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X ZFR: Inpegsomatropin Injection

SIBHHE [Yipei Shengzhangjisu Zhusheye
G20)]

SEMERAR RIBE KSR

BFR:CgHy0N,0,040,5,[C,H, 01, (1=400~500)

43 F&:57kDa~67 kDa

ik H B AR KRR, L. R AR TR B
[14K]

@ HERIE
[ERLE]

FEERTAITIZRUL) L EBNEKHRRZEMRNEKEER,

[#4g]

izt

2.5mg(0.35mL) /&

3.0mg(0.35mL) /32

3.5mg(0.35mL) /32

5.0mg(0.5mL) /32

gz

2.0mg (0.5mL) /#f
[RiZAE]

BE

ARIREBLZ, — MR 70.14 mg/kg/ R, BARH R, RFESANE—RAH. §3~6 N FaRER
HIGATHERKR R IFET .

ERAZE
WRER—RES, HRRIEIR Z AINESTAL IR T 3K, MES I RGES, FHIRREMITRINAZ A
FFRES . ERFAER T, BETLIEEMELENEEA—RAHHE.

ik

AR TS EA.
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o EEMASHEHNTRA BRNTR:

SESEIIBEREN ARIESHESHE, WEFEMDHTES.

SESTRS U AEA 5 A RILAH R F LT (BUS [ TopPen 1) #T A5 ARMIRE. A, B BIRREFER
FESIEREVIAAPIRIF.

SESE O BERENA T, LUBRH KR,

o SEATRN aRRFEEX QRNGR:

SESEI B EEFARIESHHES S, WSS TS,

SESSRS ARSI A M, E IR R R RO FSH BRI X, URREMAT
@R R —RIETE S 8535, LUB R 51855

SESE B VDA B RIS BOE Sk, LU R KR
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BEBEKERENREERRRRTE) | EBEPHRS MR, TERET /B EHIGFRRLE, 1THIR
FRIRBRHERHEKHRRZIE) | BB ECBAR, HP27H)) |ERERZARAT 246 [IHARKAR R HHE261
BIEKBRRZE) | EBEEAER, HP2516)) |EBERZARAT1F.

THARRMETFIRFIRIDIIE, KEBMedDRARFR B DEHITH EKSAELFIKB T IIRBISITEN +9E
M (>1/10) ;MR (>1/100E<1/10) ;8 (>1/1000E <1/100) ; F R (>1/10000F <1/1000) ; +H =R
(<1/10000) ; A1 (FRERIBIE BIBHITIEIT) o
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FE—IREAL FFIRL PRIESRBREY S R OGRS TN T A RIATT3%5 RU L) LEMEKBRRZEREN
R, RIRPELALI52E (15F) , FHMESAE MK, FIRE+DER (>10%) HFRRRL, REREH
FRREEE EN ISR (9.6%) AERERKBHAS (1.1%) KNLEREERBHAS (1.1%) %
T34 (1.19%) | {2 FRIRBRH A (0.8%) « K275 (0.8%) FBRAL KBk (0.8%) %o

RIFREERHERTE) L BEEZNBMEFRARTHFRRE (1 F)

