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W ol ER YT 4'-Ffo|EEA-oAE 2 YL (0X-2¢] AT AAZLS YEME Ao HIET
s

bR AFEAE Ul wusam Qov YUF olsld FrlElsy wAGe} FRAANE FAw
A3 Woli Ao FiA vk,

oA EFRHYGL AEE d3any) v & AR dEA 9ot yIFEIy
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Gynecol. Reprod. Biol., 2010, 152(1): pp. 86-90). 7] T &A= oA ZF 29 100 mg ¥ =ZEMHE 80
mg 1 S HIAA Ev RO ZA ofNERAY 100 mge ZHZE 149 23] Hu 3¢z FoEien, 1
A} olNERIAG-=E2EY E3AAVE ARy AgEd dE 5 Amad(efficacy) B Ul
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+AdET(n = 12) 22 FHTE FAsIen, dET(n = 9ole o FAZEdAY 200 mgell HFsh= &%
(mouse 30 g 715 1.230 mg)S T, A&F(n = 9ol olAZFEAY 100 mgoll 3]sk & (mouse 30
g 715 0.615 mg) + 2~FZPo dutojokE kol 60 mgol allFslE= & (mouse 30 g 7]+ 0.369 mg)S ICR

ohgo] Fold AFHE 308 BFL oSt oY Girithing 15 SRR

oFE-o] ga2 FDA Center for Drug Evaluation and Research(CDER)oA WHE A& A [Guidance for Industry:
estimating the maximum safe starting dose in initial clinical trials for therapeutics in adult healthy
volunteers]ol WU 3}7] 82 1 2 % 18 EUE AU

[4=3H2] 1]
Animalkm
HED Thg)—AD i S ——
(mglkg) (mglkg) = ik
A7) Ao A HED:= <17F 571 &% (Human Equivalent Dose)S UEM I, ADE 5% 8% (Animal Dose)S YE}

W™, Human Km& 37¢]3L, Mouse Kme 3(3}7] 3% 1 3=x)olt}.

[ 1]
Table 1: Conversion of Animal Doses to Human Equivalent Doses
Based on Body Surface Area
To Convert To Convert Ammal Dose in mg/kg
Animal Dose in to HED' in mg'ke, Either
Species mg/kg to Dose in Divide Multiply
mg/or, Multiply | Animal Dose By| Animal Dose By
by k.
Huoman 37 —
Child (20 kg)® 25 = ==
Mouse 3 123 0.08
Hamster 3 74 0.13
Rat 6 6.2 0.16
Ferret 7 5.3 0.1¢
Guinea pig 8 46 0.22
Rabbit 12 5 | 032
Dog 20 18 0.54
Primates:
Monkeys’ 12 3.1 032
Marmoset 6 6.2 0.16
Squirre] monkey 7 53 0.19
Baboon 20 i8 054
Micro-pig 27 14 0.73
Mini-pig 35 11 0.95

* Atsumes 60 ke human. For species not listed or for weizhts outsids the standard ranzes,
HED can be caleulated from the following formula -
HED = animal dose in mg/ke x (animal weight m ke/human weight in k)"

54 A, SAdETe A 12vke vkes BE SoWeS Ushlo]l Wi Shold(writhing) 41.41 +
27.58 (3~98H4)o1°it‘r. Faozare] Fgell= ovke] F svhele T JEhA @kal avpeel ARt 247t 1,
2, 10 2 1399 ol rlthmg) Bl v Aol A= gvte] T 2ubE]dlAul Zbzh 1 9 4] gleld

(writhing)& R 7vlE]& &5 Q—E}LHX] 2="

SAdET, Aoz B AP gold(writhing) FF HAg A
U £ Fe 2% Zol(P < 0.001)F YElWz, INzT AFF
> 0.05). Al ¢ writhing F5& Hu3 SAZAZFANAE SHHELT}
0.00D)< YelAT, AT AT Fo8 xol& YA &okrh (P > 0. 05). A

U SFAE Folgt e ol AEFRAY FAHETH AEZEHTE FoF
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