
EG-KONFORMITATSERKLARUNG . EC DECLARATION OF CONFORMITY

DECLARATIoN cE DE coNFoRM[E . DICHIARAZIoNE GE DI coNFoRM[A

Name und Adresse des Herstellers: /
Name and address of the manufacturer: /
Nom et adresse du fabricant: /
Nome e indirizzo delfabbricante:
EC Representative: Shanghai lnternational Holding Corp. GmbH (Europe)

Eiftestrasse 80, 20537 Hamburg, Germany

Wr erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous d6clarons sous notre propre responsabilite que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: /
the medical device: /
le dispositif medical: /
ildispositivo medico:

Disposable Surgical Blades & Scalp. with Plastic Handle -
UMDNS Code:15-558

Huaian Angel Medical lnstruments Co., Ltd.
'19 EastZhuhai Road, Huaiao, Jiangsu 223001, P.R.China

Class lla

DD 60136001 0001

lssue date: 20'1941-17
Expire date: 2024-01 -26

nach Anhang lX d€r Richllini. 93/42IEWG / according lo annex lX of direclive 93112/EEC /

selon l'annexc lX dc la drrcclivc 93/42ICEE / secondo l'allegalo lX d.ila dircttiva 93/,{2/CEE

den einschlegigen Bestimmungen der Medizinprodukle-Richtlinie 93/42IEWG und deren Umsetzungen jn nationale
Gesetze entspricht. Die Erklerung gilt in Verbindung mit dem zum Produkt geh6rigen,,Endprufprotokoll". /

meets the provisions ofthe directive 93/42lEEC and its transpositions in national laws which apply to it. The declaration

is valid in aonnection with the "final inspection report" of the device. /

remplit toutes les exigences de la directive sur les dispositifs medicaux 93/42lCEE et de ses transpositions en droit
national qui le concernent. La d6claration est valable si elle est associee au (rapport de l'inspection flnale) du produit. /

soddisfa tutte le disposizioni della direttiva 93/42lCEE e della loro trasposizione nel diritto nazionale che lo riguardano.

Questa dichiarazione d valida in congiunzione con il "rapporto di ispezione finale" del prodotto.

Directive 93/42lEEC Annex V

Registrier-Nr.:/
Regjstration No.: /
N"d'enregistrement: /
Numero di registrazione:
Conflrmation letter:
lssue date:
End date of extended validity:

Benannte Stelle: /
Notifled Body: /
Organisme notifi6: /
Organismo notificato

Huaian,2023-12-23

CL 043616 0028 Rev.00

2023-12-05
2028-12-31

TUV Rheinland LGA Products GmbH
TillystraBe 2

90431 Nurnberg
Deutschland
cE 0197

Mr Cao, General Manager

On Dalum / Place. date /

L eu. dale / Luogo dara

Name und F!nklion / Name and lunciiofl /

Nom el tonction / Nome e f!nzione

1t1

der Klassei / of class: /
de la classe: / di classe;

Konformitdtsbewertungsverlahren: /
Conformity assessment procedure: /
Proc6dure d'6valuation de la conformite: /
Procedura di valutazione della conformita:



A tuvnrreinland i'

oare:2023-12-05

Huaian Angel Medical
lnstruments Co.. Ltd.
No.19 Easl Zhuhai Road.Huaian Jianosu
P.R. Chna

T0v Rheinland LGA Products GmbH

Conlarmation Lsttet
CL 043616 002E Rev. 00

Relerence: 71330578.4

To vhom ( may concem.

Contirmation o, the status ot a ,ormal applicetion, vrrittsn .gre€ment, and appropriate sutYeillancs in thc tramewodt ol

Regutation EU 20231607 amcnding Regulation3 (EU) 201fr45 (in the lollowing reterenc€d .! l,lDRlas regards lhe

tranritional provision5 to, ceiain msdicaldevices and ln vitro diagnoltic medhal doYhe3.

Wih ths letter TLIV Rhernlafld LGA Producls GmbH, designated under MoR and dontifred by the number 0197 on NAN00.

contrms thal |le have recerved a lormal apphcatron rn accordance ,xith SectDn 4.3, first subparsgraph ol Annex Vll of MDR aod

has $gned a witten agreement rn ac@rdaflce wilh Sectlon 4.3. secood subparagraph ol Anflex Vll of MDR,rJih be above

sla$d manulaclurer !,,'rfl he lolloMng SRN Numberi

SRN Numcer] CN.\,1F-1i0011574

The deyces covered by fie lornal applrcaton and rhe \wi efl agreement mentroned above are identlied in the Tables belo1,tt.

- Table 1 dentifres he dev$es fo{ whrch an MDR application has been received. nriten aqreement concluded and for

lvhEh ToV Rheinland LGA Produc,,s GmbH is tslso respon$ble lor ap9ropriate surverllance of fE corresponding devices

ufld er the applrcable oireclNe.

