
TUVRheinland

Manufacturer:

Products:

Expiry Date: 29r_9-06-08

EC Certif icate
Dii ive 93/42lEl=C Annex V
Pro uction Q,uallty Assurance

Medical Devices

Registration No.:

Repo$ No.:

ZABY:} International Group
Spolkar z ograniczona
odpornriedzialnoscia
spolka komandytowa
ul" Pod Borem 18
4t-8013 Zabrze
Poland

{see atiachmenr-s for products and sites included)

RepLaces EC CertificaE,e, Registxation No.: DD 60100191 o0O1

DD 601'J782A OOO1

26i300232 005

The Notified Body hereby declares that the requirements of Annex V of the directive g3l4ZlEEC have
been r*et for the listed products. The above named m,anufacturer has established an-: applies a quallty
assutance system, which is subject to perlodic surveillilnce, defined by ^Annex V, section 4 of the
aforernentiorted directive. For pla,cing on the market of class llb and clsss ltl devices covered by this
certificate En EC type-examinatio'n certificale according to Annex lll is required,

Notified Body
Effective Date:

Dale:

2At1 -Ct3-0'7

2017 -03-07

TUV Rheinland LG,A Products GmtrFf -

Kluge

Tillystra8e 2 - 90431 N{irnberg

TUV Rheinland LGA Produrcts GmbH is a Noti'fied according to Direstive g3/42lEEC
concerning medical devices number 0197.
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fUV Rheinl;and
tGA Products GmbH

Doc, I/6, Rev, 2

Attachment to
Certificate
Registration Ns.:
Report No.:

Manufacturer:

TillystraBe 2, 9043f Ni,irnberg

DD 601 17020 0001
26300232 006

ZARYS GroupSpolka a
odpowi
spolka komandWowa
ul. Pod Borem'lB
41-808 Zabrze
Poland

Products included:

Sterile and non-steril cutting gause
Non-sberile dressing g uze
SLerile and non-st.erile gauze swabs
trrrith or-without x-ray thread)
Sterile and non-sterile gauze lap sponger;('/ilith x-ray thread/ wiL x_ray clriplSterile and non-sterile gauze balls
(wiEh or without X-ray hread)
Sterile and non-sterile gauz rotls
(roj.t,h or withor;t X-ray threa )
SLer:i1e and non-sLerile non_woven swabslwifh or without X-ray thread)
Steril_e paraffin gauze dreEsj,nqs
Sterile three-way stopcocks

2018-01.25

Maciej Sciera

Date;



fUv Rheinland Doc. 2/6, R.ev. z

Attachment to
Ceftificate
Registration No.:
Report No.:

Manufacturer:

n-GA Products GmbH
TillystraBe 2, 90431 Nrirnberg

DD 601f7020 0001
26300232 006

Group
a

spollrta komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polarnd

Products incJud,ed:

- Steril-e endotracheal guSss
* Stserile traeheostomy tubes
- SteriLe breathing circuits
- St.erile cagheter mounts- Non-sberile anaesthetlc masks- Sterile l,aryngeal nusks
- Sterile oxygen masks
- Sterile Multi_Vent masks
- St,erile non*rebreath masks- St.erile nebu1izer masks
- SEerile nasa.l oxygen cannulas- Sterile nebulizer sets,* Sterile oxygen tubinq
- Sterile sucEion cathlters
- SEerile abdominal drains
- Sterile feeding tubes
- SL.erile stomash and duodental tubes- SCerj_le uroJ.ogy catheters
- Steri.le surgi-cal suceion sets

Body

Date: 2018-01-25
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fUV Rheinfiand
LGA Products GrnbH

TillystraBe 2, 90431 Ntirnberg

Doc. 3/6, Rev. 2

DD 50117020 0001
26300232 006

Date: 201 8-01.25



fUv Rheinland Doc. ql6, Rev. ?

LGA Products GmbH

DD 60117020 0001
2S300232 006

ZARYS International Gnoup
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

medLcal devi.ces the scotr)e covet s
of manufacture coneerned with

l.a fixaLion dressings

drapes
pouches

and

ve dressings

film dressings

dressings

2, 9043'l Ntirnberg

Notified Body

rE

Airo8-01-25

cie! Scie



B-01-25

Doc.5/6,

I Group

Product6

For the I

tha
Ing medical devices tbe scopt: covers only
mafrufacture concerned with $er:rrrind thAacEure concerned wilh riecr.lriRg and

conditsions;

lums

Wi

spolka komandytowa
ul. Pod Borem 1B
41.808 Zabrze
Poland



Doc. 5/5, Rev. 2

TlllystraBe 2, 9043f Nilrnberg

Site s

DD 60117020 0001
26300232 006

ZARYS Group
Spolka ?
odpowi
spolka kornandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland
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Notified Body





MMERTEGT Oopua f1 C-1

710-8149,710-8170,3Ao "MeArecr", 19.|002, 0.-flersp6ypr, yn. p€3resxar, 4"5, r,/{: (sl z) s7z-zlgs,71o-817i,

fI AC; NO PT COC)TBETCT BWfl
t4n4uxarop xmMuqecKufi

Anfl KoHTppnn B iosAyruH o fi cre p un visaqlnv 14 KBC-"M eArecr,'- 1 g0/60
HKBrC-t90 (t3)"C - 60 rrlr,rx. (+5) nar,rx.

(naa p ra, na paM€L.l-pbt, pexr,lr,,r ur1

HPr4M.932719.008 nC

Knacc hor]onHeHns no f'ocr lso 11 140-1-2011 - 4 (urr,cronepen,lenxure)

Honaep roc. per,crpaqhn Ne (DcF, 2o10106g54 or 26,02.12010r.
Ty 9398.'001-53262326.-2009 

.4ara

Cepun Ne

us roToBneHut
151017

10 2017

lz1 cn uraH [4F, r'roB epKu n poBeAeHbr B o6teue fl peAbc BITen bcKr4x ucn urtax rri
3axnrcqenne:
tlpodyxq,ua coome
Eo riilil",:;07;,'Zl,;f.'{"#;:"::::JT;': 

"!!i,ii,7l*"!,#3'l;Y,2i13i!l;Z',ii,'it};1,'J?,["",nPuireHeHug.

'\

:

lla.JianuFn4x XTy

l(onannenaqnro B coorEr€)TorBt t4
c.saKas - HapFAoM npoErephr.l
llaqanun nr yfl aKoBoqHoro yqacrKa

Ornycr paspeunn
l-la..tansH hr n poh3BogcrBal

M.A. BoporHt4t{KaF

Ne

n/n floxa3aitencl Tpe6oaanra Ty Pesynuraru aHanH3a

z

1

z

Coorsercrere cocraBa
xounnerry HTFI

Coorsetcrere MapKilpoEtKu,
ynaKoBKr,l

f .3.1 cooTBeTCTByeT

1.4., 1"5. cooTBeTcTByeT

4

Goorgercrere BHeuJHero BxAa
&{Hflill(aTopoB

, J _2 1,,1,2.3t., 1.2.4., 1.2.5., 1.2.6,,
1.2.7 ., 1.2.1Q., 1.2.11.,.1.2.12., t.z.te..

