|dentify JMDN code
m)MDN

>Japanese Medical Device Nomenclature
> Product category set by the authority
>Similar to “product code” in US, “EMDN” in EU

HBKey

»|ldentifying JIMDN code for your productis important, as that exercise tells
you regulatory info and the application pathway.
> Limited information posted by PMDA, but enough for firms using (D)MAH

« “About Criteria in Regulation”
e https://www.std.pmda.go.jp/stdDB/index_en.html

BRecommendation
> |f you have already secured MAH, let them do this.

>t not, keep looking for MAH. But in the meantime, you may want to
exercise this on your own, to quickly understand the potential regulatory

pathway.
>| recommend you to ask a Japanese individual/firm to do this exercise.
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How to identify JMDN code

BFind potential JMDN code, referring to PMDA website
»Search and List (Japanese)
 https://www.std.pmda.go.jp/stdDB/index.html

»Search and List (English)
e https://www.std.pmda.go.jp/stdDB/index en.html
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Application pathway with JMDN code
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Example; low pressure suction unit

mYou will know:--:

> Class |

> Certification Criteria (CC/ZREFE %
exists for this code.

1y

> — application path is “certification”.

Bm(Certification Criteria
> “Certification criteria” mean the
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Nomenclature. Low pressure suction unit
etc ClasslIl, Code : 34860010, Rule : 11
Others Designated MDs requiring maintenance : applicable
An apparatus that generates weak negative pressure used in interventions such as aspiration of fluids or

criteria for medical devices, for R ik i S . ot T v e i s oo s
WhiCh Com pl iance Of medical r‘;’.\,g;f;ir(])(n CC> CC3N0765: Low pressure suction unit etc. criteria (2011/07/29)

devices is assessed by registered

certification bodies that review

applications of the devices.
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