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- JREZRE AR HEEAdA FEI AFT2EY 53 Fxoy YFHow gy}
At AZFINFE2RO0R, ‘Halsd AT EE FulAo 2 QT 4ok AARA" | Aolo B4 A
2 7

N4Z 9 gl AAHA ST GAA BA o3 HUZFTO
!

IRERR] 24 AEAAE ol §5tel FYAYLE Hold AUFF BANA FAFomH YA

Fool WS A7 Hlofd A4 Lol Mol Al of UE FEH 2 AAHE WFH) AB A8

%%

st% A72016'd 2€ ~ 20199 8€)IDA3002_SGA_IIIE sttt

14. AR F53 Add Fa% dALE B
Ed

15 AR ER) H7NA A Ago|do] BH A%
Hg 23 BAE YAAY FU A4 BHQAA = 3-11886)

sUd HEAEAGHE HEAE A=

7d=Fol(Small for Gestational Age)Z Ejold A1 Zoloj A
2015.12.04. DA3002_SGA_IIl | DA- 3002 XH el A s =)o FRAT AANS HILE] 9
3k A34F QAAHA)

-p:

¢
o2
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5. oha|7t|-.9.o{| :l_l-ol- I}E

51. e ZEAE M8
o 7] B7} A AEHE A8E 2L

6. AMAI B Lo Tot XIE
61. YHNGARY AFAGCP &%)
o ASAZFTHA AITA sl

o GCP Aej=AF 441(2020.06.30.~7.1., 2020.07.03.)

6.2. AFAFAER N8

o YFANFIAAE  F 1A [ 3 1A

6.3. A=A A Y(CTD 53.1)

. HIAY 98

64. YAFHYAIF(CTD 533 % 534)

. HFAY 28

6.5. A 2@ ekdA (CTD 5.35)
65.1. T84 - dARANE AL

@A 2 E ot FARE/FALF/FA7IZ | B

e

2o FEYS FANLS B A A YA

[DA3002 SGA_II] =37 %oKSmall for Gestational Age)Z Elold A AA Zolo) A DA-3002 (R]=F<A

B wel2  gof| GROWTROPIN ®-I) F|-fr&A <HFEAE>

W AL SopAbel FEEZ]A(N=30) -k g -Fod thH] B 52 F § HALE WS
(N=75) : 0.48 mg (1.44 1U)/kg/week AAET Wil AP 2 gzl
5.28(£2.03), 4.63(£2.19Z F3A 57t
34 @ A= EZAFN=30) #7b Aol 0.65 cmfyear [95% CI -0.53,
: 0.48 mg (1.44 TU)/kg/week 1.8318, 95% k= AlgE7le] &3z -
0.53cm/fyear 7} vl|ESA A -1.9 B}

© M 22 N=15) 7 dzTol s A5 B 4%
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6.5.2. A U4A & (Pivotal studies)

[DA3002_SGA_IIl ¥-d7=Fok(Small for Gestational Age)Z Efold AHAA  Fholo] A
DA-3002 (RZEJAABFAETZ )Y FEATY IHAAES U187 A A3 A

A

Al 3%

259

34

O szt Adexds O A=sHsA =2 7] &

r-{n
L

SERE

Clinical Study Site
duMggd
feta

Mggage

— o A2 A A} Report No.

£0tEa LiEE|CHARRE REg

sorian ue= DA3002_SGA_II_CSR (Ver

EXos-ESih) #ie

ae 1.0) (2020.02.20.)

XN
ry
i

A&717F 2016.02.26. ~ 2019.08.28.

<A@YARID>

*ARZIZE 2A8Y 45 + X5 525

AFAIEL 7, T2, I, B, ¥ 3 dFAFEeR AAEHAYG. 23
A (—4é~0%<—)—§— Bt A, AYriEed 2T AFE AdddE AET, o
2 v xR g0 2:2:19 Hl&E2 T WA AT 525 7& Ad

& Xli‘_e_i»?i@" Eofulglom M A BT 0~2659 A" BF7|9} 26~52F9

71 7Haoh 4 A@odAE 135, 265, 395, 525 Al wHEste Badk F3t

G, 2 BE S A" (65, 195, 325, 4559 ¥

g ol gukg AE ST HASTS AFs AY

7t DA-3002 FoFS st o, o wf bHAd #H

*

SRR o NN

AEE : DA-3002

B : FrERNE Z

H| X R 7

Hix g e+ x| &7|(DA-3002)

