CTD fRiR—
X HLRLR L

2021 £ 9 H



CTD RR— RN V1.0

CTD 1R —C 4R AL

A FAIREAI S A B RRARR IR, (BRI T LA, HiEARR

TESEPRIBEARSIG2IR, IERERKEBRINEKE.

1. | w5

AR

JTER

pY4 s m1/cn/cn-regional.xml

B | B

2. | RS 1.0
AN UiBHER
T= cn-1-0

X | m1/cn/00/cover-letter.pdf

i | EENTARBIERREEAIEHE S,

3. |®S 1.2

Tl FRIEER

PATE cn-1-2

Py las m1/cn/02/application-form.pdf

iR | EEEEEER. AR ISKBEEERE S REAER.
4. | wS 1.3

| mEERERTE

PATE cn-1-3

Bz m1/cn/03

Wi | FREEEXRTH

5. |wmS 1.3.1

R | BB

TR cn-1-3-1

B= m1/cn/03

B | IRERP

6. | wmS 1.3.1.1

R | ARESYIRIBBRIEITTIRA (ERTIRRHICHIS)

T= cn-1-3-1-1

2/ 14



CTD RR— RN V1.0

pvglas m1/cn/03/pi-ind-drug.pdf
15AA ARZYDRIABRIET IR (BRTIRRIREERTE)
7. | RS 1.3.1.2
| EARIRABREITIRE (AT LMk EHETERE)
TTE cn-1-3-1-2
pYglas m1/cn/03/pi-nda-drug.pdf
"B | RIS EHEmEFRMERIN EHERSM XS mEENER
HERYRSORAT, FRFRIGER,
8. | wmS 1.3.2
R | BEEIRE
TTE cn-1-3-2
H=R m1/cn/03
158e IR
9. |wmS 1.3.2.1
Il | ARAYEERE (ERTIRRRXIEHE)
PATE cn-1-3-2-1
pYglas m1/cn/03/label-ind-drug.pdf
15488 HRaaErRE (BRTIRRAILERS)
10.| WS 1.3.2.2
| EhfmBRinG (ERTLEhk EmEREHS)
JTR | cn-1-3-2-2
pY4 las m1/cn/03/label-nda-drug.pdf
Rl | RIS EHAmEREMZAREFERSE X EHEERR
BIRE LR,
1. | /S 133
R | FRERERNENE T2/ ISR ERE
PATE cn-1-3-3
Py las m1/cn/03/spec-mfg-process.pdf
15488 HWELLR EMmREHRRE L2 EERNRENE, EHR
RAHIER MR BT,
12. | /S 1.34
el IRFRIRIEHEXER (ERTFIRRIGES)
JTR | cn-1-3-4

3/ 14




CTD RR— RN V1.0

B | m1/cn/03
B | IRARRIEERER (ERTIRRIIICHS)
13.| WS 1.3.4.1
TR [RZNEE A p A IYSES
PATE cn-1-3-4-1
pYglas m1/cn/03/ind-plan-prot.pdf
158e [RZSRE v IYSES
14.| RS 1.34.2
R | IEEERER
PAVE cn-1-3-4-2
pY4 as m1/cn/03/sample-icf.pdf
"B | MIBEERER
15. | RS 1343
| tARE M
PAVE cn-1-3-4-3
pY4 las m1/cn/03/ib.pdf
15488 =& FH
16.| /S 1.3.5
| BRERARTMERBER
PAVE cn-1-3-5
B m1/cn/03/gen-name-app.pdf
RiA | RIINERGRINVESRE S mEMRER, EriiTFel sy
R miB ARz ERIBIIF,
17.| /S 1.3.6
Nl GEEAXER (AT LMEBNSREERIGHNTHIS)
PAVE cn-1-3-6
N4 m1/cn/03/ins-rel-dos.pdf
15AA BREAEMBIERERR, AREr-BRERE, WaE s
B gmiEiaRAiErREEER, InRREERRUNIEINHIRE
H
18.| WS 1.3.7
| REENRERIMERIEITEN
PATE cn-1-3-7

