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LhR%E ¥ LA i

R AP YA U R S P U SR R BRI IR B A Aol I T AN RS R R AL T IR AT T, SRIBCAT A Tt A e Aok P A 2 A2k 1) R P B AR )
W25 2 4 (N AR SR DS 2475 sIE AN 24 dh 2 s AR Jr, 4R B ERIT . 2902 24

T ImPRERIT S 2R 2 A 20 B S5 S R IR JE DR BRI MR AN I BT N, AR FR 2GS, BCEARTEE ST U REAT 8 00 iR AR 0 AT
= EHE NGR4T N A G S B A
Frb AR o

5. ZAHE O oo T o T R 24 TR A A 24 A P T AT SRR B R SO SR R

WRE CyRbENE BIMNE) A RME, T ORIEZS fh BT IS S OO RF G 20K, fE20 0 BT RIS IS PP s i A b, WIS AR R (25 M 287 7F
AEY (AR EE BANEVAEIE) SHEMIVE SRR R MRV SR SR iR R — 20 WE AU SO I s B AT, LRI S
PRIV AIETE 55 5 P AR S A AN —BURE B0, I NS B I K BER IE I SO 23k 2 o rpoly (B2 BRI AN, — 3D « RIS, 2458 etk
CAANFE BORBE I HL Ul B i) 78 20 38 S A 5 SR R N B 58 S8 T IR A S A

FE 5 24 i s T R 24 e
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http://www.nmpa.gov.cn/WS04/CL2115/338217.html
http://www.cde.org.cn/news.do?method=viewInfoCommon&id=314872

e B A R LS IR 70
6. XTRAIHIZAZHEIFIEHSE GE_+—#b) FEs (2019 4 3 34 5)

ZE R 5B E R R R 5T BN E KRB RS EME, IURATIHZASIHFIE® GE+—Hb .
FrILiE S .

514 P i 2o o 1 il 5 o s w110

[ K 25 8 5
201946 H 11 H

EFREZER (2018/11/1~2019/6/1)

BN AR B R
1. List of Approved BA/BE Centers #tt#tmif kiK%t 0o (CDSCO, EIEEH Je 254202, 2019-1-29)

2. New Drugs and Clinical Trials Rules #rzi i RikgEs (CDSCO, E[E rhye 25z hl2HZ, 2019-3-19)

3. Now, Applicants can apply online on SUGAM Portal for Permission to Manufacture, Import or to conduct Clinical Trials

as per new Clinical Trial rules of Drugs & Cosmetics Act Quality Policy HEi, HiE#% /75 SUGAM [/ Muk FARYE (25 Akt
Y R ECR TG RIS, HE AL B D BT IR R IR YT (CDSCO, ENEE R 2 Wpismlzigd, 2019-4-5)

4. Notice Uploading of applications through Sugam Portal in accordance with New Drugs and Clinical Trials Rules 2019
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http://www.nmpa.gov.cn/WS04/CL2138/338260.html
http://www.nmpa.gov.cn/WS04/CL2138/338260.html
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MzQyNQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MzQyNQ==
https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/NewDrugs_CTRules_2019.pdf
https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/NewDrugs_CTRules_2019.pdf
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDMwNw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDMwNw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDMwNw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDMwNw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDMwNw==

an"eas

F - MR RAEIRE 70 M

AR (2019 4E37 25 KIGRRIG ), 7E Sugam |1/ Wk B HIE.  (CDSCO, B[ de 2l ZHee, 2019-4-10)

5. Updated list of WHO GMP Certified Manufacturing Units for Certificate of Pharmaceutical Products (COPP) in

various States of India as on May 2019 #:% 2019 4£ 5 H, ENEEZ A 441 GMP AALE 24 54l - (COPP) A= 7 B Ay ft) B 7375
(CDSCO, R ezl disy, 2019-5-30)

WK BR R 7 R
1. KK EDQM § 2018 4F 11 H A& AR 2 $LdE FH PEUE TS : Gk SCAF G e R “ Guidance on applications for «sister
filesy” o (EDQM, RRINZ4 5 & 5D

(1) EDQM T 2013 4E 8 HREARIGSIMZEHANR BA), T 2018 4 11 HAEFHEIRAQCR BA), HEACT 2019 4 1 HERX4%%. &
SCKE DA H FTRRCA R AL, I = BRI R DUR AR o

