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8-9 0.15
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23-25 0.45

26-27 0.50

28-29 0.20

30-36 0.25
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50-56 0.40
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111-20258%5E 7 UTcACH/NEBEEWRIC. AEIDEHE MREDEHRZE M. BEMENRUE
EEIREIT D,
HERT U1 111-202:5%
ERHE. Z5E5%. IFEiR. AEHE. B ER
111-20555%
ERHE. £ 5E5%. IE5iR. SBIE. REBRER SR
IR 111-20255%
5~14EDACHNEEEISH(HAAHIZSD)
111-20555%
111-2025 B C2ERDAE RS ZR 7L @s S H S NIZACH/NEEE 30 (BRA Al EZS )
HERAE 111-202:488
FREREHE (608): BEXIBRIKR—M ~4[CERUL. AEI2.5 ug/kg(IR—K1).7.5 pg/kg
(h—h2). 15 pg/kg(AR—r3). XF30 pg/kg(Ak—h4) £181E. BT
5L,
HFHRSHIRE (180 8) - FRNREEDHEMEFNFEINICEDE. JR—MXIF208E(F15 ug/kg
[CIBS L. IM—R3X(F4DEEFYIODAEZ MR UIc,
BHERENVEVERFIFHALZWCEESIN T
111-205558
111-2028 85 FBEAAEDAS] (15X(F30 ug/ke) Z. RIREE (BiRRE#EOER L OERMN
REEH.5 cm/ERiE) (OZFT $FE T XIESELNICRRERIGEUVCEG FSEMMER S U,
SHImIER 111-202/20555%
<FEFHMEE> T2
<IRFHOIBEE> B  EERREEDORN—IATA VHHDELE F
BR <z2MH>
111-2025888
2RBER (2408) ICBVWTEBRREEELEDHD2EEEREF33/3541(94.3%) [CBHEHN. &
ER(EENEBAAIIT ISR ARG 306 (85.7%) GESTERIAERR 1661 (45.7%) AKIIE 158
(42.9%) THOIc. WVTNHEE (FLU—R1) T IHIDFH T L —R2OKMBTRIDRENRE SN
. ZDHDBSTHERFHSNEN DI,
BEREBEERIEIIMN(8.6%) [C3HROHSN. FDOARIS. EIRIGHEITIEREE (JL—R3) . RYIE
KU —R1) BREEER (T L—RI) D E 1 Tholc. REPILICESEBEERIE. IR—N
(30 pg/kg) T1BI(BIRIEDH)L T - /S—F 2V - KD A NEREL) [CRHSN . SARES DRSE )
CHITS N, EERBIERMUSETHIFEROSNBEN ST,
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SR 111-202/2055 5%

BERECEEMDHDEEBZR(E29/304](96.7%) [CROOSN, FBRBR (FRIBRI0WL L) I1F. %
SHERATHIBI2 781 (90.0%) ESTEBAI I 26451 (86.7%) « GESTEBLIRERR 1461 (46.7%) AKIIE1 24
(40.0%) Tdpole,

HERBRESZSERIF4H1(13.3%) [CRHSN. 34 (ERIRFHREIFIRE RS REX. PREEER) &
111-202RBCTHEIRL. 14 (BEEZSEA) (F111-205RB TRIRLIC, WINDBERESDBEERL
CHIBT SN B EDIEICESBEERE111-2058B T1EI(FNS VAP —F LR ICRHS
NOBBREEDBEED Y SIS NI FETAIFERD S NIEh ofe,

<\EzE>
111-202/2055£5
- FERRREDN—R 54 VNS5 DOZE(LE (BIRFHEIER)

2HBZBL AR S pg/kgZREIES SN IR—R3ICHEV T FEARREREDR—XS 1 VD
SOZELE (FHIBELEERE) (F. 600885 T1.3411.31 cm/FETH o1,

IR—P3 | gy | EERSEEE(Cm/E) | N—25AYDSOELE (Ccm/H)
(15 pg/kg) (F191E£SD) (FA9{E+SD)

