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* % 2024 4 3 HUGT (G 7 i)
* 2023 4E 4 HUGT (565 6 i)
* BRI 1 13A2X00174000013

x| 2 OB LS NABHEE £ (A TR SIHL TRV,
A MR & FREFVEY F v |
DEFZk T"TOSOH; I (HGH)

EIA #:12 & B IfiE g~ %) i o
BEHRLVEY (GH) HIEHHE

[&RHRER]

1. RS EARAZHAERERTTOT, ZRDADHWICIZMEAL 20T RS0,
2. PREOBWNISMBOMAIRET P EARAR Z2 B8 L CRATNISHIT L T RS v,
#3. AREFHRCHMS N LR EHBUATOMEHICO VTR Z L ¢

Ao
4. Ax v F oI OV TR, HBs Hiil, HIV Hifk O HCV ik stk < b
% 2 EDHERIN T E TS, Bk & FRRICHER IR L TS v,
5. RHBT VYA L4 L7 Ty iz SHHOBICIE, EFERA O RHRHIE
X CBATR O TS ZS v,

[FoAR - BiEF (v bO#EAK)]
F AR IR IR M AGDETHIIL TS v,

I. E¥ 2+ TTOSOH, 1T (HGH) $ufbitiks
i HGH =% 2€ 7 7 u—F A FifkEEl e — X
HHGH =7 28/ 70 —F A7 LA VES 2 7 7 ¥ —EREEY
2. E7AF TTOSOH, II (HGH) s £ v b
E72F TTOSOH, II (HGH) HEHeg: (1)
EF Ak TTOSOH, Il (HGH) HHes (2)
E5AbF TTOSOH, II (HGH) ##Eq, (3)
EF A TTOSOH, Il (HGH) HEs, (4)
EF Ak TTOSOH, Il (HGH) K5, (5)
EF Ak TTOSOH, Il (HGH) K&, (6)
3. EF Ak TTOSOH, Il (HGH) Wffs ik
4. EF AL TTOSOH, THEEX v b (FLIchktaT SUB I & £5%)
1) EF AL TTOSOH, I14E
4-XFN Ry 7 2 )LD ARE
2) EF AL TTOSOH, I EIAMEK
5. EFZ L TTOSOH, I ¥
6. E5 A+ TTOSOH, 11 45k

[EFRE ]
I Sz oA VE Y (GH) ol

[RIERE]

1. R

1) ZABZYFALLALL Ty EiEHEHOC, MREHTABIE TS 7,
(PUEHALOGIERNE 10 57)

2)  EBAMESIhGH €/ 7 a—F A dilkE w1 A5y 7% v F4 v F EIA
(IEMA) i5TY,

3) HihGH €/ 7 v —F L difk & BERER S 0L PihGH € / 7 v — F L ik a3,
IR T ICHEZRE CHA SN TV 2 720, EEHMOLE NS ) A,

4)  PURPUA G & BOEHE £ THH ORI v 7Tl b s 7w, av 8 2%
—2avRF ) —F—N=DBEEAEDH) FE A,

5)  BUHERNMTGRZEHL TRV T, 20O DORKRARMELEE LA,

2. P S

REDFHIL, 2 oYk Z 7 1 X5y 7%~ F4 v F EIA (IEMA) #%7T9,
ke — X IcEE b S NP hGH € 7 7u—F itk L BEEELLTT LAY PR R
777 =P S NP hGH £/ 7 v —F Vit & b3, HETZRA L LD v
FIHASNTUET, ZORES Yy ZTICaEK EREZTRINT 2 &£, HREZERSE
HIEARE L DUR PR SOE DB L £ 7,

BRI THURPUA NS 2 U 2B, TRMK T T 5 2 Lic X b ARG
DFEFEGRY A EMIRRS ZREL £T (B Folf). 2ok, Wy —XckaL
FHREEEZWET 2 OMRILEL L T4-AF L7 XY 7 2 YL 0) ABEFN
L. BERSIGORRG S N HEWEH (4-2F Vo v _RY 7 2ny) OERHEER
WET 22 Lc kb, MiFIE~ Y Vb o hGH IRIEZ M2 2 BN TE T,