1.2.14.
cooTBeTCTByeT

'V'crofi qxaocru x eor4eicrBllo
crepln Esyroqhlr roaKro prcB B
ycr|oBltf,x oTcyt.c.rBra na pa

1.2.17.

1.2,1 8,, 1.2.19., 1.2.?.1.

1.2.25.
36 uecrqen o Aarbt t43roroBfieHun

cooTBeTcTByeT

o

GoorBerctare
3XC nnyaTaqH OHtfl E,tx Ka q ecTB
!iHAr{aTOpoB B pernaMeHTHbtx
SHaqeHnRx

cooTBeTcTByeT

0por rogxocu
cooTBeTCTByeT



Oopua 11 C-1

MME.rqTEg.T.
3AO "MeArecr", 191002, C"Flerep6ypr, yn. Paeregxan,n.Sr.iS:G121572-2395,710-8171,710-8149'7'10-8170'

NACNOPT COOTBETCT'BI4fl
lrl ngn xarop )i!'tM hqecKvtii

Anq Ko HrpoJnF n ap o Bo it crepwv:3o LIH 14 l/ Kl'l C-" M e ATecr" -1 il2l20

nKn0-132 (t2)"C -.,20 rurlln. (+2) unn.
(napaMeTPt't P€:xxMa)

HPt4M.932719,007nC

lGracc hcnoflHeHnc no I-OCT lSCl 11140-1-2011 - 4 (utrnoronepeMeHHbte)

Houep roc. perrcrpaqhh Ns OCF) 2010/06854 or26.02',2(110r. Cepun Ne

Ty 9398-001-53262326-2009 ,Qara n3roroBneHnt

l4cnurannF, noBepKu npoBeAexur a ooueMe npeAbnBhrerbcKr,rx ucnbrrax ni
3arnpqenue:

13 101 7

t0 2017

npodyr4ua coomeemcmeyem Hopwam ueHrirn
coomeemcmeuu c HasHaqeHuer u o6nacmuo

mpe6oeanuau,
npuMe,HeHUf,,

eodxa K uenofig.3oaert,uft, a

Haqanuxyrx XTY

Kounnerraqnrc B cooreercrBht4
c 3a|Gl3 - HapnAoM flpoBephn
Ha,{anuxnr ynaKoBoqHOro yr{acTKa

Ornycx pa3peuJrn
Haqanuux npou3Bo4ctBa

M
nrn

floxagarenn Tpe6oeaxnn W Pesynuraru aHanu3a

z 3 4

I
Goorgercrele cocraBa
rounnerry HTI 1.3.1 GOOTBeTCTByeT

2 Mapxrpoaxa 1.4. cooTBeTcTByeT

3
Cooraetctetre BHeu Hero Blga,
oKpacKil sTanroHa

1,2.1 ., 1 .2.3., 1.2.4.-1.2.5., 1.2.7 .,

1.2.13., 1.2.18., 1.2.21. cooTBeTcTByer

4
Ycroi,rlreocrb t( Bo3geicrsrrc
crep Hn r3yKrulux $arropoe GOOTBeTCTayeT

c

GooteetcteHe
3KcnnyaTaqHoHHbtx KaqecTB
rflAnKaroPoB B pernaMeHTHbtx
3HaqeHrtx

1.2.18. cooTBeTcrByeT

6 Cpor ro4xoctlr 1.2.25.
36 uecnqere c Aarbt r,t3roroBneHne GOOTBeTCTByeT

m'rK



MM..EEIE9.I
3Ao "Me,qrecr", 191002, G.-f]erep6ypr, yn, pasresxar. n.5, r./e: g12) 572-2J95,710-g171,

<Dopua 11C-1

710-8149,710-8170.

NACNOPT CC)OTBETCTBNN
kl ngu raro p xtdM HqectKn fi oAHo pa3oBoro npfi MeHeHilr AnF KoHTponf, Bo3Ayr.uH oil

crep M*43 a Llh 14 k1 KB C-rEt H/0 1 -" M egrecr"- 1 g0/60

!!KBC-.lPH/gJ-;180 (r:l)j,G - 60 rvrnx. (+3) urrn.
(uapxa, napar\teTpbr , pexnuui; 

-

HPhM,93:U'l19.006 nC

JGacc rcnonHeHHr no l-ocr lso 'lii4o-1-2011 - 4 (ruxoronepeMeHHbp)

Houep roc. perncrpaqrar,r OCp 2OOgtO3222 or 03.09.200g r.
Ty 939 8-00 7 -53262326-20 08

Cepnn Ne

lara urroroBneHnrl
0602,i7
022017

l'lcnutrax nfl , noBepKH npoBeAeH ut a o6teMe n peA.b'Bt4TerbcKr4x ucnurranufi
3arnoqexhe:
npodyxqun coomaemcmeyem HopMamuaHEtM mpe6o<taxuau, Ty g39g-oo7-s3262s26-2o0g,rocrlso 

11140-r-2011 eodaa K ucnonb3oeaHuto e coomeemcmeuu c Ha3*a.teHieu u o6nacmuo npuMeHeHue.

Haqanuxr,tr XTy

Kotunne rra quto B coorBercrBnl4
c,3aKa3 - HapFAOM npoBepHJl
naqanbHIK ynaKOBC|L|HOrO ygacTK€t

Ornycx paspeuJrn
Haqanux ux n po,t3srt"qcrBa

M.A. BoporHhqKar

Ne
n/n floxaaarenn llpe6oeaxrc TY Pesynurarst aHaIrrsa

1 2

1
Cgoreetcrarre cocraBa
xounnerry HTf[ 1.3.1. cooTBeTCTByeT

2 GoorsercrBhe MapKlrpoBKtl 1.4, GOOTBeTCTByeT

J Gooreercre[e BHeutHero BrAa,
l| HA]t KaTOpa, y naxoBKl,l cooTBeTCTByeT

4 Ycroi,traocru x eor4efi crBnto
creplrn l3ytoqtx eanopoe 1.2.12. cooTBeTCTByer

5

Goorsetcrsre
9KCn'lyaTaq]'oHHbtx KaqecrB
1,rHAH{aTOpoB B pemaMeHTH btx
3HaqeHlt'x

1.2.13.,1.2.14. cooTBercTByer

6 Cporx TOAHOCI'H 1.2.18.
36 uecRqee c Aarbt u3roroBneHue cooTBeTcTByeT



oopua l-lC-'l

MMEf,TEGT
crxxr.n!TtlallJ

3AO "MeArecr",191002' C.-flereP6YPr, Yn. Paateaxatr A"

14ngnraroP
napo

NACN OPT CO OTBETCTB14'I
xHM].|qecKhfi oAHopasloBoro np]rMeHeHhn Anf KoHrponq

Bof crepnn u3aqu n l'|ilffi C'B Hl01 J' MeArecr"'l 3420

oc +2
(napaMetPbl Pex<uMa

HPr4M.932719.005nc

l(rracc r4cnorHeHnF no rocT lso 11 140-1-2011 - 4 (uxoronepeMeHHble)