THBIGAR IR B3R FE 2 Pl BEAIL. FFIKL PRMEXS FREVIR T, BRZTITIEISER26, S—F, AINA3MI3S Rl ) LERIE K
HMERZERSE, KLLLL WL HIREN S BREASR0.1 mg/kg/ B4R A50.12 mg/kg/EA. A 50.14 mg/kg/ELFE
%°0.245 mg/kg/A4A, HPARKE TS, SALUR, WRCE T, 8RR, BES2ARPANRESE. S _F, FiF
JEBELILFAMR0.14 mg/kg/BULEATS2BEEAMESE EKBFRRZIE) | EREEZARETE $—
£ (N=31) MEFINTF R R 2B S MHAIRFRAM, 35 F (N=30) WRIINFRRMRBRABRE S LEWMNT:
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(3E7F°) MBI A AR 53 51790.0% (0/226) #126.4% (33/125) , FE R AHAFAEE 5 51790.0% (0/238)
F17.9% (10/126) , —EMABERBHITFEX (P<0.0007) c KA M BB RUEN AR LM AU EHEF M MR
HttRRTERETAIBE KRR ATRZNE, ME BB E KSR,
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FIRIIE S ERLAPRK. ESTEBAILTHE. E A B ERSE ST R LR AT ED LR L. S 59 BRI EE A Y B RS
30RAIRLEE RAER — BRI RIS, FEH B 2 B IBIFR2E K M Lo H AR KEATER — SR TR TS, FTRER I
RTRRBELW, AR E SEHEEMKGUERNEFR TR, REE BRI EIERX—NRNRE.
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DOHBEFE KRBT AT IRNATRRE FRIREEET, R RBTA E, EMEH TR RIS, HIERENFF
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PARKREE, LHEARTISENEE, EREASRMNZEER/12#T, BBEIMEVNNEEF. SAxiaE
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K¥FaT BERRMR S EIRERSERZNEE, ATRETFE IS K RAK AR/ R (R 1) 5 EIRTHEERIR
BB, I3 B ETE 7 R R 203342 AP R U3 TR A M 0 575 F2 PR B /K o e h, IR AR B R B AUIA T 8 L AR TR RIR
WEE, EFHAEREKBTATE, TR IER BSR4 5T B RS &

(7) M ¥EFDRR S R

SRKBFRATIRRERDERRE, LHEEABTEN, RERDWFENBETEE R EBME. ILFTRE
L UTEIHETT B 2R AR R R O] ERTEASRIATT A 1 . BEEE KRBT AT, MERENEE N MEKE, TH
BLABRRFEXNCEARNERE, MIEH . BRRBERELE S, HETIEN1 8 2R FBIE BRIRBEEERKN
FIATTHAEI MARK T B E R R AR RIATTH, AR BB RA AT YT 8.

(8) RIEMMEE

BREKRIFATHN N BESHUREANBE, EFREEFRATENI8AN, FLLEKNF AT RIS
i AT PE NI ERE LM MIRE RO SR, BIVHIRRICE, HIMTE TSIk, BRGNS
ZILKOKER, RE RISHTH RIEMABE, FRLIEEKEFRET. BaiH TR BIHEN B TESIRFK L3 BIEMRMA
BENBEME—F AR MREMFIREKRFTET, VIERERMASENER.
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HREAE KA U SBEEENOINE, AAE KSR MEKEE, EHFAT AR MEE M NEE M N
BEEAKIFATRETEMNEINONEELARERAIEP, ERERHITEFNONTEIHRNE
ML,

(10)BR & Sk RRRAL

BADRER (BEEKEERZE NBEFTRERERELBIBN, EEKRFATHEE LR TNR. BX
TR, RO RITEH R I2,

(11)BRRR %

EREKHFRATH L ERDEREBRBRANRSE EXRRAARELMFREERRE, N RNHETEBEXG
=, DUHIBRERAR R BV R AR

(12)ERERE

BREKFFATHIE, MBI IR, PRFRAFRKTNRR ZEEKEF 1 (GF-1) KFrIEAE.
MREARBEFRRERERE, MEIEHTEN.
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B BIEHERE, EREKHFETH) LEPH T MR RN BN ERE LA RNEBER,
ERKHFATSEE A EEMER,

TEEIEE M R R XG0 3 F R EE BB BE, SREKHFAT T IEH BN
B FEERZA AT Z 8, KBS A arr B FIRER A, NG IHRRATMMEE R, N E AR,

R TN AR XU N - HEIRE, TERR R M R IR KBRS A T, BRI KBRERZTEHER
ERHFATH) LERREEEE D, BB R EIEE XIS 0. AP, 155 R MR, i MBSk R i
B4R TARMENEKHERZENSSE, FEKEFATH, BESNMENHBRNE L.

AR HIABEE IR AFNERE S SRS MR8 L ER LB RSN, EENFTONEXLRE
A KHFATHRNRANZE, MREFEEKHTAT, RSN L LR, BSRNMETRSY, EHR
ERIEREKERNE, BIUMERAERR, R EHERH#—F HEMERIaT L.

BIE: REFOBEKBRRZAERE, Hh— LR ERTIEKHRNATEREIHRRN, EKHENAT
KENESBRARBENAMBELFE.