[RELDiER]

Lo BRI I HTE 2 I S UE~ oS VI 2 DT 22 & o I IE A~ %) i
PO TL 23w, B2 I 2881, WIS 74w X9 IS
EEO, BERRET 2561, 2~8 CTHREL, 7HHMICHEL T EE
V7 HBIICHIAE L 22 Biaid, —20 CCUUR TS L, 60 H AN ICHIsE L
TLEZ WV, 2~ 8 CIRFE TS IR L 72k % OB, 156 ~25 °C
IRLTHh AL TR,

2. HIECAAERA O MRS R O DR LGB TR E v,

3. MEOHHITIEEFT A TTOSOH, II (HGH) BEA B % v, i
BAILTLEE W,

4. WiEWE
NEZUE VIE390 mg/dL £ T, EEERIE VL E v iE 17 mg/dL £ T, fud
Y LE vIE 18 me/dL T, JEEE 1,600 mg/dL £ T, 747 2 vIE5.0
g/dL £ T, 7 A2V E VREiZ 20 mg/dL £ T, ~%Y »i% 100 U/mL (HASER
HERBEICK ) £T. ZNZIREISHEML CHOREBICHEL G220 E
MHERINTOET,

5. EDTA X7 x g% Ui iiiz nd 2 &b h £,

6. 2~8°CIAfFINTiitilie AKX, 156 ~25 CITRL T oL
TLEEY,

[Ai% - AR (BEAE)]
1. G DR R S OB D ik - A RN
1) S ROGAE
E7 AL TTOSOH, 1T (HGH) $BOtid 38 o Bl 48 % B s L <R L <<
7 &, BHEBROGERIEREIE, 15 ~ 25 °CTo R & LT 240 KERILAN
LT EEw, FlAIE, 1 Hdbkh 15~ 25 “Clc 8 ’#, 2~ 8 °Cic 16
RIS 2 2 L2 B HB DKL 285613 30 FUTHYM L £9,
U, —ERGRAS 2 BHE L 72 S SOGREE X, 2 ~ 8 CICREL Tz & LTh,
30 HEHBA TR L ZwT S v,
2) WA
E7AbF TTOSOH, II (HGH) BEAHMIHATT T, Mk, 2o
FEMMLTLZE 0, BEEIF, 15 ~ 25 °CToO R & LT 48 Bz T
¥, BIZIE, 156~ 25 °CT 1 HiZ 8 IfEbHE L TR L. (RIS IC8E L T
2~ 8°CTHRfF LA, 6 HARITY,
o, BABZ VYA LA L 7y A BEICEEGREEZ LY b LARVES
(H BB 2 PR L 22 354) ISR | ERIERRIE S IC#E L 2~8 °CT
AT %72 613 90 HARITT,
E7 A TTOSOH, II (HGH) B, (1) ik Ty o, Mk, %
WEMEA Y 712D ZD0FFMHHALTLLEZY, EFAF TTOSOH, 1T
(HGH) BEER, (2) ~ (6) I Z@iffEMNTToT, ZNZNRHK 1.0 mL %
Mz, TaBERO T, HoICIREIRAIL CTREEICAEMRL THr oML T RE
WV, WG, FESRD 2 IFTRBIEERT 225613, 2~8 CRFET 1 HIA
HRTT,
E7AF TTOSOH, I (HGH) B OFRIRIEIEL, WHO @ hGH [E e
i (WHO 2nd IS 98/574) # ML LTk b D TT, Zoflild, FAD
FAVICRRENTOET,
4) R
EF7AF TTOSOH; IH 1 YA ET A F TTOSOH, I HEEMH 1 KA
(100 mL) ZMATHERZMHML T 2 & », #lEgE, LT, 15~25°C
T3 HM, 2~ 8 CfET 30 HFAATT (HH Y, SR M AV XS
ICHEELTLEE V),
5) Pk
E7 AL TTOSOH, I YE#HK | A ZERORUKTHML T25 L e L, #
BEAREEC R X ) IR T k2L T RS v, %I
15 ~ 25 °Clki#© 30 HEHE#TT,
6)  Arik
EF7AF TTOSOH, 47 | FAZMEROREKTHRL TS5 LEL, #
BEARZEL R X ) HIcEML T gHRERBL T2 S v, B
15 ~ 25 °CHiki&c 30 HAZT.

