Canny a
HERIESS iy
A Tigermed Company wran _

mwmm:“.
BEF 5 pe
SHGEMEHEE ll

cupa R aITe «IETe ==

Hx

K BB E (NMPA) 58 357 R RH S 020 48 Jen 2%

E R 25 0 B S R 25 I (CDED 5T AR 15 A8 045
KU WMZEGio: (CHP) FFMAICAR Fadl. 185 J5 I Fod fn 55

® i1 75 A K B i 1 R

U T 24 i M A LR T P A DT e

T 24 it M B A B ) B P A DGV R e 4

@ 3¢ [E VR T Hr i |

FE A B (FDA) KATMAST R . W%

® K B3 V10 B 5 1) TR

RRINZG i B R (EMA) RARIIME . OSBRI
BRI Z4 5 B S (EDQM) R AT IIMRZS . W] K3 %n %%

® WHO VE 31 5 i i

A TAAHL (WHO) KATHIACIRRS . 185

® LA A

o sHSRIKZGUENLI 4 BRI E

B4R TR TE \ b X ZEHL 44 R

[ 5% 24 fh e B LR NMPA 56 [ 1 i 5 2 i i R FDA

L 5% 24 it I R 24 A T R CDE ESEEST IS AR USsP

| 5% 24 i M B B ) B 24 i B R A v CFDI 24\ 5 O S50 g b CDER

o A OB 1524 R B Wb A e AP AT CBER
E | B, 2 SRR S E R o

/e 3 I3 245 T ECT DALY _
E & 25 5 B B R 25 i s (B 28 5 B s i v CDR(ADR) e 26 2 5 e EDQM
o) e
e
o ] [ R 2 R A ChP W SR 2425 01 42 APIC

3

I E 2 CPA S [ 24 i 5 Ak ot i L) MHRA




Cainn,
eI 25 iy

BEAS AU B ZE AT & i)

EFXRAHRHRBEERR (NMPA)

BRSO FR
KT AFHOFERSH TP REGESFRBIMA 2024, 07. 01
& (ERE LR U
ETFBRESEFI EEREHELEIEE ERE L e G 1
D U
KT RM (GRABEAERETENEY (GEM4E 0094, 07. 18
FEREFERAEY A% ERB LR U
NMPA
ZRENIE (FE 1988 | (BXERE S HEAHEHE YL G O
%Y RIEE () U
CPEREEEETTIHEY BURMEE 2024. 07. 10
(GmREBEEETEATIHRESRHANY RIEE 2024. 07. 30
(EBRIER AR (ERERF) ) 2024. 07. 04
CFDI (BTG RAERETE ERERE) ) 2024. 07. 10
CAfaya T = mAEFIREERE ERELE) ) 2024. 07. 12
EFARBFRTEAFIEAHEETEREIACHL2E
NIFDC (2024 £4 93 ) 2024.07.10
CERAEFREEIIMIE (2010 F437) ) mMwEH & 2024, 06. 04
B3t (2024426 H 4 H, 2024 4£5 70 SAEBIT) T
NMPA
IR H] A = IS LR R BARTE ™ GRAT) ) 2024. 06. 11