N—=R3A(Y 10 4.04+1.41

1218 10 5.91+0.92 1.87£1.34 0.0017

241H 10 5.79+0.69 1.75£1.10 0.0007

361K 9 5.58+0.88 1.64£1.19 0.0033

481H 9 5.52+1.01 1.58+1.27 0.0058

601H 9 5.28+£0.98 1.34£1.31 0.0154
SD:1R%(R=

* DB DUHRE

- 111-202/205588 D ik — 3 TOD SHERI D LB R AT
AEI15 ug/kgiR5H55F%DERDENE. FHEMRIE—BS B ANAIREBT —9 &t
U, SERICHITBAFEE(111-202/2055 8D I7k— 3D 104l) A BB BB (EERERE
BEET—9 THDACONHIFE "Hh SHR| S E#HE—HE B TERLICE ANJAILERT —5) D
R—2AS5A4VHEDEEZ(LEBNDZEF9.08 cm(95% Cl:5.77~12.38) T HEtFNICHEETH oI
(p=0.0002. tI&TE) -

1)Hoover-Fong JE et al. Orphanet J Rare Dis. 2021; 16: 522.

6. FiERURE
B RYUFRGEETAERR) EUT. 280 EDBEICR5 yg/kgk. 28F80EE(0IE30 yg/kgz 1810, NEHT 5. 120, 1R 581 mgatBaRle.
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REFETIE A ERR R IEER 111-301 58 (RSREHH:1202266820H.CTD 2.7.6.5)
SREEHIE R ERH BRI 111-302508 (RE3FAH 2022665208, CTD 2.7.6.6)
(F—=9hvbA4TH:2019%108318)

FEEN

111-30155%

MEMRENE (ACH) /NEEBEZNRIC. AT DBERE FREDEMENRTREMEZ S TEREDHE
RICHBVTIREIT 2,

111-302:488

111-3015 8% 7T UCACH/NEBEEWRIC. FEIDEHE MREDRAZE N, BN UE
WEEIRETT D,

Bt P

111-3015488

111-3025458&%
ERHE. 25E5%. IFER. SBIE. R HHIR Sl

R

111-301548%

5m E18mARmDACHNEERE 1216 (BEAN7H7ZZD)

111-302545%

111-301HRTI1EBOARFI N E S MRS 257 T LB E IS NICACHNEERE 11960 (B
EN6BZZD)

HERTTIE

111-3015K88

AEIEE (606 TS EMEE (6141 (2111 DS TERIERICEIVMIF AR (15 pg/kg) XIETF SN
Z1810.528BKR Mr5UI.

111-302548%

AENS pg/kgz 1B1 R MRS Uz REMEIE. R B R (BimRFAHEHOER N U FEMNRRED
1.5 cm/&ERil) [SET 2F T XIFSFLAICHRRERICEUIBEFSFB LU,

WINDOHBRICEVWTCTOREMNVEVEFIFHALBRLIEETNI

SHEEE

111-3015488
<EEFHHEE> S2BROFERREREDN—ISA VDODE(LE
<EEREXFHOIEE> 52BRODHRZATTZ D=5 VHODEILE.

52BF D EAREMEDBURLERDRN—-XSA4 VNS DZE(LE
<Z=MFHBRE>BEEER F
111-302545&%
<FEMMEE>FBNRERE. SRZAT7 . LEEMEOBFHER
<ZEMFHMIEE>BEER F

fER

<HEaE>

111-3015488

‘52 BRDEBHREEDN—RSA VN 5DELE (FEFHEIER)
S52BBOFBMREEDN—ASA VHMSDELE (RN _FFY) (F. AEFIFF1.71 cm/F(95%
Cl:1.40~2.01). > tRE£0.13cm/F (95%Cl: —0.18~0.45) . mEFDZE(F1.57cm/F (95%
Cl:1.22~1.93) THY. TS ERBETH T 2 AEIBFDEMMEDREIN (p<0.0001. ANCOVA),

‘52BEIEFDHRZAITZ DR—RAS5A4VHSDELE EIRFHEIER)
52BRDERZAATDR—=IX5A VN5DELE (R/IN_FFH) (L. AEIRF0.27 (95%CI1:0.18
~0.36). PS5 tREE-0.01(95%Cl:—0.10~0.09) . mEFD7Z=[F0.28 (95%CI:0.17~0.39) T&H
W PSRN E R TARIB CERIBUE N RDH SN (p<0.0001, ANCOVA),