Itdevres covered by cert/icates rssued under Oirec|,,€ 901365rEEC (Al[iDO) o{ Direcnye 9342rEEC (L'l0D) lhal exPired atter

26 firaf 2021 and betore 20 March 2023, without harng been Mthdrawn, this lettet also conlirms tiat
- the manulacturer signed ttle wnttsn agreernent under MoR by the dah of MOD/AIMDD c€rtifcat€ €xpiryl or



A tuvRtreinlando

proyided evidence lhat a comp€tent authorily of a lrlember State had granted a deroqalbn 0r eremp0on from the
apolrcable con{ormrtv assessment procedure in accordance vJih Ar0cb 59(l ) of MoR or Ajtcle 97(1J o1$e MDR
respectvely

The tcnsiloa timelines m accordan.e Mide 120 (3a) of MDR Uat apdy to the deuces coy€ted by his letle(. subiecl to lie
m€nulactu{er's continued compliancc to the oher condjhofls specilied in Artid€ 120 (3c)of MDR, are sho,rn below:

26 May 2026lor Clax iU custorFmad€ rmplantablo devices

31 oecember 2027 lor Class lll deuoes and Chss llb im anlabb devices exceptsutures. shples denElfilings.
dentalbraces, hoti crowns. sarsws. wedges- plates. w[es. prfls. dips and connecto{s

31 oecemb€r 2028 tor other Class llb devrces. Class lla. qass I devices placed m the market in sterile conditjon or
n€ye a m€asuring funclon

The issuance olthe frst confirfiEtron letler rs free ol charge. We reserde the righl to rnvoce rurttler copies, amend,n€nts and i
or changes ol the confrrmatiofl lelter according to eftort.

0n behalt ol the Notrlied Body Ttiv Rhernland LGA Products Gmbl"t

TUV Rheinland LGA Producls GmbH
lledical and Heal',h Services

<Mr. Jla Zhu>

Conlorrvt/ Ass€ssment Responsrble iOqREl

TUV Rhemiand LGA Products GmbH
Medical and Health SeMces

i);\

Mira Fischer

Apphczton Reviewer

l'.

w,#.,^-
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Tible 1: Devices covered by this letter and to, y/hich TUV Rheinland LGA Products GmbH is also rcsponsible for

appropriate surveillance ot the corresponding devices under lhe applicable oirectivc:

'E Cedilicaton as tollor,s.

Cr.t icatr {D0601 360010001

Rev.0t:NBl019I

O Clac lll
O Cld65llt imgl trUB
O Class llb inpl rt dB devices

lmiEd lo Bramptsd deuic€s

ac{qding lo tutcle 52 MoR
E Oass lla
E Clsss I derrces n sterie
cosdilioo
! Oel! I d€laces ir{rr
nersunng tnclicr
B Or3i lll ir#Enhbl6 cu3lo{rF

madadcwce

orvicr I
Dts@atre S{bJre llccdles

tBasic UDl.Dl:

6342 r 940$949Y )

E Cedlicaton as illoro:
Cerlficat€ tD060l 36001m0 t
R!v.01: NB# 019?

tr Clss lll
O Clasr llD impl{ rU5
O Cl863 lh krpl,llruc dcvlce3
fi{rded to sremplcd davices

accfidirlq lo Artrcle 52 MDR

E CrEg3 lh
E Cl8ss I d6{css n sterile

crodit6n
E C,lass I darcts nrlh
meosunng ftnclim
J Orr! lll ir$lnrrbb cuslo.tr.
made{evlce

Dcvic.2
0tspo6aue Surlrcsl Blde5

&SciFels wih Plstt
Handle

tBasic Uol -Dl.

6342194099917A3)

& Corlificston r$ lollorr:
Cr.tfcalr {0060 I 360010001

Rev.01; NBi 0197

tr Cl6s lll
tl Clars llb inplahue
lf Cla13 llD lnpl&ltnue dgtics5
[!d?d to txemplcd dcvbe!
scrodilg to ArtclE 52 MDR

E Clrss lla
E Oas! ldeYi(osn st6l o
col|dlton
[] Ossr I &vrces uih
mcrsunng lrncllm
D Osss lll i[f,anlrble qJsto.n

mads.dcvicE

Dovice 3

Sler'le B'ood Laicels

lBrsic UCI'Dl

9{2191CS99009Jr

E Cetulicston s5 hllo'rrs.