=

Visit 1 Wisit 2 Visit & Wisit 10
{3creening)  (0F) {263F) (52F)
<ABEAD
R ekolz glojd A A 3kate] A Z3lo] glo] DA-30028 T3 & faidi o

AHe WS 1 Bl AxESUSE Bo 95 2o YA sk

% (Chronological Age)e] ®F 44 o]l AFE7] o] (Tanner Growth Stage De] 2o}
ogdolad, 7o AW (Sex)ol| tlsle] AlAo] 3 wlR 9= o]5)Q 3o}

] A HAT 6L oldY FA A AFTIE(d: LA E, St AR E
5ol A= Fot (2}7} 24720 oAER o)

3 Ago] 235 ol 435 o)l o}

>
U U
=

>
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5) 24 A ATl AP A 1
6) AIA 715 et el gob (B2

)
7) ol 4REEE FE we Aol

£ F;A 7lsel B AFol= e

ool A= A AF MA A HA 1@ F<F drug-free period7F 1oiok 3
8) B A Fo 3 dHe 3 Fol By Buw (xE WA JdAY BHF A
7F Ad s A S

o
4+ |DA-3002(GROWTROPIN ®-II) FAt 7FE @] #] (Fofol 2~¥])
¢F | Somatropin 30 IU (11.1 IU/ml * 2.7ml)
AN =
o= |
% | A=EZFA(GENOTROPIN ®) F 16 U (5.3mg)(Z+= 3}o]Ah)
¢k | Somatropin 16 TU (5.3mg) /Cartridge
=
_ [HEEs d=we 5253 DA-3002 = AxEZUFE 048 mg (144 [U)/kg/weeke] &
T For RARYE WASHA FHEFA ST HIA BT 2659 HIAE BF o]F 52
*l #7120 DA-30022 Relsigien), AFelH MARTol Bal 78F74A RS
g NFPET RS DA-3002 =5 ALEZAFEE Visit 2 (0F), Visti 4 13%), Visit 6 (26
T3, Visit 8 (39F) WEY] AT AFL AR 048 mg (144 TU)kg/weeke] §Fo
j Askete] 165 FAES AWt HIXETES 2659 HIAE #F o|F 5H2F7HA
° |DA-30028 Eojstgon, AFF BIAET I} 78F/A Folsgon JAAFE
i ookF AW B 4 ANFUHIAY AFTE VIR Uy AWL7IA FoAsfop & &0l
Ag | AR E A
W& ;j = 7
=) D Aol F84 9 bdAS Bristed dFs £ SR o=+ °F= (Amphetamine,
= Methylphenidate, Pemoline, Corticosteroid, estrogen, androgen 5)= 14¢ o4 &35 o2
q| FAT A
2 (2) YAANE 717 F A7) HoJEA (Tanner Growth Stage 2 oAb Edho] &3é]&= A9
7t Q) AP EA == AP Rt 5o H3jste] Ao Fo FHE Q7= AS
2 (4) ST o] g e YFERAY HAAA Y o] WFo] Uehg AlF A&o] Zekeitta
- HeE = A5
(5) 718t 44N EEZA7E A s FAstAoF vt AGd H -
5} |1 fFE3AH HrlHs
F(E4A d¥ Fo 52 F & AFEEHY dxzTe AdASEZ(cm/year, annualized height
W .
A} | velocity) W3}
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23 #EA BrNs

D 26 F & gz HA 579 A4 =(cm/year, annualized height velocity)e] x}o]
(2 Fo A di¥] Fo 52 F F AT xoo A £FWA A (Height SDS) ¥ 3}
Q) Fo A div] T 52 F T AT x| SHASE(EAFA/FAEAN) W3}

@) Fo A div] o 52 F & AT thx9 IGF-1 ¥}

6 Fo A div] Fo 52 F & A@TH iz 9 IGFBP-3 w3t

D 7« B2 S T oldHhE (F4aAEEE e Bz 23D

D ABadaEA

offt
S
oA

NA AT

*planned: 75% (A @ 309, thxa 309, BIA &7 15%)
T2l g 75 (A E e 307, xR 309, HIA & 15%)
s T0HANET 27, 2T 299, HIX ST 149)

B AR 522, R FoE Hold ALY SAE 4o ®E DA-3002 EE Ak
EZY®S B3 & 7} BoFo|A AL T(Height Velocity, s HV)E Hrlsta, A7
ZF3A Mo DA-30027F A-EZRA® Bt} 584 #SS AFEr] Aot