U s s
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C

(BE) FEIDEEFRGERDEIE

| EFStESEMARER (111-301/302558) (Kx)

fER

‘52BN LAETMADBFERDRN-—ZAS A VNS DELE ]S

528D LR EMEDBELEERDR—-AS5 A U NSDE(LE (R/N_FF) &, KFIBF—-0.03(95%
Cl:=0.06~0.00). SR —0.02 (95%Cl: —0.05~0.01) . @B D7Z=(F—0.01(95%Cl: —0.05~
0.02) Toh). B REZEIFERDH S NIEN o1z (p=0.5060. ANCOVA)

111-302545%

- EEBREE (FEFHEIEE)
F—INYbF TRRT78BBDARAIRSZ5E T UTCHE/ARIBED136ICHIS DRIFHRREFE
BRRRERORN—RSAVNSDELEIF LUTFDESITH oI,

A/ AAEIRE (n=13) FSE/FEE (h=1)
FRMREE N=—RASAVH5D FRMRER N—RASAVH5D
(cm/£F) Z{bE (cm/F) (cm/£F) Z{bE (cm/%F)
(F3fELSD) (F13fELSD) (F3fELSD) (F13fELSD)
N—=RSAY 4.52+1.75 3.34
2638 5.95%1.31 1.43+2.48 5.28 1.94
528 5.59+1.22 1.07£1.80 5.70 2.35
7838 5.89+0.79 1.37+1.87 4.97 1.63

SD:R#(R=

- BRZA 7 (XEFHHIER)
T =9Iy TRRT78BREDARIR S 2 T UTAE/AFBED 1 36 CHITDREBNBERZA
ATPRON=RSA VDSDEEEF UTDESYUTH T,

AE/AEIEE (n=13) FSEi/FEEE (h=1)

SV & 870))510) Sy &k 8701 510)
(FAHELSD) (eiELsD) (PAELSD) eiELsD)
N—RS(Y —4.90+£0.76 —5.08
2638 —4.72+0.77 0.18+0.13 —4.94 0.14
528 —4.61+£0.87 0.28+0.27 —4.94 0.14
781 —4.41£0.85 0.49+0.34 —5.27 —0.20

SD:FEERE

- LEETMED SR (FEFHHIEE
F=INYbA TERT78BBDRAIRSZETT T UIe AR/ AF B D 136I(CH T2 REFNR _EFE
MMEDBHRLEERUIN—ZSA VNSDELEIF LITFDESUTH oI,

FEI/AHIEE (n=13) FSEm/AEEE (h=1)
LIEETED Sy &k 0701 510) LIEETHD SV &k 0701 510)
Siftix ZLE Siftix ZLE
(F3ELSD) (F3(E+SD) (F13fE£SD) (F3(E+SD)
N=RS(Y 2.03%+0.10 2.12
2638 2.00£0.14 —0.04%£0.10 2.03 —0.09
5238 1.97+0.11 —0.07£0.06 2.07 —0.05
78 1.95+0.12 —0.09+0.07 2.10 —0.02
SD: 15 # Rz=

I I I A,
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<ZEMH>

111-3015458

OEBRELEER DD DB EBRIF. AFIBF53/6041(88.3%) . IS5 MEE51/6141(83.6%) [CFRHS
N FRBRIEABBFCERBBARISA3(71.7%) GEHEBAIAIHEA 161 (68.3%)  FHEBAIRER23
B1(38.3%) . FSMEE CIESEBAKIBEIOBI (63.9%) EF AN 286 (45.9%) ESEBAIALE
M OFRBAIHMAE 761 (11.5%) TH Tz,

BERBESRIF. ABIBECTIMH(5.0%) 4 (A VTV IV RUBEESBIRHE 6. 77/ 4 RIEX
CHEIRIHEITIRERBDEERDF) . TS ENEE T4 (6.6%) (C5H (REFX, FIREHER VT T/ A
REEAD'E 1 6], BREBLEENE LFOEEN14]) BHOSN. VI NBEERESDEERLE IR
SN BREPUEICESICAT BRI FABETIH (LEICLDAR) [CERHSNT. FETAFFRDH SN
Bhorz,