Horvrep roc. perncrpaqnH Ns OCP 2010/09764 or 30.111.2010r cephn Ne

Ty 9398-003-53262326-2006 fiara usroroBreHhc

130617

062017

Pesynurarut aHaru3a
Nc n/n flora:atenlr Houepa nYHxroB rPe6oeanui TY

z J

cooTBeTCTByeT
1

Cooreercret,te cocraBa
xomnnexry HTI

1.?,1., 1,2-3., 1.3.1., 1"5.2

z Mapxupoera 1.4. GOOTB6TCTByeT

3
Gooreetctene ra6aPnrxulx
pa3MepoB, BHeulHero BrAa

1.2.4., 1 .2.5., 1 .2.6., 1 .2.7 ., 1 .2.8., 1 .2.9.,
1.2.10.

coorBercrByeT

4
Ycrofi qn goc'ru x eogAeficrlln K)

crepurrlsyrcqux QaxroPon a
ycnoBHqx orcyTcTBHfl napa

1.2.17 . cooTEercrByer

Cootgetcret,te
3KcnnyaraqhoHHblx KatecrE
HHAUKaTOpOB B pemaMeHTHblx
3HAqEHH.FX

1.2.14., 1 .2.15., 1.2.16 cooTBeTcTByeT

Gpox rogtocru
1.2.21.

35 urecraqee c Aarbt ugroroBneHHn
cooTBeTcTByeT

h cnurranuR, noaepKH n poBeAeHbl a o6teue npe5bn BnrenbcKt'lx rcn utrattni

3axnpqexne:
l-lpoAyrqna coorBercrByer HopMarlrBxslu rpe6oeaHvinM, roAHa x Drcnorb3oaaHnp B coorBercrBvll,l c
Ha3HaqeHHeu u o6nacruto npxMeHeHrF.

,A. BoporurqxanHaqanuxur XTY

Konrtnneriraqrlo B coorBercrBurl
c 3aKa3 - HapnAoM npoBeputn
Hauanuxnr yna KoBor{Horo yq:lcrKa

Ornycx pa3peuJnn
Haqanuxnr np{)}r3BoAcTBa



' OoPMa nC-1
n

\l
3AO "Megrecr", 1.91002, C.-tl ereP6Y Pr, Yn. Pa:r'e"-t:,:"i l:

NA.C NOPT CC (]TBETCTBW';A

hx;lrararop,xl4MvlqecKMi oAHopa3oBoro npnMeHeHlrs Ans KoHTponn

napc,BofrcTepnnh3alluv,4Kll|c'BH/01.,.MeArecT''-120145

r 2q J*3,1:$i*;*g;

HPtlM 932719'005nG

Knacc ncnorHeHnn no I.OCT ISO

Houep roc. Per!4crPaqhh Ne OCP

Tv 9 398-00 3-53262326-200 6

yl cnbtTaHuR, noBepKn npoBeAeHbt r! o6i,eue npeAbFBt4TeJlbcKt4x 14cnblraHHt4

3axnrcqenne:
flpOAyXqts COoTBeTCTByeT HOpMarhBHr,tM rpe6oeattrnM, roAHa K hcnoflb3oaaHHrc B cooTBeTcTBhvl C

Ha3HaqeHHetu n o6nacrsxr nphMeHeHlttl'

HavanuHux X-[V

Kounnerraqu |o B coorBercrBt4t l

c 3aKa3 - HapBAoM npoBep!4n
Ha.ianuHur ynaKoBoq Horo yqacrKa

Ornycx paspeuJun
Haqanuunr npoil3BoACTBa

floxaaarenu Hourepa nyHKroB rPe6oaaxr'li TY Perynurarul aHanll3a

4

oTBercTtsyeT

? cooraercrBYer
i

"-*L*----*"
I

c o oT Ber cT ByeT

l

I "oorBercrByer

6 | Cpox rogHocrh
12.21

36 Mecguee c Aarbl tl3ToroBneHnt
co or BercT By eT

cooTBercrByer



MMEATEGT ooPua Frc-1

c^xxt-n5?EP3Y2f
3AO "Me4recr'', 191002, C.-nerep6ypr, yn. Pastesxan, e.5, r./Q: G12) 572-2395, 710-8171, 710-e149, 710-8170,

NA(3 NOPT CO IOTBETCTBHf
[4 ngu raro p xt4 Ml4qecKH fi cIJIH opa3oeoro n pu MeHeH he

lqfl fl l(oH]rpons npoqeccoB cTept4n nsal.J,t4u
" Mle.qrecr" -ll 34" C/5 rt,t u n

HP14M.93'11321.005 nC

loracc ucnonHeHnc no l-ocr lso 11 14c11-2011 - 4 (r,nroronepeuennuel)

Houep roc. perncrpaqrm NqQCP 2crogip5Ttu or 30.013.200g cepun No

Ty 939E-008-53262326..2009 Aara n3roroBneHr4n

Haqanunux XTy

Kounnemaqhto B coorBercrBht4
c,3aKa3 - Hapf,AOM nF)oBephfl
HaqanbHLlK ynaKoBoltHoro yqacTKA

Ornycr pa3perrrhn
Haqanuxnr npoh3BogcrBa

flcnurraxnF, noBepKh npoBeAeHbr rB o6uerue npIeMo-cAaroqHUx hcnbr tanuit
3aKnto,{exne:
flpodyx^un coomeemcmeyem HopMamueHbrM mpe6oeanunu, Ty g1gg-oog-5g262s26-2oog, rocr
'rr"r,l,ir'"11;ir;?011, 

zodna i urnoi;;'"rrn e coom*emcme.tu c HasHaueHue. u o6nacmarc

151017

10 2017

M.A. BoporHHqKaF

l.lp n/n
Jloragarenr T'pe6oaaxm W Pe:ynurarut aHanrsa

I
Gooteercrere BHeuHero BHAa
rHAtrKaTopa

1.2.1., 1."2.3., 1.2.5., 1.2.9., 1.2,1 1

1.2.16. cooTBeTcTEyeT

2
Cooreetcrere cocraBa
ynaxoBKtr, rounnerry HT[,
Map|(xpoBXl{

cooTBeTCTByeT

a
Coorearcrsne qeetoeoi
raMM br repMonHgrxaropxofi r,r

qeerosoi Merox nHAxKaropa
1.2.20., 1.2.24. cooTBeTCTByeT

4

Cooreercraxe B ycnoBlrtx
riapaHTHpoBaHHOrO
AOCTl,lXeHHn KOHeqHOfO
GOCTORHl{'

1.2.24. cooTBercTByeT

llpoeepra Hecooreercreus a
ycnoBlttx HeAocTlxeH[t
KOHeqHOTO COCTOtHItt B

,HacbtuleHHOM nape
1.2.25..1.2_27. cooTEeTCTByeT

6

l'lpoaepra HecoorBercrEhR B
ycnoB[rx HeAoCT}|x(eHXt
KOHeqHOfO COCTOsHl{f, B CyXOril
roprqeM Bo3AyXe