MAEO BFE WG| YU SAN JHHe ChET Tk

H,:HV,—HV,>8 (620) vs. H,:HV,—HV, <8

f

HV,: 50 ¥ Cffd] 525 % DA-3002 %450l ws

HV: £0 ® O8] 525 # A=£28° 4¥4E

le

i 5}

_|

Placebo HV ®W3leFS 0.7 cm/yr, A-EZW® HV W35S 4.87 cm/yrE 34 3ke] Placebo
giul AEZA® Zfolo] Ui 95% 41&)F7te] 50% Wl 195 HlES JALIAR HF
skt

DA-3002¢+ AwEZR®e ax7} St /A, @5 FoA$E(e) 0.025, A
(8) 90%, 1.1 Wl&= F29 wigdd o T3 & 2490] 4 %5]51 TEESESE 15%E 1L
Gotel 29 09el HTAUG. GANOR HFR) AT WART 159 E EFF, ¢
WEANFAAE F HHADT 309, =T 3079, HIAET 15%) A 2ie S8
Sl

FAEN U
1= H7FHESD
frad F@riwsdd iz F &4 AEdEA Jo2> PP oset o]l o]x &4 AF A
e FA set o|t}. QbHA HriH o s A& Safety set & £4 Aldojga fJdoz

RE EBEARAS SAS(Ver. 9.4, SAS Institute, Cary, NC, USA)E Al&3lH, RE EA 2 7
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AL FoFFE 5%stoA FZSH A (two-sided test) S Y=o =2 i,

T FEQ HrhAe] &SR gy, 2 R ¥ VE5ARE S, 22EAL Y
& Az AdHS AAE L, AFTEDA-3002)7 HEFHEEZAD)Y] Fof A thn]
Fol 52 F & AAEE wsle] zjold thEk 95% *= AN FIHEF, 97.5% ©= A FH 77D
S T3 F, o] Al A} -1.9 By S AP F(DA-3002)0] EFHER
Aol wls] d53HA oy AAIh

A3

s
—a

3

NPT o =

= v X837 | Total
(DA-3002) A =EZA®F) ]
Intent-To-Treat set
309 309 154 75
(TT set) ° ° ° °
Efficacy sets
Full Analysis set
30 307 159 757
o (FA set) ° ° ° ?
w Per Protocol set
24 28 144 66
T (PP set) ° ° ° °
8} || Safety set 30 30 157 75
2
B INGgA F 7599 HF (£SD) dAHL 575 (x168)A 0o, FdHe zast &
B 7290 Mo W (+£SD) BAHL 455 (£ 15DH G AEE TRSE, G AP
A= 379 (49.33%), A Al A= 389 (50.67%)e| AT HHE (£SD) AA 2 EEH
A= 101.26 (£9.77) cm, 15.27 (+3.64) kgollo™, H+ (+SD) BMI= 14.70 (£1.28)
kg/m® o]t}
23d Ao TSH 2 Free T49] A&7t #3E 729049 B (+SD) TSH 2 Free
T4= 2.79 (+£1.10) ulU/mL, 1.26 (+0.18) ng/dLe]Att. A A H+ (£SD) Aefds 2L A
Z2 37.79 (£3.12)5, 2198.53 (£593.44) grame] At}
ITT set A @ohdAte] 788 AR 9 73 EAdA Ad+ (DA-3002) ¥ iz (A=
EZY®F)o BEoF 3t BEAZOE Fo3 2o]S Hol= FE O gt
1=} F7rHEF>
o BEo7 gH] By 5235 AlPTH dI=Te] <& S(amfyear, annualized height velocity) 3}
Table 11.4.1 Change from Baseline in Annualized Height Velocity at 52 weeks [DA-3002 vs GENOTROPIN]
(Per-Protocol Set)
DA-3002 GENOTROPIN
—24) oN—28)
Baseline
n 24 28
Mean{SD) 5.51(0.87) 5.66(2.07)
[e) Median 5.51 543
T Min_ Max 3.76. 7.60 230, 12.82
_§_ TWWeels 52
n 24 28
/Ké] Qi;a;_:(SDJ 10.?3(:}562) 10?3(’}5}19)
;&dm_‘ﬁu B.O?,VIS.—'F—'F 8..16_7172.23
Change from Baseline at Weelk 52
n 24 28
Mean(STY) 5 28(2.0%) 4 63(2.19)
Mledian 5:13 501
Mlin, Max 149 1026 -1.20. 776
P-value [1] =0.0001 () =0.0001 (w)
Difference(SD) 0.65(2.12)
05% Confidence Interval for Difference [-0.53. 1.83]