111-301/302515%

BRECEEUDHDIEEBRIES7/11961(47.9%) [CROOSN, FIRBRIFGEHEBAIR A 25
(35.3%) GEFTEBAIALIIA 1B (34.5%) SESTEBAIAERR2341 (19.3%) TH o,
BEBESTERIEISM(4.2%) [CBHSN.ZTORRIF. AV TIVI VT BETERX EEET. 2514
BEMERMCIEFNE. 7T/ A RIEK, EEREHRITIRAIREE NS 161(0.8%) THolc. WITNEIBEES
DEERULEHIRTSNIC REPLEICESICBEER. FETHIEERDSNIEN Of,

| ErEEIEI4EER (111-206/2085K58)

[AGREFEHE K] EFR RSN SR 111-206/2085 8 (AREAH 2022468208, CTD 2.7.6.7)
(F—=9hvbATH YT RIVE 2020F9878. EEREE : 2020F6 8308, T2 DERDH2021F987H)

FEBH 111-206585%
MBEEMAE (ACH) NEBEZRRIC. AFDZEHR FRSDLZ 2. BEMNUBWNHZIRETT B,
111-20858
111-206: 8725 T UICACH/NBEBEZXRIC. ARIDEBR TRSORMZ M. BEUHNRUE
S ARETT B,
HERFHr> | 111-2065 5%
EHEHERE. L. BIERL. ZE5R. ISR, FIEH B
111-20858
EERHEE. L. IFER. F 08, REBREIR 5558
POE 111-20655%
S5mARmODACHNREZG2F (HARA8FZZ D)
111-20855%
111-20638 T 1 FRADAFIR 5252 T U B S HIMT S NIcACH/IREBE 376
HERTTE 111-2063K88

BEE,EBICHUT IR—N (Bi24~60nBF58: 25115 pg/kg). Ik—h2 (Bis6~24nB%
7% AH130 pg/kg). Ih—h3 (Bs6nBHE: AFI30 pg/kg) [CERUL. A#E181E. 528/ T
BEUz, WINDOIh—hTCHBRIIICEY FRILBE L TEEFILL ISR N CARIERSL. 2
Dt T DEEE Ih— N TERICEBIME L TARIBE R 3 PSRBT 1 DHE TRIERIC
2| ABIL 3 TS ERER S U, 138, Th—h 2R U IR—R3(E DN Tld. BEN 28R ST
BT, 15 ug/kgD 1 B1 @R TR SICHIWEBZ BT EEU.

111-208588

111-206RB TREVABIOERRARESR 151 B TRSUL, B5HEE. BESE (Bimee
BOBRROERREREN1.5 cm/ET8) [CET BFTE LI

WINDOHEBICEVWTOEENVEVEFIFHALBRVLIEETNI,

U s s
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( (B%E) FHOBERTROBE )

| Bt EEI85ER (111-206/2085E8) (Kix)

BalilEIS] 111-206/20851 5%

<FEFHHEE>ZE2M. SR/MRZAITZDR—=ASA VDo DELE

<BIRGHIIRE>FBMREEDN—IS A VDO DE(LE.
HHEEMEDBAELEERDOR-IASAUDSDELE F

&R < IMHE>
111-206/2085#5&
BR/MARZAIATZDR—RASAVHSOZELE (EEHEIER)

TUFRIVBCBITBER/ERZADAT DRN—=ASA VDO OZEEEF LUITDES TH oI,

. Jk—HM1 Jik—h2 Jik—h3
i (F24~600A%H) | (AE6~240A%E) | (HE6nAFA)
S (n=4) (n=4) (n=3)
R=2S5(Y —4.5140.33 —4.72+0.53 —4.18+0.77
2638 —4.35+0.23 —4.29+0.65 —4.39%
R=2514UH5NE(LE 0.15£0.19 0.43+0.69 0.08
5238 —4.1610.47 —3.88+0.35 B
N=254UDSDE(LE 0.34+0.27 0.8440.25
7818 —4.06+0.50 —-3.35" B
N=251VDSDEILE 0.45+0.29 0.78
10438 —3.77+0.41* _ _
N=251UDSDE(LE 0.6240.36
%1 n=1.%2 n=3 TEHRERE
<zZEMH>
111-2065E8