(14) 2 ¥ RERR

BREZT, AUTMRE, DORERFAREBFR S RERIICIAMREH RENBE, H2MTRRE
HBE, REKBFAT R RGN, 35X ERFN B E SN AIUET BN E KRN R 214 R A, 33
FaMRERREERENAE KT ATIEERENN AR EITE,

(15)#fE

SRS KSR G, BR/ L HIRBE R SR KRR XA STF MR, BxEoEE
BRI X AT TR MAIFT A BE R T E KRR NEIR N,
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I ROEING YA EERRFRRA, AR T ECYPLA2, CYP2B6. CYP3A4E)IAE S, XCYP1A2, CYP2B6.
CYP2C8.CYP2C9,CYP2C19,CYP2D6, CYP2EL, CYP3AM IR A ; 2 R XBCRP. P-gp L2 OATP1B1.,
OATP1B3. OAT1, OAT3, 0CT2. MATELFIMATE2-KEIE K9 T i 1R

A@ERFRBAGEABMEEEBRAR, SEREXZWEXAR, IF LIRS FREEEEFRNEY
aiE:

MR BUSER AP AEINEI11PHSD-189E M H S BB R REREN R EREERARERETHNE
LRMEFLEE, ARZARATEFREMER RRRLST SRR S BRRABES M ERE>
RERERER, ERIBREARENETHIIEREP, MHEEERRRFATE.

MR M RT R EERKBEN SR IS ERKAFINE, FEORERRNEBEPRER LAE
G

BRRRYHEMEREY A KR REERD RSB, ABREBEETEALRIEPAETER
R DR/ HEAEEAFE,
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ARG TR BB GIRE,

RN E ANV ERN TR SRURME, B ET M M.

KET & KIS BRTAE2 SRS E KBRS, SHH N E NES B AENAIERER.
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{ERHE

HNHIRHEES,

BYE

ERKPRRZIE) | BERELR T IHAM, FRNFIET, ERARLI8EGIGF-IRE ELAR, PALKIERNE N
48/\B FEAGR0.14 mg/kg /R (A LR) FIB T, IGF-1MIEREIE (BRAR) MBERATEHI218 (31.5%) ng/mL
HWIMERETH233 (31%) ng/mL, BREHE (ERFH MBRATFM127 (33.1%) ng/mLIEME RS TH
151 (32.9%) ng/mL. @ % RFBEAR LA RMIGF- DREER,

HREI}HE

36GIREMEBEZIAE RE T AR, AT ETEE0.01 mg/kg~0.2mg/kg, 7£12.0 h~48.0 hikl, &
ARE13.0 ng/mL~1140.3 ng/mL, FHRFEENT34.976 ng- h/mL~T76483.257 ng-h/mL, FHIRMHHERA
30.668 L~86.705 L, FHRMERE19216.522 mL/h~859.714 mL/h, KK E R H65.113 h~120.571 ho

BAGRMNPREENEKHRRZE) |EBE R T EHAR0.14 mg/kg/R (BALR) , ERAZAIE, £924.0 h
SKIESRE, R TLAYE JLAERFER) 5343.0 (26.0%) ng/mL, BAYRBER/LAHNE(LAZERRH N
21500 (25.7%) ng-h/mL; ELBAHLSATRRES, ZREIBSENREBRENTYE NLAZEREKR) A
422.0 (27.0%) ng/mL, BESHMRERLEAE VLEERFRH) 730900 (33.9%) ng-h/ mL, EBESHMER. A&
RERESEHRDDHERVEANE LEEEFHR) 515.4 (40.1%) L, RIERE/LEANENEZEERE) A
65.6 (53.3%) mL/h, B RPN (R ME~RA(E) 796.8 (53.4 ~200.0) ho
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AGRFTRIE B AR,

(23525

E-IENARAT) L EEKIERRZTESEE MR LML FF R AR, SRt T, 19
AN91GI(EHRATIS, e TFEEHL B (BH<11%, ¥#Z<10%), BREZIREKBZ AT EKEZTRZEIL
BEE, RB21INL NS RERRA AHTIER0.14 mg/kg/E, SR LX) FiEE A (LLH7IE$0.245 mg/kg/
A, BBUR, ESBBTR) , 712527, HPARRLE2615), HEH13005). A5 E B 7RISR AT 52 AN B £ KEE
GV,

