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1. 5EOREDOKRRE

Y= hrt'y (Blarlfiz) i3, Borlfz e PEERVECR-AITH Y | Biniri
A LD ROV E R VT VWA RIEE 2206 « ZhR & U TR 1 ICRi#E L7z
Fim (LR, TV~ b e fg)) ARbEREERE (IR, KR ShTnsd GEMIZH
w12, KR TRINCER SN Y~ ha AL 1988 FIEGR Sy =/ ke
vy (4IU) Thd, £/, 2021 41 H 22 HICERFFERSE MEFRLVE ST Fr /il
HThry~7vzr (Binf##az) et - Y 7 —FE TN 5mg, [T 10 mg,
IR, Y= B r)) KRS TWD,

EFRVEY (LUF, [GHY) 351 v RV UEHERAZ BT 228006, WIho Y~ |k
B BN | WIEKERIRE N D EEIRIF A IO T AR GIIEER L STV D,

2021 23 H 10 B, —MAEENBARNIG TS LR, THARRNZWTE)) L O—fkrt
HVENBA/NERN WSS (LLF, THA/NERNSWES ) 2D, AT ERROEEZD -
B, PERFEEN, Vv brEUBANC L DRI 2 EZ TE T\ EEAHBIC, FER
FEREEZEZOOHIBRT 2 L ORDIZELE [V~ hovy BBz ZREREA O
FEFNZXE L TEER L LTV D IR CEOUGETEEE ] 23, BATEEES - AR RERE
LRRRER (LLF, T2k 1o LTt S,

BB, HRFBRZICHT DY~ e lBIOR G 2R L 5 5 MBI W
ELTUTOENGEH N TND,

O mpE=r br— B RA57e 2 BIFERFEE ~D Y~ hu BB L HERIL. B
IR A AU ARG Z ST D RTREME & 5 L #i4E (Clin Endocrinol 2006; 64: 444-
9) INTWHZ L,

@ KEWNDZUWFEH A KZ 4 > (JClin Endocrinol Metab 2011; 96: 1587-609) TliL, Y~ h
7 v BB O G L0 FERISIBEE O B A2 MEE L T 5 RIS 5 Litdi s T
WHN, BRLIIERTWARNT &,

@ 1BPERFERECBONTH, A A ) CBOFEZBEUNCITY Z LICX 0, BERE A
NZEB LN D Y~ b B U BAIOR 53R Th o 72 & OFEFI N EEEHE (HA
INERMRSHERE 1996; 100: 877-81, IntJ Mol Sci 2019; 20: 77, Horm Res Paediatr 2014; 82:
53-8, Int J Mol Sci 2019; 20: 772) SN TW5H Z &,

@ EU, KEEKOA—RA LTV T ORMACETE, FERFEBFICHT 2 Y~ ba e ilAl
OERBIIER LI BEEIIKRG T 2L TS T L,

® V~TUE T, BIHRBROKENS | FERFEE 22T 5 L5 et Lo
BRTRDOLNTELT, HREIPERE TSN TV RN &,

2021 4F 12 A 21 H, MSIATEOEA  [EREERSIAOHMN LT, THE) 13, %4
RS TEI SO % AR 5 HAIKIIC SV T ) GRAEZR 1221 8 15) 10k
A2 2 L v D, BERFRZ T 5 Y~ b BB TR 5 RS T
WIELAME O L 5 (3 L=,



RE. B, BRI W CEM#E L FE L CB Y . AEMBEOEMEEIX. AME
WCOWTOEMEENLOR UHSEICES X | EHELERERESR SIS T 25 M i
SEOEMEIZEET 5] CER204-12 A 25 HAFF 20 5 8 7)) OREICKL Y, 54 LT,

1. BRI 2RE
1. BERRBEPER L ST RER

RS T, BRI ERE DR L SN RISV TRREEGH IS L, AGREGE )5 LU
ToOEMNEE ST,

1974 12t b FEAEHRO FTERAMHEA v FER LT CRF (LT, Tp-hGH 54 )
O AR GEFT AT AMF HAVIZBRIZIE, p-hGH RAIDIRRM O [EE] OmEIC, THERAEE
WG Lgn) LS TV e, Rl B> TR EIIMER TE oo, £ D%,
1988 4E|ZHABRGEZF AT 3G H AL VY~ he oK (k54 - Y=/ ety (41IU0)) T
S CEO T#Em ) OIEIC THRFEE | 25 STV =03, p-hGH BUANZHE U 7= LIsk
(ZHEPRIR B DR & STz BRR el IR T & e d o 7,

Elo. T 4 hu v OREERFEEE B, p-hGH O b SEREF ChH HH1A AV
VERERICE S b o LHEI SN D BMEIZE SN, Y=/ b S OME b E D,
V= hu EURENZOWT, BERFEE DR & S RN R RIIR T X o T,

2. BERNBRAIA RTA 2 MNRSEE, KOERANOEENREREFICBIT 5, R
TR X IIHERIR O FAEERA 7 (B, RIERE) 26T 58F T Y~ by
BH D52 BEE 5 Rk

21 ERNANBRAA KT A~

ERNADZIEATA BT A OFERRDLUL, UFDEBY ThH-oT,

D American Association of Clinical Endocrinologists and American College of Endocrinology
Guidelines for Management of Growth Hormone Deficiency in Adults and Patients
Transitioning from Pediatric to Adult Care! CKEBERERNDWHESE BRERNLVEY ZR7
7 A=A 2019, LT, DREBRKASWES (AACE) H4 FF A (2019)))

BEGRI 2 B 0F LIZBRA R RV WA EE (BUF, TAGHD)) B K OVhESIZ R

RIVE WA RAE (LT, TGHDY) Z 58 LAMIIBATT D RIE 2 5 0F L7 BE 12k

TV e BFHORGIZEAL T, LTFTOX IS T 5,

o BERIE OGO SUTIEIRNE R F OB EN & 2 BF TId. Y~ he v U fA 2R &
(0.1 ~02mg/H) BT D Z ENHEREIND,

o YUt UEAOREMBERS T2 ERODETOMET LI ENNELRD
Gand b,

o Vv e UEHNT X DWERTITHERFE A LS A 13, BERIS R OB AR L <
FHEET 2L I Y~ bu e U RAIOERE Bl L, Y~ b o e 55 2 R

1 Endocr Pract 2019; 25: 1191-232



o+ B BT IEBEIR R 2 N R 5 2 L SRS R SR,
o RS TEIAR IO B AT S Y~ b e R DBIRIERR Th 5,

@ Evaluation and Treatment of Adult Growth Hormone Deficiency: An Endocrine Society
Clinical Practice Guideline? CRERNZWMFERHA KT 1 V)
BERIF &2 & 0F L72 AGHD 3 ~D GHIRRIZBI L T, LT O L S IZiEfEh T 5,
o TRZEHML LT, BERFADHEE ~O GHIRRICEE L C, HIRIE SO 088 L
IR ATREMEDN B % o
> GH IR DEFRFBRIC I\ T, IR DB RETA > R U AR K O 2 AL R
DE O BEIZRIE LT Z & 2345 (Clin Endocrinol (Oxf) 1998; 48: 795-802) &7
TWna,
> KRR, Pl R OEERRROERIZEY | A R Y VEZ ORI, BEE
WX 2& 0 H 5,
> AGHD BH&ZXRIC, GH IROAMEEZ a9 25 2 & 2 BRIy & L7 iRR R
(J Clin Endocrinol Metab 2004; 89: 2048-56) 23\ C, F'Z &Rt L ik LT, GH
1GPRRE CMPPERE S YL L BB DB EICE o T,

@ Consensus guidelines for the diagnosis and treatment of adults with GH deficiency II: a
statement of the GH Research Society in association with the European Society for Pediatric
Endocrinology, Lawson Wilkins Society, European Society of Endocrinology, Japan
Endocrine Society, and Endocrine Society of Australia® (Growth Hormone Research Society.
2007, BATF, TGRS 2> B Y RHAL FFA 2 ])

H AN ZNN LTV 5 Growth Hormone Research Society (DL T, TGRSJ) D=
TP RTA FTATIE UTOL I ICRE#BE S TND,
o ARV RPUEISK TS GH OAFRRREICE T D AMNRED . A AV Y OE
AEEIC 10 BER O FEHEIG DRI U, BUE TIIARER 208 MBI 9 IR Y |
GH [T Z®72IBIRIEL L TRO LTV D,

*  GH OffiFeEIL, 1 RO 2 RUBEIRIA OFIERDOHEIN & IFEER TH D, Lo, A
YAV ARG UE S, L E IR OB EHS b H D, LIER o T, BER
TR DOFBIE, N, Sl E S, 2 AERFOTIEY 2 7 75%)6 5% Zxf LTl £
=Z V2 TEITH Tl Fe, 2BBERREZE S NS AICIE. GH IR E %21 T
IR EFE TR 2 BERTRIR & RIS OFHL 21TV GH Wafﬁ%ﬂm*f% LR SR
%5

2 J Clin Endocrinol Metab 2011; 96: 1587-609
3 Eur J Endocrinol 2007; 157: 695-700



@ Guidelines for Growth Hormone and Insulin-Like Growth Factor-I Treatment in Children
and Adolescents: Growth Hormone Deficiency, Idiopathic Short Stature, and Primary
Insulin-Like Growth Factor-I Deficiency* ( The Drug and Therapeutics and Ethics
Committees of the Pediatric Endocrine Society, 2016)

R AR 1 o BOMURHRE SURF MR S RIE 2 A9 2/hNRIZIR W T GH e hIZ iK1k

W ORBDZEAT D Z L 2334 (J Clin Endocrionol Metab 1997; 82: 3234-8) STV 5728,

1 RBEIR I 2 B OF 3 o/ NERBH I GHIRRZAT D e, KV RHEDOA VA D VBB LT

LENFHEHINTND,

® Clinical practice recommendations for growth hormone treatment in children with chronic
kidney disease® (the European Society for Paediatric Nephrology CKD-Mineral and Bone
Disorder, Dialysis and Transplantation working groups, 2019, AT, [BRM/)EE RS
£ (ESPN) HA RZ A1)
ay b= A ARROFERFEOFEE TIE GH IWEEHM L T3 bV g, BT HE
SEFEEERE R B ~ DR GIIERTH D FEARMI N TV D,

® Growth Hormone Research Society Workshop Summary: Consensus Guidelines for
Recombinant Human Growth Hormone Therapy in Prader-Willi Syndrome® (Growth
Hormone Research Society, 2013)
BERFZGHFLTWD T 77 —7 4 U —JEGIHESHE~D GH I LT, LT L9
IZREH SN TV D,
o MEREOL b — N ARRABEETILGHIBR ARG LN E BRI NS,
o GH BHIORMCETIE, B UTEEIEEEE R FHEBEN R L STV D
o GHIBWRIEA v AV VR AR R & 2728 MEIRUE S O BRI & OFE O A 273>
o7 Ay e RRORERFA RS T GH 1RBAAETNICEE T 2 L ER &
Do