Non-inferiornity (lower bound = -1.8)
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D 02F F HE AAEE WSl (£SD)2 AlFT 528 (£2.03) cmfyear, hET 4.63
(£2.19) cmfyearo]th. 7 wollAe] B AAEE WSt g zpo] (A P-thE)
= 0.65 (£2.12) cm/year [95% CI, -0.53, 1.831%, 95% %= AIZF31e] 33Hzk (&,
97.5% ©= 2 FF7Ho] -0.53 cm/yearZ BS54 FAQA -1.9 Boh A AlPFo] =z
ol Hl3] 53R Eas dESSATH

Q2= HI7HHSD

e 265 & Uz ¥X879 AAEE (cmlyear, annualized height velocity)2] x}o]

D UBARE YofFE Fo A diH] 267 § By AAEE WHstEF (£SD)2 iz 5.48
(£2.61) cm/year, Bl X & 0.75 (£1.30) cm/year©] i th.

o Bo] M Y] 52F ¥ ANPEH h2T AR EEFWUA AS (Height SDS) W3}

Fo A gib Bo 5253 & HdE AR WA A5 WSt /\lfé% 1.23 (£0.33),
iz 110 (£0.28)01em, Ad+d tza BT AFAFEE oJofF i
2ol F RE AFGAN AR BFEA A5t BAHCR fo5 %ﬂa%q<
p<0.0001).

e B A div] 52F ¥ AIFTH 2T = (F9% A/199% 4) ¥

AT ARAEE oFE Fo A Wi EAELE 397 (£09IDME H HAH <l
5.24 (£0.8DAlell Blal 1d o] A= AN AT E HF Fo 52F &

7 ZTAHEL 4.9 (£1L10ME Fof A iyl 0.98 (£0.50AM7F S7FstR o, H+ o

2 6.24 (£090AZ Fo A div] 1.01 (£0.0DA 7} S71sEF L, 9AH o]

%ﬂ%‘ Hal gl Hod FASEE 0.97 (20502 el iz d4AdE <
F FA A 3y S9%H2 421 (zL1HDAZ HFE gAH] 551 (+l42)*ﬂ°ﬂ Hl3) 1
| o] AAFo] JYATE Fo 52F & H 2AHL 533 (£130ME Fol A oy
112 (£0.48)A17F F71sks o 53 (£14AHE2 Fo A ¥l 1.01
(£0.0D)AM7F =713k a, 94
(0492 JepT)

e B4 A tiv] 52F F ANITH vxT o FHAF9 IGF-19 A3}

CAAAEE ookE Bo A b Bo 523 F HF IGF-1 WHIEE AdFE 180.95
(£+85.84) ng/ml, thZT 190.64 (£87.39) ng/mle] At} AL ol<fF Fo A Tﬂ‘ﬂ
Fo & BE AFAA AT iz 27 IGF-17F A2 {F93H
o} (all p<0.000D).

-Lgl‘-?ﬂoﬂir
FE’

e 5o A THl 525 F AWZT hz22o) Qo] FARFS) IGFBP-39) W3}
cFo A Ui Fo 525 & Ht IGFBP-3 W3R Al@T 1.91 (£0.76) pg/ml, o=+
L0 (080 srgimiol Ack. A HE oo ol A il K] F mE AN A

Ao thxza 25 IGFBP-3 Walgo] FAZ o2 FofstA F7hekint (all p<0.000D).
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ox A 2

T3 2T 60 F 29 (48.33%)e] Al@hdAboll Al F 14271 9] o] uk-g-o] LAY
3, B APT 169 (53.33%)A 767, thzT 13% (43.33%)01A 667102
T (DA-3002) ¥ di=7 N=EZACF)9 FoF 2 o dits dd &L Ezﬂﬂo
gk ZFo)7F gl A th(p=0.4383). o4& AHF 927, T5%5 500l%lor, TF