(2) 485 BAE U IMERZAEA LAY E) CEP HiERE Y, H oG (sterile)s HEARFENNHTAS(TSE) H 15 L HEFRE AR 51 B FVE Bl 4h, 0dE VG A
FEOHOE R RAHRRIE 2 i . 4, Jeai A s rAUE T B AR R 24555 J (alternative grade)5 # 4R i 37 Pt (alternative manufacturing site) ]
CEP H1i, A¥EEGHIMN 5 &R 1T Z(alternative process) I AH K HLE o

(3) GHER S (sister files) ) FEIE 2005 A2 H2514F

(4) —f&H1E (Typical applications)
(5) QHIRSCA 75 B A SO A 45«

@ 1 A A HE . S (cover letter) FTXT EL 3K (comparative table). W&k SCAHFTE K N BB B~ 7E S N2, FFME ERTSIEE CEP 4R 1%
Ty TR EARIARET B s R ARG R R A 2 5. CEP F| AR d(subtitle). 7 PEAR BATA] A 35 IR 46 B S S A0 be B 22 iR 75 B, RS I 20 iR S AR
¥, B HEAT B S SRR .
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https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDMwNw==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDQ3MQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDQ3MQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDQ3MQ==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDQ3MQ==
https://www.edqm.eu/sites/default/files/guide_-_guidance_on_applications_for_sister_files_-_november_2018.pdf
https://www.edqm.eu/sites/default/files/guide_-_guidance_on_applications_for_sister_files_-_november_2018.pdf

gncre®

F - MR RAEIRE 70 M

@ i 2 AL B4R T B A IA (Quality Overall Summary) .
@ i 3 NASE TR AR E S YE, WFEFRAER BT CEP BB R T

2. BK¥ EMA T 2018 4 11 H & A “ B W%iE Ja 554 F 25 i LA R v w30 0E B By7 oM S8 7 48 /e I i RO
Guideline on equivalence studies for the demonstration of therapeutlc equivalence for locally applied, locally acting
products in the gastrointestinal tract.

(EMA, RRINZWE )

(1) ¥ EMA T 2017 4 4 AREARIBSIERIFWEZN, 2018 F 10 ALY EMA 1) CHMP X448, %TF 2019 4 5 A 1 HiEAAER. Fig
%lﬁ%ifﬁs"&sz%% 2017 4 8 H 4 HHEMIME 82 WM CEZLEM A T 18-21 W: KK EMA T 2017 4F 4 HRE [ &S0 E W
TR VE 28 5, DA AR I8 E I B ROR &5 | AN TR & .

(2) REMRAERZMEEAZ, PIRT B WE RSN N P22, Ko7 AEM LS B DAL 25 AR SR R - A48 51 20 B 2 it R 7
A FAL B B S8 Rk BRHEE SR B i 6tk SRR 18 (decision tree), A4 HE Mo (B0 (IEELE . /M. B, RS, HARRAFIE [ AT
MTfiEmZ ] . BS TERT BRI ] SIFHM. BEPTRSE it oSk TR B 4E R AN RS, 38 P i O 2 AR A28 b N ST BT

ICH %R

1. The ICH E8(R1) reaches Step 2b of the ICH Process

ICH E8(R1)5¢ % ICH #UFERIEE 2b iBE (ICH, E PR AN 25 AR ERMAZR L2, 2019-5-9)

The ICH E8(R1) draft Guideline on General Considerations for Clinical Trials reached Step 2b of the ICH Process in May 2019 and has entered the public
consultation period.
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https://www.ich.org/ichnews/newsroom/read/article/the-ich-e8r1-draft-guideline-presentation-available-now-on-the-ich-website.html

S
gncre?

F - MR RAEIRE 70 M

ICH E8(R1) i /RS0 S0 8 HE 258 T~ 2019 4 5 H 58/ ICH RUFRER 2b BB, N ARG .
Further information can be found on the E8(R1) page, including the Step 2 draft Guideline for download.

252 ATBLE B8R TS, A NS 2 B BUar &%
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https://www.ich.org/products/guidelines/efficacy/article/efficacy-guidelines.html
https://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E8/E8-R1EWG_Step2_DraftGuideline_2019_0508.pdf
https://www.ich.org/products/guidelines/efficacy/article/efficacy-guidelines.html
https://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E8/E8-R1EWG_Step2_DraftGuideline_2019_0508.pdf

