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MW AR TSR 2 e B kia i
T i A PR 3T A%/ Aldurazyme
JLL 4 FR: Laronidase concentrated solution for infusion
MiBEPF . Zhusheyong Laluonimei Nongrongye
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T RIEEIEEBR T : C160Hass00884Noo1Si2
$i % Je Bt B N a-L-SCA B, 2 A IR L sh b A RN (CHO) 4H ik
I\ K EADNAR ARSI B -
FikL: SAGEN. TERR SN KA. BERE LKA, RILALEE80. VESH
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500U(5ml)/jh
[HZEHE]

A SHIETT A EAT MPS T 3R Ahg A A s 5 B AR 56 R B2 2B O I Rk AT . B
TEE B MIRARA B RS TARIETT, FRER I ST TR I o
HEEFNE

A EIHEREA 257 %N 100 U/kg 1A, A —IK.

EHE S HHRE

W AR VP T 490 5 B T (R A ) 2 AT R W T e R, WA
TG 2T 5
B
ENTIVA e
sk B AR I B R PR R IR

E

A AR B A . Aldurazyme Sy FH R WL AU &AL A 9 mg/mL (0.9%)
WA BOEATRRE, M E R B RS AT R . R R S I v O I S R A
0.2um JEZRBELUE GZIEAR AR b 8 B Bl B0 St gn A % .

A R % R JE B AR D KA i

w ARIEANARER R R A AR R NI

mARAT 20 S0 VKA U BT R AR NI, ARHIKE R R (KT 30°0) o A
TN B AT B AR P

 RRERT, HAS AR NI S AR A AR . A B SR T RS M T
EVRECOIIVER, TCPIIRTT LS. 52018 B0 A B AR € /N

m AR AN R R I e A A S SRR, IR 100 mL (SRR E N F R T
20 kg) 3% 250 mL (IR E KT 20 kg) A9 mg/ml (0.9%) FALGNHER .. T
L AESERE O BRVE IR R SE B0 AR BIA 30 kg M BB, BE AR T R A SRR 22 100
mL I DLREAR Il R 45 2

n RIS O FE AR 9 mg/mL (0.9%) FALANIAT, R E R
BN AR 24 TS I AR i ) S AR AR

w NS R O R AR RS A S B A A O R L B . T
JUERIDERT, BUONIX R RE SR HiHt s A s At (AN EIoi
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1] 9 mg/mL (0.9%) S ALENHEE R AN B B RIS & A S o T R ke
TP PR . VB 208 R

BRI IR SR B IRTE I
B T H AR 7 T BVA VR AR . R Re A ] H A TS ROk i ¥ T v

e
A RN AR 3-4 BTN SE. R EF RS, T LRGN R 2
U/kg/h FFUGRE 15 738 —Ik, BB EBKRHE#EZEE 32 Ukgh. S8 JGERIRHER
[B] (2-3/NBP) PAERFIRONE A . HEFEIEB I A angk 1 FI5R 2 s

W B 32 R A, fORMEE 243 422 43 U/kg/ho
# 1: 100 mL ALDURAZYME®#iEW KIS ER (HTAHE<20 kg FHEE)

i LTRE ST 21 7 ¥

2 mL/hr X 15 438 (2 U/kg/hr) RAFAE A RAE, W R AR E, WK B 24
SN

4 mL/hr x15 738 (4 U/kg/hr) RSB AR AE, W R AR e, K 2 1 0
SN

8 mL/hr x 15 738 (8 U/kg/hr) A4 ARAE, W RARE, WK T 2R B
EEW

16 mL/hr x 15 434t (16 U/kg/hr) RAFA AR AE, W RARE, WK T 2R B
EEW

32 mL/hr X ~3 /M (32 U/kg/hr) Tl Sy I [A]

# 2: 250 mL ALDURAZYME®HER KB ER (FTHAE>20 kg K EE)

CTPA B S A
5mL/hr x 15 738 (2 U/kg/hr) R ARAE, AR E, PR
EEW
10 mL/hr x 15 434%f (4 U/kg/hr) RAF A ARl , W AR e, PR & 21 N
EEW
20 mL/hr x 15 43%f (8 U/kg/hr) RAF A ARl , W AR e, PR & 21 N
Y.