T 159 AlF@didA F 139 86.67%)0 A F 5379 o] dukgo] WAL, 7]
H (xE #F7] 8 DA-3002 FefrDE RS 265 HiAm #E7] 5 69
(40.00%)°1 4 107, o] % 26~785 DA-3002 F<F7] &<+ 139 (86.67%) A1 437
E (A s #E7] 8 DA-3002 D= o)dits BHEES SAHSE FoTt
7F AR ® (p=0.0082). Fiz, WA FT 7|HE o]dWreS TEE W HXE #E7
1o ° o

o
N

|
of @A DA-3002 F77HA] A E A 9§ o] 4Rk DA-3002 FoF~7]9] o] 4wtk
SO R Fste] b BRaAQ B0 E EASATH
gk AE: Al@ <ol A& Nasopharyngitis 9% (30.00%, 3071), Bronchitis % Conjunctivitis
allergic 7+ 49(13.33%, Z+ 97, 47), Influenza 3%(10.00%, 37). HETZAA=
Nasopharyngitis 5 (16.67%, 2271), Influenza 4%(13.33%, 471), Bronchitis 2 Pyrexia 2}
39(10.00%, 2+ 54, 3z1)

Table 12.2.1 Overall Summary of TEAFEs [DA-3002 vs GENOTROPIN] (Safety set)
DA-3002 GENOTROPIN Toral

rlot

(IN=30) (IN=30) (IN=60)
Number of Subjects with TEAFEs 16(53.33) [76] 13(43.33) [66] 20(48.33) [142]
95% Confidence Interwval [35.48 71.19] [25.60. 61.07] [35.69. 60.98]
P-walue [1] 04383 (c)
Severity
Mild 40 43 o2
Moderate 27 23 S0
Severe (4] Le] (4]
Relationship to IP
Definitely 1 1 2
Probably 4} 0 0
Possibly o Q 0
Probably not ¢] Q (0]
Definitely not 75 G5 140
Unassessable 0 0 4]
Number of Subjects wirth AFSI 0 0 (1]
Exact 95% Confidence Interval [0.00, 11.57] [0.00, 11.57] [0.00. 5.96]
P-value [1] NC
Number of Subjects wirh Serious TEAFs 3(10.00) [a] 5(16.67) [11] 8(13.33)[17]
Exact 95% Confidence Interval [2:11. 26.53] [5.64. 34.72] [5.94. 24.59]
P-value [1] 0.7065 ()
MNumber of Subjects with TEAEs Leading to Permanently TP Q a (4]
Discontinuation
Exact 95% Confidence Interval [0.00, 11.57] [0.00. 11.57] [0.00. 5.26]
P-value [1] ™NC
Number of Subjects with TEAFs Leading to Death 0 Q 4]
Exact 95% Confidence Interval [0.00. 11.57] [0.00. 11.57] [0.00. 5 96]
P-value [1] NC

ADR
o ANETH dETo AFHAA 60 F oFEol g 29 (3.33%)0l A %
staom, FATEHE AP # tixa 7 19 (333
(DA-3002) 2 thx7 H=EZA®F) Eo7 3 O—F%O]*o“?l% %‘fﬂg‘_
93k Zol7F Ittt (p=1.0000). BIX ST ANA FEFo]dnHkg-o WAYsHA| okt
- Alg ol A Injection site swelling 19 (3.33%, 171), thZ oA Injection site paine] 19
(3.33%, 17)oIATh. WG 279 fEO|FRIEEL BT dF 7hssin AR E 9
OFF FAE QT wAFS 9 134 Eo]dHtE o2, /5 glo] I EHIU.

F

A
g
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SAE
o TUF o] g2 AT T 608 F 8% (13.33%)lA

170] A8 AL, Fo

THZ AFEF 39 (10.00%A4 674, thxd 5% (16.67%A 11H°o=2, AdF
(DA-3002) 2 tzxa NEEZA®F) FoF 7F U ol 4dits i LS SA 7o
2 Fo3F 2to)7F LA (p=0.7065). B1X ST A= 159 AFhAA F 29 (13.33%)9)

Al 2730 Sk, 25 DA-3002 FeFr] wQF st
DA-3002 FeF7D2 Fuidk oldits BAdE&S FAAHSE
(p=0.1573). TAZ T o] Fuks Bl & FoJ7 o] dus
I AAFA 7L AT

[‘

rlo

7IZbE (A5 #E7]

T Aok Ut

BF QAP E oIFE

o ANPTH ol S BAANY o)dwts (AESL 73 (Asthenia)), Y/dAIEE oleF

F Rolo 9TH FUL AW WS W AFL 2T gV WANA %Y
o YRABE GJFE Folo T FBS 2P ol e MAET 159 AFu
A F 19 6.67%NA 270 dAEAT. 7|7E (WX 5 #FEr] D DA-3002 FrDE

AFNPE SlFE Folo IF FUHS 2T oW B BAHOE o
EW
- =

2o 7F AT (p=0.3173). BIX| Z7-ol A
3l o] AHlo WAISLR] k)

