
CERTIFICATE

Certificate Registration No. 04 100 041335

Audit Report No. 3518 0365

Management system as Per

DIN EN ISO 9001 : 2008

tn 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, Manufacturing and Distribution of sterile and non sterile medical devices
and in vitro diagnostic medical devices

at TUV NORD CERT GmbH

This certification was conducted in accordance \vith the TUV NORD CERT auditing and certification

subject to regular surveillance audits.

TUV NoRD CERT GmbH LangentarckstraBe 20

Valid from 2016-07-30
Valid until 2018-09-14
(until 2019-07-29 in 6se of Upgrade to ISO 9001:2015)

lnitial certification 2004

Essen,2016-07-21

KS
Deutsche
Akkredltierungstelle
D-ZM-12@7-01-01

45141 E



ZERTIFIKAT I Ge rtifi c ate

gem. I ace. EN ISO 13485 ;,2812 + AG :2412

Hiermit wlrd bescheinigt, dass die Firma / Ihts ce4ifias, fhat the campany

Van Oostveen Medical 8. V.
Herenweg 269
3648 CH Wilnis
The Netherlands

ein Qualitdtsmanagementsystem nach der Norm t)lN E:N tSO 13485 : 2012 / EN ISO 13435 12012 + AQ:'2012 -
Medizinprodukte - Qualititsmanagementsysteme - Anforderungen fUr regulatorische Zwecke - eingef0hrt hat und aulrechterhdlt.
Dieses Zertillkat stellt nicht den erforderlichen Na{hweis zur Anbringung der CE-Kennzeichnung dar.

has esfabfshed and mainbins a quality managen'enl syslem lhal neets the raquiremenls of D/N EN ISO 13485 : 2012 /
EN,SO 13485 : 2012 + AC : 2012 - Medical devices - Quallty mana(lenrent syslems - Feguaements for regulatory pu{poses.
This certificate is not an authoisation to affix the CE mafu.

Geltungsbereich / Scope

Entwicklung, Herstellung und Vertrieb von Skalpellklingen, Skalpellen, Bluttransfusionssets,
Blutlanzetten, elektronischen Blutdruckmessgerdten, Kondomen, Trachealtuben, Foley Ballons
Kathetern, chirurgischen Handschuh;n, Infusionssiets, lntravendsen Kathetern, Nadeln,
Paraffingaze, Intraveniisem Infusionsbesrteck Kopflharutvenen, Spritzen komplett mit Kaniilen,
Tuberkulinspritzen, Insulinspritzen, D igiltalen Therrnornetern, 3.Wege-HAhnen, Aneroiden
BIutdruckmessgerdten, Thermometeln, [Jntersuchungshandschuhen, Spritzen, Urinr-reuteln.
Design, Manufacturlng and Distributim of Bladeg Scalpe/s, Blood Administration Sets, Blood
Lancets, Electronic Sphygmomanotneferrs, Condarns, Tracheal lubes, Foley Balloon Catheters,
Surgical Gloves, lnfusion Sets, lnfraverous Catheters, Need/es, Paraffin Gauze, Scalp Veln
Infusion Sefs, Syrnges complef e wittt Nr;edlq Tuberculin SynngeE lnsulln Syringes, Digital
Thermometers, Ihree Way Stopcockt;,llneroid Sphygmomanometets, Thernometers,
Examination Gloves, Syrnges, Urine Bags,

Reg.-Nr. I Rqg,-No. O4 221 O41335

Berieht Nr. I Repoft No.3518 0366

a

Zertifizierungsstelle fiir Medizinprodukte
Geftificalion hody for medical devices

Giiftigkeit / Validiv
von I from 2016-07€0
bis,l until 2019.03.31
(bl5 2010-0?.2S bei Uretellung aut EN lsQ l34gt:20,|6)

{6tll 2019-0?-29 in casc ofUpgBdslo EN tgo !3485i2016)

Edition 2

Essen. 20'16-07-2'l

TOV NORD GERT GmbH Langemarckstran,e 20 45141 ESsen

Benannte Stetle Kenn-Nr. 0044 / Noffed Bady lEt'. No.0044

run8sstell€
D"Ztvl-12d7{5-01



EG-Zetrifikat I l:i:C -Certificafe

gem. 9314?1EWG Anharrg ll ohne {4) I acc:r 93/.42ltiE0 Annex ll wfthsut#}

Hiermit w'ird hesoheinigt' dass'die Fiqlra / l?r& cedi.Ses' lhat fhe eornpany

Van Oostveen Medical Eli- V.

