A FoldE
7. 2l =2 AtEE ol &S A=
o AYUTH20165), ©=(20145)°0 &7 &=
8. TUHTAM EZe] HnHE ! ol oAdESe SMo & X7
o EXEHXANY, kAT EA2% ke HluAE A&
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