4/ 14




CTD RR— RN V1.0

pY4 las m1/cn/03/vacc-biosafety-eia.pdf
Rl | EEEVREMINEITN
19. | w5 1.3.8
PR | FERRIESRUEREMESE (RNIER)
TTE cn-1-3-8
X m1/cn/03
B | FeERERIERRMESIY (ANEFR)
20. | RS 1.3.8.1
| BB, AR RS EAIERRS
PATE cn-1-3-8-1
Py las m1/cn/03/cert-docs.pdf
i | R, ARERNRAEMEIEERIERNY, BRI,
REE (BRTHRREASECRBEEY) .
[R5, R R AEMRENRERT (ERTHRIEREE
ICIFHEEH) .
21.| S 1.3.8.2
| EREERIERN
Jt& | cn-1-3-8-2
pYglas m1/cn/03/pat-info-and-cert-docs.pdf
RBE | FBHEYIEEERRETS. T2, BRFENIBERAENER
SGtEE, ARSI ARSE RIS AR,
22.| w5 1.3.8.3
R | A MR Z IR S
PATE cn-1-3-8-3
pYglas m1/cn/03/app-for-specialdrug-dev.pdf
B | R A SEE R e (S LI S S S EN
23.| w5 1.3.84
R | EE R AIERR N
TTE cn-1-3-8-4
H=R m1/cn/03/trademark-letter.pdf
il | EnEEAIERRN
24. | RS 1.3.8.5
IR | XHRZSSRIRIERA S

5/14




CTD RR— RN V1.0

PATE cn-1-3-8-5
pY4 las m1/cn/03/cert-docs-ref-drug.pdf
B | XIRRESRKIRIERA S 4
25. | /RS 1.3.8.6
el | AYIePARRIeBRUERAS Y (ERF LHES)
PATE cn-1-3-8-6
pYglas m1/cn/03/cert-study-docs-nda.pdf
15AA (AYiaRitIetid) /ieRRRBAR. IRtk RZRENR
ERIERREECS/EMFHMEAREREICS (RERE) .
26. | RS 1.3.8.7
R | SR BRIERR S
7T | cn-1-3-8-7
pYglas m1/cn/03/qual-docs-of-res-inst.pdf
15AA IFlEARAR L2 TN TE RS R I E ETEER T H BART
& (EYAEIRRARRESENE) (BFR GLP) AUHL/HEIERRE
SEAREFUERMSE, ImARIRET MR SRS (REk%
") .
27.| "5 1.3.8.8
| ES T RERIERRM Y
PATE cn-1-3-5-8
pY4 las m1/cn/03/cert-docs-for-drugdevicecombo.pdf
15488 MEBTFHRHALRAERIGME ST MM, NIERRSWASTm
REEREERENT (WEZE) .
28. | RS 1.3.8.9
| RFEm EHEESIERX Y (ERTHREIELHRYSmR)
PATE cn-1-3-8-9
Py las m1/cn/03/docs-perm-mod.pdf
Rl | RIMIMEEI M HERRRZLS M EHHEEIEAN . AUEA
UENBRHIGEN,
29. | WS 1.3.8.10
R | SIS EAVIERAS
TR | cn-1-3-8-10
Py las m1/cn/03/cert-docs-for-vrt-app.pdf

6/ 14




CTD RR— RN V1.0

"B | RSN EET I E BRI MR EANERRS 4. AIEAIENX
PREPIENL.
30. | RS 1.3.9
R | BftrrmEBAERR
TTE cn-1-3-9
pYglas m1/cn/03/other-pi-docs.pdf
i | BftrrmSREXRR
31. | RS 14
R | RS (WERA)
PATE cn-1-4
pY4 as m1/cn/04
iR | RERS (WERA)
32. | /RS 1.4.1
R | BRAEHUERRR
PATE cn-1-4-1
pY4 las m1/cn/04/prev-app-info.pdf
iRBA | RRAZ@EFE KA DR BRIE TR B R A / AR A U BA S A4
(RERZE)
33. | RS 1.4.2
| HEEEIRRNES R, EESERLIRARLE
PATE cn-1-4-2
H=R m1/cn/04/applic-withdraw-cta.pdf
"B | HEARIERANS R, EESERLIRRNE
34.| /S 1.4.3
| FiEEREkEInARE
PATE cn-1-4-3
pvglas m1/cn/04/req-resume-ind.pdf
RiE | HEEREREIRARNE
35. | wE 1.4.4
R | RIEREHHIEIRRIG
TTE cn-1-4-4
X m1/cn/04/applic-new-cta.pdf
15488 22 |F RS FRBIRRIN