*3)

2. AR E - B - SRS

1) MEBIER I SR B Y > 7V 2 R L, SHask < o H A o RS BE % J2hi
LT EE N, B, BEEHAHY Y 7LVE LT, HEotay tun—L%
BHEOLET,

2) WEOKKICIE, BEIELCERY b Y TNy T Y T NFy 7LD
HELE S,

3.IE (BRfE) ik

1) EFZbF TTOSOH, Il (HGH) S Enil#Eh v 707 Vv — L%
Eh £,

2) ZoREH v FTITHEKRTE w L b, BRHERIUIME 75 1 L 2 IR A, B
AT E = 22 RE) S Ao fR L, 37 “CT 10 2. Fulshifksisz 1Ty
£,

3)  MEEA v TR EEOK TG L. RIS O BEEBES A K OB Ry 2R E L £ 5
(B« F47f)

4)  SEWE 200 p LIEAL 2%, WMEE — X2 RE) - BRS¢ A6, BEEOE
12 X0 AR L 72 SOEY Bl 0 HOEBR L 2 YR BRIHORE LR 2 v T DilidiE 363
nm, HOGHERE 447 nm THIE L, 3OO REEE TR L 7,

5)  ARHESNICK T 2 O O 4 O EE > © Bl (R L. Befkrh o hGH 4k %
R £,

KB, MERIIROGAIERLET,

O RS D T v b DT

@ D RIEROERIE D v MzB T, BERERE 90 H2 M2 754

@ R v 7V OEIEST % 74 EBEROREINHEY) Thv e E L 6N
ot res

6)  MEREHA 45 ng/mL &z 7 & Fid, BRI E O GETIAIRSEZ 2 2 T
k%ML, FBEOEE 1) ~5) Ik hFEllEL £,

EHBZ VYA LA LTy kA HE AIA-1800 2 L 72 & X125 5 1L 2 it
DPERISTHLET,

[3HGH-028]  Calirator Lot. 2003005508070000
T= 4P B 4D

Rate

20

[AEREROHEZE]

L. HE RS RO HE

1) E7ALF TTOSOH, I (HGH) B#ES L v b Z2 v TR L 72 i &
Bk hGH 2 5 L £ 9,

2)  MEWREHET 3 720 OIEMIZEMAMH CREL T LIV,

3) BB ILAERIDH
i N 80 ) (B 73 B, £k 7 41) 12w Tt T hGH L &2 & L
ARy ZEICTHEI L 2 2B HMERH X 2.1 ng/mL AT &% D £ L7,
SHFAERIPH I3 OB CEB L £ 30T, Shidic CRERY £,

NT
AN



2. HE LT

1)
*2)

P DZWN MO BAT KT EAIEIR 2 H I L CTRATNTHIT L T2 S v,
ST ADEHIZ DT
AETHLICB W TE hGH JE 2 ng/mL I TR L T 9§, STHIfITH 2
gL ANDZEFIIRDOBURARZ N2 2 ENTEET,

1 g hGH /L = ng hGH /mL x 1.0

[ERPRIIEE]

E FEHRLEY (hGH: human Growth Hormone) (%, I FEEANILEED & 0 X

NHEBER)VRTF T, 77BNV E D 25078252 TORREDFT
fFEL £ 3, hGH BIEOR T RRE (BRE, Eaamk, Ml o wxc,
ZOFWIEY S FAYF L GHiH A LEY (GHRH) Ick>THflidncwxd
(1, 2).,

R ARAE > F R E HAE T3 hGH 238 fi 28 U, GH A IRE 29610 & 3 %

hGH D@3 L 2 b DAL W EINTOET, F 72T EAEBAEK TIECIHYE
hGH 2&ftiz R L 3, ChoDBWiIcEA Y AY ¥, TAXZy, ATV ED
eI X 2 it hGH L~V 0 ZE Bl — i icfibin g4 (3, 4),