BRESEBEUNHIEBERE. B FRIVETE/1161(72.7%) . RIEBILEE T45/644)
(70.3%) [CRBHSNIz. Jh—FBITIEFZNZNIR—NT4/441(100.0%) RV'19/314)
(61.3%) . Ih—~2T2/461(50.0%) K01 1/1651(68.8%) . Jk—~3T2/3%1(66.7%) RO
15/1761(88.2%) [CRHENIc AREEHERN B2 EBRERIS. BV FRILEDIR—M T
SESHERALR S SESTERATAIBENS 46 (100.0%) . IR — 2 CHES ARG TS EBATAIBE NS 26
(50.0%) . IR— N3 THESTEBAI R SESTERATAIBENE 21 (66.7%) . AERLBE D IR — M T3
SHERAIR 1 861 (58.1%)  J7— 2 THESHERALATHE1 Of (62.5%) . J7f— 3 THESTEBATAIBE 1 34
(76.5%) TH>1z. BESAUBEBELUNDEWERELTIE. JiR—M OFIER{LE T TR, MEKTA
Z161(3.2%) . Jh—b2DMIERLEF CIMEE T 1461(6.3%) . IR—~3DEIEB(LBE CHE. K
MENS161(5.9%) [CBH SNz,

EEGEEERFFERLETI/64H](14.1%) (CRHS 1. IR—IFIOMERIFE. Tk—~1 T2
(BREAER T NRETADANE ) JR—R2T26 (BEFER T NS LBE, BIERH'SE 1
Bll) . JIR—b3T5E (PERXRMUBEEES BN 6. /354 VTV IO A D ARGE. ik RST A
V2R ESZ R FIREE. [RITH'E16]) THY. LWINDEERESE DB hERUEHIIT SN 1850
IHEESEEER. BT HIFRHSNBH L,

111-20858

SRR EENN D DEEERE. BIEBILET7/526(13.5%) [CRHSN, Ih— B TlEIk—
M T5/3160(16.1%) . Iik—~2T2/156(13.3%) TH-1z

BELEEBREIBEBILE TS (9.6%) ICRHSN, IR—RBIOHRIE, Ik—1T36) EEN
5. GRS MITIRE RS 'S 26, BEEFE16) . J/R— N2 T26 (RSDA L AR, 75/ A 1
EXAE 16 THY . WITNDERESDBEERUSHIRS NI RS PIEICESICBESER. BT
[FRDS BN T
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Drug Information

BRI R GRS

Ny IRV I ET:ERA0.4mg
MY IRV I KHTiEA0.56mg |
Ny IRV I ETF:ERA1.2mg

Voxzogo® for Subcutaneous Injection
RYUFRGEGFHRIRR) SH

WMBBERRD ) re-ERSOUSECIIERTEIE

2. ZFR(RDFBEICFRS LN E)
FEIDRD IS UBEIEDEIEEDH2DEE

3. #ER- IR
3.1 #8m
Ry 2w Ry Ryg 2%
BR5E FTERO0.4 mg | BZTERAO0.56 mg | FTER1T.2 mg
(APAEPIIV=s)] (INAT)ueh) (1A 7))
BMEHE ;E%J;ME{E%@ 0.4 mg 0.56 mg 1.2mg
~oN\O—2KFY 29.01 mg 40.61 mg 34.81 mg
D-¥>YZh—=JU 7.50 mg 10.50 mg 9.00 mg
IIVBFINIDL
e 0.54 mg 0.76 mg 0.65 mg
L-AFF =2 0.36 mg 0.51 mg 0.44 mg
D TVEBIKIY 0.14 mg 0.20 mg 0.17 mg
RUVJLAR—R80 0.025 mg 0.035 mg 0.030 mg
1) 13 PILDSZEN0.24 Mg, 0.4 MgI$0.8 MghRAICE B3, FHIN TS,
E2) ARISABEEAVNTRESNS.
FEER | BEERAK 0.5 mL 0.7 mL o6ml |
3.2 SFEIOHIR
MyI2Y I NEM0.4 mg
BR5ER RyI Y TR EA0.56 mg
RyI2Y I NER1.2 mg
TR BHE~REEDME (RISTER)
pH 5.0~6.0
RBEL 0.8~1.1 EEBIEKICNT D)
4. ZHREX (FZHR
BRI Z DR VBB RE
5. FRERSHRICEHET BiER
BIFEROREC KU BRDOBEMEN RV CENERSINICBE ARIDR S ZDPIET BT .