40 mL/hr x 15 434%f (16 U/kg/hr) RAF A ARl , W AR e, PR & 21 N




80 mL/hr X ~3 /NE] (32 U/kg/hr) Tell A TR RS ]

A EANEARTRI R Ik, KRS, ROZRMER] . WREESLRIER,
FERIRSLAE 2°C 2 8°C NV A7 I 2 24 /DI o BREEIIREI AN, AN UCKHRIR R E T
=Hifn M

A ASLE R —Hidi s A S AR 2 iR S 45 2
[(FRRM]
§74 oy R (IS 2

e RS (1K 22 R oA RSSOV R OGN, (TJAR)D LT I 7E A
53%MEE GRITIE &S 4 ) M5 5 IR JLEDT T 35% 8% GRITIEHKGE 1
F) o AU IAR RHEEFM, MENEEK, JAR KRR, & LHZGIAR K
B CADR) 4. k. O B B2 K. B, Whom. W4, K&
o GE A AN 192 5 o= AN 11 = 7 Y- (AN VY= O BT LB ST N 1 1S B/ S VA I MR =i
gl ion, EIRFEAORERA . SR PR Ee. R, MRk, FERCRIZIRE, Hp
1T S N AT
AR ER

I AT SE AL IR, RYT I (AHIE 4 4, it 45 ) 5 8 KDL BB F R hn %

JEREN ADR, fHH FHBR KGR 0% (=1/100 5 W (=1/100 £<1/10) ;
B (>1/1,000 £<<1/100) ; FW. (>1/10,000 £<<1/1,000) ; +4FIN (<1/10,000) ;
RE CRIERIEMAE I - BT EEANFEEN, E5p) 221 ADR JH38
N LA
MedDRA REHRE +a0% R W AR5
3R
o5 BB R R R R B
H e sl
B RING RGN SR FHRGE ., LR
OV BB OFI INYSIpURSA
A Sk 2Km | W IR, A, TR | & s
R
W 2R GE,  KhR Gy E=SEINN /37 K. BREL R
TP e %K . R EEE, ?
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W
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B W R G Bl P WXt VS JERBIM
Bk K B R | Kz M PR T ARZ NN
T SRRE . RFE.

T Bk, 29T
AL B LR | RN KR B | BRI
AV S B AR
S BRI RS 2 | RN BTERAL RN | JEAR. RIS KB | AMEL SNEK
378 A 5 Ve HZ . R

PRI TS AL
HRIEE Wl MR | 2R A,

JE FEAR E7IN NN V2552 =

"R PRI AN bR IR, A/ SR SO AR PR, . K. A& SRR

Z. wmH. FEBAEE A

1 B oA RTE 0 i BB RS a6 )5 3 /NN (JRTT 88 62 Ji ) AR B R R A
[N, BAEFRRE B ZE (FETVEVITR) o BHEN IgE Kl 25 R 1.

BeAh, AABEE MPS 18 BREAAAE ERPIGE RS2 2, SRERERERMN, Wi
SCRERZE S PR AT LE AT AR A
JUBEABE

NOCHH TR 20 41 5 5 PO JLE SN TG R TR S 14 2 e Bg 2 M)A
RS, Ko LT R HiR I AR 12> &3 . il ADR 9™ EAE LYY
NEEFL.

MedDRA REBE R MedDRA B iEARiE RAERF
Lo 28 B B Lo sl ek 4 W
e 45 i W,
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3:’5 llli“. i ) ’;J\ it lJIl.
* ML T i a1 W,
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I 58, R I a7 W,

FE>5% 1 B TR AR AL L AR S E ROV G H . REL FPIRE A B
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K, MWTE, 5% KU EEEFR 45 K) o 18 T A RE, (BUERATR B TR
13/45 ) S8 3 @R JEUN S e UTE (RIP) Al R4S tH P, AL4E 3 B AR A A i A AL A
B PURTRIUIA B 1 FRIBRE NG IR (GAG) ZKP RS E FEAR, T LA i LB v
F 8 PRI GAG KT A FIRE LB AR . o 350 & 1gG PLi/K-1 5 I R 7 30 2%
R NAFAE— SR A, IR i AN B A 1 45 SR AR PR T