1.2.22.,1.2.26, cooTBeTcrByer

T Cpor ro4nocrn 1.2.32.
36 uecrqee c Aarbt u3roroBneHrrfi cooTBeTCTByeT



\T4MERTECT
CAITY.NE'EPSYPT

3PrO ''Me4recr", 191002, C.-nBrepOypr, yn

Oopua l-lC-1

Pasresxaq, A 5, r,,/+t (812|r 51' 2-2395, 7 1 0-8 17 1, 7 10-8 149, 71 0-8 1 70,

NAC N O PT COO TB.ETGTB Klfl
lzl ng r xaro p xl4 rvr r4Lte eRVn

AnF KoHTponff BosAyLrJHofi crepilnfisaqnu 14KBC-"MIeATect'"-1 g0/60
t4t(FC-1 8!-ltg.t.q - e 0 rraan.. (-tS),nann.

(MapKa, napaMerpbt , pexhMbt )

HP14M.9327113,008 nC

Kracc hcnonHeHnfl no I-OO'T ISO

Hovep roc. perucrpaqfifi Nq OCP

Tt/ 9398-00 1 -ss262326-2009

1 1 1 4t)-1 -201 1 - 4 (uuoronepe vennure)

201 0/06i,54 or 26.02.2A1 0r.

!ara
Cepur Ne

h3roToBrleHhR

551114

11 2014

Ne

n/n florasarenyr Tpedoeauna TY Pe:ynularst ailarH3a

I

1

z 3

CooteercreHe coc'raBa
xolannerrry HTI 1.3.1 G OOT BeTCT By eT

Coorgercrsre ua pxrpoexu,
ynaKoBKH 1.4.,',t.5" coorBeTcTByeT

"i
i

---l
I,11i
t
i*-*-+
I
i5i
I
I

^toi

Cootaerctene BHeuHero BHAa
hHAHKaTopOB

1.2.1., 1.2.3,,'1.2.4., 1.2.5., 1.2.6.,
1.2.7 ., 1.2.1 0., 1.2.1 1.,.1,2.12., 1.2.13.,

1.2.14.
cooT B eTcT ByeT

Ycrofi q Heocrh, x sg3ta;crBHRl
GTephnh3yxlqnx Saxropoe e
ycnoEHrx oTcyTcTBuE napa

x.2.17 . cooTBeTcTByeT

GoorgercteHe
3XCnnyaraqHoHHbtx KaqecTB
HHAhxaTopoB I pernaMeHTHhtr,
3flaqeHlrflx

c ooT B eT cT ByeT

Cpor rognoclu 1.2.25.
36 nlecnqee cr ,qarbt Hgl-oroBneHHR cooT BeTCT B yer

14cnuraHufl , noBepKh npoBeiqeHbt e o6renre npeArFBnrenbcKHX 14cnbrraHnI

3irxnrcqexne.
ITpodyxqun coomaemcmeyem HopMamuenuu mpelioeanuan, Ty gSglr-OO1-53262326-2009, 1OCTls:o 11140-1'2011, eodua K ucnon:.'sloa,lup e co( mlemcmeuu c HaaHarqeHuer rJ o6nacmup
n)OUMeHeHUfl.

Haqanunur XTy

Konanlexraqhrc B coorB ercrBt4t4
c saKa3 - HapFAOM npoEiepHn
HaqarnsHrx ynaKoBoqHcrro yLtacrKa
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Cqresfresrn
DECT,ARATION O:F' CONX'ORMITY

Carestroam Healfh, Inc., hereby declares under its s
conformity with ANNEX I, Essential R:equirement
European Economic Community Medioal Devioe
Clause 6.6 of Schedule 3 of the Aushalian Therap
to the stated devices.

Manufacturer's Narne and Address :

Medical Devioe:

Product List:

Carestroam Health, Inc,
150 Vrlrona Sbeot
Rochester, NY, USA 14603

Medicirl Imagrng Photoprooessing Devioes - photoohEmicals

chemirtry used to deverlop or.fx the image on medical and dental X-ray films:
KODAK GBX Developer and Replenishe,r
GBX lleveloper and Roplenisher
KODAK GBX Fixer arrd Replenisher
GBX Fixer and Replen:isher
KODAKGBX Twin pack
GBXTwinPaok

lonisher

Replenisher
her

d Replenisher
isher

READITMATIC Fixer urd Replonisn", 
ttot*ntt

KODAIK Dental READIMATIC Developer and replenisher
KODAIK Dental READIMATIC Fixer and replenisher
KODAIK READYMATIC Detrtal Developer and Replenisher
KODAI( READYMATTC Dental Fixer and Replenisher
KODAI( READYMATTC Dental Chem pack
READI'MATIC Chemtpack



Devioe Cl assification:

GMDN Code a:rd Term:

Scope ofApplication:

X-OMAT EX II Developer and Replenisher
KODI\K X-OMAT Dcveloper Staxt€r
X-OMAT Doveloper $itarter
KOD/K X-OI4AT LII+ Developer and Replenisher
X-OMAT LE+ Develo,Fr and Replenisher
KOD/J( X-OIvIAT LIi+ Fixer and Roplenisher
X-OMAT LE+ Fixer and Replenisher
KODIJ( Dental X-ray Monobatb
CARESTRBAM DEN'IAL X-ray Monobath
KODI Doveloper
CARE rAL X_ray Developer
KODA n'ixor
CARESTREAM DEN'IAL X-ray Fixer
KODi,K Rapid Access Dental Twin paok
Rapid Acoess Twin Perck

5ODAJ( Rapid Acoes Dental Developer
Rapid.Acoass Developm
KODAK Rapid Acoessr Dental Fixor
Rapid,Access Fixer
XCE lbveloper and Roplenisher
XCF Fixer and Replenisher
XPE Developer
XPF Fixer
"End oflist"

Class I, lDirective IX)
Class I, t 2 Rule 2. utic Goods(Medic rlations 20

1199? ltadiographic filn processing chemical, automated
4 I 008 lladiographic fi hn processing chem ioel, manual

All deollared products

Each kind ch tho Declarationof.Conformity (not sment by theSecretary) plied complie, ;fl, rr;;;ii;dl;." ssential prinoiplesand the cla iing rruppliea

European Authorized Reprrsentative: caresteamHsaltrr France
1, rue Galilde
93192 NOISY-LT;"GRAND CBDEX
FRANCE

Issuance Date May 28, 2013 Revision N (photochemicals)
Carestream Heahh, Ine
150 Verona Street, Rochester, Ny, USA 1460g

