e ¢ FRAERARRTEI LR ATPEA

- .71 (General information) :

1. #4532 t4~ %%.% p & (Protocol title, identifying number, and date )

2. % ’;L—‘g 3 g ;‘E'J—‘FI‘Y 2 4+ 222y (Name and address of the sponsor and monitor )

3 AT EFFEF Y (s 2430 E) 24 LRy (Name and title of
the person (investigator and sponsor ) to sign protocol )

4, & EH 2 LA BAL S B a8 TR ( Name, title, address, and telephone
number of sponsor )

5. 33 4 #F £ 2 ¥ ¢ % g ¢ (Name and title of the investigator )

6. 3 Sz FE AL~ BAE 2 ud TE5LE (Name, title, address, and
telephone number of qualified physician )

7. #5k %5 Jo 8 2 LfLg o n (Name and address of medical department )

# # (Background information) :

8. gk & 5.2 4&cit (Description of investigational product )

9. #p B Tk % % %4 £ (Summary of findings from relevant clinical trials )

10. 422 v L ) & ((Dosage regimen, and treatment period )

11. % % 0% 2 iRk Rk R 2 4p B2 2 ﬁ = ( Compliance with protocol, GCP
and applicable requirement )

12.% #5324t (Description of the population to be studied )

13. %% = /glcz? F 4L (References to literature and data relevant to the trial )

335 P« (Trial objectives and purpose) :

14.z85 p 1 (Description of the objectives and the purpose to the trial )

3% 3% 3+ (Trial design) :

15. 5 & f rdp &2 =0 & f »dp ¥ohds i (Statement of primary endpoints and the
secondary endpoints )

16.335% % 3+ ehdy it (Description of the type/design of trial to be conducted )

17,0 MR BRI A 07 2 1 D4R A fe &7 7 %3+ (Description of the measures
taken to minimize/avoid bias including randomization blinding )

18.:3% & 7.2 #|§ 2 %% > ;4 (Dosage and dosage regimen of the investigational
product )

19.7 B %z anpk I (Expected duration of subject participation )

20. 5T 18 & fie B 4G A dF fofiz ",f % 75 42 5 ( Maintenance of trial treatment
randomization codes and procedures for breaking codes )



% ;‘é—?{ 13 % 2 19, (Selection and withdrawal of subjects) :

21.% ;éséﬁ KTNDNI =1 K,ért i% i (Subject inclusion/exclusion criteria)

22.% ;;é—g Bk r 22 3 4 2EER % 2 (Subject stopping rules, discontinuation
criteria, and withdrawal criteria )

LEZ B 8 (Treatment of subjects) :

23385k & EHp &2 %+ g% 5. ((Medication prohibited before and/or during
the trial )

243 mib 2 R g % > ;Y (Treatment to be administered )

25.3 % % A% B aF @ * & 5 (Medication permitted  (including rescue
medication ) before and/or during the trial )

K pi= s (Assessment of efficacy ) -

26.1 7% »z ¥ ( Specification of the efficacy parameters )

27.3% % ~ K& ~ foi $7 0% rx o2 = 2 2 PP 2L (Methods and timing for
assessing, recording and analyzing of efficacy parameters )

% > p3®R (Assessment of safety) :

28,371 ~ 4k~ fos 5 2 S ¥k 3 2 2 P gk (Methods and timing for
assessing, recording and analyzing safety parameters )

29.9 7% >4+ %% (Specification of safety parameters )

0. B4 2k B3 Hi i i ( Adverse event and intercurrent
illnesses )

BLEFFE N Ak o 2 (82 E PR ( Duration of the follow-up of subjects
after adverse events )

st (Statistics) -

2B B hMF AP F 0 F AR FEE L EHFH Y L4473 (Sta-
tistical methods to be employed, including timing and planned interim analysis )

33K~ cn A B 2 B * izdp (Number of subjects planned to be
enrolled, reason for choice of sample size )

34,42 kit ¥ Tk ¥ -k (Level of significance to be used )

35.% it E B iE i+ ( Criteria for termination of the trial )

36.% ;;é:—*ﬁ o~ & f7anE & (Selection of subjects to be included in the analyses )