LR, PNBEBIFIRNF3.09~11.00% Z 8], FIFEE96.796% , HR B4 5 E666.2%, Ltk i EE33.8%. B4k
B BE T EKORE (RfE) 73.51 (1.373) X/,

ARERET, BAS2EE, ARATIEFHEKEE (V) B/ R 1H91E (LSMEANS) 55 599.910EK/FH]
10.037/EK/4F, A @ 4AAERT T3 A B N Z Tt EZER (LSMD) 79-0.127 (95% C1:-0.4868, 0.2332) , iAEIZ kS
HTFIEE® (H95% CITIR-0.4868 A FIF L34 F1E-1.8 EHK/F) HIE R,

A5G, ARATIEZASBITAEETRS (Ht SDS) £3579-1.683F1-1.654, Ht SDSEELELTLAR/ N 5efh
19{8 (LSMEANS) % 81:90.873410.902, FI4EA94EI812 5:49-0.029 (95% C1:-0.0955, 0.0375) AR LR BT, %52
AR, ARERBEKEENFL, tLEEFSHL SDS, B 53EFHMIHt SDSTELARM.
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(N=261)
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% (N=130)
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RNZRMGITEABEE
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ERKEE (BXK/F) 9910 10.037 -0.127 (-0.4868,0.2332)

SEinEERSD -1.683 -1.654 -0.029 (-0.0955,0.0375)
ISt R £57: 0k

SEIMERRD RIS 0873 0.902 -0.029 (-0.0955,0.0375)

*RAESAR. BREKER /| ZESBINEERS. 5. BREKHRERE. PONhEEITRES .

[Hi2%E)]
IR

TRIBEKERARZ ZBUEKHE, RE 5 AMERREKHERENER.

ERHENEBEAARRBEIRELR, FNERHFRREE R IR E R,
LERKBRRZBATE, AN BTESK, SBEREEIEM, BRIHALRL.
ERKHFBIREDIFEKEATFL(GF-1) RIZEAB IR, IGF-LESFHNE MAR DG =E, B BhAF

HE4E R

90% L EBIIGF-15454F A (IGFBPs) &, HHLUGFBP-3& A EE,
RZRURSE, £ KRNI S BAR EARERERERER.
A RHFR AL I B RIR, X— 2 R IR P BRI ARSI K T HIE BT R AR A A KHZATHFIS

NAA, BT BRKRIEN, B ERR TR, BREERTIR
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4, BEIEM.

TG KHRGRIMmesitle, CHLAREINR BB T L./ RIARRZIR ISR AL,

EEEY

ABETEGAEEROHRL 3,10 mg/kg (URTEIT, MEARLAA (GHD)LE) #%E5T1#0.14 mg/kg/REY
9.17015.118) , 10mg keI B AR IRV EHE B RGE L, KU RET I RMERPHAEIBREHATEM.
KESBITFIEIRE6. 12K FESTIAE A KIER0.4. 1.6.6.4 mg/kg, KN BHAF RIS -BA(F S 1%, K NBEE

3, NOAEL96.4 mg/kg (LUARETRIT, L970 AHETERIE0.14 mg/kgREVT.4E) o

EF SR, EIRAR FIEIRE6. 13, 20K FHILEAEG6. 13, 20K 5 A5 AR £ K813R0.6. 2.6 mg/kg (L
REBI, A7 A (GHD) LE) #F51E0.14 mg/kg /RI6.165) , WFOR FIRERKE B MEITHREREHEESF2

RIFRFTIR R

1B KHERRIBE TR RE. MR, BFAEPRERT S mmiEm.
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FzEt:
2.5mg (0.35mL) /3 : ElZ5AEFS20250026
3.0mg(0.35mL) /% : EZ#FS20250027
3.5mg (0.35mL) /3% | EZHEFS20250028
5.0mg (0.5mL) /3% : EZ#5 520250029
FEMAR
2.0mg (0.5mL) /i : EZ585 520250025
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