Page 2 of 3



Shndards Applied:
ISO 9001: 2008
EN 1041:2008
EN9E0:2008
ISO 7000: 2004

. EN ISO 149?l:2012
EN 62866:200t

Dilector
Intprnational Regulatory Affairs
Caqeefram Hephh, Iua.
150 Venane Steet
Roohastor, New York I 4608
Telephone 585 "627 -6528

edical devioes
Symbols for uge in th€ labeling of medical dwices' foruse on equ

Applicatiou of devioes
Medioal devi@s - Application of usability enginoalngto medioal dsvices

(Photochemicals)

14608

Page 3 of3



rCerrtificater ol= ReGl istration
(IUALIW MANAGI-MENT SYSTEiM - ISO 13zt85:2003

l-his is to ceftify that:

l-lolds Certificate No:

and operates a Quality Management System which complis; with the
fiollowing scope:

Fcr and on behalf of BSI:

Original Fi,egistration Date: I2l 2Ol 2002

The design, manufacture, distribution, (integra
products) of diagnostic image recording device
systems, information technology' software for I
imaging and detection. Manufacture, service, l
Storage, Handling, Packaging arrd Distribution ,

rll

' i'-it i '

13485:2003 for the

By Royal Charter

Carestream Health, Inc.
,150 Verona Street
[{ochester
l{ew York
n4608
tJSA

FM 72498

Etfective Date: 10/19/2016 Expiry Date: 02128/2019

requirements of ISO

GMDGAS
Recognized
Registrar

Page: 1 of 2

...making excell

Carlos Pitanga, S;\/p, System Certification and Compliance



Ceftificate No:

Location

FM 72498

Registered Activities
Ciarestream Health, Inc
1li0 Verona Street
Rochester
New York
14608
U!;A

The design, manufacture dist
=nz{ -^^,l-:-- ^- --r r.

:].^ :;ll.jjl?.,Tl r9i1s- 
_n 

tT p rod u cts) of d ias n osti c i ma s e

::::jg:s,:.:y,::'Jp?l? jemicars,.ireoiciri.rtiiirl?rg
sy-stems, information tech nology rdft*;;" i;r-;;Jiil*;
information systems and mediial imaoino ana ;ll+i^^imaoino and dorection,

ice, installatio of Dry View
Handling, pac ution ofrr tdrmaceuucat products,

Carestream Health Inc.
1€i00 Lexington Ave. Suite #356
Rochester
New York
14606
USA

Service, Storage, Ha
Finished Devices, Re
qnfhrr:.o r,6Fifi-^!i^-
:!ryqt: verification, dro rne b-:opge, Handting, packaging
and Distribution of pharmaceutical Froducts

Carestream Health, Inc.
Smaft System Technology and

The manufacture of X-ray Oetectors,

Commercialization Centei (StC)
5450 Campus Drive

i.t l -t'",,.

Canandaigua
New York
L4424
USA

Ror:hester
New York
74675
USA

Carestream Health, Inc
1049 West Ridge Road

. eens,
.1'l! 

o*,9.n, manufacture, seruicu, and instaliation or=,iJii*rX-fav Palllinmanl- crrclaa- M^!r-,-r ', ..

I;?il,:,llfjl "*1:::ff , m ed icat i m" gi n q t;ehi i n cr u o i nssoftware and bccessorigs; -

Carestream Health, Inc
1659 Lake Avenue Il":llt"ure of deGt *-ry fl,t,nr,

Sto.ragi. phosphor ft.een'.t emici:ls.Rochester
New York
74652
USA

i\

":i\Carestream Health, Inc
1964 Lake Avenue I., l":,91 g.d A*top.'rcnt 

"f 
dffi

media used in medical imaging. )
Rochester
New York
74652
USA

Original Registration Date: 12/20/2002 Effective Date: 10/19/2016 Expiry Date:



This is trc certify that:

following scope:

l=or and on behalf of BSI:

Original Regis;tration Date: 2008-07-17

Latest Revisicln Date: 2017-10-31

By Royal Charter

Certiificate c)f Reg i stration
QUALIIYMANAGEMENTSYS-rEI\4-ISO90(llL:2015

Carestream Health, Inc
1li0 Verona Streret
R,ochester
New York
1,4608
USA

Holds Certificate No: FM 537916

and operates a euality Management Sys;tem which complies; with the requirements of ISO '1001:2015 for the

.*. ',,ll-
r"-i'-'

ri.,-.....X. -. 
.i''!, '

' I lt\r i'fa

^.i.,13

Effective Date: 2016-10-21

Expiry Date: 2019-10-20

Page: 1 of 1

...makinq exLellence a habiti

It)ls mrtificaie Klnaiils thu ;lru;lt:ri,1 oI SS{ ond sha]l ixl r,$urnr:ri irlrnutlialtlly r;pvrl ruriutlsf.'

,qn slectrD::lc c*tificate ran be au!.ienticated online. p!-iitted ccpiescai: l-le villicatei atwv.1'r1,5$i$rciip.cnli'Ciltntlifectilrv

lb i,:e rea<i in ccnjunction with tiie scops all.:'"e or tire *thrched en*l)..
jn:orrrlijiiiln rid *s1t+rt: BSl, ttiienllik (bul", D;:v1, ,,".;'.:rru*, l{n lill, f'1iliu;'i K(iyn{:$ l4K-5 *PP- Trrl: + 44 'l4S ()l}f tSCi.'

Bsl AsEt:t:nce uK Liriteci. reiisleretl in England urder numtret 78c53?r at l;fl9 cbi$r'vi'lt iiigh Rcad, LonilDll \J{ 4AL' LJ[r'

A l4cinber of ihe i]Sl Grc'Jp ct torxpanies.

Carlos Pitanga, S|VP, System Ceftification and Compliance



No.

Issued To:

'a.far

First Issued: 06 Mar€h 1996

In respect of:

The design, development and manufacture of

on tneg3/4zl syshlm irements of Council Directive
the pra :|Tfi, ?;ffi,i[Jl*ts 

or the directive. For

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 00g6)l

...making excellence a habitl
Page 1 of 1

EC certificate - Full euality Assurance sidffiili"'
Directive 93/42lEEc on Medical Devices, Annex Ir excludint section 4

cE 01233

Carestream Healllh, Inc.
150 Verona Street
Rochester
NewYork
14508
USA

Date: 10 February 2016 Expiry Date:



Ceftiflcate No:

Dater

Issued To:

Subcontractor:

cE 01233
1O February 2015
Carcstream lHealth, Inc.
150 Verona tStreet
Rochester
New York
14608
usA

Serrvice(s) supplied

By Royal Charter

Directlve 93l Z{EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Systems Ltd
2 Hapnina Street
FO BOX 46
43107 Ra'anana
Israel

Drsign
Development
50 re

Analogic Corpomtion
8 Centennial Drive
Peabody
Massachusetts
01960
USA

Design
Manufacture

Design
Development

Carestream Dental LLC
1755 The Exchange
Atlanta
Georgia
30339
USA

a habitl

Page 1 of B



EC certificate - Full euatity Assurance siJE;lil.'
Directive 93142/EEc on Medical Devices, Annex IJ. excluding section 4