@ MM TEAEERESOBH LIBROFEE PR FEHRFT (A ANIWFES.2018)
BEJRIFEE Tl GHIBR PR TH D BN STV D,

® Fonfth
AL, LT OENIAZIRT A BT A 2R LI, BERFAEIEE~D Y~ b
RO 5T LI IMERR TE o T,

4 Horm Res Paediatr 2016; 86: 361-97

5 Nat Rev Nephrol 2019; 15: 577-89

6 J Clin Endocrinol Metab 2013; 98: E1072-87
T AN SHERE 2019; 95: 1-60



Guideline for the management of Noonan Syndrome® (Shropshire Community Health NHS Trust,

2020)

Guideline for management of Prader Willi Syndrome in children and young people® (Shropshire

Community Health NHS Trust, 2020)

Clinical practice guidelines for the care of girls and women with Turner syndrome: proceedings

from the 2016 Cincinnati International Turner Syndrome Meeting’® (the 2016 Cincinnati

International Turner Syndrome Meeting, 2017)

The Investigation and Management of the Small-for-Gestational-Age Fetus'! (Royal College of

Obstetricians and Gynaecologists, 2014)

IR A VT WA VIR S RAE O /N O R AV AR S BRA B D R AR v

FAREANDBATHA 7 A 2 (AANERNGWMFER R R VECEER, 2006)

small-for-gestational age (LA, [SGAJ) MRS RIEICIIT D GHIERDO T A KT A 18
(BAANERGWMFER LR R VE CTER - AARMDRTAEREREERE S, 2007)

X —F UIEERIC BT D IRE RIZxd D GH IO FE i EoEY (B A/NRN 3T

2. 2020)

WH BETERIERZ IR A BT A 21 (ESZHFZER S 1A B AR R RS B MR B 52 LA

FFEIBEAIA P T4 VREL BIE LB RBURB ORISR v b U — 7 HEEE WFFEHE,

WE I AIERIR T A 74 AERZEAS. 2019)

EEY - FEMOBE DD CKD 2T A N8 (EAT A HE IR B AR 723

FEEEATEE R RICEE9 2 S AT TEBE, 2016)

2.2 AN DEA SCE O IR
V< b v B BIF|OWES DR SCEIZB T D HERIF A RERE ~D & 5123 5 ek

(=N

LT EB Tho7e GEMITRIR2 ZH),

O KREFAHCE

[ Contraindications] DIEIZ | H45IE XX HAE I TENE FRIFHEBYE L FH ~D Y~ hr R
HOBRGIIERTH D BN SN TV D, B, HERF A IHERE ~ORGIIHER L 1T
SN TVRN,

['Warnings and precautions] DIHIZ, Vv b r &AL L5 I D2 TORBE FRIZ,
BN, 2 — MR BERIE O FIEIEE . BEIRIAE OFIEMIRIR 12 A9 2 BH I L

8 https://www.shropscommunityhealth.nhs.uk/content/doclib/11703.pdf (Fc#&fEsE8 H : 2021 412 A 27 H)
9 https://www.shropscommunityhealth.nhs.uk/content/doclib/11499.pdf (Fc#&fEs® H : 2021 4F 12 A 27 H)

10

Eur J Endocrinol 2017; 177: 1-70

https://www.rcog.org.uk/globalassets/documents/guidelines/gtg 31.pdf (Fch&fEaE H : 2021 4= 12 A 27 H)
HA/NERRAHERE 2006; 110: 109-13

HAVNREBHFARMERS 2007; 111: 641-6

http://jspe.umin.jp/medical/files/guide20200917.pdf (Ff&MEFRH : 2021 45 12 A 27 H)
http://jspe.umin.jp/medical/files/guide2 20190111.pdf (FfEMERRH : 2021 4= 12 A 27 H)

HB 25 2016; 58: 1095-233



MAEE 2 E AL T 5 L O EEREN R S TWD, Fiz, TR L <12 BIER
Joi SEMIBERE R E Db 2 B IR LT, EERCBIE T HIMNEN DL FE, Y~V et
> B O ¥ B-BRAR IR BE R IR O FI BN NI L R 5556050 2 B G S 11T
W5,

. IDrug Interactions | DIAIZ, HYEFE Z B3 HHIRFAIFESE TIX, v~ b e 84|
B G-BRIAIRFIC A o A U AT OBERIE FHEE D BN LE L RDGE1H 5 FN
RSN TV D,

@ EURMAE
o Y~ brEUVRHFELTIRENAEINTEY, TNENORMLEICBNT, FE
AR LN SRR D
. [Contraindications] DIEIZ, HERIFAHHEEICEET S edidavy (3 flihdkim),
. ['Special warnings and precautions for use| DIEIZ, LLFOFEHENRH 5,
> Z—F—JEfEkE (54 : NORDITROPIN) XiX SGA MEHRH RJE (3 ;ﬁ%uu/\
DRE T, TREBRLERTR O O%ITEE, EIEREA > 2 U 2 R OV %
T5ZLnHtEN D,
> BERFOFIEY X7 O@WEE (B BERISOSREE, B, HEOA 2]
HpitE, BROAREOEGHFE) Tk, 07 Fukiam=i (CLF, TOGTT) ) %
Ehi 2 MENRH D (3 ]inIkiE
> BERISNREIBLLIZSE, Y~ bt ‘/@%Mﬂ&%ma&% TiEZvy, (e
GENOTROPIN } U NORDITROPIN)
> BERFDRI LGS, BEORERFIRENLET H2FE TR, YV~ br e i
TG SN 5 ~E Tidew, (kot4s : HUMATROPE)
> BERISAOFEEIC Y < hr e i @?x“’éuﬁi‘ﬁﬁﬁééhf:?ﬁ\ A A O
EPRMEL 2550805 (3 85 ItE
> BERIRX iﬁfﬁﬁ%%‘eﬁ’@%é BHEE, Y= b e f/AlokE D EER B
THMENRS S (3B ILE
. lNnteraction with other medicinal products and other forms of interaction| DIHIZ, Y~ k&
v BH 2 B STV DRI A OFEE T, A 2 Y U O BEIRSE D
BRHEBENLELRDGERL BN H SN TWD (3 ’lindkiE),

® T FuALE
e Y bhonbEUEFIE L TIREDNABINTEY, TNFNOWRMNLEICBWT, EE
MRS B 72 D

. [Contraindications|] DIE T, U TOBRENES L I TW5S, B, Wiz
WThH, BERFEIHEE~OER IS L IX STV,
> PEEE O XRTHESENE PRI IEE B (IR584 : NORDITROPIN)



> M FE S IE EE JF B A OBE OR 9 M IR E R #F (5244 © GENOTROPIN K O
HUMATROPE)

> b= A REOEREZAEILTND T T X —7 ¢ ) —JEEREOBE (IGE
4 : GENOTROPIN),

['Warnings and Precautions| DIAIZ, LA TFOFEHENH 5,

> BERE SATMPERE R O & 2 BH 1T, FEIRFE MO &GN LIE L 2 D56 73
o1, VY~ ba EURANC L OIRRPITERRSBIE T 2 0ENH D (3R
) .

> FRZL BRSO Y 27 R Th DN, #—F—EERE. FEIRIF O F GRS b
RIBOIIESERR F 2 H T 28F, BHEDOAT v A NEREZZ T TV EHE,
KON BERERE E D & 5 FBE TIX, VY~ hr U B’AITOBRFEICL D A A Y K

ZEMET T2 AREMNH D, fiE., VY~ bo v rflFlofksdic 2 E TRk

T\ o T bBERE B & SUTRE RIS N BEIE L T D aTREME N B D72, Y~ b
b B A e B S LT B ﬁbf M RE 22 S IBE IR IR DIEBLI 720D,
BT H50E NS D (3 RS E

> :/%B~WKE®%Rﬁ%éﬁLTméfiﬁ~ﬁ4U~Eﬁﬁ®mﬁ%%m
LTI, yvhmey@ﬂ%&ﬁﬁng@w(%%&-mmmmymn

> 1B LT 2 BBERIB O SO, SUSMHERER S 0 & 2 BE IR LT, R
<ﬁ&?5%£ﬂ%@\/7%Ht/%ﬁ&@%%ﬁuﬁﬁﬁﬁﬁ@ﬁgﬁﬁﬁ
WL T2 D560 0% (k584 : NORDITROPIN),

IDrug Interactions| DIAIZ, LA FOREHEHNH 5,

> EWRIEAELE LT ORERFAFEE TR, Y~ e v RAR G BRAARRC
VAV VUM ORERRE O H BRI N LB L R 555085 5 B SN T
W% (584 : GENOTROPIN K () NORDITROPIN),

> Vv hrbErEBHERE SN TOWDLIERRFGOFEE TIX, A 2D Aok
RIGHEOHERENRLE L 256005 BN INTWD (R7EA -
HUMATROPE)

@ F—RAPT Y TERNXE

Vv hr EURFE LT3 REDBARINTEY | ENENORMCEICBWNT, HE
WER DL AN 7R D

[Contraindications] DI T, L FOBRENED L SN TWDH, WTHOREIZEBWTE .
FERF A OHBRFE ~OF G132z LT ShTwieyy, £72, GENOTROPIN ClHEIRIF
BUE B ~OB G bR LT ST,

> RSO RTEEVERE W EE A8 (984 : NORDITROPIN)

> WSO I ESEIEEAERE R EE 8 E (l9E4 : HUMATROPE)

['Special warnings and precautions for use| DIHIZ, LLFOFLHENH 5,



> Y= bt BBNTA R VEZEER KT S S0, MBETER IOV THEL
BRI LMENH D (IFE4 - GENOTROPIN K (8 HUMATROPE)

> Vv bt Urf/AIEZRE ST LRERFEIHEE TIX. 4 XU U XU obE
RIGAE DO ERHENLEL 2556055 (l5E4 : GENOTROPIN M O
HUMATROPE),,

»  SGA MR RIED B T, 1RIRBLAET R OBRIAE I TmAE, EIERA 2 ) U &
OMMAEEZHET 2 Z LRI D, FERIFD U 27 OEnWE# TIEL OGTT %
Fhi T o MEN B D, FERIFPFBB LGS, VY~ e B f{AIIT &R S o~ &
Tld7evy (564 : NORDITROPIN & (X HUMATROPE)

. [nteractions with other medicines and other forms of interactions] DIEIZ, YV~ ko &8l
Hlz &b STV DHEIRIF GRS TIX, A R YU & IO BERE 3O H] & iiH
ML GERNLIENLEHINL TS (K54 : GENOTROPIN & O
HUMATROPE).,

2.3 BN OB ERE

SN DFEAER) 72 208 & C & 5 Harrison’s Principles of Internal Medicine (Jameson JL. et al,

2018) (ZHW\ T, AGHD & ~D GHIAMIZB L T, IFO X S ICRifi STV o,

*  GHOELIZ= v b —/L KRR OHERIE ;K CHEEYEEF IR TH D,

e GHIIHIA VRV UHERZATHHRNAEL THDHID, A AV IGETOBRE T
& O - DI EE e R B A EE & 72 5, 2 BERR A OHEE Tl B0
A LAY ARFUEDTER A B D A BIHIFIIZIT GH TRFRICEWIEE IR 2389
e, EEMEEa Y e — A RNUET D,