[18E]
1.
1) EFALF TTOSOH, II (HGH) B (1) odDEHLL (FU, Rate & HIF5)

2)

3)

128 (nmol/ (L-s)) PAFTY,
E5 2 F TTOSOH, II (HGH) #Efh (1) LEF A F TTOSOH, I (HGH)
BRESY (6) @ FU % l5E LC, hGH LIS 5 FU DL [1E] 2ko 3 &
1.5~ 10 (nmol/ (L+s)) / (ng/mL) &7/4&bh 7,
E7 2 F TTOSOH, Il (HGH) ek (1) ~ (6) @ FU iE, (1) < (2) < (3)
< (4) < (6) < (6) TT,
(] FUDMIE, TRICKDEHELE L,

FUDl=(A—-B) /C

A BREN, (6) @ FU

B: BHES (1) @ FU

C: futlh (6) @ hGH iRk

(nmol/ (L-s))
(nmol/ (L-s))
(ng/mL)

2. 1FffEd:

hGH #2432 ~ 38 ng/mL DI & 2 BRI MR (7] 2WET 2 & &,

Z OREMIFFIRIEED 100420 % ANTT,

D] BRI LGS & 1%, ol — HGH #edh 2 i e LTEF A F TTOSOH,
II (HGH) #WWTllliE L, FREEED 222 o 7,
B HY— HGHEHEM L E5 A F TTOSOH, 1T (HGH) Z2HwT,
WHO o hGH [EE#EHE g, (WHO 2nd IS 98/574) & Mg L T /i & &
R E B WET,

3. [

hGH RIS 2 ~ 38 ng/mL OHIMI< & % ¥7x 2 2 Pl Z2 Z h 2 4 10 [k
WHET 2 & &, ZNZNOWEMOLBREIE 156 % LFTT,

4. WSERPA : 0.07 ~ 45 ng/mL

fRELERHIRSAL 0.07 ng/mL i3 B (1) ~ (6) DMELHA & Mrhtitz Mk L,
BEER (1) o FU oMt FafE (v UIR) + 2 x SD (10 WIE R ) 1<
RIETZWEEE LR LE L,

PUSORTNC X D 3o TR OWME2WE S 105 BI%R 13 1,100 ng/mL BLF OHE T
BIDEHA,

5. BN

BSOS S (%)
hGH 100
Prolactin 0.335
hPL 0.005
TSH N.D.

LH N.D.
FSH N.D.
hCG 0.002

¥N.D. : A

6. B R R AT

Rk (y) LUtk BIA M (x) & OMBEZ R L 2303 To e 80 T,

y =0.938 x + 0.042

r =0.999

n = 50
Bk, RET~SY VAR (y) LI () & OB BES L 72§ S0E T o
LBhTY,

y =0.963 x — 0.018

r =0.999

n=116

[fEA EX IR W EDER]
L AEH] i

1
2)

3)

4)

5)

PRI 208 & 7RI L 2Tt s v
I LA MTOREED v 7O Z1E, MREEOB S GO ) F5D
T, T bR LT RS v, BT, K ErHEILATLEY b
T ORI, HEAKC Ty PESOMBMZRE N LA DN—a— FiFHTOA

o, flz 0Ny 7O F Y F a—=FTRITVERADTIHERL LS v,
B A MR 2854, BT L < Bias 2 B U 7 S SO 3E 2 (i L <

S0,

MEBOAZAIZ 90 HTT, INZBEEE1, FirlclmEREZERL <
(&, F7o, REEHHY Y 7V OMEHBPEST % 4% &R RBoRED
YTV EEZ SN DEEITIE, 90 HUNTH > THHIRMAZFRL 2B LT
(&,

T IEHE A ek 2 TR S v, Bk Z2 RIFT 28 013.2~8 CTIRTFL .
7HBNICHE L T2 E v, 7 HRAICHIE L 2 0BGk, —20 CLAT Tuifs
PREE L. 60 HEANICHIE LT 2 & v, HFSERIREOME DI LISk T 23w,

6)
7)

8)

9)

10)
1)

12)