Recognised as being involved in seMces relating to the product covered by:

cE 01233
10 February ?015
Carestream f{ealth, Inc.
150 Verona Stre€t
Rochester
New York
14608
usA

Service(s) supplied

Certificate No:

Date:

Issued To:

Subcontractor:

Carestrea m Health France
1, rue Galil6e
93192 NOISY.LE-GMND CEDEX
France

EU Representative

Carestream Health, Inc.
1049 West Ridge Road
Rochester
New York
I'IOTf,
USA

Design
Delelopment
Manufacture

Carestream Health, Inc,
1669 Lake Avenue
Rochester
New York
14652
USA

Deslgn
Developinent
Manrufacture

...making excellence abiti-



Ceftificate No:

Date:

Issued To:

Subconrtractor:

cE 01?33

10 February 2O16

€arestream lHealt{r, fnc,
150 Vercna lstreet
Rochester
New York
14608
USA

Sreruice(s) supplied

EC Certificate - Full Quality Assurance Si;t8lli"'
Directive 93l42lEEC on Medical Devices, Annex II rexcludinq Section 4

List of Significant Subcontractors
Recognised as being involved in seryices relating to the prorjuct covered by:

CaresBeam Health, Inc.
1964 Lake Ave
Rochester
New York
14615
usA

Design

Carestream Health, Inc.
2000 Howard Smith Avenue West
Windsor
Colorado
80550
USA

M:rnufacture

Carestream Health, Inc.
8124 Pacific Avenue
White City
Oregon
97503
USA

Marnufacture

...making



Certificate No;

Date:

Issued To:

Subcontractor:

cE 01233
1O February 2016

Carestream Health, Inc.
150 Verona Street
Rochester
New York
14508
USA

Service{s) supplied

By Royal Charter

EC Certificate - Full Quality Assurance System
Directhre 93l42lEECon MedicalL Devices, Annex II excluding Section 4

Recognised as being involved in services relating to the proiJuct covered by:

Carestream Health, Inc,
Global R & D Center (Shanghai)
No, 27 Xinjinqiao Road
Shanghai
20t206
China

Design
Development

Carestream Health, Inc
5450 Campus Drive
Canandaguia
New York
t4424
USA

Flanufacture

Carestream Heath Ltd.
Hacarmel 3A
Star Yokneam Building
P.O, Box 505
2059204 Yokneam
Israel

Dsign
Manufacture

.. making excellence a h

,d fieisbsf Bf g5I Cioup of Colrnpzni+s.



Ceftificate No:

Date:

Issued To:

Subcontractor;

cE 01233
1O February 2O16

Carestream llealth, Inc.
150 Verona Sitreet
Rochester
New York
14608
usA

Service(s) supplied

EC certificate - Full Quality Assurance siJiffli"'
Directive 93/4Z{EEC on Medical Devices, Annex Lt excluding Section 4

Recognised as being involved in services relating to the product covered by:

Communication & Power Industries
Canada Inc.
45 River Drive
Georgetown
Ontario
l_7GU4
Canada

Ma nufacture

Quantum Medical
2002-8 Orville Drive North
Ronkonkorna
New York
t1779
USA

Manufacture

...making



Certificate No:

Date:

Issued To:

Subcontracton

cE 01233

1O February 2016

Carestream llealth, Inc.
15O Verona litre€t
Rochester
New York
14608
USA

Seruice(s) supplied

By Royal Charter

EC Certificate - Full Quallity Assurance System
Directtue 93l42lEEC on Medical Devices, Annex [I excluding Section 4

List of Sig nificant Subcotntractors
Recognised as being involved in :services relating to the proclttct covered byl

Rayco (ShanEhai) Medical Products
Company Limited
Building 7, Ns, 1510 Chuanqiao Road
Jinqiao Expoft Processing Zone
Pudong New Area
Shanghai
20t206
China

Milnufacture

Rayco (Xiarnen) Medical Products
Company Limited
308 Wengjiao Road
Haicang District
Xiamen
Fujian
36t022
China

Manufacture

...making

.I|i EUon 6ad C0i1l6cti BSI, Kitemat* Couit, Davy Avenue, Kns,rvihiil, PljltDn Keynss l.,tit5 BFP. Tsl: | (i4 845 {]$t 90LS
8$I Assurener! {JK l-imif-'iJr rcgistefed l'G ftrglbnd ur$er fiq$b€r 7tS5321 at lA9 Chl$ric$ l.iig[ noAcl, londcii W4 $AL. UN.
A nr*rnber oi'SSI 6Eue" uf Cornpanies.

excellence a habit



Certificate No:

Date:

Issued To:

Subcontactor:

EC certificater - Fuil euailiiry Assurance fldtl;ii"'Directive 93l42lEEc on Medicar Devices, Annex II excluding Section 4

Recognised as being invofued in servicres rerating to the prod',ct covered by:

cE 012331

1O Februiary !tO16
Carestream Health, Inc.
15O Verorna Street
Rochester
NewYsrk
14608
USA

Senrice(s) supplied
Sanmina-liCI Israel
MedicalSystems Ltd
Zone 5, Korean Industrial park
24952 Maalot
Israel

Design
Manufacture

Sclmage, inc.
49L6El Camino Real, Suite 200
Los Altos

Design
Develcp nt
Softyvarc

California
94022
USA

Soluciones M6dicas Exportaci6n'
SdeRLdeCV Manufacture

Prolongacidn Mariano Otero 40g
Ciudad del Sol, 45050 Zapopan
Jalisco
Mexico

,..making excellence a habitl'



Certificate No:

Date:

Issued -Ib;

Suhcontractor:

cE 012313

10 February 2O16

Carestream llealth, Inc.
15O Ver<lna Sitreet
Rodrester
New York
14608
usA

Service(s) supplied

By Royai Charter

EC Ceftificate - Full Quallity Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

Recognised as being involved in services relating to the procluct covered by:

Trophy
4 rue F. Pelloutier
Croissy-Beaubourg
77435 Marne-la-Vallee Cedex 2
France

Design
Development
EU Representative
Mernuhcture

Varian Medical Systems, Inc.
X-Ray Products
1578 South Pioneer Road
Salt Lake City
Utah
84fi4
USA

Marnufactrre

,..making excellence a habitl

A mpntrr.t'{f BS} 6lsnp .3i Corltpani4s.



IDNO 1003600005263 Ccrd OKpO 37020536 Cod WA O2O7g34
MD 2025, Chig;iniu, strada Grenoble 23, Moldova

Tef 0 0 373 22 I 72 t8 26, 72 54 58, 72 - 83 -72, 72 - gO _ 78, 73 _ 87 _tg

CON FI RMAREA iN REGISTRARII

Prin prezenta sA "M-INTER-FARMA", reprezentantul autorizat producitorului Carestream Health
Inc' in Republica Moldova, confirma 'inregistrarea la Agenlia Medica'mentului 5i Dispozitivelor
Medicale 5i includerea in Registrul de stat al dispozitivelor medicale filmelor radiografice pentru uz
general.

