
DECLARATlON0F CONF0RMItΥ
To ⅢEDlCAL DEVlCE REGULATION(EU)2017'745

MANVFACTURER:Foosin Medica丨 supplies|nc,,Ltd,

No,8ˉ1,Weigao l/Vest Road,Chucun Town,Torch Hi-Tech
science Park,264200Weihai,shandong Province,PE0PLEls

Basic uD卜 Dl:69418136NA-sutures"bN7R

unique DeviCe ldentiⅡ er(UDl):UD卜Dl°f
a" devices w"| be distributed in actua|
production in the future

suture speciⅡ cation: For detai丨 s see
Annex Mode丨 Number

CLAssIFICATlON:     Non-absorbab|e
sutures  are  c|assified  to  C丨 ass  ll b

according  to  Ru丨e  8,  Annex  Vl"  of
REGULAT|oN(EU)2017〃 45
“
A丨丨 irnp丨 antab丨e devices and }ong-terFη

surgica"y invasive devices are c|assified as

c丨 ass llb”

INTENDED PURPOs叵 :

WEG0-NYLON suture is used to suture and

|igate genera丨 so敌 tissues,

C0Ⅳ厂0RMrTy^ssEssMEN丁 R0UTf
ANNEX lX Conformity assessment based on a qual⒒ y management system and on
assessment oftechnica|documentauon of MED丨 cAL DEVlCE REGULAT丨 ○N(EU)2017〃 45

DECL^RnΠ0Ⅳ
We)Foosin lⅥ edica丨 suppⅡ es lnC‘ ,Ltd.Here`Ⅳ ith deG|are that the stated1η edica|devices Fη eet

MED|CAL DEV丨 CE REGULAT|ON(EU)2017/745ia"supporting documentation is retained at
the prernises of the rnanufacturer,VVe,as the manufacturer,are e× c|usive|y responsib|e for the

dec|aration of cOnforrη ity

sTA″D^RDs^PPL'εDJ

丨sC)  15223-1∶ 2021,  丨s0 20417∶ 2021,  EN  ls○ 10993-1∶2020,  lsC)  14971∶ 2019,  EP
10-0324《 suture, steH丨 e non-absorbab丨 e》 , VsP43 Nonb$orbab|e surgica丨  suturel AsTM F
3014-14,AsTM F1874-98
The device does not current|y refer to any conη mon specifications
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E::NOn-Abs岫№ 眦 咖 ⒃ 蛐 ∝ 、

'v1{|1〈

)t丿t岫

EMDN C0Dε s:HO102010101

Model Name:、ⅣEGOˉ NYL⊙ N

suture Diameter:

EP O2-7(UsP10-O through5)

suture length:≤ 39m

suture CoIour:8|uei B|ack

structure Diagrams:

Monofi丨 ament

Needle Longth:3mm~90mm

NθedIe Type:Taper,Cutting,Taper Cutung,

Reverse  Cutung,  Diamond,  Premlum
Cutting,B|unt Point and spatu丨 a

Needle Curve: 1`4 circ丨 e, 3`8 circ|e, 1/2

c|rcle,5/8circ|e,Compound Curve,straight,

J shape
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DECLARATloN OF CONFORMItΥ
TO MEDlCAL DEVICE REGULATlON fEU)2017'745

MANUFACTuRER: Foosin,叫edica|suppⅡ es丨nc,,Ltd,
No8ˉ 1,WeigaO West Road,Chucun Town,TorGh Hi-Tech
sc丨ence Park,z64200Weiha丨 ,shandong Province,PEoPLE.s
REPUBLlC○ F CHINA

DEVlCE:Non-Absorbab|e surgical suture l/V沁 h or VVithout Needle

Unique Device∶ dentifier(UDl):UD卜 D|°f
a" devices wⅡ l be d|stributed in aGtua|
production in the future

suture specif∶ cation: For detai丨 s see
Anne× Mode丨 Number

CLAssIFICATION:     Non-absorbab|e
surgica|sutures are c|assified to C|ass Hb

according  tO  Ru丨e  8,  Annex  V|"  of
REGULAT丨 oN(EU)2017/745
‘‘
A|| irnp|antab|e deviGes and |ongˉ ter1η

surgicaⅡ y invasive devices are c{assified as

c|ass lIb”

lNT叵 NDED PuRP0sE:
WEG0-slLK suture is used to suture and

"gate genera|soft tissues,

回
MEDICAL

εMDN CODEs:HO102020203

MOde丨 Name:l/VEG0ˉ s|LK

suture Diameter:

EP02ˉ7(UsP日 0ˉO through5)

suture Iength:≤ 3.9m

suture Colour:B|ack∶ Natura|丨 vory

structure Diagrams:Braided

Needle Length:3mm~90mm

Neθdle Type:Taperi Cutting,Taper Cutung,

Reverse Cutting,D丨 amond,Prem|um Cutting,
B|unt Point and spatu|a

Needle Curve: 1`4 circ|e, 3/8 circ|e氵  1/2
circ丨 e,5/8circ丨 e,COmpound Curve,straight,
J Shape

Basic uD卜Dl:69418136NA-sutures"bs83

C0NFo冖″
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ANNEX|X Conformity assessment based on a qua|ity management system and on assessment
of teChnica|documentation of MEDICAL DEV丨 CE REGULATl0N(EU)2017/745

DEC厶
^RAΠ
o″

We,Foosin Medica|supp"es丨 nc,, Ltd Here with dec丨 are that the stated Iη edica丨 devices rneet
MED丨 CAL DEV丨 CE REGULAT|0N(EU)2017/745∶ a"supporting documentauon is retained at
the prenη ises of the manufacturer,ˇVe,as the manufacturer,are exclusive|y responsib丨 e for the
dec|arauon°fc° nforFη ity

sTAⅣDARDs^PPL`fDr
丨sC)  15223-1∶ 2021,  lsO 20417∶ 2021,  EN  |sO10993ˉ 1∶ 2020,  IsC)  14971∶ 2019,  EP
11-0667《 sUTUREs,sTER丨 LE N○ NˉABs○RBABLE>, UsP<Nonabsorbab丨e surgica| suture》

,

AsTM F3014ˉ 14, AsTM F1874ˉ 98,
The device does not current|y refer to any GornFη on specifications。
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