E N OIEER 72 BB E T b 2 Boft NG (W L 1aHE, 2013) (B W TR, BER

aPHEE~D Y ~ b r BB O GIZBES 2 FiHEl Lo 7,

3. ERNoY=bhrb rHBRAOER EOEEOFERN
FERIFDOBRE~D Y~ b B BRI EICE LT, lERLVEVDHIA AT UARE
HeEaT 5O RFBEIHRENEZR L SN TWVS,

4. BfER#WE
4.1 BERFEOHRE BT 2 EELENRBIERES
v~ ha B URIAIOARRE) S 2021 4512 A 21 B £ T2, AGBEUSE 2MUE U 7= [ENE
TERSEEG O S B, FERFEOFRETICRE L BB 2EWER X, 166121 fFTh o7,
HELRBWEMOWNGRIL, THERIE) 4 614 1, 12 BOBERE ) 3 61 3 8, THERBIMES h—2
A, TEnibs ), T3ET ), DOAEEE ) TARBEME f/ MR AE | TKEERE ), [TE%8 T MR RREE ) |
[FER(RO BRYEIEE ) THERBAE) . TRRGEER) . MBS, TRIRGE) . DERERIE) KON 2

YOS - AOFE - BEFEIE ) MRS THERMN) Ofi#iz S & L,



Db F1GI LI TH o7 GIIR3 B, BRI 2FHETIX, Y~ b e e Al
ERIWER & ORERIRNBEE TE ARVEGNE 12 BBERB ) 161 114 BIE3 Nos) Th
27,

FERBBEBORIER TH D TR, 12 BUERIE . BRI, b—2 2 RO T8
MAE] 23D 8HDH B, 5HIL Y~ b r L BHF ORI R FA IR OB A2 L 0 %
PRIOIEE L, 750 O 3 FlIOEIFIIRH TH -7,

FECICE S TIEBNT [FEL) KO O] & 16l 1 CTh o7z, b= hr—1o
BARIZ L VBT LIIERO T 72 o T,

4.2 BERFREPHRE IR T 2EEERENBIERES

v~ ha B RAIOAGREE) S 2021 4512 A 21 B £ T2, AGBEGE 2MUE L 7= [ENE]
TERSEEFICB T, HIRFEIHEE TICRBL L IFEERREIERIL 15 6] 23 hCTho
Tzo 205 b FEAHEE S ORIERIE, 1161 12 Th o7,
FERHBEORIERONFIE, T~ RO KO DRSS 46144, 12770 =
NEZREVEM, T A RGUE T2 b — L RE ORI KOV TR 4 1
Bl CcHoz (BIER4BMR), MR 25T, Y~ b e e o fH LR R
%L ORPERRNEE TEARVEGNE 2> b o — LR B ORERIE 160114 (BIE4  No.8)
Th Y. BERFHEOBIAIC L v EIE LT,

4.3 PERRAPHRE TR 2 BEE RS EIVEFES]

v~ ha B RIAIOAREE) S 2021 4512 A 21 B £ T2, AGBEUSE 2MUE U 7o
ERSESEGNIC BT, BERPA MRS T ICRBL-EERRER OS> b, Mpf= b
— LV OHEALIZ X ST UT2SER] 01372 o7z,

5. AFICER

PERIF A FRE ~D Y < v v R O8R5 F 022 e 25 U7 BRI, 558X
IPEFIRE & LT, ARER 8 MRS N7z, HEUEHRIILL TO LB Th o7z,
5.1 Efficacy of Growth Hormone Treatment in Children with Type 1 Diabetes Mellitus and

18 SMQ &b BERIF OFAE (L38)) 1SN T HRIER E LT,
¥ IRIE T DD SMQ [EilLhE,BERFE OFIE (AF) | IT3%E T DIEH,
2 PIFOO~@DFMTHE (RFEB 2021 4F 12 A 27 B) LD ) b, FERFEIEE~D Y~
b v R OB GREO LR RMEILR D FEHD B D & BB L 7o A SR,
O Pubmed & MV TR ZE[(somatropin OR GH OR hGH OR rhGH OR growth hormone) AND (diabet*)
AND (safety OR adverse reaction)] TR 3R L7 fRIRFRER, X ZfEHT, VAT ~T 4 v 7 L Ea—KD
T v B MMUELRGRBRIZ BT 2 AR ITHK 94 1,
@ Pubmed % A\ THF[(KIGS OR KIMS) AND (diabet*)] THiFR L 72283 3CHk 89 k.,
@ EFFEE AW THRBE[BIRE/TH OR FEFRHS/AL) AND (% H/VE 2 /TH OR JREHR/LE Y
/AL) OR (Somatropin/TH OR Y~ k12 ¥°2/AL)) AND ((EIfEfl/TH OR EIfEf/AL) OR (&% 5
/TH OR HEHFS/AL) OR (Z4M/TH OR 24 ME/ALY) | THER L7283 SCHR 127 1,

10



Growth Hormone Deficiency — An Analysis of KIGS Data (J Pediatr 2018; 198: 260-4)

Pfizer International Growth Database T % KIGS 7 — & ~— 2 Z H\\ T, 1 BUBEIR G 2 & 0f
3%/ GHD #2550, GH IBIRICHT T 2 RSP Y GH o 5- 80T HEg L L
lo =R — MIFZEDM T, RRBRAE 1 FEHOBIENRETH -7 1 RBERIE 2 & 0F
/M GHD B4 & LT 33 BIAKEE Sz, IGRRBAMGRIC 1 BUREIR 2 &0 L T
GHD B# & i LT, GH IGHRIZ T DI BUSTE & O GH OG- BITFRRE Th -7z, 1
TPER 2 B0 %5 GHD BEICR VT, AEFRIT 1 GRS e (THUR ), TakRI &
Pede) . TREBES, 77 Vv —BOs ], [HoBEsees ) TRE ). TOMIREREY) ) TRERIRTEEE
B OBEPRIFHERAE DFIE |, MR T2 X ARY v 7 a2 ba— LBl KO TR )
H1UE) ., AZRY vy ar bo—LOEE, EMIZLD YV~ o e fE e ORE) &
V& &, GH OEEPMThNTe, AZRY v 7 ay ha—LOBE{UNOREELRIL, &
A &0 RERBIR 2 S E Shic, BERAEFEFRIIBMERD 1 EFTH72h3, BN LY
KERBIFR 2 A E ST,

52 AR SRNVE VQUWARIEICH T DRERNVE VRBREOERE ez b
ERBAEREND (N2 - FERA - REWNE 2018; 47: 150-68)

AGHD OEMENIEEET D 64 FEHFERT 71 2HF TR SN/ BHIE AGHD B & %4
2, BERZm T/ ey Y bRk SRR 2% L Ui ARERE M Thh
oo AR SIL 235 Fl Th o 7o, APFEITIE, BERF (ERAE G ) OEIHEL D
B REZ AT 5 11 BIDHAAN SN, VY~ b o BRI G IR IR ISR - 7= 557U
BEIRIE 1 612 BRV N2 10 BIlC IV T BRI O EIIER D b e o Tz,

53 HIERABRESRNVE VFWALEIE (AGHD) X3 2HERVEY (GH) fFEET
W RR S EE LMFSRELZ I L= 1 6] (BB 2018; 61: S-255)

20 fRIBME, 2 nEREICTHSNRTENE & 20, 3 3EIFD 2 [BIO T & y-TF 1 7 IR % O T A
BEREAR TEICx LC GH TR 2 Mkt L Cuhio, ARl i IS R EE N K OVBE SN PR 73 HH B
L. ABEfESH 0, ASREBE IS RENS I L, RERFIBEE2Y 400 mg/dL &1 EH L=,
GH {6 & 1k L SGLT2 PAEHEIZ L DNIRINELZBRLGE L7228, 22 hr— /L RE D=
I EENCABE Lo, ABERER T ¢~ 218 (BMD 1% 41 TH Y | IEiFERD -, HER
A 1,600 keal TEFLL ., APBL 25 H HORERTH) 4 kg I, FERFMPEE I 120 mg/dL At
ZekE LBt & 7o o 72,

54 BEIERARERNVE VWA EIEICIIT 5 REFVE VAFTRRIEIC L 216K 1 £%0
BERB~DOREICE T 285 (Diabetes Frontier 2017; 28: 594-8)

GH 1R Jitid THH O N ERHEREIR TiE 2 A 0F 9 2 EIE AGHD B35 9 i (BRI & 0 23

3B, FEAOHEID 6 B) A XFBUT, GH IR DSFEGHHC R T A2 Mt L 7otk A X #ls2

R TN, EEFAGNE B IXIEH 1 BRI O =GR EOZ(L L Shi, R, 2To
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BEIZR VT, GHIRRIZ & 0 ZZIE R MR E 338N L7z GRRERT R ONARE 1 -1 O 22 IEIRF i,
PEMEEEIMEIL, £ 40241 96.6 mg/dL ) 106.4 mg/dL (p=0.042, Mann-Whitney U 1#7E) ),
BRI 2 &0 L7z 3 BV Tk, BF - EH) - FRIEOETR <. GH IRREZRIZAENE
LB 100 L 7223, HbA e [ T ZRBENNRRY e otz (BIERT R OVATE 1 4%
® HbAlc IX, ZNEH 6.07%K% T 6.35% (p=0.403, Mann-Whitney U f&7E) )

552 AERRAFOEERARESRNVE VHWASE (aGHD) IR 3RES/VE UM
FRENRHRR 2 >BH Th o7z 2 61 (AARNDUESHERE 2016; 92: 340)

o JEfI 1
72 ket 65 5% C 2 MBEIRIF A FIE, 67 E D E Fra LT Yy R THEGE LR
VBRI, #19 DR \wﬁﬁbﬂﬁbkoirAmﬂwﬁﬂﬁﬁmGH%%ﬁ%%ém
7oo WM QOL th 4380, 16k 1 M TR O (WIBIEN CT &Iz
B NBEIERG EAEAY 182 cm? 2> 5 157 cm? | ﬂ&bt)%mw6mto%%%ﬁ%5$
MCROBERBHEZ LT 52 L72< HbAlc 1% 6%E L= b — /LB ThH
277,

o JEMI2
69 1% FYE, 50 R &L HERIFE K O MEDEDFSH D | 63 1k TLHFEZE A FIE L7z, [F4F
(TN SHB RS AZIE % £F O A28 C TR h 2 5 0f %, 1£7) - KUJET T HbAle 23
9%E T LH L WA v AU VLA U=, BRI CIEET, 69 TiE%E 5
T EIZAERIZR 0 ABELT2, AGHD &2l & Sh GH {aiE A4 A L, QOL 23 ckaEd
L& L HITHEB RN X, IGEBATE 3 0 A CRRFHEO LT 1T/ <. HbAlc IX
6.8%75 6.1%IZCkE L, D% 5FEMHERF T T 5,

5.6 Effects on insulin sensitivity and body composition of combination therapy with GH and

IGF1 in GH deficient adults with type 2 diabetes (Eur J Endocrinol 2012; 167: 697-703)