BEAh, EAGEE T X0HIAN I I e 60 1) AR b AN RN . 4 451 JE 3 (TIT 33
FHp 3 B E8 R TURIAIE 7R 0 1B S RIS X R 2 T8 S 1 (1 B AT 2 MK P 4
SRAMEIAERT, XA AT S R T RO/ BRI GAG 7K B

PURRIAAAES TAR IR AERTTRE S, B JAR KIAAR EER 5 1gG FUEE K
—H. WARTTIRER IgE PUiEH A ARG
LEWEAUA BRI

F % Je g B R IE, B LR A RN TR A RRONR B AR E
HOE N B RIS B, D AN T BEAERA it TH 0 2 Bl 2 e 5 25 2 #2 I S2R
Ko

FEA b BT R R AR, e 1 B R B SN, s N e S A, A
M R AL S S AR T AT Sk 7K i o

bR B AR R R IR T S BUL T RIS B N ISR IR IR )
TV R o X LSRR B T ELERAPOR ) MPS T 838 Al it .

FAA R S AFERE ST K A PR LLBEA R 4t .

R AR BT, DR THWNE . RIE 5 24NE R ALEUR
B
€359

XA S EVEA S BT RE (L Oty 1 ) AT B RS B (9 s A i B e
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[R5
MRS R B

B0 B SR E T (0 B AT AR AR, 5 S A1) 28 4 28 0 2 R )
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FEIGARBIEFCrp, 8 H 8 R fan i T R (LR 2500 AT Z5 R0/ Bl i 5]

O ZBERFER BATVE 55 ) IRV ORE L TAR, M8 88 4R E2R )T .
HIRG TA G B PR )T R BB 4 T AR, VR B ERTERT KL 60 2rdh

RVRIT AT ZS (BUd e Zifn / sUgAaRD , DURATRERD> TAR R4 . WA IR
fiE, JE LA AT B RS IR T AT 2. i T KR W 5 IR T A SR AR
A, IRYT R ITE RO N e KR IS N, BT AR AR

WEAT A7 A B R At () L IPIRGE 52 R B S i B2 TAR, RN %4k 8% )
IR e B, HIX S RE AL %A B 05 a5 i e RIS o 4 0] DUARE S i o

R R AR E B TAR, MAF 4 B 2 EREIR, B RXPERYT (Flandudl ik
LA PLAR L) o NBEEREERE TAR JG IR TA MR AR . 7] LK
B A I 2R R A RSN I TR Y 1/2-1/4 BT IR .

R R TAR B ER A BIREE IAR JEEBHZ, NEES TIRITRIHS
(Bl L2 GRG0 / SR BRI, R R 0 2 2 A kK B R
LI IE R 1/2-1/4

IR IR R T TAR, N JEREAPREIRST (W, o2 B2 A Rl e 4
2y A/ EOR A AR A BRI B2

U SR B REMN 324, TGN TR B DA Bt e R HER 77 &
T e I S A A B

AR R B R, R R TRt 9L TR R B
SRR, T AR, IR BE M AIT . BOEEILT R
T HE

AEAS AT SARTE I 3 /N A, 5 50 R e R P T AR
SO A R A, IEIEIREEN . WPUREHA, WS, WP (R, AU,
LA AT . B RILIE . DRSS . AR A R R BB I
PR S, LT B LAV A S TF AT M2 . T MPS T R
REARZH K5 SRS, BRBC I MK 76 A A R P i B . Y
WAL WURB R, ERVTIUIT R, (ERGIAIT A B LI A7)
B LR RO BRI K R BT




FEAS S I RAIT FEM L7 Ja 2 etk 200, 29 1% 3 2 B R )™ BB N
FEMPSLEH T, Bifr LB IE W] Re B S e Fh A 8 5 A2 B R AU
DS S A it B N 5 S BRI m P & H I BRI SCRFfE . TRl RER AR R R &
2, PRI AR 73 A AR AT 6 R I ) R T e R B LR