7/ 14




CTD RR— RN V1.0

36. | WS 1.4.5
| BRiEREERERZSYIRRRIC RIS, EiETa s, b
FERISE MRS
TTE cn-1-4-5
Py las m1/cn/04/req-withdraw-appli.pdf
"B | FEREERERZSYIRRA GRS, EimEMTEI RS, b
FERIBEEI MRS
37.| wS 1.4.6
AR FRiE_ LI EREHARI S B (N EEHE AR R, TH Hifithit=
MERNS R ARHIFATHEE
TTE cn-1-4-6
pYglas m1/cn/04/appli-var.pdf
RBE | BB LIRS ERBARR. TETHEIER
MERNT RIRABITFATHIZE
38.| w5 1.4.7
Nl BB T THZ0 fmiEAHIET
PAVE cn-1-4-7
pYglas m1/cn/04/req-withdraw-drug-reg-cert.pdf
B | BRETHAmEMNER
39. | WS 1.5
R | IR ETEMRERERIE (WER)
TTE cn-1-5
pY4 as m1/cn/05
158e IR EEMERFRIE (WIER)
40.| WS 1.5.1
R | IR TR R
PATE cn-1-5-1
BHR m1/cn/05/appli-for-accel-desig.pdf
"Bl | EESRRIERT YRR, RMHUERR. EITEIER
RishlsRitiE T
41. | w/E 1.5.2
| IR EMEMERR R LIS
PATE cn-1-5-2

8/ 14




CTD RR— RN V1.0

pY4 las m1/cn/05/appli-for-withdraw-accel-desig.pdf
B | IR EMEMERR LIS
42. | wS 1.5.3
| Bt EMERRIS
PATE cn-1-5-3
pYglas m1/cn/05/other-appli-for-accel-desig.pdf
"B | BN EMERERE
43.| w5 1.6
el WA EIN (ANIEF)
PAVE cn-1-6
Py las m1/cn/06
"B | AERRRIN (ANER)
44.| S 1.6.1
e SN ERTE
PATE cn-1-6-1
H=RE m1/cn/06/meeting-request.pdf
i | RINERE
45. | RS 1.6.2
| SWERA
PATE cn-1-6-2
pY4 las m1/cn/06/bb.pdf
R | RNERER
46. | RS 1.6.3
| RINEXER. SNEBUREES
PATE cn-1-6-3
Py = m1/cn/06/corresp-and-minutes.pdf
"B | RWEXER. SNEBUREE
47.| w5 1.7
Tl IR EEIREE (WER)
PAVEA cn-1-7
pYglas m1/cn/07
miA | ImAREEREEEER (WER)
48. | /RS 1.7.1

9 /14




CTD RR— RN V1.0

R | e HR G DI RE
JTEH | cn-1-7-1
BHR m1/cn/07/new-indication-ind.pdf
158H GRS HA A INHTE RNE
49. | /RS 1.7.2
i | TEIERRES R, EXAFTE. HaRAREEREERN
Fa] BB A T2 4 XUBGRY
JTH | cn-1-7-2
Py las m1/cn/07/prot-amend-cmc-nonclin-related.pdf
i | TEIERAESE. EXAFETHE, FiiRAREERSERN
ErlaeiB NN E T2 XY
50. | RS 1.7.3
| EREDEERBIRARNES R, HESRE LSRN
PATE cn-1-7-3
Py las m1/cn/07/req-adj-ct-protocol.pdf
R | EXRBDERBEIGRNGSERE. EEHRIESYIRRAE
51.| w5 1.8
I | MERSXIGERE (WE&ERM)
PATE cn-1-8
BZ m1/cn/08
"B | AWERSKIGERE (W0E&ER)
52.| w5 1.8.1
R | RERER e M ETIRE NS
TTE cn-1-8-1
H=R m1/cn/08
"B | RHER e EETR S MM
53.| RS 1.8.1.1
| ERHER e ESRS
PATE cn-1-8-1-1
pYglas m1/cn/08/dsur.pdf
Bl | PRHER e ESRS
54. | fwS 1.8.1.2
| PEARRMN (SAR) RitiCE®

