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- S F# (General information) :

13233 2 ¢4~ %52 p ¥ (Protocol title, identifying number, and date )

2.% 3= —‘“ % B /FJ—“Ff 4+ 2 273+ nk (Name and address of the sponsor and
monltor)

3hFREFFET (e d 2 4304 )2 4 L 2 mAE (Name and title of
the person (investigator and sponsor ) to sign protocol )

A& 2H 2 LfE - B # o R 55505 (Name, title, address, and telephone
number of sponsor )

533 1 ¥ £ 2 ¥ & % g #7 (Name and title of the investigator )

6.8 i Srridsk 2 FE AL L BRAL S 3 nk 2 2555048 (Name, title, address, and
telephone number of qualified phyS|C|an)
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7.5 5% %5 s 8 2 LA+ nk (Name and address of medical department )

# # (Background information) :

8.28% % 5.2_ 4zt (Description of investigational product )

9.4 M Tk A% % % 4 & (Summary of findings from relevant clinical trials )

10.% = ;N g a8 8 & (Dosage regimen, and treatment period )

11 0f A qRpk 5 Rde 2 AP B2 R 2 ﬁ = ( Compliance with protocol, GCP and
applicable requirement )

12.% 325 ¥ 2_ 4t (Description of the population to be studied )
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13. %% = });Lz? 7 #L (References to literature and data relevant to the trial )

332 P ¢ (Trial objectives and purpose) :
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14.:85 p = ( Description of the objectives and the purpose to the trial )

#5%% 3 (Trial design) :

5.0 & v R =0 & Foondp Hheendy if ( Statement of primary endpoints and
the secondary endpoints )

16.:8 5% 3% 2+ endy it (Description of the type/design of trial to be conducted )
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175 MRBREZ 0™ F 1 bldeig s 4 fe s 5 K3 (Description of the
measures taken to minimize/avoid bias including randomization blinding )




O] | [ 18385 % =2 #| & 2 %% > ;¢\ (Dosage and dosage regimen of the
investigational product )

HEEE 19.7; B R dm apF P (Expected duration of subject participation )

L] ] [ [20.58 48 ~ fe B A5 cnadF fofz ",%t % 75 #2 5 ( Maintenance of trial treatment
randomization codes and procedures for breaking codes )
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(0| OO |22 3% %2k » #2313 01385 08 2 (Subject stopping rules, discontinuation
criteria, and withdrawal criteria )
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U1 | [ 23385 & &5k BF £ 1+ @& * «h% 5. (Medication prohibited before and/or
during the trial )
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U] | [ |25.3%5# % 254 B /a2F @ * o 5. (Medication permitted (including
rescue medication ) before and/or during the trial )
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L] | [ |26.m 7|5 »= 4% ( Specification of the efficacy parameters )

L] | L |27.3% ~ & dk -~ foa 19 s S8z, > 2 2 pF R 8L (Methods and timing for
assessing, recording and analyzing of efficacy parameters )
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L] | []]28.3% ~ & dk~ foa 7% 21 482 2 2 2 pF P 2L (Methods and timing for
assessing, recording and analyzing safety parameters )

L1 | O |29.m 7% >+ %# (Specification of safety parameters )

L] ] 3038k mgd4ar 2k g2 Hisp i ( Adverse event and intercurrent
ilinesses )

L] ][] 131.% ;éiﬁ ARk R 2 18 20 i BEPF R (Duration of the follow-up of subjects
after adverse events )

$u3t (Statistics) :

L] L] B35t st o473 2o e I 7R B2 L R R FH ¢ & 47 % (Sta-
tistical methods to be employed, including timing and planned interim analysis )

(1] [ (3385 Fpst 4 » ek de > 2 H4x* ixd5 (Number of subjects planned to be
enrolled, reason for choice of sample size )

U1 | O 1344z %zt 4 2 ek ¥ -k % (Level of significance to be used )

[ ]| [] [35.% i &= % i2 (Criteria for termination of the trial )

L]1 [ 36.% ;éﬁ Ao~ & 47403 % (Selection of subjects to be included in the analyses )
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1.2z % 5. p o #2335 (Worldwide regulatory status should be described)
2.2 v B R A R F 2258 (Name and phone number of 24 hour contact
person)

sk i LenpliFh 2 0 LSk E 2 BT 2 54 %
(Common side effects and incidence should be described)

4.4 it & v 3% it (Use of colloquial description)

5.z8% % & * > ;# (How and when to take the study drug should be described)

6.BxE * & F B 2 PR 0§ 2 (Compensation and/or treatment in case of
trial-related injury should be described)

7385 < gﬁ:}rﬁ A # p (Patient number should be described)

8.7 Jh ¥ % 2 H @ a5 2 % (Usual treatment and alternative therapy should
be described)

9.7 * &7 i fl(Patient’s right (ask questions and withdraw) should be
described)

10. e fE T i 4T 3#5% (Withdrawal criteria should be clearly
described)

11.p itz 44 > 3@ 7 L PF 3 41 3¢ % (Participation is voluntary and
subject may withdraw at any time)

12.# v e & & * % (Prohibited concomitant medication should be described)

13.3¢ 8y er1 % "4 (Foreseeable risks to the subject and, when applicable, to an
embryo, fetus, or nursing infant)

14325 7 44 % % 12 (Confidentiality should be described)

154ri#%3+ 4 3 7 &3 4! » (Should be consistent with protocol)

16.:8% P <(Purpose of trial should be described)

17385 % #9 % % (Trial duration should be defined)

18.7 ¥ = + #E 5 % v »2(Should not exaggerate efficacy of study drug)

19.& & cnf ﬂéft /5 ~ $&= % (Important exclusion/inclusion criteria should be
clearly described)

2055 hF R A@mAk(Reasonably expected benefits should be described)

21.% ;é—g # 1= (Subject’s responsibilities should be described)

22.3p #p 7 & 17 e & (Anticipated prorated payment should be described)

23.5g #p & i 1§ * (Anticipated expenses should be described)

I s 1 O 0 1 VN A e A A R W A

Oooigo ooogoo oo o o ogo o gQg goo o ggis

24385 7 #r 3% o5 (Trial treatment should be described)




(]| [ |25.i0% % A% = 5% (Trial procedures to followed, including all invasive
procedures)

(]| O [26.F# ¥4 E BIH ~fofi ~ AL A 6 Firh 1% & 4.(Monitor,
auditor, IEC, and regulatory authority granted direct access to subject’s records)

(1| [ |27.7 #7730 ¢ SE i 42 3# 3 (Subject informed in a timely manner if
relevant information becomes available)

% & B ET 0 #5% % £ 145 ICH E6 Good Clinical Trial 2 %
ik - ] kRS ERAF AR RS