Film radiografic pentru uz generar CARESTREAM MXBE, moder: BLUE
(13X18cm Nloo; 18x24cm N100; 15X40 cm N100; 24X30cm Nloo; 18x43cm N100; 20X40cm Nloo; 3ox4ocm N10o; 35x35cm

N100;35X43cm N100)
Film radiografic pe,ntru uz general RETINA XBE, model: BLUE

(13X18cm N1o0; 18X24cm N100; 15X40 cm N100; 24X30cm N100; 18X43cm Nl-00;2ox4ocm N10o;30X40cm N100;35x35cm
N100;35X43cm N100)

Film radiografic penrtru uz general RETINA XOE, model: GREEN
(13x18cm N100; 18X24cm N100; 15x40 cm N100; 24x3ocm N100; 18X43cm N100; 2ox4ocm N1@;30X4ocm N100; 35X35cm

N100;35X43cm N100)
Firm radiografic pentru uz general CARESTREAM MXG, moder: GREEN(13X18cm N10o; 18x24cm N100; 15X40 cm N10rl; 24x3ocm N1o0; 18X43cm N100; 20X40cm N100; 3oX40cm NL00; 35x35cm

N100;35X43cm N100)
Film radiografic pentru mamografie CARESTREAM MIN-R S, model: !8x24cm,N 1oo;24x30cm N 1oo:

Film radiografic pentru fluoroscopie CARESTREAM pFH_T, model:
110 mm x 30,5 m, 70 mm x 30.5 m

Film radiografic pentru fluoroscopie RETTNA SOE, model:
110 mm x 30,5 m, 70 mm x 30,5 m

Conform ordinului AO7.pS-01.R g}4_t5
data 25-01-2016,

inregistrarea este valabili pentru o perioade de 5 ani de la

Cu respect,

DIRECTOR
Vasile Matei
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Americo

CERTIFICATE

Standard(s):

No. QS2 17 06 84658 009

Certificate Holder: Rayco (Shanghai) Medical Products
Company l,imited
Building 7, No.{510 Ghuanqiao Rold
Ghina (Shanghai) Pilot Free Trade Zone

201206 Shanghai
PEOPLE'S REPUBLIC OF CHINA

Gertification Mark:

Scope of Gertificate: Design and Developrnent, Production
and Distrihution of Medical lmaging
Systems 6, Accessories

ISO 13485:2016

The Certification Body of TOV SUD America Inc. certifies that the company mentioned above

has established and is maintaining a quality management system that meets the requirements of

the listed standards.

Report No.:

Effective Date:

Expiry Date:

Page 1 of2

TUV s0D America Inc.

l0 Centennial Brive
Peabody, MA 01960

USA

M2435

2017-06-19

202047-20

Earl Buckmillerr
Director, QualitY SYstems & MS Cert
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GERTIFICATIE
No. QS2 17 06 84658 009

M ucts GornPanY Lirnited
10 Road
Pi de Z'one

201206 Shanghai
PEOPLE'S REPUBLIC OF CHINA

Dasign and Deve|opmgnt, Production and Distribution of Medica| |maging

Systems & Accessories

M ucfti ComPanY Limited
O Roard

Pi de Zlone

2A12gB Shanghai
PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of Medical lmraging Systems & Acceseories

Rayco (Shanghai) Medical Products Company Limited

Building 4, No.1510 Chuangqiao Road

China (Shanghai) Pilot Free Trade iZone

201206 Shanghai
PEOPLE'S REPUBLIC OF CHINA

Production and Dlstribution of Medical lmaging systems & Accessories

Effective Datel
Expiry Date:

2017-06-19
2020-07-20

{r{

Earl Buckmiller
Director, Quality Systems & MS Cert' Body

Page2 of2

TUV SUD America Inc.

10 Centennial Drive

















CERTIFICATE

This is to certify that

Geksa-netkanie materiali, LLC
Tsentralnaya str., 3
14UO5 Goljovo village
Krasnogorskiy district
Moscow region
Russian Federation

with the organizational units/sites ils listed in the annex

has implemented and maintains a Quality Management System'

Through an audit, documented in a report, it was verified that the management system

Scope:
Development, design and production of steri
various application, sterile and nonsterile dis
sterile and nonsterile disposable medical in
nonsterile dlsposable personal protective equip

fulfills the requirements of the following standard:

GOST ISO 13485 - 2011 (lSO 13485 : 2003)

.rtrH84a
QT/\Certificate registration no.

Valid from

Valid until

Date of certification

OOO SSU DE KU ES

31 100767 MP23

201Ci-12-26

2015t-12-25

2016-12-26

FOCC RU 31106 t]4)l(Kflo

Mikhail Zalunaev
Managing Director

Accredited Body: OOO SSU DEKUES, Respublikanskaya str.3, '150003 Yaroslavl,



THE INTERNATIONAL

CERTIFTICATE
lQNet and

DQS GmbH Deutsche Gesellschaft zur )7-ertifizierung von Managementsystemen

herebY certifY tl'rat the comPanY

Geksa'netkanie materiali, LLC
TsentralnaYa str., 3

143405 Goljovo village
KrasnogorskiY district

Moscotv region
Russian f:ederation

with the organizational unit:s/sites as listed in the annex

nas implemented and maintains a Quality Management system.
Qn

problems of agricultural sector, garden

Michael Drechsel
President of /QNet

@

Through an audit, documented in a report, it_was verified that the management system- 
fulfills the requirements; of the following standard:

ISO 90111 | 2015

Valid from 2016-12-26
Valid until 2019-12-25
Date of certification 2016-12-26

Registration number: DE-31 100767 QM15

"2bJManaging Director of
lQNet Partners":

AENOR Sparn AFNOR Certification France A|B-Vint;otte Internation al Belgium
C1SO ltity COC Chrna CQM China CQS Czech Republic Cro Cert Croatr'a DQS

FCAV Brazit FoNDoNORMA Venezuela lcoNTEC Colombiz IMNC Mexico Inspecta certi
IRAM Argentrha JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Nonv:i1

duality Austria Austria RR Russia SIGE Mexico S | /srae/ SIQ Slovenia SIRIM OAS I

SQS Switzerland SRAC Romania TEST S;t Petersburg Russ,a TSE lurkey
lQNet is represented in the USA by: AFNOR Cr:rtification, CISQ, DQS Holding GmbH and

* This attestation is directly linked tothe lQNet Partne/s original certifcate and shall not be used as a stand-alone document
.- The list of lQNet partners is valid at the time of issue of this certilicate. Updated information is available under www.ionet-certification.com

CEiRTIFICATION NETWORK



ZERTf FTKAT ICe rtlif icaf e

gern. / acc. EN ISO 13,{gS :2012 +AC :2012
Hiermit wird bescheinigt, dass die Firma / Ihis certrfies, that th6 compatly

Van Oostveen Medical B. V.
Herenweg il69
3648 CH Witnis
The Netherllands

Norm

if*: f*l,?J,r? I,nJ,.fi? filll aurrechterhei,tng cter CF_ OZr.