2 BUBEIR 2 5 0F L T % AGHD & &2 M BRIC GH KO v A U AR R -1 (LT,
MGF-1)) OBFRFEDNA A Y MR OERKLAUC R ET B2 d il D7, T4
2MET T AR T O, 2 BEIRRE A0FL T\ AGHD 3% 14 flo 5 5, 8
i3 GH Je OV IGF-1 58612, 6 Blld GH K OT' 7 B AR GHEICT & MES LT, iR,
GH K OVIGF-1 #HRECHW T, AEFEG L U TUEREK 1 fIER 0T L2 —/VELH 1 BI85
L7, %2 Bilid 3 4 1 CERIRRIER) ik L=, GH M UVIGF-1 #5805k 1 6 4,
GH RO 7B R GHE 6 Bloo, H 12 BIOBEN 6 W AMOKELGEET Liz, A AV~
S B OV IE . GH KON IGF-1 B CRAFRFER DGO ST, 7ok, PR 161 (3%
HREARW) (ZRBL LA, ZOMICHFFERITRD bhRhoT,

5.7 The effect of growth hormone (GH) replacement therapy in adult patients with type 1

12



diabetes mellitus and GH deficiency (Clin Endocrinol (Oxf) 2003; 58: 309-15)

1 BUBEIR I 2 A 0F LT % AGHD B3 5 il & xt51s, MBEDOFRAE, /T A —%—
BERFDa L hr—v A A Y B, ARMBEOSE R OVEIERE) &3+ 2 GHIR
WONRAFHET D720, 6 W HEOIEERN ARRBIT O, R 5 HOBETVT
b6 WAMOREGZ5ET L, BT ICER 2 A FFRITRO Do iz, HERFO
2y hr—/LXGHIRE%Z b —EThHo7eh (FEGRIL O S 6 7 H# D HbAlc OFH)E
RS IY . T TN 8.210.2%M (N 8.010.4% (p=0.9, ANOVA)), 1 HY47=D DA A
U OMEZHET D20ENH T2 (BERROES 6 DHEDA A O &Y
il FEYERR 1T, £ NE 1 0.40£0.09 U/kg/day, 0.7020.08 U/kg/day (p<0.04, ANOVA)),
—J7, EERIEE G mmol/L Alifi) OFRBUHEITAEICHED L (&5 1 EHAT A OHKE 6
A A% D EEARMEORARG OV IEERAEIL, £EN 4411.4%, 1.8F
12% (p<0.04, XSO H 5 tiRE (W), 7=, EH OIROBEHGFT LY, BRI I
BOWTWTNOBEOHEEIZ BN N2 LR b,

5.8 Diabetes Mellitus in a Patient with Aarskog Syndrome on Growth Hormone Treatment
(Clin Pediatr Endocrinol 1996; 5: 143-5)

12D B, Aarskog JEEREAOMERIFEE TH o7, 1994 4 11 HIZ GH % 0.5 1U/kg/i#
TRRAAE L7z, 1 7 HZRICIRIEDGRD H AL, 19954 1 2@ MpENGR Hiviz, GH IRHILE
HIZHIE S22y, RIEIL GH 1B O 11 4 7 A THEfE L7z, OGTT TlX, FERFED /S
H— ko Lz (1995 45 7 A0 S 417z 50 gOGTT (X 043, 30 %7, 60 43, 180 43T, <
ER 90 mg/dL, 208 mg/dL, 211 mg/dL, 133 mg/dL Th->7-), BHEWIEOM R, & ikE &
MHERE D LT NS EN A DN, Lol BREEEN | eom/4FEEFEFITENZ L b,
1995 4 6 AIZ GH iR 2B L7c, GHIBHRENO 1 7 AR, R &EIX 3~5 g/H .
ZENERF I I X IER 2 EETh o7,

6. BUERTEHRFE

AR T, BERFAEIHEE~D Y~ h o UKD R 5 3E 0 & 2 RS % RA
DOFREFIX, LT LB ThoTe,
61 Zuvy=7 fOENFEARERE

AGHD BEHICBIT S 70y Yy MNMEH%OFMER L2 ERRTT D 72 o Rk
FEARALAY 2009 4F 10 A 225 2015429 A £ CEINIZB W TE I i,

LRVEREATRI G D 235 B0 5 B FERFEZGOF L TWIZERNT 6 BITH Y . WTILDIE
B THAFEFRGORBUIRD b oT,

A Ry, B, UELROESRTEEZ /M E T 52868 (X#EESME) %HE  (National Organization for Rare
Disorders, Inc. D 7" — A53—17  https://rarediseases.org/rare-diseases/aarskog-syndrome/ (Fc#&HEFS H : 2021
F12 127 ) o5,
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6.2 [BARERNVEVHGWASE (BEICRD)] X8 E L/ VT 4 hrE UV ORE

5 A RERRE

AGHD BHIZBIT D/ VT 4 Fu v O, 2 OV oo fth i 158 ] 75 2 1t
T 25 72 OFEERE A AETRA A 2000 4F 10 A 225 2014 45 12 A £ TERMNICE W CEE S
7=

LRNERRHTRI G0 334 D 5 b BERIFZ AP L TOTEGNE 1 fITH Y | HiEHEI
IXEERIC L0 B LS A ERES L LT [FRIKO RIS 23380 b2,

6.3 [BumsPAS{ 2tV —F—ERBICBIT 2B R KU B bR

GHD| XL LIz /) VT 4 eV DIEMATHE

B RRREAEH 2 P 72 2 — T —EEREIC BT B IR R OVE SR S & £ 72\ GHD &
BB T D/ NT 4 ha oot Zarkk O oM EERIE®RERET 57200
FEI AFHAD 2005 4 5 H 5 2015 42 6 A £ CEMNICEB W TE 7z,

LRVERNT 5D 2,045 Il (BURPASHZ fEblen & — T — SRR B 1T D IRE RIEH
168 151l, ‘EImAREAS 2 tE 72\ GHD B 1,877 #) @ 5 B, BERF 2 &0 L TWOERNE
561 (Wb BB A fE 72 GHD 24) Th o7,

SEIOBEITIT, EAIC LY HE M SN AEELORBUIRD bNRh o7,

6.4 F5FME GHD, SGA HHEHRIE, ¥ — T —EBEHEORERELF T 5/ NEBE L5

LYz bubrOFEMATE (KIGS)

%t GHD, SGA MHIKH RIE, ¥ —F—EEHEOREREX G T 5/NLEEICB TS
Y=/ br vy ORMZENE R ONEREGE 2 T 5 2o OIS AT (KIGS) 23 1987 4R
225 2012 AR FE CHEM S Nz, SINEIEANZETe 52 VE - #kThH -7z,

LERVEREATRI G2 83,803 1D 5 B | BERIE 25 0F L CWTZIERIT 421 Bl T - 72, 421
DH B, IR OFERSILS B S (B 3613 4, MKk RO Ml Aas) &
1B 1) THY, WIFRLHREEMYIY 2/ b OKRBGEICLY Y=/ bary
v EORREBRIIEE SNz, FERFEZ AL Tz 21 fllicin T, EfEkar br—
REOFERIFBITERD b2 oz,

ARFEIIIHERF 2 GO L T HARNBEN 10615 ENTEHY . Y% 10 FllciBsnC,
HRIF L ORENWERILRD b o7z,

22 BiIYR 3 No.10 DFERI & [Fl—TH 5,

ZICH E2D WA R A BT 5 THEELRAEEFFRRUIFEM] CER 17 43 A 28 HFRELZHE
0328007 B [HGR% OLZEMEFHROTHL : BEREDOT-OOMFEOER L REDOEEIZONT)) O
ERICHESE WEEMXITIY =/ b v o oRKREEE N EE &k L-E4%, 2> BIEMA4 (PT)
N Tay ba— L REORERFE ] IZYT2RIER & Lz,
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6.5 [BEH R DOBLEER UMHRENSWERAZE (GeNeSIS)

INRIRE RERFIZET 5 Y~ b a B UBBIROH 90 &K OV RET 2 720 o FEE
A LG AR FE ML SR A A 1999 4F 3 A5 2015 42 9 A £ CHEEI -, SMEITARE ST
30 ME - il TH o7,

AFEICBREE I, VY~ br o RFERE S 22311 Bl 5 6, GOHE S IBE
BRI &2 S TEBNE 69 Bl T o7z, 69 Bl D B, BRIFFE L O FERSRIT 2 615 1 (T4
MAEFVE] 2 M, TIMERFEZE || DHESRIFIE S BT v R—3 A | KO IMELAS JEMERE ] 4 1 14)
THY, WTFRHMEEML O 2 —~ b —7ORBEAHICLY YV~ b o el b
DN FEBERITAE Sz,

A BHE SUTBEERR THERIE 2 & e 69 BilICIBN T, 2R BEE DA E 5258 3 4
3RO B (TBEREMES 87 v R—=o 2 ) TBEREMES b— 2 ) KON T hr—L
REOFERP ] & 1), WTINLbREEME O 2 —~ hr—7ORBREHFICLY V=
b B & D RIRBRIZEE ST,

ARFEIIIHERFZ GO L TV HARANBEN 1 IS ENTH Y YaEFIs VT, iR
TR FE C ORIER L O EE BB ORIEM 2 1338 bt o7z,

6.6 AGHD A& # x5 & L= BiER7E% DR (HypoCCS)

AGHD BEFIZHBT 2V~ b u v M) 24 Fe 544 OFERIF O 9K OFBR A RFd 2
7o 8 OEBE LRI RGEARTEZ FAA DS 1996 45 1 A 225 2012 45 12 A £ TEMi s vz, SNEI
AR ZETe 18 HE - Ml TH o7,

AKHAEIZBIT S Y~ bo v fEEGH] 8,716 Hlo 5 B, A7 Lt 1 [\ILA D@ HE
RTET-DIT 8,420 il Th o7z, 8,420 FlD 55 GOMESUIBEEREIZERFE 2 & TAERI
652 fl T o7z, 652 FlD S5 L, ERIETOAFFSIL 31 633 1 (LLmfEZE) KO [3E
U 43, TRdELmmsE) . [zl TOARE) RO TR RIE] &2 1484, [7ra—
gz, DOARA ) DO AE g, MErEPAZEMEmIGR ) . EMEERE 2 2L D i) . DeE#)
ARAREE) . TR R TE MG | TSRS ) TAFMERMSE ) . TIEHfbE ) TR )
[ L iE R R . DDA M TaEiEse ), Tifde . TRRMEMEmiZe ). TRMIE ) &
O WiEYE S 2 v 7 ) & 14F) THY, WIRbWEEME O =2 —~ b —7DKR
BEICLY Y~ b v R L OREBMRITEE I,