SSZMRK SRR R G KA

BRI B 2 GE 507 1Y) S8 FE SR 2 e B 6 T 1 5 K 1) Ay S B X
Bz AN ft 4 245 1IN 20 2% RS R I ARSI 5 R AE IR A b i . 1 9 2SRV AT
RSB AL O ARSI R SRR E RS N, AR R T H S O T IZHAHH R
BE IR R GUERAE S AR 30 o Bh KR IEH, R SCRE Y kAR T A
Rio $0EJRZ) 6 /AN, B UM, BEJE IR R, IRAET,

I AR PR T 45 LT~ MPS 1 &8 . fETFIRA MR YT /T, NBEIF IE @M.
SRR A B IR S B T R 24 A B W i /R, D) R AR A0 ] {5 P Bk R
FREERIE IEIRIES (CPAP) YR NAEfyE L A2 B N A 3R A3 IX L8757
etk Ji T B TR AR

Ma) Gy RAARIRE 2 (1 o 8RS SRR IR R G B A/ SO S g A2
1 HL 7 EBR G ) B 45 TR SR RS, ST, X R SR T R AE LR Far A 1A O E
B IRCIRAS 7 AR RS o FEAS il i S R], 7 B 2 (k3 14 [ I SRR s 4
T, ARYEEE I MATE, 5 B AR A KB [A] .

e

REEHE, HNET 0.9%FAMF KR8 2. EHIBAR a1 B R 5]
R
[ Z0 KA LA ]

SR
R S B AT 70, AN N ARRGIE RS, Rk, BRARAT
B L B, A5 DTSR Y 3 T AN P A

L EqN

ATt HR . BT TR LR B R TP R EdE, Pl A
SEREPRE I E sl R
[LEAZ]




JURHEE TE e R BT

[ZERA]
HIRTASL 65 % Lhb B I AS i i 22 VR AT 28 DRI B HERE I 48 257 6
(ZYIAEEEM]

AR TF A BAE R 7T . B TAQUMIRRIE R, % R B A K] fe K A gl it &%
P450 /- S IFEEAEH

T AT REAAAE T4l N A2 2 JE B AU, PR AR fi A5 5 e 5 < [A] A
2525,
[Z5%id &)

WP RMAZAY (i EM / S EER S THERER) RS54 R R
N, H % JeMFA 2Rl B S ECK O IR SKIR . Skeg AT A X

EIXRFEILR, WRiEEENIEARIRE, NArEE b 4E s 8 it sR . nlfes
Bt — P iE Y I A T T
Dig R ]

TR T 2 WlEARIRES, AP A S (K97 RO 224 o — TG R A 70 5 AR TP 2E PRAY

AEEKE MPS T A 5 ROLFIFI, i 527122 PREIENR . EIPIoERLZE. GG 3
FERRAS TR KA )24 — WU A8 F VP4 T 5 % DUF B th AT 1 22 AR Z4R
BN TEARE, B AR — BT A 45 R

Y4 gk, i oI PR AR UE B FH A b R I P42 R R IR T 3R 25

FE—TRENL BE . RGBT, PP ARMAE 45 BIEE CRIRTEHE
6-43 %) IR AMERYT . RECENE T o DR BRI A E B B, HX
ZHEENPRRA, AE1PREERE. N THAMGEE (FVC) /N 80%Till
i, HWZARHEIESL 6 A B AUEAT 5SORBERI G . B HZ 100 Ukg A B R )
BT, BRI, 326 . EEYT A SR TINIE SR FVC 1E 7 LB UE RN 6 43 8P
ITEE (OMWT) [4axt fE RS ARAE . T A B bl S N —TOF Sy e wt s, Ik
% 100 Ukg A, BFE—IR, BOMNGIT 3.5 (182 ) .

BT 26 JAJE, HRRAEME, AEETT AR IR ThRERIAT E B 3515 Bk
#, BT HTR.