'7.d.ytaip ement
'012 + 4 "rfi::'-"X}:fl '!1t:!eets 

ttte requirement e t34BS : 2012 /
not an a ':EE;zif"u ^anasenrent 

svi'i#s - Re "n"',sii"tory 
prrpor"r.

Geltungsbereich /Scope

Reg.-Nr. I Reg.-No. 04 221 041335
Bericht Nr. I R'pott No. gS18 0366

t

le fiir Medizinprodukte
for medical devlces

TOV NORD CERT GmbH LangemarckstraBe 20 45141 Essen
Benannte Stelle Kenn-Nr. 0044 l Notified gody lD. No. 0044

elle
1

G0ltigkeit / Vatidity
von I from 2016-07$0
blslonil/ 20i9-03-31
(bis 201S.07-29 bsi Ututsllung aut EN tSO i3465:2016)
(lhtil 2019-07,29 incass oIUpgEds ro EN tSO I34SS:2016)
Edition 2

Essen,2016-07*21

1

I

:

:

.

www. tuev-n ord-cert.



CERTIFICATE
Management system

DIN EN ISO 9001 : 2008

ln accordance with TUV NORD CERT procedures, it is hereby certified that

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

applies a management system in line with the above standard for the following scope

Design, lVfanufacturing and Distribution of sterile and non sterile medical devices
and in vitro diagnostic medical devices

Certificate Regiskation No.04 100 041335
Audit Report No. 3518 0365

Valid from 2016-07-30
Valid until 2018-09-14
(until 2019-07-29 in case of l..Jpgrade to ISO 9001:20'15)

lnitial certification 2004

Essen,2016-07-21
At TUV NORD CERT GMbH

This certificatiqn was conducted in accordance with the TUV NORD OERT auditing and certification procedures and
subject to regular surveillance audits.

fUV lOnO CERT GmbH LangemarckstraBe 20

KS
DeuGche
Akkreditierungsstelle
D-ZM-12007-0141

45141 Essen



EG*Zertifi kat I FG'Cerfrlficate

gbm. 93/4ZJHWG Anhang ll otna(+) / acc. 93/42/EECAnnex ll withoutHl

Hlermit w[rd bescheinigt" daae die F i rnra / fhis earijfiss, tl,sl ftts E1mqeny

Van $ostveen Medical 8. V.

Herentnteg 269
3648 C;h{ Wilnis
The Netherlands

fiir die Produkte / die Kategrcriei Liste der F{adukt€ siehe Anlage 'l

for the products / product category: Llst ofproducls ses andax t

Skatpe|lru*kmeisgorate'
Kondon ng*hend*chuhe,

Urinbeu sionsbasteck'

Kopfhat a Thermometar'

3.Wege.

Blades, afs, BJosd Laar

IracJie; Surgieel Glovt
Inftayer Gauze'ScalP !
fu,bereulln $yrtngeg Jnsr/In Syringes, Dlgital lfiermsffeters, ThreeWay Etapcochs,Aneral
Splrygnnomanofielet1$,

er

has estabtished € guafttyf,y$tefl for deslgn. Noductiqn and $+at tesling acc, fo.tfie ts of A eclion 41

af the ditectlva \A4UEEC: Additionaj b -the 
GF-marktng me ,otlllsatton number of Eody lhe

v,alidity o,f *Ole ib 6e$ed on the qualtty system ance :t/tlth th nl$ of lhe direct ve

arrd rts su By the Notflied Eody seqnon 5. Tn€ m6y nol$e under any

clrcurD,sfdnees.

Reg"-Nr. / Reg.-l/,o. 04 232 041335

Berioht Nr. I Reporf No^ 3518 0967, 3518 0368
3518 03S9

Z dukte

certillc4tlion body f?r nediarf dovicas

ttJV ruORD CERT GmbH Langemarcltstrafie 20 4{i'141 Esson vrww,tuev-nord-cart.de

Gtltfgksit/ ValidiQ
von / front ?016-07-30
bis / unfli 2G19-07-29

Edition 2

fis$en,2016-07-?1

Benannle Stolfe Kefin.Nr. 0044 / trtotittEd Eody lD. No. AG44



Han el
lJrin n Eags

ANLAGE/AfV EX
Antage 1, Blatt 2 von 5
,Annex 1, Page 2 af 5

Reg.-Nr. I Reg- No- 94232 0413

Pro de [s

Pro af

ilig
ar-t

Untrsrsuch ungshandschuhe, steril
Exarninsfion gtoves steriJe

Anmerkungl

J\lote,r

Bericht Nr- I lieporf No. 35'18 0367, 3510 0368.

3518 0369

ZErtifi2{sri.rn gsslelle fiir Medizinprodtrkte

Certificgtian body for medical devices

r0v nono GERT GftbH Lan$erflaroKstraBe 20

Benannte $telte Kenn-Nr.0044 / lttotifred Sody/0. lvo.

UMDNS

{3-s29

14-298

{1.882

r das Zertltzteru en au! dia Aspekt€ dor Harstellungs-

r"rnd der Aufrech der Sterilitit'
i! reistr;cted lo the i*pects of rnanvfactre concerned

G(iltlgkei(/ VatitlftY
von/from 201647-30
Edition 2

Essen, 201€;07-21

41514't E$sefi www.tuev*ilord-cert.de



ANTAGE/AfU EX
Anlaqe l, Elatt 4 von S

Annex f, Page 4 off

Reg"-Nr, I Reg- No. 04 232 04133

Produkte der Klasse lla
Frodscts of ciass JJa

UMDNS

Intranen iisss htfusi on sbestec k, all ge m e ine Verwe ndung
I ntrav e n aus Adrnlhis tra fion S e.fs, G e n e r a I Prrpose

Kath.eter, intravenous, PeriPher
Ca fhef,ers; lntraven ou s, Peri pheral

lntraven bses I nfusionsb€steck Kopfhaufvene
lntra ven o us Admilrisfrafion Sefs, .$cafp l/ein

Nadaln, hypodermisch
Needles hypodermlc
Verband, nichthaftend
Sressing, fVonadherenf
Spritzen 2. oder 3 teitig mit montlerter oder integrierter Nadel
Syringes 2- or 3gerfs with mounfed or r,ntegrafed needle

Spritze, Tuberltulin
$1ringes, Tuberculin
$pritze, lnstrlin
Syrrnges, Irtsulrrt

S*ltigkeit / Va{idity
von /frorn 2016-07-30
Edition 2

Essen, 201 6-07-21Z€rtifieisrung$.s,telle filr Med izinpradukle
Certificatisn body for nedleal deulces

f.ilv ttono CERT GrnbH Lengernar*kstral$e 2o 45141 Egsen

Eenennle Stelle Kenn*{r 0844 / Nofiffed BoQ lD../\lo. 0044

12-157

10-727

t7-825

12-745

11-325

13-922

13-945

13-941

Bsricht Nr. 1 Asporf f,ls. 351 I 03€7, 3$1 8 03S8,

3518 0369

wvrw.tusv-fl ord-csrt.da
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