A PHIE ST BEE R (OB R 2 & e 652 BlC W T, BB CHBIEO G E RS 2558 20

2 EH), bza—~ b —7BHNLNTVEN, b a—~v ba—7RNEETXRWGEIT RO
Ve b B BAIERET A Z LB AREE ST,

% ICH E2D #A K7 A 2B 5 TEEARAFEFGUIRIEM ) CEk 17 4 3 A 28 HIEALRKE
0328007 5 [7KFBZ OLEMFROTH : BEHRED DO DOHFEDER & fEOEAEIZONT)) O
EFRICESE, MEEMTE 2 —~ b e —7ORRBBUSENEE S L2F5%, »o, AEFS
&EWER4 (PT) 28 THERIR), T2y ha— L REORERE ], THERFISE] . DHRIFE M &S T
PEESME . DHEIRIFIME BRI BIE IR 7 N o PRIEMERE ). THEIRIFIE 7, b7 v R—v 2 ), THEIRIBIME 7 b —
VA, TEfE . TR . MRS T2 BURERRIR . Tl Ko pEshn ) Tifn > R o B
Do THHEREREE ), [ ) a~E s a e gy KO T BRI IS T2AEFRS/EIERE L
7
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B 20 R HAL (MKIMAE ) 7 4, TEfhE) 4 . HEmFESEE] &KoY 2 BBERE ) & 2
. THEIRIE L, T b e — VR ROBEIRSF | [HEIRIF MR IE ] | DS RIP M = ds M e |
O DREIRIARPEERGEMEIE T b AEFEBRE] & 14, 2 b, MEEMXIZt 2 —~ bR
— 7 ORRERE . AL <IXHEFE DR RBERILEE TRV W LRk, TEies)
FOY 12 BUpEIRSF | 45 2 61 2 fECd o7z,

ARPFEIIIHERFZ AL TV A ARNEED LI FIEENTEY ., 5% 11 FllcksnT,
HRJF A8 1 O FEINEH & OV S 72 GBI O BIE R 2 13380 b o 7z,

7. REORREZEEE X BB OHBTIZONT
7.1 BERADBE~DEEDAHITONT
B, LT OFEBENS, VY~ hr B BANZON T, BERFOBREZ 125 OENMD

HIBR L CTZE LXK 2 200 &l L7z,

o WTNo Y~ brEUREN G ERGRR D DHERFEE ~ORGIIERE STV
D, OIS Y~ b a BRI AGR S U7z 1988 I IE, BEIRIE OIRIFREKIIR ST
7o (DA A AHH ZAVR=VIRFI, 7T FA RRIEHRRA Y ¥ 2 Ul
TN T DBDOHPARIRTERBEN TV GNEERR 7 RGEER 2 (BEIRA)
HLEESE; 1995 %)) H DD, 1988 4 &t U CHUE Tl IRIF DIERER I 23 2 T
BY BERFIBIHEAT A K 20202021 A ABERP F200)  SERE A2 #EIic=a > be—L
TELHEEPEMLIZEEZEZBND 2 &, — T, AGHD %0 Y~ hr & HAID
JEEIZHRE LTI, GH IR USMIIE R IR e 2 &y

o WSk CKE. EU, #FHHROA—RA LT UT) IR’MCE, oBmH(4 K74 (A
ARNDZWFEZNBIML TS GRS IV ATA RIA v aEte), KOS O
B RBRETIE, VY~ e ECRAIOFERBRE~OR IR L INTEHT,
EICEETLHZ SN TND I &,

o [EANBEIWEREFICE T, FERFBRE~D Y~ o & 8HI O£ 554 1B B o
FEZBERNZED LR, V= b B EIORIEOB R A OB LY
HWENZa b — L TE TV DRERINIRE SN TWD Z &, Eio, FERFEIFRE~D
vV kB UBIEID B 5RO 2 VE % b U 7o A SR B OVNE N A o B R 5 14 TR A L
BWT, FERFAHEE~D Y~ b r & BRI O£ 5% IR OB 27880 72 WiE
BINEEARE SN TNWD Z L,

7.2 BERIR D BE | LOTHEERERE DO b 2 BB XIIFERIR DFEMLRRE 7283 5 BEITH
T OERBEIZOWNT
T, LT OBEBENL, BIRROBEZ 55 OEPLHIRT 255120, BIRRO
B ROMHHERER T D & 2 BB SUIBERIF O FIEERE T2 A9 2 8F T L TUE, Vv
b B BRI OB G- BAAETNIC MR, HbAlc &2 = br— L, S I, &5A%ITE

% 2021 FFIf U CTHRTE IR,
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WIRZ A, HbAle A MIE L CREOREAZTFER B L, BIRFHEOR L&D
PR BEORREIS Ul Okt S 21T ) MER &S 5 E A IEEME T 5 0ERH D &
B2 D,

o V= bt UBBIOEBERCLY A 2V RSO FICE S B E o EF-2348
EINDZ b, FERFOPIREZ B SEDTRERSH D Z &,

o ENICBWTHRRBAIEE~DO Y~ ho U fFIO#RG#%IC, YV~ o il s
FEICHIBEE TS & O REBRNEE TERWVETERARIUEFSRD S TND Z &,

o WHDBZIFEITA FT A R ONENOEER 2 BEEFETIZ, 2 b — L RROFERE
AFRFICE Y~ b rlAEZERE L2V ERHERSRTEY, £,
GENOTROPIN OB FZ ORI LETIE a2 ho— L REOERKB AL TWE T
THE =7 4 V—IEEREORE | NEER L IR TWDH b, Y~ ha BV REIo#E
BRAGHTICHE IR A eIl c 2 hr— L L, BERBZICHERFEZE=4) 7352
EMEBEEEZD L,

o WM SCER OGRS 2B AT A KT A4 Tl BERBADHEE T T2,
it RE 22 5 D &> 2 FBAE SUTHE PRIN D FIESEIRIK 2 R D JBF 1Tk L CH IR ER S Bl
TOMENRD L ENERSATIY | MR O & 5 BF IIHEIRI O FIAE L RE
FTEATL2EEICBNTT, YV~ b v R ORG5%ICHERFE 2 BRET 5 ATREM:
DD D, FERFEIHEELFUCEEICBSETO2LERHLEEZOND Z
&

E7o, BRI, BEIRP A B G ORI G OFEE ISRV T, Vv e U E off
FIC L0 BERFREO &8RN/ CESND Z & h, [PFHEE] OHEICE
WCHERIS RS OPFRICET 2B A2 BT DM ERH DL L EZ D,

EbiZ, Vv hr Ui o TEERRNEER] SEOHEIZEW T, MHEERK RS Hb
NHZENHLHID, EHIIC HbAle FAWET L2 ENEE LWEOTLHELH 575,
FIEIZIER OXR L 72 D301 « IR K OFCHANBEN L TORVIRILTH 5, BERIE, Y
~ b e URAIOKBEER D, ZhHE - DRICL ST R TOREF BV CHERE 2 BIET 5
AREMEII R ETE P, WRBORIEICH LTV~ bo e fliFloRkGhickoons =
2 v TNFE R ORFEPRD ST GEOWNE FEE Y~ e U BBIMTR—3 52 &
MWEFLWEEZ D, LIzR-T, VY~ ha b rfiFlo TEEREARNER] OEIZBITS
IMAEFE, HbAlc 5D B 22 IE & O 23R L5 G OME T IEICET 2 NE %,
V= ha EURAM TR ICT A Z E NI E B X D,

7.3 HERESOIESEFEHTE GEERT) BERFRMEBE 2 &0 52 RFICHT 2R EFEROER
MAFE 2 DVNT
KE, B FFROA—RA T VT OB SGE, WHO—EOHTA F7 4 > CRERKNS
W ¥2x (AACE) 74 R4 2 (2019) . BRMN/NEFE IR 72 (ESPN) A FZ A > (2019)) .
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AN HES M OFEHER) 22 R T, BRI G OREE O 5 B HFESUTHIEIIEHE (HETHAT)
DOFERIFHEBERE AR L STV D,

BrEIT, Y~ bo v RN R 2 92 2 &2 B BERISHEREE D ik & L
SHLARMEN DD EEZ D, LPLRRGL, L, LTORRZESRD & IRFHE, W

SWANFHE R OVNEBHEOEEEIC X 20 RE =21 7 F T, FERFEHEBYEICK LT

V= ha B UBIKINEES A G IL. Y~ e EUEEIOfREREEICE 2 b TV
X0 HIRTEHRATRENEDN S D & 2D,

KE, B FFROA—ANT VT ORMICE, WHO—EOTA K7 A 2 WO
OFEAER) 70 BRI, BT EAEFES S (HIFEAT) BEIRIF AN B 3 e =
EENTWAHHDOD, EU B CEKLD GRS 2B ATA KT A 2 TlSikis
R L ENTELP, YEBE~D Y~ b U BHR GO TR A7 R
BOHNTORVWIRILTH 5,

W PRI IEE 0O FE Mo OMERR IZIX IGF-1 23BF 5 L T % & DA (Bye 2020; 34(Suppl 1):
1-51 %) 236575, GH IBEITMEORREICEE %2 5 2 720 & O (J Clin Endocrinol
Metab 2000; 85: 634-6 %) 5 5,

73O TlE GH 23HEJRIFMEIEIE D FIEIZEHS- LTV D & OENH Y (Diabetes Care 1994;
17: 531-4), 2003 FIKERERN W T2 (AACE) A T A 2 THERIAHEIBE L
DEERE SN2 L AR & LT, 2004 FFLIRIKEO Y~ b v v BRI OB S
(ZI VN THIGE S ESEIF A (AT BERPEBE S E AR L SN TWnD, Ll
7R3 BIREAR CIXBERFMEE I B A 5 2 IR+ (& N EHEAHIK - (VEGF) |
IGF-1, iR R+ (HGF) ., HAVERHEF SRR (b-FGF) %) © 56, &
658 < BT HR 71X VEGF Th 5 L #i (Eye 2020; 34(Suppl 1): 1-51) 41, FEERIZ
WE PRI IEAE OVEHE CTIEXPL VEGF 1AM ER & 72> T\ D (FERIGHEBERZ R AT A R
T4y GBI BABERBIRTFSZETIA R4 VEER),

L7eii > T, ST EIEIEEIE (AR BERWSMEIEE 2 & 0F9 2 BE 1S9 2 5-0]

HNZHOWTIE, HEMW gL B E 2 TRl L 720,

723, RIS T D HERIGHNEIE OIGHRER LI, LA R ORI TH 0 | HEFE S EAE IG5
(HEFERT) HERIFHEBIEIC R T 2 =4 U 7V ROERITEPHEL SN TND b D EE R

50

Bl PRI 2T, HESFEIRE CI 1 o0 A 1 Bl EAEFEHE SRS PR MEIRE Ci 2 1 HIZ 1
M ORBIZZA2IREST 52 L0 ROLNTWD BERIFIAIS A K 2020-2021  HAHE
PRIGERMm) 2 &b, YV~ bua B UEIE 555 NS WNEHEIZ B CIRi R pE
JEE 2 EMICHER T Z L oa v o P ARELIL TV D,

HEFE SO X EEIERE (HFEAT) BRI HEIE (26 LTIk, MEBOGEEERRIESIC LY |
JEE D AT IE XX HEFT 2B S E D Z E N AREL > TV D (BERFIRIE T A R
2020-2021 HAWERWFE TS0, BERFEBSEZRITA K740 1R BABER
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WIRFERRITA RT94 VFES