Herenweg 269
3648 CH Wilnis
The Netherlands

frlr die Produkte / die Kstegqrie; Liste der lprodukte sieheAnlage 1

for tfio ptoducfs /produtf ffifeorory: llsl of p "odudls $as ailnet f

!,
Ul

Tubersullnsyrlngeg InsullnSyringes,, Dtgltal liermome(ers, frtreel4/ayS{epcocrffi, Anerold
Sptrygmornanomalers.

ai ach MaBgabe

iri d!6 KeQnuffi&er
D Qualiiats-
it der Richtlinie und seiner Ub*wachung durctr die Benannte

fil Umstd tt {i.bertragbar-

fia l, tmg ecc, lath' ofdnne sction 4
af e tionnamberaf odYfiat Ifie

based on the rltdr of the systetn ce rfs 0f tha direct'$e

ilo#fed8udy drlr" nert II 5. Tfie €y uilcierany
circunrsia:lces.

Reg.-Nt I Aeg.-lVo. 04 932 04i335
Bericbt Nr. I Reporf No. 3518 0367, 3516 f ,368

cGraltacadon body for medicaf devicas

T{JV NoRD CERTGmbH' Langernar,c<strafle:20 45141 F€sen

BenBn ?te Stslfe Kenn"Nr Os44 / No$fed l9$dy !0. Na. 0444

3518 0369



AN LAG EIANIVEX
Anlage 1, Blatt 2 von 5

Anflex 7, Page 2 of 5

Reg.-Nr. / Reg- No' B4 lilSil 04{335

Produkte der Klasse Ie

Producfs of c/ass ls

Spritaen 2- und 3'teilig
$yrnges 2. and 39art

Harnauffangbeutel
lJri*ary Catlectitn Bags

U ntersuch ungshandschulne, steril
Exam i n ati a n gl ov es sferilt:'

Barieht Nr I Sepod lVo. $513 0367, 35J€r 036s,
3518 038S

Zertifizierung wtelle' fik hf bdlainppd'rkte
CertficE ldd body for rnedfca, deuides

T0VNqREGERTGfilb'H L4n$emefcksua$pz0 4,q14'lEsse.]}

Eenannte Stelte{{enn Nr.0044 /Noii/?ai Bodylp. Na 004+

UMDNS

13€29

t4-296

1r.Eflz

Anffdrkungr ;l:eril beschrinkt sloh das ?srtifzlerungsvbr?ahron auf dio Aapekte der t{er8felfungs-

$it der $terlllsation und derAufreehtsrlnaltung ilat
i/ole: li,, it e 

"".frfioeiCIn 
prbcess ls res&,rcltrd lo the a manufatlilre @ncerned

ng s(enle condifisns,

Giif ti gke*i 1 V*tirlity
vonr'frosr 9016-07-30
Edition 2

essen, ?S'16*07-21

wwv/,tusv*noxl-cert,de medical@tuev-fiord;de



AN tAG H/ANTVHX
Anlage 1, Blatt 4 von 5
Annex 4, page 4 of 5

Reg"-Nr. I Reg. No" A4t732 041335

Produkte der Klasse lla
Froducts ojFclass JJa

Intraven ilses I nfusi oRsbe{itecks al I ge meine Verwe ndun g
I ntrav e n aus Admlnisfra ffon $ets, G e n e ra I Flfpose
Kathetsr, intravenoug, perlphey
Cefhefers, I ntravenous, Ftrrip heral

Intraven iises lnfusi on s be :; tec k Kopf hautven e
lniravenous. Admmisfrafion,se(s, $cafp t&in
Nadeln, hypodermisch
lrleedles hypoderrnic
Verband, nichthaftend
Dressfngi IVonadfi erenf
$pritzen 2- odEr 3 teilig ruit montierter oder integrierter Nadel
Syringas 2- ar Sgarfs wilh ,flou nted or Infegrafed needle