6. BERUAE

B RVUFR GEETARIRR) U T, 268 EDBE(TIF S pg/kgk. 280 BMEBE(CIE30 ig/kg
E1818. E T8 5. 1220, | BR 5831 mgaBRBaNTe,
7. BERUHABICEET 3R
7.1 28U EDBEICE, TRESEICRSEEREL B5T5TE, [14.1.1858]

Ryo 2T Ry 27 Yo 2
ENEM0.4 mg | RTFEMAO56 mg | TEMT.2 mg
BRRRE 0.5 mL 0.7 mL 0.6 mL
B EE 0.8 mg/mL 0.8 mg/mL 2.0 mg/mL
FEOJRER 0.3 mL 0.5 mL 0.4 mL
FEDRE kg ®58 (mL)

8-9 0.15

10-11 0.20

12-14 0.25

15-17 0.30

18-19 0.35

20-22 0.40

23-25 0.45

26-27 0.50

28-29 0.20

30-36 0.25

37-43 0.30

44-49 0.35

50-56 0.40

57-63 0.452

264 0.502

a) 2N\ PV EFERU TR S BRI 3.

| BrREERsRES 873999 \
0.4 mg 0.56 mg 1.2 mg
#%S | 30400AMX00212000 | 30400AMX00213000 | 30400AMX00214000
AGRER 2022463 2022463 2022463
ML 20224813 20224813 20224813
AR7EhEiE 2022481 2022481 202248H
Bk RSEEDT. 2~8CRE

B 26

7.2 2BARBDEEICF. FTRESBICRESEEREL KRS THIE [14.1.181]

RyI 2 3® Ry Iy 3@
K TEMA0.4 mg TAER0.56 mg
BRERRE 0.5 mL 0.7 mL
BIRRIRE 0.8 mg/mL 0.8 mg/mL
FETJREE 0.3 mL 0.5 mL
BEDRE kg) K58 (mL)
3 0.10
4 0.15
5 0.20
6-7 0.25
8 0.30
9 0.35
10-11 0.40
12 0.45
13 0.50

7.3 FEIFB1ORS59 A TH Y. ORISR E—ISEHEICRE5 I DL,

7.4 FE DR EESNICSEE RORSETOMEN 25U L TH NI IVEHR TR S
U ZO®EHSD D EDIIBIHICIR ST 2L ROIRSE TOBN 1 285RFKE TH NS
BEE T IROBSDUHEDIHREFICR ST DI E.

8. ERBEFKIR

8.1 —EMDIMAEE FPMER FCHSEER (HFEV. ITERIEF . K HE) I'HS5DN2 LN DD
DT ARG S CIBERKDIEEIT IR OBBICIEE T ST,

8.2 —BHDMER I HESHNBZIENHDDT. BT CDIEE. BENEDEGSBRZMHS1ESE

[CIEET 255

SREECDODVNTHOREE

CIFHEBSERTE,
8.3 AFDECFHICHIc>TIF AT DRICE
i zERBLIDE. BEESHEEICIRS TERDTEZEIBLUIL LT,

BIdT&,

EROEBESD FTEMET DT,
R TOBEOREBEFEFE OV TETEHET DT,
SERTEDSHPBELTFOLIBEIT BT L,

9. BENEREZAIBBREICHIT IR

9.1 BHHE-BEESOHDEE

9.1.1 ERIRMVEEDHDEE

RAREER TIERRATNTNS,

9.5 1w

RN FHEIRLC VS TREMDH BT EICIF S BR EOEREN BRIEZ O SHBSNZ15E

[CDBH/RETDE,
9.6 Rl

BEEOEHMEROEAREOEHEZEZRL. RADHE N FP I ERE T L,

10. #2E{FA

10.2 (HABER (HAICERTZIL)

A%

BRERAEIR -HEEFE

- EREF

R [TA

(RIVYDILBERE. T VIF
TUVURBHERE. T VY
AT VY VEIRBERIAESR. 7]

MERTHHSHNBTTREMED

»3.