Iv. FMt=
1. BERIFDOBE~DEEDAEHIZOWNT

Y= bu B CRHANCOWT, HERFOEE E TEER) OE)OHIBRT 28O (7.1
HBM) 2o\ TiE, £ ToHEMERICL Y RFIhT,

2. ERIRDBE., ROMHERRE O H 5 BE X IIERRORIELKRRAF2H T 5 BF ot
T HEBBEIZDOVT
7.2 TR AR OB OV TR, R COHMEENGFFEniz, £z, Y~ knr
v R o TE B2 BARRER ) QI T 2 MFEHE, HbAle % & HIH) 22 I E i O H 23
R LN GE OWEFIEICET A2NEEZ, Y~ b v U RFIR CRE— &3 2ok
oW, 2 COEMBFEICLV ZFFISNT, 28, EMEENLIZLLTORBAN RS
77
o U~ brEUVRAOHE - RO LT TE—T 0 U —IEBEREK O — T —EEEEC
DUWTIE, BERIF & & 08T 2 BEE A Mith D 2 hE ﬂ%®r$iw%%w LizinoT, 7
THE =T 4 U —IEBERE ROV — BRI, FRICEEICRR A BT 5 LR
Wikl 3 5 NN H D,

—HD Y~ hr B OMEH EOER T, FrC 2 — T —EEEIZISWOTIMEERE D
BKTFEEMHTLZenH0, RHATEERSBIET25PBICEERE ST\ D, iz,
2 BUBEIR IS & S 0F T D BEEEIC DWW T, ¥ — T —JEERE TN 10% L W &S, 794 —
o U —SEERE TR 20% L A STV 5,

LLEORBN G | I, ¥ —F— RN O 7 4 —v ¢ VBBV T, itk
FEORTEZEGIT220H0, RBZEBEEBET INENH L L, KHEISEATH
V= hr EURAIR TR L CEERE T 503085 5 Lol LT,

3. WG EAEIEIESE (EFHAT) WERRHERE 250 2 BB T 2 REAGROER
MR 2DV T

PMEIE 7.3 THOBEZ/KIZ, YV~ br ECRFNCOWT, HHOUIEEHIIN (AR
BEPRISHEIIE 2 5 0F 5 B E & 152 OB LRV L TELIAMRN LR L,
ZHEWTZHOWT, BITOERIVRSNZ BT, R TOHMERICL Y ZFshi,
BERAOIRIR ATV R Y~ bu B BB 2 5425 Z L SHiTIiCalREL 2D 2 &
Mo, FERFOEIHEICGIEENSLE L 725 Z L2 ERIAGICHEHL THLH 5720
BERPEEICY = br v /l{F 2R ET 5581203, BERFOGHEICET omA%
T2 B2 LOEEICRET2LEND D,
o FERAO - REIZREREREE T, BERIFIEIRAT A BICit> T, IRFZZ 245895 2 &
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DT LHETFINTWRVIRI TH D, — T, VY~ br g2 AW ER 21T
9 BERIE. BEIRIE 2 5 o N0 RO B R 7o ek & IR A RO ERTICTH 0 | BEIRIFTA

WEH A REWSF LRWEMITIEFICDRVWERBEINRD OO, KBS U TIREA~
D% hSEDH LA LoERICRETR&ETH D,

o EWBL T, BRFEEZIRBAZZIED 2 EAME S TORWIRESH 0 | b
PRIGHENEIEZ I A R T A ANZIRBE~OZZ RO B 22 % 5i# UL < EFBIGIZ 8 5
L7k d 5, £lo, —MRICEEE TITHEIRERPIMBE~F < ERT 2 (R
WRREZIRATA BT A4 (1) HABERGIRFSZETA RTA VFEER) 2N
MHNTEY, Vv hu U lEZ L S5 BFIXE RS E b2 WEFE DN
GENDEEBET D E, FERFREBYEICOWTHERIRBIZT 52BN T
HENRD D,

BT, MEERSREOE REAT 2BEEICHET AR OIS, HIRFERFETITY
~ b r B UCRFOERGRNHERF G OHE BERPHEBIES) OFizhz o hr—L LTEL
. G BARICHEIRFAOHE (BEIRFPIEBIES) 280, BEOREBAEEERIBILET S
BRI TAMENH D EHIEr LT,

V. %A

BT, DL EoBE 2B E 2 RS IR LBV LOEBELSGT L TELIX AR
EHIBT L7,
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BT 1

ongd

GRS

SNHE

IR IER O &

rmu Y=l METFE|ICR 77— | BinfRAEZEDLLGOEERILE D SBFEHESRAE

6 mg, A FVE 12 mg, [A] | ~#Ra Ut | @ 1 ERICARE kg b2, Y~ ety BEHHE#Z) & L TO0.175mg & 2~4 B4 TH)

HESTH 8 mg, Al BC {4 WARIZTEST 270, HDUVME 6~7 [BIT4 T TR FICHES 5,

H 8 mg
RS E DLV —F—EEEICE THESER
W1 EMBICKRE kg 4720, Y~ ety (BaHH#z) &L T035mg & 2~4 BIZHT TH
WINICTESRT 205, DV 6~7 [BITH T TR FICENT 5,
BABRERILEDDBAEE (BEICRD)
EEBMSEHEE LT, 1 HBEICARE kg %720, Y~ ety (@B f#fz) &1L T0.021 mg %
6~7 [EUZH3 1 TR FIZERT 5, BEORRIERIZIE U T 1 EMICKRE kg 4720 0.084mg % LR
LT L, 1 EBNIZ 6~7 BUZA T TR FIZERNT %, 72, &5 &IFERIER L QMg > X
U AR IR -1 (IGF-1) ¥RESORAFT RIS U ClEEHRT %, 72720, 1 HEL LT lmg &
BN L,
BimAREASH Z #4274 0L) SGA (small-for-gestational age) T4H{E5 RAE
O TEBICARE kg B2, Y~ bbbty (BaH#iz) &L T023mg % 6~7 NI4T TR
TIZERNT 5, 2B, IRAT5725E0E 1 ERITAE kg 4729 047 mg ETHEEL, 6~7[HIC
S TR TSRS 5,

Y/ Mty TC HEH | 7 7 A ¥ — | BInEAEZEDGEVRERILE VBRI LM ESGRAE

5.3 mg, [A TC 1M 12 mg, | A& HE TERICEE kg ¥720, Y~ ety (BEHHEBEZ) £ L T0.175mg & 2~4 FINZ5T TH

fl =7 A4 v 7 EH
53mg, RlaZ—2 A v7
HEH 12 mg

%

WNIZEST 50, HAHWVIE 6~T7 BN TR TICHERT 5,

BB ZEDLLTVVRDERICEITHEEER

2 —F—ERE

W TEBICARE kg 720, Y~ ety (Baff#iz) & UTO035mg & 2~4 25T TH
WINICTERT 205, DUV 6~7 BT T TR TICHERNT 5,

BEERE

W1 EMICKRE kg 4720, Y~y hrbvy B #Ez) & LT0.175mg & 6~7 BT/ 1T TR
TICHES T 22, BeHRRME 6 U A %L &I A L725813 035 mg F THET L2 LN T
x5,
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W 5E4 RIS BhRE TR HiE KR O &=
TS5 — 4 1) —fEIERE
W1 EBICAE kg 4720, Y~ bhrbvy @ f#faz) &L T0245mg & 6~7 [BIZH3 1T TR
WZHEHT D,
BRARERILEDDBFIEE (EAEICRD)
WEBGHEE LT, 1 EMICKRE kg %720, Y~ ety (@ rffiz) &1L 7T0.021 mg %
6~7 [ENZ53 1 TR FIZ &%ﬁéo%%w BATERIZ I UC 1 IEMICARE kg 24729 0.084 mg & LR
ELTHE L, BRI 6~7 [ENZT TR FICHER T 52, Zods, GRITEAIER R O A &
UV%&EE%JG@M)%E%@@ﬁ%%ﬂﬁUfﬁE%ﬁ#éokﬁb\lai&bflmg%
BN &,
BimfREATH Z #4275 L) SGA (small-for-gestational age) H{E & KAE
W VERICAE kg B720, Y~ bbbty B HHE#z) &L T023mg % 6~7 [FINI7T TR
WZEST 2, ek, PIRATSRGEIT 1 EHFICAE kg 4720 047 mg ETHEH=EL, 6~7ENZ
3T TR FICERT 2,
VT4 brEy TL | AR AT | L BnRRAETELLEVRERRILECDIBLIEHESRE
Yy AT Smg, {7 | 4 AT 7 7 @%1@% IRE kg Y72, Y~ ety (BaHHE#EZ) £ L TO0.175mg & 6~7 BIZHT
Ly 7 A7 aiE 10mg, | —~ A& TR TFICERT 2,

F7 vy 7 X708k
15 mg

Zas

2. BInfRFAEZEAEOLLBWI—FT—EREICETIEEER
W1 EMICAERERE kg U720, Y~ ey (Eaf#ifz) &1L T035mg % 6~7EITHT
TR FICHERT 5,

3. BimRFAEZELLTVVEMEEXRBEICETSESER
W1 EMICAERERE kg U720, Y~ ey (Eaf#ifz) &1L T035mg % 6~7EITHT
TR FICHERT 5,

4. BARETRILEUDBIALE (BEICED)
WHEBEHES LT, LEBICARE kg ¥720, Y~ ety (Efar#iaz) &1L T0.021 mg
%&JEK%HT&Tmﬁﬁﬁéo%%@h FEMRITIG U T 1 SFICARE kg %4729 0.084 mg
Z ERE LTt U, 1 IS 6~7 BN T TR FICERT 5, 7ok, &5 EITERER LD
m%%VXUV%WEE%JGmH)%V EORRAFT IS U ClE a5, 727200, 1 H
HEELTImg 20T &y
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W5t 4 ARG BhRe XATRhAR HIE R O H &
5 BimiREAHZ #4740 SGA (small-for-gestational age) HIES KA
WE VABICARE kg 4720, Yy bhrbvy (BaHiEz) &L T023mg % 6~7 BIZ5m3iT
TR FICENT D, 2B, R H025AF 1 HEICKRE kg 4720 047 mg £ THEEL, 6
~7 BN TR FIZERN T 5,
6. BiREHSEEHEOLEVNR—F VEEEICETIESE
WEDERICARE kg 4720, Y~ hrbvy EEFHEEZ) &L T023mg % 6~7 FIZHoT
TR FICEHNT D, 2B, R H0725AF 1 HEICARE kg 4720 047mg F THEEL, 6
~7[BNZH T TR FICERT %,
ta—~v b —"0FNH | HEA — 7 | BniRAEZEOLLEVBRERILE VS BLL2EESRE
6 mg, [ 12 mg AU U —FE | EE 1EBICERE kg 4720, Y ety (BETEHRZ) & LT0.175mg 2 6~7 4T TR
Xtk TICEST 5,

FinRFAEEZ LTV —F—ERBICETHEER
W1 EMICRE kg 4720, Vv ety (BaHHE#Z) &L T035mg % 6~7EIZ/HT TR
T 5,

BintREAEE DG VRBEXRERE (EFEMEE - RBEERE) (CETHESER
1 EMICAE kg 4720, Y~ ey ExEfz) &1L T035mg % 6~7 ENI51T TR
WZHERT 5,

BABRERILE D BAEE (FEICRED)

HWHEBMAEL LT, 1 EMICAE kg B2, Y~ ety (BxHi#z) &L T0.021 mg %
6~7 [al “ff&? ZHERT S, BEOBRKRIERIZE U T 1 HBEICAE kg 24720 0.084mg % LR
ELTHEL, 1EMIC 6~7 NI T TR FICHENT 5, ok, &G BITEAKTER K OME A > A
U UARECR R -

I (IGF-I) JREFOREF WIS THEMET 5, 7272ZL, 1 HEE L Timg 8RRV
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B 2

GENOTROPIN (somatropin) for injection, for

subcutaneous use

NORDITROPIN (somatropin) for injection, for

subcutaneous use

HUMATROPE (somatropin) for injection, for

subcutaneous use

2020 4 1 ARl

2020 4 3 H I

2019 £ 10 H il

Contraindications

Diabetic Retinopathy

Somatropin is contraindicated in patients with
active proliferative or severe non-proliferative
diabetic retinopathy.