A2 EO T HEZR O LI LNH Y FTOT, A LOEMAL
TLEZ 0,

ARG S~ %) i o) hGH JlE 38§ o T, Bfficid Lidisto
LOEMOROTLEZI v, AE, MEICIE~S) VIEZ W T ZE 0,
Mifkicid HAMA (Human Anti-mouse Antibody) Z&t b D3 h) 345, <
Y AE ) 70 —F YR EHOIER TIRIEL WHEESE S R I E03H
DET, F, FREEOBFEOHNTIHEMIC k> Yok W
FEMDER T2 2 E03d H £ T, BEOBWNICI3AM DB RATC AR % 5 1§
L TREINCHIBI L T 2 & v,

TARY = TA7 7 GEETHIER) WHZE &G ST 3 BEOBRKTIE,
IEM D% Z ) 5 Wit H ) £ 7,

PRI O BIRTTIR 2 (7 T B2, BE L T2 3w, BEICHY 3 2 80%
DL, REFHUOFHEE 2D FTOT, WFRbOEMEAL T ZI W,
BAERREOMHER v ¥ S 32— a vOWERET 2720, BIZESTELZ
LAWTHRRELTLES W,

BB OSLEE, MY, DA, REEL BUEY AR L ORAIC XY BERIEER Y
DIRMEES N HERH D FTOT, IHHZIREBTREL T LIV,

2.0k b (falbiik) o

1)

*2)

U (Mefk) (13 HIV, HBV, HCV %00 BN1H % b D & L TI) > T
KEEV, BEICH > TREROGEIHREZBET 2 72 DI TRRE2 G/ L.
FLINCKBERY T4 v 72 ITDROTLREZ D,

E7 AP TTOSOH, II (HGH) #ER)sat#E, E7 A F TTOSOH, II (HGH)
Bies 2y B EF A R TTOSOH 1T (HGH) Bk AHi, E7 A2 F TTOSOH,
By b, EF AN TTOSOH, I EICid gl e L7 2 U
ADEENTOET, MAIICKEL Tk, o THRIMICA- 7D, KMICAEL
FHEIC IR T IR IR T S OISR EZ T BEPHIULBERIOF 4T
HERZIFTLEZ N,

3. BEE LI

*1)

2)
3)
(85

1.
2.

E7AF TTOSOH, II (HGH) $ZSItit3E E7 A+ TTOSOH, IT (HGH)
B2y P OEF AR TTOSOH, 1T (HGH) #fA#A 8, E5 2 F TTOSOH,
MLy b, EF AL TTOSOH,) I i3 fifrml & LT ofbr ry
LWEGENTOET, 72T b Y7 L3R - I & SOB L TRERED & 24
B7 Y REERT LD Y FTDOT, FERET 2541, SROKTHEHD 2 &
HICLTLES D,

BEDOME L ZERy FF v 7, PR EOBECMER T HRORED v 7%
A—=b27L—=7 HZIF 121 °C, 20 53PLE) 7% & CHRIEHETRL TR W,
A OV R & BERE T A A1 BEEY O NI ORI BT 2 Bk K
VGHEB IEES OBUEICHE > TAUIR L TL X0,

WAL - BAHAE]
IR 2~ 8 “CIE
HEEIE 12 7

* OCAIBNE, BREREERD SIS D 7 OVICRIIRE T E T,

* [EEREA]
ik iiE4] 2R
q’«E' F TTOSOH, I (HGH)
= T A J S
0025266 S 100 [ 5y
RS (1) ©
> r
0015366 E7AF TTOSOH, I (E{GDH) 1.0;nL)\b .xzﬂi
BER 2 v b ERH#E SR (2)-(6) ©
% 1.0 mLH x2 A&
E7AF T"TOSOH, 1I (HGH)
1 . 4.0 mL 4
0015566 etk OmL AD x4k
E7AF T"TOSOH) I Ly +
0015968 E7AF TTOSOH, II 5% 100 mLA  x2 A&
E7 A+ TTOSOH, I KA 100 mL A x2 4
0015955 EF A+ TTOSOH, IT ¥ 100 mL A x4 &
0015956 E7AF TTOSOH, I 401 100 mL A D x4 &
[E=:3-404]
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