AAG MEIRRIFAIC K DREE
ERZB I 31 HAIC KB
EERNE®RT 2T 8EEN 5
D

11. BIfEA

ROBHEAD HSHNBTENHDD T HEZTHITITV.EE

LS B EBURLEZTIT L,

11.2 ZOfthDEIER

PROSNIBEIC RS ED

10%LL 10%FT
WRRES P
KATRIDIRAE
FEIEHEN
MmemsE KIE
BiRES &0t (27%) B
2HBENVRSEMIORE | EFEBAIRIE (85%) [

HRARIRE

M7 VAR I 75— BN

14. BALDER
14.1 ZRIFRBIOER

14.1.1 BEBORERVERHICE DV TRSCHERNA P IVBERET DL [7.1.7.288]

14.1.2 N1 7 IV RUBBRRZ AEE CREFL TV 5BE

[F ARANICERICRUCHLT L.

14.1.3 SNA PV ENTBRRUA R ERLBNI & N\A PIVITR OBRALEZNZ




Drug Information

et BNNCAZEIE< K OICBL TAR T 2T E (BUIRELBWVWIE) JRSAYUYITHESE
REMD

14.1.4 BFARL. BEEZRIESICERT2IE. BEICERTERVES T, BFE. R T3
RILAICERT 2.

14.1.5 BBBICBRICT/NA 7ILNERERL. EYOZEEHROSNZBEFERLEVT E. B
BOBRIFEE~EBDRELRD,

14.1.6 EN\A7)VIF 1 EBRWDERAE L ERIFERET 5T .

14.2 ZEHESEOER
K MES(E KERED. AEER. BB (& EREERICI TS C&o B—ERUNEIRUES T2 &I38EHT 15
S&BITEFENEER BT E,

15. ZDthDFE

15.1 ERARGERICE DL BR
IRARERERICH VT MBI RERE D 5537.8%(59/1564l) [CHUR YU F RIFUADEL NS
51.1.9% (3/156%1) [ICHFIFTHADEENRDS NIz,

20. BRWV EDiFE
BIEERT DT & ARE (2~8C) CRETERVESF. BETREITZEHTESDH. 3NH
LIANICERT 5T & e, R CREURRIATREI RSB &,

21. EERR

21.1 EESURAVSESERFED L BYICEET S,

21.2 BN CTOBREFNDED CTRSNT VBT ENS, BESIRFE® . —EHDERNICHRET—Ih
ERSNDETO/I DEGENRCEARERERERT 3T 0k FHDERABEEDS
SEWEIET 5E B ABIOZLMRUENEICET 57 —9 = RHICINE L. AFIDBIE
FERICNEBHEEEBLDT .

22. @&
(RyI 2V I TEM0.4 mg)
1NA 7V (BEEFEFRKO.5 ML/ FUIA LRV U 1IUVIFM)
(RyI 2V I TER0.56 mg)
1NA 7V BEFEFAK0.7 ML/ FUIAIURYUZ D 1IUVIF)
(RyI RV T TEM.2 mg)
1N 7 IV (BBESAK0.6 ML/ FLI4)LRYUVY 19UV IT)

24. XHREERERUEVWED RS
BioMarin Pharmaceutical Japantkztiatt
AFANIA Y THA—23Y
T160-0022 RREHHBEXHBENT E18ECS
JREIE=SAF 90—

TEL:03-4578-0638
https://www.bmrn.co.jp/

*25. (RERIGH LOER
25.1 FAFHERR CH DI, BESBEEREI/S (TAR20E3A 195 ICEIE, 20234F
8AKBF TIF. 1E14BAZREELTIRET BT &,
25.2 FEHDIEER (FHRICEET BERICH N T, [BIROBIHEICEURROTEMN BN
ENBARSHNGE AHDRSEPILT BT, JESNTVBD T, ERICHR>TIETHBRT
BT E(REF0817545:F448R178M).

26. BUSHRGTEES

26.1 WERGERE
BioMarin Pharmaceutical Japantk=t&it
RREHBEXHENT B18E6S

26.2 RWEEE
BioMarin International Limited, Ireland

O HIC OEFLCIFRBRDEF AN ETE T,
BFRNOYETICTEBETRSL,

#20225E8 HRET (852hR)
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B:OMARIN
BioMarin Pharmaceutical Japan #x&%t 2022 8B 1E R (52hR)
RREHEXFENTR1E6S APAC-VOX-00038
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