Spritze, Tuberkulin
$yringes, Trbercoffn
Sprike, lnsulin
Syrrnges, Insulin

UMDNS

12.15Y

10'??7

'17-825

12-?45

11€25

13.922

13.945

13-941

Berisht Nr, / Eeporf N0. 351S 0367, 351 tt 0368,
351E 03€9

zqftifieierungsslelle lui Maditiaprosfikte
Aeftfiaatlon body fay nedteal devfEes

TUv NoRD c€RT GrnbH Langemtrrckstra$.g 20

Gr0[t
vofl -e0
Edltioo 2

Essen, ?016-07-?1

4514,| Essen www,tdev.flord-cert.de

Benannle Stelle Kenn-Nr. S044 / lVotrlled Acdy IO. Ilo. 004{
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CERTYFII(AT
dla Systemu Zarzqdzania wg
PN€N l5O 13it85:2012
Wyrqby medlrczne. Systemy zarzqdzania jatr o6cia-Wyrnagania do celql prrepis$u pravmych

Zgodnie z procedurq TOV NoRD Folske Sp. z r,.o. taSwiadsaa sig ninbjszym, 2e

F rojektowanie, rozwoj, produIilcja i sprzeda:i wyrob6w dezynfekcyjnych
dlo wyrob6w medycznych. Dy+tryrbucja jednrorazowych wyrob6w meclircznych.

hli€zabznb od tego. le TUV NORO PoBka St. z o,o jesr je&osd<q notyflrouanq fl274 w obszaae wyrob6^r nErycsrych, lefl cer\[*st nb FFt ertyfikat€in
zgodno(ci w rozumi:rdu Dpeldyv'ry 9Va/EEC i nie star r*oi pcd#wy do ozrakorania wyrob nedyczriego zxakiem CE.

Medi -Sept Sp. z.o.o
ul. Konopnica 159c, PL / 2t-030 Motycz
z sddzialern/lokalizacjq

ul. Ludwika Spiessa 4, PL I it0-270 Lublitt

stosuje syslem zarzqdzania zgodnie z powyzszi{ normq w zakresie:

N ume r rejeetracyjny certyf ikatu : AC 090 MDf l ( 169/4'125/201 5

Protok6{ z alditu nr: PL4125/2018p

Kielownik jednosfl(i qrej
l-UV NORD Polska

L{EDISEPT
r'nl.Jri!{n J4e$i, t,

Wazny od 02-02-2018
Walny do 28-02-20t9
(do 01-02-2011 w przypadku prreiiicia na PN-6N lS0 13*&512016)

Pierwsza certyflkacia: A2-02-201 5

Katowice. 31-01?018

Cer$fikacja zostala przeprowadzona iiest systi:maltycznie nadzorowana zgodnie z procedurq auditowq i certyfikacyjn4
TOV NORD Polska Sp. z o o,

TUV NORD Polska Sp. z o.o. ul Mickiewicza 29 €'085 Katowice

AC l$t
QMS



fiHRTIFIC#ITE
Management $ystem as Per
FN-EN ISO 134$5:2012
Medical devicas - Auafity managsrnent syStenrs * lRequirements for regulatory purposes

In accordance wrth TOV NORD Polska Sp. z s.o pro,cedures, it is hereby certified that

Medi -Sept Sp. z,o.o
u[. Konopnica 159c, PL / 2{-'i)3{l Motycz
with the loeation/site

u[. Ludwika Spiessa 4, PL I lll0-:270 l-ublitt

applies a management systam in line with the slleve standar'd for the following scope

Design and developrnent, procllu$tion and sales of disinfection products
for medical.devices" Distributiqrn of single-use medical devices.

Regardfess of the fact thal TUV NORD Pol6ka Sp. z Lo. irs a notified body No. 2274 in lhe area of medical devioes. this Certificate is nol
a eer[frcate ot Conlormig ndthin the meaning of Dire Ciw 93/42IEEC and is not a basis for CE marking,

C e rtificate Registratio n N o. AC090 l[D/1 0 Fg/i(',251::01 5

Audit Reoort No. Pl-412512018

llanager ol Certification B
TUV NORO Polska So, z o.o

MEDISEFT
Yu:rV4q Rb$fo*.E

Valid frorn 02-02-2018

Vatid untif 28-t7.20tg
(,irnul d1"01'?021 in cas6 of upg{Ede lo PN-EN ISO 134e5:20t6)

