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This document coniaining 2 (two)pages istheAnnexofthe Cert;ficate with the number
M.2018.106.11727 and with the registfation date of 10.04.2019 issued for "Shanxian HAIDIKE

Biotechnology Co., Ltd." by IJDEM Uluslararasr Belgelendirme Denetim E6itim Merkezi San. ve Tic.

A.5. that h giving service as Notified Body with the lD No: 2292 according to 93/42/EEC Medical
Devices Directive
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lPolvrlv.oll...ldl IPGAI

Syfthetjc, Sterile, Absorbable, Mu ufilament, Bra ded, Undyed orViolet colored SurglcalSuturesare loop, single o.with doub e

reed eor without needle, and ln thefollowlng USP, EP, Sut!re Lenslh, Need e Length, Needle Shape and Ne€dle prope.t es

usqalo, 1/o, h/a,5/a, rta, 1/0,2/0 0, | _, I ! \, o

EPt 4.4, 0.5, 0.7, I, 1.5, 2, 3, 3.5, 4, 5, 6, J, A

Suture LenSthr: Variety of lengths, ffom 10 cm to 500 cm

Needle Lenerhs: vdlety or e Cl's. from.J m to 150rm

Needle shapesr 1/2, 3/8, 1/4, s/8, 4/9, st.aight, J, sKl

Needle Propertlesr Round Body,Reverse Cufring, Reverse Cutting Premlum, Reverse Cutting Premium Thin Line, ReveBe

CuttingSlim Blade, CC Needle, Cobra, olamond, Sabre, Micro poln! Straight Cuuring, Lancet, spatula,Iaper cutting, Taper point
Plus, Trocar Point, Taper Polnt, Inside Cuttin& Inside Cutting Premium, In5ide Cutting Premium Thin Line, hslde C!ttiig Slln
Blade, Square Body, B unt Point, Sa lPolnr,

Polvlelvcollde{90%)-.olactide{10%)l {PGLA) GMDN NO:17471

Synthetic,St€rile,Absorbable,Multifiameft,Bralded,UndyedorVloletcolofedSurglcalSutur€sareoop,singleorwlthdouble
needle orwithout need e, and in ihefollowifg USP, Ep, Suture Lensth, Need e Length, Needle Shape and Need e properues:

UsP:8/a,7/a, 6/0, 5/0, 4/o,3/o, 2/a, o, 1, 2

EP:0,4, 0.5, 0.7, 1, 1,5, 2, 3, 3.5, 4, 5

Suture Lensths:Var ety oflengths, from 10 cm to 500 cm

Needle lengths:Varletyoflen8ths,from 3 mm to 150 mm

Needle sh.per: 1/2, 3/8, 1/4, 5/8, 4/9, Stralght, l, S(l

Needle Propertier: Round BodrReve*e Cltting, Reverse Cutting Premlum, Reverse Cuiting Prem um Thn Line, Reverse

CuttingSlim Blade, CC Needle,Cobra, Diamond, Sabre, Micro poift, Straieht Cltt ng, Laicet, Spat! a,Iaper cufiing, Taper point
P us, Trocar Poln! Tape. Point, Inside Cutting, fside Cutung Premium, nslde Cuttin8 Premium Thin Ltne, Instde Cufring Stim
Blade,Sqlare Bodv, BluntPoint, Bal Poi.t.

GMDN NOi13905

SyntheUq Sterile, Non-Absorbable, monofijament, Sut!resare loop, sing e orwith double needleorwithoutneed e, and in the
followine USP, EP,Suture Length, Needle Length, NeedleShapeand Needle propertles:

UsP:1110,10/0, 9/o, 8/a, 7/o, E/a, 5/o, 4/a, 3/o, 2/a, a, !, 2, 3, 4,

EP:0.1, 0.2, 0.3, 0.4 0,5, 0.7, 1, 1.s, 2, 3, 3.5, 4, 5, 6

Suture Lengths: Varietyof leneths, frofr 10 cm to 500 cm

NeedleLen8ths:variei/o'alCl1( lrom r r- o 50mm

Needleshapes:1/2,3/8,1/4,s/8,4/9,straisht,l,s(l

Needl€ Propenies: nound Body,Reverse Cutting, Reverse Cuttng Premiuh, Reverse Cutting Premium Thin Ltne, Revece
Culting5lim Blade CC Ne€dle, Cobra, Dlamond, Sabre, Micro point, St.alght Cuttine, Lancet, Spatula, Taper cuttirC, Taper potnr