Warnings and precautions

Impaired Glucose Tolerance and Diabetes

Mellitus

Treatment with somatropin may decrease insulin
sensitivity, particularly at higher doses in
susceptible patients. As a result, previously
undiagnosed impaired glucose tolerance and overt
diabetes mellitus may be unmasked during
somatropin treatment. New-onset Type 2 diabetes
mellitus has been reported. Therefore, glucose
levels should be monitored periodically in all

patients treated with somatropin, especially in

Contraindications
Active proliferative or severe non- proliferative

diabetic retinopathy.

Warnings and precautions

Glucose Intolerance and Diabetes Mellitus

Treatment with somatropin may decrease insulin
sensitivity, particularly at higher doses. New onset
type 2 diabetes mellitus has been reported in
patients taking somatropin. Previously
undiagnosed impaired glucose tolerance and overt
diabetes mellitus may be unmasked. Monitor
glucose levels periodically in all patients receiving
Norditropin, especially in those with risk factors
for diabetes mellitus, such as obesity, Turner

syndrome or a family history of diabetes mellitus.

Contraindications
Active proliferative or severe non- proliferative

diabetic retinopathy.

Warnings and precautions

Glucose Intolerance and Diabetes Mellitus

Treatment with somatropin may decrease insulin
sensitivity, particularly at higher doses. New onset
type 2 diabetes mellitus has been reported in
patients taking somatropin.

Previously undiagnosed impaired glucose
tolerance and overt diabetes mellitus may be
unmasked. Monitor glucose levels periodically in
all patients receiving HUMATROPE, especially in
those with risk factors for diabetes mellitus, such

as obesity, Turner syndrome, or a family history of
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GENOTROPIN (somatropin) for injection, for

subcutaneous use

NORDITROPIN (somatropin) for injection, for

subcutaneous use

HUMATROPE (somatropin) for injection, for

subcutaneous use

those with risk factors for diabetes mellitus, such
as obesity, Turner syndrome, or a family history of
diabetes mellitus. Patients with preexisting type 1
or type 2 diabetes mellitus or impaired glucose
tolerance should be monitored closely during
somatropin therapy. The doses of
antihyperglycemic drugs (i.e., insulin or
oral/injectable agents) may require adjustment
when somatropin therapy is instituted in these

patients.

Drug Interactions

Insulin and/or Oral/Injectable Hypoglycemic

Agents

In patients with diabetes mellitus requiring drug
therapy, the dose of insulin and/or oral/injectable
agent may require adjustment when somatropin
therapy is initiated [see Warnings and

Precautions].

Patients with preexisting type 1 or type 2 diabetes
mellitus or impaired glucose tolerance should be
monitored closely. The doses of antidiabetic
agents may require adjustment when Norditropin

is initiated.

Drug Interactions

Insulin and/or Other Hypoglycemic Agents

Clinical Impact : Treatment with
NORDITROPIN may decrease insulin sensitivity,
particularly at higher doses.

Intervention : Patients with diabetes mellitus may
require adjustment of their doses of insulin and/or
other hypoglycemic agents [see Warnings and

Precautions].

diabetes mellitus. Patients with preexisting type 1
or type 2 diabetes mellitus or impaired glucose
tolerance should be monitored closely.

The doses of antidiabetic agents may require

adjustment when HUMATROPE is initiated.

Drug Interactions
Insulin and/or Other Hypoglycemic Agents
Clinical Impact : Treatment with HUMATROPE

may decrease insulin sensitivity, particularly at
higher doses.

Intervention : Patients with diabetes mellitus may
require adjustment of their doses of insulin and/or
other hypoglycemic agents [see Warnings and

Precautions].
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2. EURASCEOEHER

GENOTROPIN/GENOTONORM (somatropin),
1.3 mg, 5.0 mg, 5.3 mg, or 12 mg, powder and

solvent for solution for injection

NORDITROPIN FlexPro (somatropin) 5 mg/1.5 ml,
10 mg/1.5 ml, or 15 mg/1.5 ml, solution for

injection in pre-filled pen

HUMATROPE (somatropin) 6 mg, 12mg, or
24mg, powder and solvent for solution for

injection

2021 4 10 Ahi

2021 % 5 AR

2021 47 AR

Special warnings and precautions for use

Insulin sensitivity

Somatropin may reduce insulin sensitivity. For
patients with diabetes mellitus, the insulin dose
may require adjustment after somatropin therapy
is instituted. Patients with diabetes, glucose
intolerance, or additional risk factors for diabetes
should be monitored closely during somatropin
therapy.

Small for gestational age

In SGA children it is recommended to measure
fasting insulin and blood glucose before start of
treatment and annually thereafter. In patients with
increased risk for diabetes mellitus (e.g. familial
history of diabetes, obesity, severe insulin
resistance, acanthosis nigricans) oral glucose
tolerance testing (OGTT) should be performed. If

overt diabetes occurs, growth hormone should not

Special warnings and precautions for use

Blood glucose and insulin

In Turner syndrome and SGA children it is
recommended to measure fasting insulin and
blood glucose before start of treatment and
annually thereafter. In patients with increased risk
of diabetes mellitus (e.g. familial history of
diabetes, obesity, severe insulin resistance,
acanthosis nigricans), oral glucose tolerance
testing (OGTT) should be performed. If overt
diabetes occurs, somatropin should not be
administered.

Somatropin has been found to influence
carbohydrate metabolism, therefore, patients
should be observed for evidence of glucose
intolerance.

Insulin sensitivity

Because somatropin may reduce insulin

Special warnings and precautions for use

Because somatropin may reduce insulin
sensitivity, patients should be monitored for
evidence of glucose intolerance. For patients with
diabetes mellitus, the insulin dose may require
adjustment after somatropin therapy is instituted.
Patients with diabetes or glucose intolerance
should be monitored closely during somatropin

therapy.

In children born SGA it is recommended to
measure fasting plasma insulin and blood glucose
before start of treatment and annually thereafter.
In patients with increased risk for diabetes
mellitus (e.g. familial history of diabetes, obesity,
severe insulin resistance, acanthosis nigricans)
oral glucose tolerance testing (OGTT) should be

performed. If overt diabetes occurs, growth
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GENOTROPIN/GENOTONORM (somatropin),
1.3 mg, 5.0 mg, 5.3 mg, or 12 mg, powder and

solvent for solution for injection

NORDITROPIN FlexPro (somatropin) 5 mg/1.5 ml,
10 mg/1.5 ml, or 15 mg/1.5 ml, solution for

injection in pre-filled pen

HUMATROPE (somatropin) 6 mg, 12mg, or
24mg, powder and solvent for solution for

injection

be administered.

Interaction with other medicinal products and

other forms of interaction

Also see section Special warnings and precautions
for use for statements regarding diabetes mellitus

and thyroid disorder.

sensitivity, patients should be monitored for
evidence of glucose intolerance (see section
Interaction with other medicinal products and
other forms of interaction). For patients with
diabetes mellitus, the insulin dose may require
adjustment after somatropin containing product
therapy is instituted. Patients with diabetes or
glucose intolerance should be monitored closely

during somatropin therapy.

Interaction with other medicinal products and

hormone should not be administered until the
patient has been stabilised for diabetes care. Then
growth hormone may be introduced with careful
monitoring of the diabetic metabolic control. An

increase in insulin dosage may be required.

Interaction with other medicinal products and

other forms of interaction

In insulin treated patients adjustment of insulin
dose may be needed after initiation of somatropin
treatment (see section Special warnings and

precautions for use).

other forms of interaction

Patients with diabetes mellitus who receive
concomitant somatropin may require adjustment
of their doses of insulin and/or other anti-

hyperglycaemic agents.
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3. WTHEAILEDTTHEAARN

GENOTROPIN GoQuick (somatropin)

NORDITROPIN NordiFlex (somatropin)

HUMATROPE (somatropin) 6 mg, 12 mg, or

24 mg powder and solvent for solution for injection

2020 4 7 AR

2021 %7 HhR

2021 49 Ak

Contraindications

Somatropin is contraindicated in patients with
active proliferative or severe non-proliferative
diabetic retinopathy.

GENOTROPIN is contraindicated in patients with
Prader-Willi syndrome who have uncontrolled
diabetes, or active psychosis, or have active

cancer.

Warnings and Precautions

Serious Warnings and Precautions

Therapy with GENOTROPIN should be excluded
for pediatric patients with Prader- Willi syndrome
who have one or more of the following risk
factors: uncontrolled diabetes, active cancer,
active psychosis.

Endocrine and Metabolism

Patients with diabetes mellitus or glucose

intolerance should be monitored closely during

Contraindications

Growth hormone should not be administered in
patients with proliferative or preproliferative

diabetic retinopathy.

Warnings and Precautions

Endocrine and Metabolism

Treatment with somatropin may decrease insulin
sensitivity, particularly at higher doses. New onset
type 2 diabetes mellitus has been reported in
patients taking somatropin. Previously
undiagnosed impaired glucose tolerance and overt
diabetes mellitus may be unmasked during
somatropin treatment. Therefore, glucose levels

should be monitored periodically in all patients

Contraindications

Somatropin should not be administered to patients
with active proliferative or severe nonproliferative

diabetic retinopathy.

Warnings and Precautions

Endocrine and Metabolism:

Patients with diabetes mellitus or glucose
intolerance should be monitored closely during
therapy with somatropin, as an adjustment of their
antidiabetic therapy may be required (see
Monitoring and Laboratory Tests).

Treatment with somatropin may decrease insulin
sensitivity, particularly at higher doses in patients

with risk factors for diabetes mellitus, such as

28




GENOTROPIN GoQuick (somatropin)

NORDITROPIN NordiFlex (somatropin)

HUMATROPE (somatropin) 6 mg, 12 mg, or

24 mg powder and solvent for solution for injection

therapy with somatropin, as an adjustment of their

antidiabetic therapy may be required.