I ¥, 26 AT, SeBFal
p 1A A5 X [[](95%)
FVC il [ 4 e | 3918 5.6 -
CH 4D G D& 3.0 0.009 0.9-8.6
6MWT k) H 38.1 -
i 4L 38.5 0.066 -2.0-79.0

FEY B 7 5o, 1E Aldurazyme/Aldurazyme 217, IX SR AT PSS F/4E £F
208 Ji, TEZEF / Aldurazyme HH, IXEERLN AT LALGE AT / BR4ERF 182 i, Bk R
KR

Aldurazyme/Aldurazyme | %2 B 7]/

Aldurazvime
BT IR 2R AT 1) B ARk 208 4 182 [
FVC /il {4t (%) ! -1.2 =33
6MWT () +309.2 +194
REIE S/ RiE AR A CAHD -4.0 -48
JE R I RS E) +13.1 +18.3
CHQHAQ ¥ iEis¥ 2 -0.43 -0.26

1 7EUERS )R Y FVC FRR B4 B I R 3, JF At I A B, Sirhit JLEHE &
5 i A —FL
2 WAL R RS R ER (024)

TEVRYT BRI AT AR AR S5 1 26 Bl g, 22 ) (85%) TEWFFLLE A IA S| IE
WA 7E8T 4 A WIRIK GAG HEMt SR> (pg/mg UUEF) , FELERE T 10
AR N R R D G . 2 / Aldurazyme F Aldurazyme/Aldurazyme 20 [ /R GAG
AKEDHITE 7% 66%; TEWFFGRET, =2 —MEE (15/45) B2 IEE PR
GAG /KF.

N TR FE BRI T, S G4 SRS T SATREE (HEIER
FVC A4t 6MWT MIEEES . JB X1 et Va3 . AHL AR A1) B PR 2 25 1k
Ak, 26 BIEFE (58%) HIEMANZRRGUNEGE, 10 BIEF (22%) AN, 9 6IEFH

(20%) Bk

—I I AL TG N 1 ARSI PRA AT, FE NIRRT 5 81 20 B,

FEPPAA S ) AR 2B 1% (16 BIEERMBFR 4 flhaREEE) . &
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BIHRIFERZ A 100 U/kg B8 —Uckit:, 3552 . 755 22 AR GAG K-F-T i,
4 15 B FEAE R S I 26 JEKG S 2 200 U/kg.

18 I SE R 7T . PRSI A R 32 1 R AT . 28 13 AP35 K GAG 7K-F T B4
50%, TERFFLAERN TR 61%. BEFLASHRMS, A &3 i RS B, 50% (9/18)
MEF R IER . BREASREREENILEIH 53% (10/19) FE 17% (3/18) ,
TRF TSR I P e O B R T 0.9 Z 3P (n=17) » —SEBHER 2P0 5
m (n=7) AAE (n=3) $&hn. BEERMPRFERESE (<25 %) N 4 Fd6E%E
R, YIRS PR G Z R, 107 5 5 2 28 v {0 R S 4 KRR 2 7R A R0 7 T PR e
HA PR BTG 3

[(ZEHE]

ZEIERA

T2 BEICRUVAE 2 EHEIZ IR (GAG) AR 75 10 Rs B VA BRI Sk = 51k . 3
ZHERE TR (MPS D F4FIE N Z o-L-WALWEE IS . o-L-ALEEF A —Fhia i
PRI AR, PIEAGTR IR B Pk 2RI IR SR I 2 R0 1) o-L- SR WE T R R AR B /K i o oL
SRR B PRI BB R AT S B GAG IR (IRIR B R R FIRIR S IF 2D Mg E
R, gl kMg, RS B ThRefREg .

