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* A product comprised of two or more reqgulated components, i.e., drug/device,
biologic/device, drug/biologic, or drug/device/biologic, that are physically, chemically, or
otherwise combined or mixed and produced as a single entity; 2

* ..Some medicines are used in combination with a medical device, usually to enable the
delivery of the medicine.
If the principal intended action is achieved by the medicine, it is considered a medicinal
product that includes a medical device...
...A medical device may contain an ancillary medicinal substance to support the proper
functioning of the device. These products fall under the medical devices legislation and
must be CE marked...3
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2.  21CFR3.2 (e) (1)TITLE 21--FOOD AND DRUGS CHAPTER I--FOOD AND DRUG ADMINISTRATION DEPARTMENT OF HEALTH AND HUMAN
SERVICES SUBCHAPTER A — GENERAL

3.  Medical devices | European Medicines Agency (europa.eu)



https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices#medicinal-products-used-in-combination-with-a-medical-device-13037
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« BD (ZBD US DMFA®DLetter of AuthorizationZf{ETCCigtUE 9,

Letter of Authorization
(LoA)
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IS4 TRIEICLOADETEN BIEET I http://www.bd.com/pharmaceuticals/regulatory

_ 88 : https://www.fda.gov/drugs/drug-master-files-dmfs/types-drug-master-files-dmfs#typelll 7



https://www.fda.gov/drugs/drug-master-files-dmfs/types-drug-master-files-dmfs#typeIII
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Letter of Authorization
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HE : https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/policies/policy-drug- 8
medical-device-combination-products-decisions.html



https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/policies/policy-drug-medical-device-combination-products-decisions.html%E2%80%8B
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/policies/policy-drug-medical-device-combination-products-decisions.html%E2%80%8B
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HE8 :  https://www.canada.ca/content/dam/hc-sc/documents/services/drug-health-product-review-approval/compliance-enforcement/good- 9
manufacturing-practices/quidance-documents/qui-0080_final en.pdf



https://www.canada.ca/content/dam/hc-sc/documents/services/drug-health-product-review-approval/compliance-enforcement/good-manufacturing-practices/guidance-documents/gui-0080_final_en.pdf
https://www.canada.ca/content/dam/hc-sc/documents/services/drug-health-product-review-approval/compliance-enforcement/good-manufacturing-practices/guidance-documents/gui-0080_final_en.pdf
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*MDR Medical Device Regulation
**GSPR Global Safety & Performance Requirements
***EMA European Medicines Agency
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_ 88 : EU Medical Device Regulation (MDR) 2017/745 dated May 2017 (art. 117 & annex 1)
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*GSPR: Global Safety & Performance Requirements

1. EU 2017/745 Medical Device Regulation (MDR) Annex 1 12
2. EMA Draft Guideline on the quality requirements for drug-device combinations, 29.05.2019


https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=uriserv:OJ.L_.2017.117.01.0001.01.ENG
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-quality-requirements-drug-device-combinations_en.pdf

- BD(&, BHEBESFL(FEREESZIRM T DT & TPMDA*NDHGFEZYR— MULET,

#HRL>VU>>
Z25)\ (R

#HOEF>SVUS

> ExR—>3

Gl

*PMDA: Pharmaceuticals and Medical Devices Agency

_ B8 : Japanese Ministerial Notification 112 ERCL table 3-685 for « prefilled syringes with needles », 2005
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*EPCL: Essential Principles Check List

1. Japanese Ministerial Notification 112 ERCL table 3-685 for « prefilled syringes with needles », 2005
2.  *Applicable to staked needle PFS barrel only.
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*EPCL: Essential Principles Check List

1. Japanese EPCL 2014
2. Ministry of Health, Labor and Welfare Notification No. 112 CC 3-685 for « prefilled syringes with needles »
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https://www.std.pmda.go.jp/stdDB/Data_en/InfData/Infetc/MHLW_Notification_122_of_2005.pdf
https://www.std.pmda.go.jp/scripts/stdDB_en/kijyun/stdDB_kijyun_resr.cgi?Sig=1&kjn_betsunum=3;kjn_no_parm=685;kjn=ninsyou&ID=1300685
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*MDA : Medical Device Authority
**NPRA : National Pharmaceutical Regulatory Agency

1. YL—STVEEREE#HR > ER—>a>RRONL1 RS> (20204 9 BHET) 16
2. Applicable to all PFS components (fluid path components).
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*ERCL : Essential Requirements Check Lists

1. YL—>T7EREREERE#SRI>ER—S 3 REOHA RS> (20205 9 AKET) 17
2. Malaysia Medical Device regulation 2012, annex 1
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*KTD : Korean Technical Document
“*MFDS : Ministry of Food and Drug Safety

1.  Korean MFDS « Guideline on examining documents for sterilised needles included in drugs etc... », June 2020 & Annex 2 title 15 “Test Standard for Sterile
Needle” of MFDS Notification No. 2019-103 (revised on Nov 12, 2019)
2. Applicable to staked needle PFS barrel only.
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*KTD : Korean Technical Document

* Reports by KTR Korean Testing Research Institute, domestic internationally recognized testing organizations (CBTL)

1. based on Korean MFDS “Guideline of examination documents for sterilized needles included in drug” (June 2020)

2. "Regulations on Approval, Notification, Review of Medical Devices"MFDS Notification N°2016-132 (Dec 7th, 2016)

3. In compliance with requirements listed in Medical devices Notification 2021-3 - Annex 2 title 15 sterile injection needle


http://www.ktr.or.kr/eng/introduce/location/contentsid/1016/index.do
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Email : PSJapan_inquiry@bd.com
https://www.bdj.co.ip/ps/pfs/

B D BD and the BD Logo are trademarks of Becton, Dickinson and Company or its affiliates. Copyright © 2024 BD.
All rights reserved.
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