Treatment with somatropin may decrease insulin
sensitivity, particularly at higher doses in patients
with risk factors for diabetes mellitus, such as
obesity, Turner syndrome, or a family history of
diabetes mellitus, those receiving high dose
corticosteroid therapy, and patients with impaired
glucose tolerance or pre-existing diabetes
mellitus. As a result, previously undiagnosed
impaired glucose tolerance and overt diabetes
mellitus may be unmasked during somatropin
treatment. Therefore, patients who receive
somatropin should be monitored for evidence of
abnormal glucose metabolism and/or diabetes
mellitus. New-onset type 2 diabetes mellitus has
been reported in children and adults receiving

somatropin.

treated with somatropin, especially in those with
risk factors for diabetes mellitus, such as obesity,
Turner syndrome, or a family history of diabetes
mellitus. Patients with pre-existing type 1 or
type 2 diabetes mellitus or impaired glucose
tolerance should be monitored closely during
somatropin therapy. The doses of
antihyperglycemic drugs (i.e., insulin or
oral/injectable agents) may require adjustment
when somatropin therapy is instituted in these
patients.

Monitoring and Laboratory Tests

Because human growth hormone may induce a
state of insulin resistance, patients should be
observed for evidence of glucose intolerance.
Patients with diabetes or glucose intolerance
should be monitored closely during therapy with
growth hormone. In Turner syndrome and SGA
children it is recommended to measure fasting
insulin and blood glucose before start of treatment

and annually thereafter. In patients with increased

obesity, Turner syndrome, or a family history of
diabetes mellitus, those receiving high dose
corticosteroid therapy, and patients with impaired
glucose tolerance or pre-existing diabetes
mellitus. As a result, previously undiagnosed
impaired glucose tolerance and overt diabetes
mellitus may be unmasked during somatropin
treatment. Therefore, patients who receive
somatropin should be monitored for evidence of
abnormal glucose metabolism and/or diabetes
mellitus. New-onset type 2 diabetes mellitus has
been reported in children and adults receiving

somatropin.
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GENOTROPIN GoQuick (somatropin)

NORDITROPIN NordiFlex (somatropin)

HUMATROPE (somatropin) 6 mg, 12 mg, or

24 mg powder and solvent for solution for injection

Drug Interactions

Insulin and/or Oral/Injectable Hypoglycemic
Agents

In patients with diabetes mellitus requiring drug
therapy, the dose of insulin and/or oral/injectable
agent may require adjustment when somatropin
initiated (see WARNINGS AND
PRECAUTIONS).

therapy is

risk of diabetes mellitus (e.g. familial history of
diabetes, obesity, severe insulin resistance,
acanthosis nigricans) oral glucose tolerance
testing (OGTT) should be performed. If overt
diabetes occurs, somatropin should not be

administered.

Drug Interactions

Drug-Drug Interactions

Insulin and/or Oral Hypoglycemic Agents

Effects : May decrease effectiveness of insulin
and/or hypoglycemic agents

Clinical comments : Dose of insulin and/or oral
agent may require adjustment when somatropin

therapy is initiated.

Drug Interactions

Drug-Drug Interactions

Insulin and Anti-hyperglycemic Agents

Effects : Patients with diabetes mellitus who
receive concomitant somatropin may require
adjustment of their doses of insulin and/or other
antihyperglycemic agents.

Clinical comments : Because somatropin may
induce a state of insulin resistance, patients who
receive somatropin should be monitored for
evidence of abnormal glucose metabolism and/or
diabetes mellitus. New-onset type 2 diabetes
mellitus has been reported in children and adults

receiving somatropin.
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4, F—A T U TR SCEOTLHEIRN

GENOTROPIN and GENOTROPIN GoQuick
(somatropin) powder for injection with diluent

(with preservative)

NORDITROPIN SimpleXx and NORDITROPIN

FlexPro (somatropin) injection solution

HUMATROPE (somatropin) POWDER FOR
INJECTION

2020 4 2 Al

2021 4F 4 AR

2019 4F 1 AR

Special warnings and precautions for use

Somatropin reduces insulin sensitivity and
therefore patients should be observed for evidence
of glucose intolerance. In rare cases the diagnostic
criteria for type 2 diabetes mellitus may be
fulfilled as a result of growth hormone therapy but
risk factors such as obesity (including obese PWS
patients), family history, steroid treatment or pre-
existing impaired glucose tolerance have been
present in most cases where this has occurred.
Growth hormone can be used in patients with
already manifest diabetes mellitus, however, its

use requires special care and the dose of anti-

Contraindications

Growth hormone is contraindicated in patients
with proliferative or preproliferative diabetic

retinopathy.

Special warnings and precautions for use

In SGA children it is recommended that fasting
insulin and blood glucose be measured before
start of treatment and annually thereafter. In
patients with increased risk for diabetes mellitus
(e.g. familial history of diabetes, obesity, Turner
syndrome, severe insulin resistance, acanthosis
nigricans), oral glucose tolerance testing (OGTT)
should be performed. If overt diabetes occurs,

growth hormone should not be administered.

Contraindications

Somatropin is contraindicated in patients with
active proliferative or severe non-proliferative

diabetic retinopathy.

Special warnings and precautions for use

Abnormal Glucose Metabolism and Diabetes
Mellitus

Because somatropin may induce a state of insulin
resistance, patients who receive somatropin
should be observed for evidence of abnormal
glucose metabolism and/or diabetes mellitus.
New-onset type 2 diabetes mellitus has been
reported in children and adults receiving
somatropin. Patients with diabetes mellitus who
receive concomitant somatropin may require
adjustment of their doses of insulin and/or other

anti-hyperglycaemic agents.
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GENOTROPIN and GENOTROPIN GoQuick
(somatropin) powder for injection with diluent

(with preservative)

NORDITROPIN SimpleXx and NORDITROPIN

FlexPro (somatropin) injection solution

HUMATROPE (somatropin) POWDER FOR
INJECTION

diabetic therapy may require adjustment.

Interactions with other medicines and other forms

of interactions

See also statements under SPECIAL WARNINGS
AND PRECAUTIONS FOR USE regarding
diabetes mellitus, thyroid disorder and ACTH

Children born SGA

In children born SGA it is recommended to
measure fasting plasma insulin and blood glucose
before start of treatment and annually thereafter.
In patients with increased risk for diabetes
mellitus (eg familial history of diabetes, obesity,
severe insulin resistance, acanthosis nigricans)
oral glucose tolerance testing (OGTT) should be
performed. If overt diabetes occurs growth
hormone should not be administered until the
patient has been stabilised for diabetes care. Then
growth hormone may be introduced with careful
monitoring of the diabetic metabolic control. An

increase in insulin dosage may be required.

Interactions with other medicines and other forms

of interactions
Patients with diabetes mellitus who receive
concomitant somatropin may require adjustment of

their doses of insulin and/or other anti-
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GENOTROPIN and GENOTROPIN GoQuick
(somatropin) powder for injection with diluent

(with preservative)

NORDITROPIN SimpleXx and NORDITROPIN

FlexPro (somatropin) injection solution

HUMATROPE (somatropin) POWDER FOR
INJECTION

deficiencies.

hyperglycaemic agents.
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[UGETHR - FracdiZEEl] v~ hevy (EaHz) (Bt EZ D22 W ER R VE b AN EMEIRS RIE, B imftPAsE & e v 2 —F
—IEGEREIC BT DR K. Bk & (D2 W E BORBIE IR T D IR K. AR A VE CWARIE (BAEICIRD) ., Bimtt 84 1o
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(e AR AR L8 L 43 AR AE) (B NI AR V8 L 43 AR AE)
8.3 (W) 8.3 (M§)
84$ﬂ@&5mibm%@\mmmmiﬁﬁ%%bhé*kﬁ%é Gl

728, EHIRZ M, HbAlc & 5 W GRS 2 HE L, BE 1RO
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8.8~8.9 (I%)

8.4~8.6 (%)
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9. FEDE REATHEEICHET HIEE
9.1 AOHE - BEEREDH D BE
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9.1 AOHE - BEFEES D& 5 B
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(%)

(&)

56




DPP-4 R4
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TEANESE TS Z | 2 UHIEHZA A LAY B BEES ERS 528 | AU VRS RIRT
LB D, TLHD, I T A RRE | b5, EHEICH | SEDH720,
palll BEE. HbAlc %5 %
ANFE= NI LT | EL. 2D DIEA
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(E2) EHMICRBESEORELZEHT L EREFE LV,
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60




i

(@375  FaiEE] v~ ho ey GRETEHA) (
—IERRC B HES R

SiE (BEIEIZRD) DZhEE -
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ETza0t052 8060, e EERBIETLZ L,
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BT WEIES
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8.1 HURIERRIK TRED & b d 5 WITE L L, AANC L 1%
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FECIRBWTIE, IR Z AT 22 L0300 | Rl 2R ETR < Bl
BYH L,
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T2 b % @O R AE 2T S 2 & RIS X — T —EfE
BECBWTE, MR DIR T2 505 2 L23H Y | #il 2V EETESL
Bl &,

(BRABR R VE AR AE (BEREIZIR D))
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BT WEIES
8.2~83 (%) 8.3~8.4 (%)
8.4 AFOFLEIZ L mFE, HbAle D EFRHODONDZ 05 | (HIK)
728 EHRC MBEE, HbAlc & 5 \WISREEFSE 2 JIE L, A0
LB AEHREGBEOREH LV IIH G T2 EET L L,
8.5~8.6 (%) 8.5~8.6 (%)
9. EDH RAATHEZICHETL2EER 9. FFEDE RAAT HBEICHET IEER

9.1 AOHE - BEEREDH D HBE
CHT%)

9.1.1~9.1.4 (I&)

9.1 AOMHE - BEFEESE O & 5 B

9.1.1 PRI . MBEEERE O b 5 B UTHERIE O fERRIN 1 & £
o) 5

BEPR PR Cid, P GBHAGEIC fbE (fbE(E, HbAlc %5) K& ORI
BOHE BERPRBYES) oS4t o br— L L TBLZ L, &5
BRAATE 1T E RO IS, HbAle Z2HIE L, F7- . BERB A OHE
(B RIRMISES) a0, MEOREATERSBISETL L, &
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PRIB D FEAR D BELEAL SUT AL 338 b= 355 1E. AFIOFEH RO
O e L SO A 5t e | S N ) A 1 o R

M HE B i O & 5 A UTHE R O fGRRIA 1% FFo s (IR . 5%
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10. fHAVEH
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10. FHEMEH
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62
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TEAREHTLZ | 2 AV VERIEAEZH A RV B PEE S PR AHZ L | AV VSRR T
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—EEREIC BT A IRE &,
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1. EEEE ROBEIZITEEICESTHZ L) 1 HEERES ROBEICITEEICERGTHZ L)
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B A PR IP DAER D BEEAL T EAL AR D= H AT, AAID
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IRPIET T2 2 EBHLOT, FUREEREZ EHRICHMEL, 20
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