Plus, Trocar Point, Taper Polnt, Inside Cutting, Inside Cutung Premium, nside Cutting Premi!m Thin Line, t.stde Cuning Stih
Blade,Square Bodv, Blunt Point, Ba lPolnt,

IFlbrolnl lSilk) GM0N NO:13910

Synthetic, Sterle, Non-Absorbable, M! ufilament, Brdided, Sut!res are loop, sifgle or with doubte n€edte or wtthout need e,
and intheiollowing USP, EP,Suture Length, Needle LenClh, NeedleShapeand Needle properties:

usPtsla.1/o, 6/0, 510, 4/o, J/a, 21a, o, _, 2 3, 4, s

EPt 0.4, 0.5, 0.7, 7, 7.5, 2, 3, 3.5, 4, 5, 6, 7

Su:lre Lengths:Varletv ofle.gths, fron 10 ch to 500 cm .r i-+tt -"
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A.5. thar is giving service 15 Notified Body with the lD Noi 2292 according to 93/42IEEC Medical
Devices Directive
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Needle Lengths: Va'ietyo! relgi-(,'r- 5 mm ro I50m-
Needle shapesr 1/2, 3/8, 1/a,s/8, 4/9,stralsht,l,SKl

Needle Propertles: Round sody,Reverse Cutt ng, ReveBe Cltting Premium, Reverse Cutting Prefrium Thin Line, Reverse

Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Mlcro point, Str.lght Cutting, Lancet, Spatula, Taper cufrine,Taper point
plus, Trocar Polnt Taper Point, In5id€ Cltting, nside Cltting Prenium, nside Cutling Premiun Thin Lin€, tnside CuttinS slifi
Blade,Square Body, Blunt Polnt, BallPolnt.

IPolvesterl (Polvener) GMDN NOr13906

Synth€tic,sterile, Non Absorbable, Mutifibmeni, Braided, Sutu.es are loop, sinsle or with doube needle or without needle,
and inthefollowing USP, EP, Suture Lergth, Needle Length, Need eShapeand Needle properties:

UsP:8/a, 7 /0, 6/0, s/a, 4/o, 3/a, 2/a, a, I, 2, 3, 4,

EPl 4,4, 0,5, 0.7, 1, \.5, 2, 3, 3.5, 4, 5, 6,

Suture Lengths: Variety of ef€ths, fror 10 cm to 500 cm

Needle Length5: Var ety oflengths, from 3 mm to 150 mm

Needle shapes: 1/2, 3/8, 1/4, s/8,4/9, straisht, l, sKl

Needle Propertles: Round Body,Reve6e Cutting, Aeverse Cutting Pr€mjum, Reverse Cutung Premium Thin Llne, Reverse

CutiinBSlm B ad€, CC Need e,Cobra, Diamond,Sab.e, Mlcro polnt,StraightCutting, Lancet,Spatu a, 
-faper cutting, Taper point

Plus, Trocar Point, Taper Point, Inslde qtrftlng, In5ide Cutting Premlum, hside Cutung Premium Thin Line, Inside Cutting Slim
Blade, Square BodV, BluntPoint, BallP6int.

lPolvoroovlenel lPolloroovlene) GMDN NO:13909

Synthetic, Steri e, Non Absorbabe, morofilament,Sltures are loop, sineleorwlth double needleorwlthoutneedie, and in the
followlngUSP, Ep, Suture Length, Needie Length, Ne€dLeShapeand Needle propertiesi

usP.7/0, 6/4, s/a, 4/0, 3/a, 2/o, 0, 7, 2, 3

EP: 0.5, 4.7, l, 7.5, 2, 3, 3.s, 4, 5, 6

Suture ren8ths: Varlety oflengths, from 10 cm to 500 cm

Needle LenEths: va ieq ol le.gt1!, lrom 3 mr to 150n_

Needleshapes:1/2,3/8,1/4,s/8,4/9,straight,l,sKl

Needle Propertl6: Round Body,Reverse Cutting, ReveBe Cutring Premiun, Reverse Cutting Premium Thir Line, Feverse

cutungSlim Blade, cc Needle, cobra, Dl.mond, sabre, Micro point,Straichtcuttin& Lancelspatula,Tapercunin&Taperpoint
Plus, Tfocar Polnt, Taper Point, nside CufrinS, lnside Cuftine Premium, hside Cutting Premium Thin Line, Inslde Cutting Slim
glade,Square Body, BLunt Polnt, BallPolnt.
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