
 

 

Notified Body Confirmation Letter ReferenCe: C675146 

 
To whom it may ConCern, 

 

 
Confirmation of the StatuS of a formal appliCation, Written agreement, and appropriate 

SurveillanCe in the frameWork of Regulation EU 2023/607 amending RegulationS (EU) 

2017/745 and (EU) 2017/746 aS regardS the tranSitional proviSionS for Certain mediCal 

deviCeS and in vitro diagnoStiC mediCal deviCeS 

 

 
ThiS letter ConfirmS that, DNV ProduCt ASSuranCe AS, a Notified Body (NB) deSignated againSt 

Regulation (EU) 2017/745 (MDR) and identified by the number NB 2460 on NANDO, haS reCeived 

a formal appliCation in aCCordanCe with SeCtion 4.3, firSt Subparagraph of AnneX VII of MDR and 

haS Signed a written agreement in aCCordanCe with SeCtion 4.3, SeCond Subparagraph of AnneX 

VII of MDR with the following manufaCturer: 

 

Pacific Hospital Supply Co., Ltd. 

4F., No. 160, Daye Road, Beitou District, Taipei 112, Taiwan 

TW-MF-000007247 

 
The deviCeS Covered by the formal appliCation and the written agreement mentioned above are 

identified in the TableS below. Table 1 identifieS the deviCeS for whiCh an MDR appliCation haS 

been reCeived, written agreement ConCluded and for whiCh the NB iS alSo reSponSible for 

appropriate SurveillanCe of the CorreSponding deviCeS under the appliCable DireCtive. Table 2 

identifieS the deviCeS for whiCh an MDR appliCation haS been reCeived and a written agreement 

ConCluded, but the NB haS not yet taken the reSponSibility for appropriate SurveillanCe of the 

CorreSponding deviCeS under the appliCable DireCtive. 

 
In the CaSe of deviCeS Covered by CertifiCateS iSSued under DireCtive 93/42/EEC (MDD) that 

eXpired after 26 May 2021 and before 20 MarCh 2023, without having been withdrawn, thiS letter 

alSo ConfirmS that the manufaCturer Signed the written agreement under MDR by the date of MDD 

CertifiCate eXpiry; or provided evidenCe that a Competent authority of a Member State had granted 

a derogation or eXemption from the appliCable Conformity aSSeSSment proCedure in aCCordanCe 

with ArtiCle 59(1) of MDR or ArtiCle 97(1) of the MDR reSpeCtively, by the 20 Mar 2023 for the 

relevant deviCeS. 

 

 
The tranSition timelineS that apply to the deviCeS Covered by thiS letter, SubjeCt to the 

manufacturer’s continued compliance to the other conditions specified in Article 120.3c of MDR 
(aS amended by (EU) 2023/607), are Shown below: 

• 26 May 2026 for ClaSS III CuStom-made implantable deviCeS 
 
 
 
 

 
PlaCe and date: For the iSSuing offiCe: 

Høvik, 23.02.2024 DNV ProduCt ASSuranCe AS – Notified Body 2460 

VeritaSveien 1, 1363 Høvik, NorWay 
 

 
Menaka Singh 

Management RepreSentative 
 

 
LaCk of fulfilment of ConditionS aS Set out in the CertifiCation Agreement may render thiS letter invalid. 
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• 31 DeCember 2027 for ClaSS III deviCeS and ClaSS IIb implantable deviCeS eXCluding Well- 

eStabliShed teChnologieS (WET - SutureS, StapleS, dental fillingS, dental braCeS, tooth 

CrownS, SCrewS, wedgeS, plateS, wireS, pinS, ClipS, and ConneCtorS) 

• 31 DeCember 2028 for other ClaSS IIb deviCeS, ClaSS IIa, ClaSS I deviCeS plaCed on the 

market in Sterile Condition or have a meaSuring funCtion. 

• 31 DeCember 2028 for deviCeS not requiring the involvement of a notified body under MDD 

but requiring it under MDR (e.g., ClaSS I deviCeS that qualify aS re-uSable SurgiCal 

inStrumentS) 

 
Table 1: DeviCeS Covered by thiS letter and for WhiCh the NB iS alSo reSponSible for 

appropriate SurveillanCe of the CorreSponding deviCeS under the appliCable DireCtive: 

 

DeviCe name and BaSiC 

UDI-DI (under MDR 

appliCation) 

MDR DeviCe 

ClaSSifiCation (aS 

propoSed by the 

manufaCturer and 

verified at the 

quotation requeSt 

revieW Stage) 

If the MDR deviCe iS 

a SubStitute deviCe, 

identifiCation of the 

CorreSponding MDD 

deviCe 

MDD CertifiCate 

ReferenCe(S) of the 

deviCeS under MDR 

appliCation, and the 

NB IdentifiCation 

Bubble tube / 

471096971TCF27II01016N 

IIa Breathing CirCuit DeviCeS 

- OXygen therapy deviCe 

9920-2017-CE-RGC- 

NA-PS Rev. 3.0 

NB: 2460 

NaSopharyngeal airway / 

471096971TCF48II01018D 

IIa NA 9920-2017-CE-RGC- 

NA-PS Rev. 3.0 

NB: 2460 

MediCal gaS outlet 

/ MediCal adapter / 

471096971TCF62II01016D 

IIb NA 9920-2017-CE-RGC- 

NA-PS Rev. 3.0 

NB: 2460 

DiSpoSable Syringe for 

power injeCtor / 

471096971TCF77II01019M 

IIa NA 9922-2017-CE-RGC- 

NA-PS Rev. 2.0 

NB: 2460 

PreSSure tube / 

471096971TCF78II0101A6 

IIa NA 9922-2017-CE-RGC- 

NA-PS Rev. 2.0 

NB: 2460 

 
Table 2: DeviCeS Covered by thiS letter and for WhiCh the NB iS NOT reSponSible for 

appropriate SurveillanCe of the CorreSponding deviCeS under the appliCable DireCtive: 

 

DeviCe name and 

BaSiC UDI-DI (under 

MDR appliCation) 

MDR DeviCe 

ClaSSifiCation (aS 

propoSed by the 

manufaCturer and 

verified at the pre- 

appliCation Stage) 

If the MDR deviCe iS 

a SubStitute deviCe, 

identifiCation of the 

CorreSponding MDD 

deviCe 

MDD CertifiCate 

ReferenCe(S) of the 

deviCeS under MDR 

appliCation, and the 

NB IdentifiCation 

NA NA NA NA 
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Confirmation Letter ReviSion HiStory 

Date NB internal 

referenCe traCeable 

to eaCh verSion of 

the letter 

ACtion 

2024/02/23 C675146 Initial iSSue 

 

 
LaCk of fulfilment of ConditionS 

The following may render thiS letter of Confirmation invalid: 

• LaCk of ComplianCe to the requirementS of Regulation (EU) 2023/607. 

• SignifiCant ChangeS to deSign or intended purpoSe of the deviCeS. 

• ChangeS in the quality SyStem affeCting produCtion. 

• PeriodiCal auditS not held within the timeframe. 
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