P el (HAN o-L-SCAHEEEE) Y897 MPS T HJ5 FE2 SR A 48 NI B 4 1) 41
JEVERG, 0 GAG W40 AR . SRR W] B8 BR L% JE B A i P H 5 b -6- Tl R S Wk 5 1
FEWE-6- TR IR TR I 45 A N SR D R B NI TR

HHEPFAR
e

AR I e hL 2 e gt 1 R M VAN B 5T
AT

Fr ki b 2 JE B S 3.6me/kg RS T NABHER IR 6.2 £5) KRB M
PR PR K BRI A & IR B RE A IR R S

TR KR T2 B CEURIGD]EE 7~17 KD ErlikiE S 2 JElF 0.036. 0.36+
3.6mg/kg/ K (AT 7.3, 73.1. 730.8U/kg/RK) , 1 WL ERAAAR 5 19 fin A48 & & A,
FEFEIA 3.6mg/kg/ K (3% mg/kg t15, M T NKHETET & 0.58mg/kg H 6.2 1%)
KW M EAT S AR E AR A HIR TR RSO S
HUw k-

W AR 4 % JE BRSSO PR VAN BE
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(237151
1E 240 43P ErfikiamE b 2 i 100 Ukg (R E J5, 1655 1 . 55 12 RS 26 &
L AR AL LR

24 ik 1 ik 12 it 26
K{E=SD HJ{E+SD ¥ {E+SD
Cmax (U/ml) 0.197 = 0.052 0210+ 0.079 0.302 = 0.089
AUC.. (heU/ml) 0.930+0214 0.913 = 0.445 1.191 = 0.451
CL (ml/min‘kg) 1.96 = 0.495 231113 1.68 = 0.763
Vz(Vkg) 0.604£0172 0.307 =0.143 0.239+0.128
Vi (Vkg) 0.440+0.125 0.252+0.079 0.217 = 0.081
ty2 (h) 3.61 =0.894 202+1.26 1.94=1.09

R RIBEIR L (Cnax) FEIS TRV o 0 AT A ARBEIGR T B4R S0 R %, X W]

PRI RAN / B REARRR 45 /N 2R

INT 5 % BE I ZAREN ) IR S K H A2 BRI B AL

H % el — PR A, TIRAIE I B K ARAC ST B fd . DRI, AR PR bR, Tl B
Digesz iAo B E i P JE g 2530 715 . % e I i B IV B A B R ad
%
[F-5R 1

B AE (2°C-8°C)

Mk G 2 ife a2t 20 [EROH] .
(B3]

smlif. 1/ &

IR, REAL R T IR ZE, RWNHEETE 5 s %+ .
[(E%H]

36 ™ H

PRI WL«

MY 22 v B, AR SRR JE AL BN o 3245 1) L4 50 I 6 T 5%
P IFREIE, WRANEESLRMERT, 7F 2°CE 8°C NI AEAGH#E T 24 /N

[HATHRAEY  7S20210048
[#AESCE]Y SO FEMES: S20200010

[ EHHFTRFEA]
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4 FR: Sanofi B.V.

ML Paasheuvelweg 25, 1105 BP Amsterdam, The Netherlands
(4724l ]

Mk 44 FK: Vetter Pharma-Fertigung GmbH & Co. KG

A= bk Eisenbahnstrasse 2-4, 88085 Langenargen, Germany
(B 4]

fAE ] % FR: Genzyme Ireland Ltd

fuAEHhE: IDA Industrial Park, Old Kilmeaden Road, Waterford, Ireland.
[EABRRNLE]

Bk FEEEAE (PED EARA A

Hohk: AR X E R 1125 7 2

BB : 100022
PR LS . 800 820 8884 E & 400 820 8884

M. www.sanofi.cn
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	【适应症】
	【禁忌】
	输注相关反应
	速发过敏反应和超敏反应
	与给药相关的急性呼吸系统并发症
	急性心肺功能衰竭风险

	当向易发生体液过多的患者或患有急性基础呼吸系统疾病或心脏和／或呼吸功能受损且需要限制液体的患者给予拉罗尼酶时，应谨慎。这些患者可能存在输注期间心脏或呼吸状态严重恶化的风险。在本品输注期间，应随时提供适当的医疗支持和监测措施，根据患者的个体需要，部分患者可能需要延长观察时间。
	【孕妇及哺乳期妇女用药】
	【包装】
	【上市许可持有人】
	名称：Sanofi B.V.
	注册地址：Paasheuvelweg 25, 1105 BP Amsterdam, The Netherlands
	【生产企业】
	【包装厂名称】
	【境内联系机构】