C€rii{Ert rDD60l 36001000 1

Rrr.0l: N8* 0197

O Cl6! lll
tf Cl6s lh inpl'ltrHe
l] Cl&cr lh inpl rbHe dcYitlt
litftt6d to ercnpE dGvic6s

rcc0dmg to Atcls 52 ldDR

I O!!! lh
tr Clsss I de{ces n 6t!dl€
cmdilron
3 Clsss I derEls vr$r
measmng toclmn
f Cl.ss lllllrB6rt blt cuslo{}
mdedevlc€

D.vlc.l
Srgical lolhumcnB l(lts

lBacic Uol Ol:
6312 r S4099891AG)

OlYicl nrr!. o.8ah
t,I.lll lsld.r IDi
.plllcrdc{

Drvlcr nalll oa Bslr
UDIU {ln.l.r IDR
..ccdod

I th. lloR C.Yh. 1.. tubtttuir
daYlca. lt n0iGdon olthr
romrrondhe SlMlEo
drvka

IDDrAmo CrrtficlL
R.Lnn b) ol tt. d.Yla.r
tr'lttr f,DR OCk llon, md
rhr B ldmtl0csdor
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D.vlc.5
Sllf a Uni!ry &rorlc
8a!
{B.tic UDI -Dl

6942 r 9409988 7AK)

E Csdrllcrton E! frdro*3i

cedff, st€ 1O0G01360010r01

R.v.01r N8r 0197

tf Cl6r lll
Cl Clda l! hrp{rruDlr
O Ods lb inplti.Ud d.vEes
l{rnad to aramPbd dcvhar
sccdding b Atd.52 Mon
f, Cla$ lla
r-l Ci6r! I d!$!86 n Blenlt
crlrfitpn
n Ci6!! I (hvlcca $lh
morlunng in$dl
D Oslt lllin ls.rt bh cuih.

E Ccrlifictton x3 ldtolr!
c.r{lc.r. loDol36001(00l
Rcv.ol: N8l 0197

O Cl...lll
El Clat lh ilnplri.dE
O Oa lb inplr{ru. dovhai
lirirtad to 6$npl6d dadcls
&co.dtrlo b Atcle 52 MDR

, O6i.ll!
:4 CLri I d.$(,5 

'l 
rtaflh

condton
0 O8!! ldcic€lYt$l
mB3unng Jucligr
D O83! lll irdmLbh cuslon;
mdo"da$ag

DaYlc.6
Dopocdc umhlicc Cotd

ornos
{B.3ic uDlol
6942 r 910!S8?0 2)

lhrlcr rri, q Bah
UIU {lr{..IoR
.Ipllcdq{

Da{t nf, ot3..k
IJOIO (utd., gn
r9fl..t rl

I dr Im d.rl'r l.. rubrin
d.rlca. lddfrc.lon or0i
.omaDrndhdloo mO
di{!.

folrAm0 c..tllctb
R.h.rm.lt) ol tr. d.vk .
lsld.,Iol ley'klloo, Ird
th. L0 ldr.tdic.Ior

(i[.lBGconf irmation letter-tuv (1 ) )
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Manulacturer:

Products

Expiry Dato:

Tho Notiticd Sody
baan mlt lo, tha
t!turtnet tytttfl!,

EC Certificate
Directive 93142/EEC Annex V
Production Ouality Assurance

Medical Devices

Registration No.: DD 60136001 00O1

Report No.: 15065241 009

Huaian Angol Modical lnstrumtnt!
Co.. Ltd.
19 Er3t Zhuhal Boad
Huaian
223001 Jiugsu
China

Mcdlqtl EGvr c?s

{!r! aitaclulo! for product! ltrcludad}

!iel:l.r.eo App!"vr!. ltcglst!.rLion lic. : OD 60f01257 0001

I

hcreby doclarer thrl thc raqul.omanlt of Annor V ol rhr dirtcliv. 93/42lE€C htv.
lirlrd productr. Tho tbov! n.rDod tnlnutDctulal hr! .ltrblish.d and applior I quolirv

which lr lubrtcr ro poriodic lurvalhoco, dtlincd bv Anncl V. lacdon a o, thc

clorcmondonrd dirtcliv.. Fot plrcing on th! mrtlcl oi clrrr llb cnd clars lll dlr/icrr covottd by lhlt
crxlltcat. m EC typa axomintuotl csrtliclt€ cccordino to Anr\.r lll i!

Elloctrvo Oolr:

Dnts

TUV Bheinland LGA Products GmbH ' TillystraRe 2 - 9043'l Nurnborg
I0V Rtrcrrrtanrl LGA Products OrrlbH is . Notrliod Body rccotdl'rg lo OiroctlY! 93/42/EEC

concorniDg tnadical d.viccs wrlh lha idt.ttilic'tion numblr Ot97'

Notllrcd
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TUVRheinland

TUv Rheintand

LGA Products GmbH
TillystraBe 2, 90431 Ntlrnberg

DO 60136001 000'l
15065241 009

Doc. 1/ l, nev. 0

Aitachment to
Csrtificate
Registration No. :

Reporl No.:

Manufacluror: Huaian Ange| Modicrl lnrtrumt.rtE
Co., Ltd.
19 Erst Zhuhoi Rood
Huaian
223OO1 Jiangsu
Chinr

- DlrDoaablc suEurc Nccdl.t
- Dlapo.rblG gurgicrl Bltdcr A Sc.lp.lr uiEh Phatlc trardl.
- Ssarl le Bl.oad L.nce: ri
- Surgieri l^atr rrlncnt! Rlta

h

Oato: 20.l 9-01 - 1 7

t