Initial ceriificalion: 02-02-?01 5

Katowice. 31-0'|-2018

40-O85 Katowiee

Tltis cedification was condlcted in €ccordance ,vlth'the TOV NORD Potska Sp- z o-o- auditing and certification procedures and is
srbject to regufar survei{lanc€r audit6"

TUV NORD Polska Sp" z o.o. ul. l\dickiewicza 29

Aq ss)
QMS



CI4CTEMA CEPTVIq]\4\{}!.I]'{H PyC'CKOTO PErW

RUSSIAN REGIST}':R CERT'IFICATION SYSTEfui

]|E

Ha sros n{Hlrr yFocToBs$ rff e'rcfi ! rrro efi [{TeMa M err$&scm srrra Ka qcern&

06qecrsa e or pasraqeuHofi otgercruerlx$crrlro
t t E[ayuuo-Hpox irnrs,(CI?B eru]Hafl $npma 

t t Fe*tHKc n t

yx. Xpsrnonar26rFomrcap-Q.sra, Petuydnxrxa *Iapxfi 3rr 4?4006, Pocclrficxan Oegepagnx

:I

6gl*a rrpotsepe$fl r{ ilpr{Br{:lms! coornsretB]rx}Irlefi rpedouailIlflM cral{Aapra
,sg

NO 900112015

* orlrourerrxfrll paspaforxrr, upolrlrCI&erBa H nocraBnu ToaapoB Eruroeo'fl
xI{ MEII, ?exnnqeexrrx *t{:} rorrr1rlx *p$Acrn} cpe&eru Aellrx$raqxpynxqxx,

nap$nuepxo-x roclrternr{qcK0};i npogyK\?fiil ; ca.rr$ercn
fi3 HeTKaEDrfi rIoJIorHa, $oJlhuepnof, T*pbr

N!:18,0203.S26
ot 12 $enpa.nn tr01$ r.

Cnse.ua rreHerr&{efi?a cepru$laqNp)sa$'a e 3012lo{a

Ceprnsuxar &eficrsnre"$sN so tr2 $ enpalx 2021 r,

YmuHemle odnaCta cepru$urgur.ru fipitr€AgEo e flprurOxerruN. Cep.rn$Nxar Teprrer eflny B c]q'{{as HeBbrrte.fiHeH]rtr
y*loauri eepruQara4rut firtqx/l*vw.rrsrel er.n:1d0e1004.00-1054df1- Ceprn$*xar ffinn.Bro, sosstsesnocraFo
A.ccoeNaqxs no eeprr$uuaupu "FyocNr fr FtrNcrp!'-

UEf})tttrfiI! fOCy.qAPC'l'& flrIAC?'r1a:lPlIltBL\ li xAl" l.l n0n'Ill'lcABtrlttl\. twHofOCTOFoHtt[E COt',1,\l[E ililL.A}:
Bcrrrpun

KAN.
l'\-

O

F

Aserpo;rur r lta*rr Sornnrnq.lAS-ANl, Aprennr na 0rrtA, uiaerplr AA, fimurlrr BEL{C- Fpr*r.rrrrn CSCAE.
NA^f,. .Surrtall BcA, fepusn*a DAItk$" furrr-Ko m L:lli{S. fpeane SS\iD, ,{au{s A{N,A,& Srx!.er 6CiAC,/
llpr*t{{u.tl IXAB, $trl*rna ENAC, trtt$"enx .A.CC[ trOt.F,, Kans/$ SCC. trtlrrart C]ilAS, Xo1l€n 1(AB" KAs-
il{narfiyn DSIT,I- Merenra EMA, llnnetrrnulu Rr A, '|.[rprrtmr Ni\, qA) DAC, ftrnt$crqrr pNAC. flcpy
iPAC, PyNrLt*]rtr RENAR.. L"eyrdn:r ATS. enrrmrryp :iAC" (lroear.vg SNAS, lllrroxernrr sA. cuIA A:LA,
TAF" Ty*rxc TUNAC" Typqra TLltl.KAlL ypyrBl|iii OUA, Orwutrnnuri FrVJ, tDnmrrsnn FINAS. ilrir*
llltefiqapur SA$ lllf,ffrrn swEDAc, uIpB-JIc*K: , slt\B, )naalop oAE, ftlxln* Argpuxt saxns, trnoI [JBpawuL \iems L{F, noamwun \{Lii. xoa$r uem,ci d{y@Lsui frppgqlr& dpffioa rc a]qEgqr11${ - $rtlt1sqrw-ir{nu

Aaco&ttiluJt'' no aNF"raohraunr'P1'ccx*fi Psftrcrpo; lrp. Pur,,;xor<r-KopcaKosa, a. 101, Canxr-Ovrep6ypr. l90lgt.

