tad%s %3 fr-% 30 E]%g grigazoy S5 SOP-09.1

LT EA W A 02.1
p AP 12 Jul 2023

T B 1 of5

e ® 2 S

SR eeeeeseeeeeeeeeeessssssssseeeeeeesssssssssssessesesssssssesssssesseeesssssssssssssseeeeesssssssssssmsseeesessssseen 2
5.0, BEE BT T E R R IR B oo 2
5.2, BB I B A R I e 3
T L OO 4




137 243 Fra-de? AFF g0y e SOP-09.1
Py %ELtR g BR A 02.1

& i 01 et h p i 12 Jul 2023
PRI T [ S 20f5

1. P&

R s BE2 aged Ty AELR gﬁ;@méﬁa**éﬁj:&; Pl A
prﬁl °

2.
AMERERARRGY AT T REL R 0 TRV RS

MR i e FRAR EET I REEN

3. B

FLGEEEAR §RE A BT AR TR AEER T RRER R L

WATF P EARR A R B R Ak BE 2 Ay
4. inA%

% 2 5 B4 R/E

ﬁbﬁ@?i”%f\*
N/

2 EE E e 3

5. g

51 EEEFPEAI PR B

50.1.2~F 31 & eh it o

51.2.847% dpM ~ 3 g s A KR AR A - 42 o

513571 A FZEEFTHRELR ¢ {2 EmF A8 Pz @ ahpl 55
AR R R AR F Ty 2
SAI3.L Rde? a2 23 8 B e 3 ehiz o 2 T
513223 AL L2 p & t»ﬁulv i+
5133 EFEP N H s L@k F L v it
51344 R BEFE R B R~ R

#E)

51352327 2 F BRaFEL A F% Y ATEL 2L
513.6.#F 9%+ 5 %
5137 8 T2 % }_'Fia’::?' FE(FT)
S138. 4 e His A fe g ch2I ) R AL

e

CRERAT

e

S



tadrdaFr-ded AFFgee gy S SOP-09.1
i SRk 02.1

p i 12 Jul 2023

rroin 9.1 jEdi-hAh % hy
TaF kLN v 7 —
R [ d 3 of5

5.1.3.9.:8 7% g ene E %
5.1.3.10. B ¥ ch3rs
5140 @B 2 FaRBEFAITEEFF R 2 EHERS S
5141875 3 AP F i
5142.3 44 B e %k onde
STAZFLERRFFRNEIPFRGET &
5.1.5. é’u“f%ﬁﬁiﬁi P E AL
50677 Flii R Rpe & fedh- {2~ Bk E S
51.7.#% % 2= & &4tm 5 TIAEAEPNF
AWAREE S S
517255’11@1@:@&@164 20 M iR
5173 8T 7| L3 % & - B xi kP oo T FTAIFRC
- ol ihﬁ_;ﬂﬁya‘;?;é FEE IR AL RER
S R MTL B A AL L(FE R s T
T%Fi\?éf‘ LESER
- 11m1“73§ﬁ€)"‘§“"3‘4“24§5p7\"Jf*‘i?'(é%‘f
PRI ZBFERFLE A PEHF PR 2
FTHZ|CERA BHRIFAFCH T 6 d a2
hid imf' i
51748 FH
5.1.7.5.d F % 2
51.7.6.% 2% i¢
51.7.7. % & %
5178 #F F %45k 2
51.79. % %32
52, Edr iR ohag
521 d 3 GTRE R ¢ RY s LB E DR
522, #3iE2 ’*%ﬁf*#ﬁ?ﬁ??l i?%l? f Bt A o
523, e R pEY - BEEHK o
524, #Brp ifFY 2F B EFIHRTY ¢ RCE X 2O EMRY (A
THEAP T
525, #IEHME g%

B IR AR Herg 2 2

526. #-#r4 e Bk
527 BT RS




137 238 Pra-died NFE L FRE 0y %% | SOP-09.1
I=EN T E W N 02.1
o P 12 Jul 2023
tarasane PP E DR T# | 4ofs
528 iR S EFY Bl - ERT AR EFMHEFE I RE
Al S 4 VLGRS B E AR o
529, BEFETHRELFPHMANNTIRBAOCLNERZAOERT 2 S I p
fﬁ%iw@
52.10. %3 F 7 ;5 w]z&;’-i;é?‘f FE O EREIRBREFTL N E
6. Liwiaf
z3 o
LEP T LB R R AR B Ak e
L v £
R E A E C

Active Study File

Any approved protocol, supporting documents, records containing
communications and reports that correspond to each currently
approved study.
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Case Record Form or Case Report Form 1s a printed, optical or
electronic document designed to record all of the protocol required
information to be reported to the sponsor on each trial participant.
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Investlgatlonal New Drug is a drug that has never been seen in the
market because it is under investigation of its efficacy and safety
and not yet been approved for marketing by the local authorities.
The drug is therefore approved for used only at some certain study
sites.
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Informed Consent Document is a written, signed and dated paper
confirming participant’s willingness to voluntarily participate in a
particular trial, after having been informed of all aspects of the
trial that are relevant to the participant’s decision to participate.
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A file for storage of the originally signed and dated documents.
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