At o]k (AESDH Abgg 3

ADA

e AT AP A YFANEE F Fol Hole BEE AW 48
el Fo A thel Fof 265 B 525 F APTH 2T BF AR W
AN AR

@_}:
5
6;]—
RogAegolZ glojd A $tolE tiaro g 5253 <k DA-3002 (Grotropin®-IDE Fof s}t
Fe o AFgEE Wl o] ALEZAYE giv] HIdFFE YFIIen, FoT 4%
&5 9 A 7 a5 FgletAnh =5 o] Nk ofEo] Nk HHE HlnoA T
AE | A7 3 BAHSE {3 Aol7t AU 0‘“/\134 712 <t AP SHo A EolArgk
o] UE}A kol DA-30022] <ok A 3} 141‘1%40] T AT Aedoz, B
AAEE T RRAFLE Hold A4l Fholo Al DA-30029] g 4 3 2RE
dSstd o kHAdE FAsA
L dz3: g A2, SGA He352o2 37kd ALEEAF 50| JoB=2 fofuzin}
= 84 txoF 4] g
2. N@UAAS: Placebo effectE 0.7cm/yr, A-EZW Fo I Wz 487cm/yr &
714, <4.87° oA Placebo effect ‘0.7° & 273k 4170 3 EFHA 2.03° & ]
HEeld 389" o 50% wulurel

gate] 95% A3 [3.89, 4.451& 41E3}
90 B MYEATT BREE 588A0)

AFE N ET vn, FEZAFE %%%2?—_ A
76~93%, FEEZAF 0H S Yo E BFIIstA o

dston, ALERZAF

| [Rt 2 Xt 2] Genotropin &4 & 2H(genotropin FDA label)
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14.3 SGA
Pediatric Patients Born Small for Gestational Age (SGA) Who Fail to Manifest Catch-up Growth by

Age 2

The safety and efficacy of GENOTROPIN in the treatment of children born small for gestational
age (SGA) were evaluated in 4 randomized, open-label, controlled clinical trials. Patients (age range
of 2 to 8 years) were observed for 12 months before being randomized to receive either
GENOTROPIN (two doses per study, most often 0.24 and 0.48 mg/kg/week) as a daily SC injection
or no treatment for the first 24 months of the studies. After 24 months in the studies, all patients
received GENOTROPIN.

Patients who received any dose of GENOTROPIN showed significant increases in growth during
the first 24 months of study, compared with patients who received no treatment (see Table 5).
Children receiving 0.48 mg/kg/week demonstrated a significant improvement in height standard
deviation score (SDS) compared with children treated with 0.24 mg/kg/week. Both of these doses
resulted in a slower but constant increase in growth between months 24 to 72 (data not shown).

Efficacy of GENOTROPIN in Children Born Small for Gestational Age

(Mean + SD)
GENOTRO GENOTRO Untreated
PIN PIN Control
(0.24 (0.48 n=40
mg'kg/week) | mg'kg/week)
n=7a n=93
Height Standard
Deviation Score (5DS)
Baseline SDS 3208 3410 -3.1£09
SDS at 24 months 20+08 1710 29209
Change in SDS from 12°+05 177z06 01+03
baseline to month 24

p =0.0001 vs Untreated Control group
P =0.0001 vs group treated with GENOTROPIN 0.24 mg'kg/week

= 2.1 Dosing of Pediatric Patients
Small for Gestational Agea
Generally, a dose of up to 0.48 mg/kg body weight/week is recommended.

<FEREZF 7Ed ZREZEF I s{7tAE)>
3

riok
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i

of
AIEIRCh BN 17t Sot 08e

. Oo

ol
39
IO
_I.I_
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(@]
+
fe's)
~
o
3
<
[}
©
=

o] &k Eof M-F ME=
p<0.0001), 95% Et& A

ma/kg/weeke AFEZ| Of
=

Aols PP P E4 A SNz fe
be| sk8tx|7}b 455 cm2 dl2| HEk 7|=el 2 cm EEP 91, ol o 048
o

2t of
FetdZrotol A 677t Foisiis o MEINM oot ASE LB

|'<)II

[l

U{H
mln
o
oo
ot
ftlo
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o
£
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ox
ok
3R
dlo

3 &HE&F = A

4 FEA:
- AR 1R BRI il Rl 52 F F 4gEE wahel o), F ZelAel 4
&S W3} Ao|(AFT-thx=a)el ik BFakS 0.65 cm/year [95% CL -0.53, 1.83]=,
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Con wras
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