VE: TAEMC OB, S SUIRERR, ARSI O, T i

2
BIEEEIE: 400-8770626 BERAEEEEETE | (Ui FABRFE: canny@tigermedgrp.com


https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20240701085114195.html
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https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20240718164243192.html
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https://www.cfdi.org.cn/resource/news/16001.html
https://www.cfdi.org.cn/resource/news/16002.html
https://www.cfdi.org.cn/resource/news/16005.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypbzhgg/20240710174754155.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypbzhgg/20240710174754155.html
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https://www.cde.org.cn/main/news/viewInfoCommon/be4028124f5503cb1459f8140dddb591
https://www.cde.org.cn/main/news/viewInfoCommon/be4028124f5503cb1459f8140dddb591
https://www.cde.org.cn/main/news/viewInfoCommon/2ae4d8b9cc009acc4096f5e7b61f652b
https://www.cde.org.cn/main/news/viewInfoCommon/2ae4d8b9cc009acc4096f5e7b61f652b
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https://www.cde.org.cn/main/news/viewInfoCommon/3b919afd8c3868a901bc47302104f074
https://www.cde.org.cn/main/news/viewInfoCommon/1291c6ec739a3fb8afdbc87582241424
https://www.cde.org.cn/main/news/viewInfoCommon/1291c6ec739a3fb8afdbc87582241424
https://www.cde.org.cn/main/news/viewInfoCommon/d2d425de57afa38a01b03dafb1e0ed00
https://www.cde.org.cn/main/news/viewInfoCommon/d2d425de57afa38a01b03dafb1e0ed00
https://www.cde.org.cn/main/news/viewInfoCommon/efd1f4faac2a5cbecc147c2e98a76361
https://www.cde.org.cn/main/news/viewInfoCommon/efd1f4faac2a5cbecc147c2e98a76361
https://www.cde.org.cn/main/news/viewInfoCommon/a96ebafaa89c587181ca7d93023cdc4b
https://www.cde.org.cn/main/news/viewInfoCommon/069a7f3a8025549cf68c314da63c12b5
https://www.cde.org.cn/main/news/viewInfoCommon/069a7f3a8025549cf68c314da63c12b5
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https://www.chp.org.cn/#/business/standardDetail?id=66820b99bd8c78821857363c
https://www.chp.org.cn/#/business/standardDetail?id=66962374bd8c456ae3a1c1c3
https://www.chp.org.cn/#/business/standardDetail?id=66962a21bd8c456ae3a1c21c
https://www.chp.org.cn/#/business/standardDetail?id=6694edd9bd8c456ae3a1c08e
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https://www.chp.org.cn/#/business/standardDetail?id=66961898bd8c456ae3a1c18f
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https://www.chp.org.cn/#/business/standardDetail?id=6696130fbd8c456ae3a1c171
https://www.chp.org.cn/#/business/standardDetail?id=669621cabd8c456ae3a1c1ad
https://www.chp.org.cn/#/business/standardDetail?id=669731cfbd8c456ae3a1c305
https://www.chp.org.cn/#/business/standardDetail?id=66973362bd8c456ae3a1c311
https://www.chp.org.cn/#/business/standardDetail?id=66972f32bd8c456ae3a1c2f0
https://www.chp.org.cn/#/business/standardDetail?id=669730febd8c456ae3a1c2f9
https://www.chp.org.cn/#/business/standardDetail?id=669f6aebbd8c456ae3a1c8ba
https://www.chp.org.cn/#/business/standardDetail?id=669f6aebbd8c456ae3a1c8ba
https://www.chp.org.cn/#/business/standardDetail?id=669f6b6cbd8c456ae3a1c8be
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https://www.chp.org.cn/#/business/standardDetail?id=66a0a338bd8c456ae3a1c993
https://www.chp.org.cn/#/business/standardDetail?id=66a0a338bd8c456ae3a1c993
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https://yjj.beijing.gov.cn/yjj/zwgk20/zcwj91/543373704/index.html
https://yjj.beijing.gov.cn/yjj/zwgk20/zcjd8/543372289/index.html
https://yjj.beijing.gov.cn/yjj/zwgk20/zcjd8/543372289/index.html
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https://www.fda.gov/media/179795/download
https://www.fda.gov/media/179795/download
https://www.fda.gov/media/179795/download
https://www.fda.gov/media/179858/download
https://www.fda.gov/media/179858/download
https://www.fda.gov/media/179858/download
https://www.fda.gov/media/179827/download
https://www.fda.gov/media/179827/download
https://www.fda.gov/media/179827/download
https://www.fda.gov/media/170561/download
https://www.fda.gov/media/170561/download
https://www.fda.gov/media/158178/download
https://www.fda.gov/media/158178/download
https://www.fda.gov/media/180206/download
https://www.fda.gov/media/180206/download
https://www.fda.gov/media/180206/download
https://www.fda.gov/media/161822/download
https://www.fda.gov/media/161822/download
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https://www.ema.europa.eu/en/medicines/medicines-human-use-under-evaluation
https://www.ema.europa.eu/en/medicines/medicines-human-use-under-evaluation
https://www.ema.europa.eu/en/documents/other/guide-information-human-medicines-evaluated-european-medicines-agency-what-agency-publishes-when_en.pdf
https://www.ema.europa.eu/en/documents/other/guide-information-human-medicines-evaluated-european-medicines-agency-what-agency-publishes-when_en.pdf
https://www.edqm.eu/en/-/certification-monthly-report-of-activities-end-of-july-2024
https://www.edqm.eu/en/quality-management-qm-documents
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https://www.who.int/publications/i/item/9789290620532
https://www.who.int/publications/i/item/9789240097377
https://www.who.int/publications/i/item/9789240097377
https://www.who.int/publications/i/item/9789240097452
https://www.who.int/publications/i/item/9789240097452
https://www.who.int/publications/i/item/9789240093928
https://www.who.int/publications/i/item/9789240093928
https://iris.who.int/bitstream/handle/10665/378096/9789240097148-eng.pdf?sequence=1
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Purpose and Content of Use-
Related Risk Analyses for
Drugs, Biological Products,

and Combination Products

Guidance for Industry
and FDA Staff

DRAFT GUIDANCE

This guidunce document is belng distributed for comment purposes only.

Comments and sugpestions regarding this draft document should be submined within 60 days of
publication in the Federal Register of the notice announcing the availability of the draft
puidance. Submit electronic comments 1o hitps Cwww regulabions gov. Submit witten
comments to the Dockets Management Staff (HFA-305), Food and Drug Administration, 3630
Fishers Lane, Rm_ 1061, Rockville, MD 20852, All comments should be identified with the
docket number histed in the notice of availabality that publishes in the Federal Register.

For questions regarding this draft document, contact (CDER) OSE.PMKTREGS@ fda khs gov or
(CBER) Office of Communtication, Outreach and Developenent at 8OO-835-4709 or 240-402-
BOl0

US. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)
Center for Devices and Radiological Health (CDRH)
Office of Combination Products (OCP)

July 2024
Combination Products
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Postapproval Manufacturing Changes to
Biosimilar and Interchangeable
Biosimilar Products
Questions and Answers
Guidance for Industry

DRAFT GUIDANCE

This guidance document is being distributed for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 60 days of
publication in the Federal Register of the notice announcing the availability of the draft
guidance. Submit electronic comments to https://www.regulations.gov. Submit written
comments to the Dockets Management Staff (HFA-305), Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD 20852. All comments should be identified with the
docket number listed in the notice of availability that publishes in the Federal Register.

For questions regarding this draft document, contact (CDER) Nidhi Pamidimukkala 301-796-
3397 or Nidhi.Pamidimukkala@fda.hhs.gov, or (CBER) Office of Communication, Outreach
and Development, 800-835-4709 or 240-402-8010.

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)

July 2024
Biosimilars
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