10 / 14




CTD RR— RN V1.0

Jt& | cn-1-8-1-2
pvglas m1/cn/08/sar-sum-tbl.pdf
158H PEARKRMN (SAR) EitiCE®*E
55.| w5 1.8.1.3
| IREFEHINRA RN AEYIZR
PAVE cn-1-8-1-3
Py = m1/cn/08/list-of-deceased.pdf
i | IREEHNRERETCZIRETIR
56.| w5 1.8.1.4
| REFEEREREEHTAREHMERRIGRIIGHIZHE IR
PAVE cn-1-8-1-4
Py las m1/cn/08/list-of-terminations.pdf
"B | REFAENEAREUARSEHMEHIGRNIGAIZINESIZR
57.| wmS 1.8.1.5
TR R EEHIRN R NIRRT R ESHE GRS AR
M. AFIEREEAFRITNEE T RINEGER
PATE cn-1-8-1-5
H=R m1/cn/08/sum-changes.pdf
158e R EEHIN R ERNZIa RIS R T E S E ImR S AR
W, FFIARHREGFRZHHETRINCEE
58.| RS 1.8.1.6
| TIRSEERRAARIT IR
PATE cn-1-8-1-6
Py las m1/cn/08/sum-res-plan.pdf
Rl | FTIREEHIA RN XEE
59. | /RS 1.8.2
| HfhBENTEREMXRER
PAVEA cn-1-8-2
Py las m1/cn/08/other-ssri.pdf
Rl | BB E L2 EXRER
60. | f"S 1.8.3
R | XREETR (RMP)
PATE cn-1-8-3

1M /14




CTD RR— RN V1.0

X | m1/cn/08/rmp.pdf
15AA EEERGEINTRIFX G &/ MEETESE.
61. | RS 1.9
R | EhEWR (WER)
PATE cn-1-9
pYglas m1/cn/09/post-app-study.pdf
178 EEIVEIRIB R ERR ERNIARSE.
62. | wS 1.10
I | EHETE (AEA)
PAVE cn-1-10
B |ml1/cn/10
15488 FhEZTE (WiEA)
63. | "5 1.10.1
el | EEHEEREE
jtx | cn-1-10-1
Py las m1/cn/10/post-app-cmcchange.pdf
B | EERTE
64. | w"S 1.10.2
| BmERARTE
JtE | en-1-10-2
N4 m1/cn/10/post-app-pichange.pdf
15AA TR R AREITENZ S EHEREBEEN, EIMNFE AR
REMEERSIEX A EEENMEHERN TR ERIIER
X BRFEARREXEETMEEE SIS, W
(BdnER) . (BmEFFIIE) REHICRA,
AR EERBERRXHDBERERE (RERROBGGRETRNE
) . pBEREFEW (BHREFFNE) . 98E1IZ. 8%
RS MRV MRS RN IE R R E IR,
65. | ‘"5 1.10.3
| IRERTE
Jtx | cn-1-10-3
pY4 las m1/cn/10/mahchange.pdf
i | REER

12 / 14




CTD RR— RN V1.0

66. | WS 1.11
Tl BRiE A/ L HIFaIHEFE AR 4
PATE cn-1-11
H=R m1/cn/11
RBE | BRBA/ LA AR
67.| RS 1.11.1
R | BREFEmEB A/ R R BN
PATE cn-1-11-1
BHR m1/cn/11/cert-qual-dom.pdf
RiE | RBA/EF RS EECIERNE (BAHAES) . BB
2 EHIFEIRY, BRBAREF BN SEREHEND (ZRE
FEVFENE)  ((REMEE) .
RigleARRIeH, MREHRIRR R ASERSHRET~RE
EIEABERIFME NHIERERGA,
68.| w5 1.11.2
R | ROMEF A mEB A/ RV S IR S
JTEHE | en-1-11-2
pYglas m1/cn/11/cert-qual-ovs.pdf
15AA A BT et RETEENEANER G, QIEA
UEX PR HFIGE,
FRislimRIIeRY, MiRHAIER R ASYERSHRETRE
BIEALERIRMA T HIERERGA,
69. | /RS 1.11.3
R | R CER NS
PATE cn-1-11-3
pY4 las m1/cn/11/cert-docs-for-agency.pdf
il | RIMRIBARRERESRERIEWEADERXAmEMEIRY,
NIRRT NIENBREFSGER, LIREMM IR
HEWHERSEN 4,
70. | WS 1.12
R | AMAENAIERRSZ (JNIEA)
PATE cn-1-12
pYglas m1/cn/12/cert-docs-for-smallmicro.pdf

13/ 14




CTD RR— RN V1.0

Lzl

INALEVIERRS S (SMiEF)

14 / 14




	CTD模块一文件组织结构