OLAS,



CZICTHMA CEPTI{$}I4KAUmy1 PyCCKOTO PsF {CTPA

RUSSIAN REGIfiTER CERTIFICATtrON SYSTEM

IlprmoxeHue K CEPrn$nKalT
ltg 18.0203.026
OT F.

6n

O6nacrb ce p'trn{$ nnaqil }r cmcreu bl m e HerlXMeHTa
O6ulecrBa (ll oFpaH H qe m no fr oTBercTBe HHocrbxl

"H ay{ uo-il poy13B ilDp[CTBeH nan $U p Ma " FeH H KC" Bl111]Oq aeTi

1. 4ex NeL
yn. Kpunoaa,26, frouLrcap-Cl,na, Pecny6nurca Maprh}n,424006, Pocct,tftcras OeAepaqhq

06nacr ceprn$NraqilH: nllotr,teogcrBo Molorlr4x cpeAcrB, cpeAsre AesruQuqhpytot{l4x/
nap$rcl,repHo-KocMeTh,{ecK()fi fl po4yKtl!{ti.

2. flex N92
l0pragra.{ecrcr,tfi aApec: yn. }rilpsnoea, 26,llourrap-Ona, Pecny6nnrca Mapufi 3n, 424006,

Oegepaqnr
fi aApec: yn. Kpunoaa, 24, iiourxap-Ona, Pecny6nura Maprafi 3,n, 4M006,

Poccuilcrac OeAepaqfls

O6n asrn cepl,r$u rca qu h : r'l Flo14g BoAGTBo nol't ld MepHoil ra pur.

3. Hex Ne3
Dpr4Ah,recruft agpec: yn, lt;pr,urooa, 26, l4or.rxap-Ona, Pecny6nurca Mapuft 3n, 424A06,
Poccrtfi cras Oq4epaqu:
Oarrfir.fecrril aApec: yfl. Mhlul4no, 116 6, ilouxap-Ona, Pecny6nnra Mapuil 3n,424019,
Pocoaficras OeAepaqras

oEracru ceprnouraqHH: nlpo[,rsBoAcrBo rBepAbtx $opu 4esran$raqhpyroil{]4x cpeAcrB r'l

canf,eror hg HeTKaHoro norroTrHa.

4. CnnaE rotoeoil npoEyKqnn
l0pugnuecxrafi aApec: yn. l,Qoraoea, 26, ilor.lrap-Ona, Pecny6nnxa Maprfi ?n, 424006,
Poccnficxaq OeAepaqNs
@airu.recrcafi a4pec: yn, Kpurnoaa, 45f , ilourap-Ona, Pecny6nura Mapufi 9a, 4240A7,
Poccr,r ilcrcar Oegepaqhq

O6nacrs ceprn@ n r aLLvlvli xt)a HeH ue roloeofi n poAyKqht r.

l-eHepansn ur ft Anper,rop Accor 6ner qun
no cepru$ilKaqhh "Pyccrraft P )rucrp"
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;I-I ONAL CEF:IT] FICAT1ON NETWORK

"Rtzssian Register" has issued an IQNet recognbed
ce ftffii.cate ttmt the org on:ization:

Ltahilitg Cotnpantg
arnd prodrnetlon
)6,, Yashkars,la, Regru.blic of n

Itox; irntplemerrted and' mair$afns a

Qlm.liifu Managlement Sgstem

Jbr the foltowing scopei

prroclrrction arr.d supply of hor.rsehold
ercial detergents, disinfbction agents,

orirlTLetics, pads of nonwoven fabrics,
X:lastic

t)e reEfiremenits of thefollowing standard:

l$O 9001:2015
Islnred on; n?ttt Febl1{ar.v,20itg
Exltires on: 7*h Febntary, 2021

tlon Number; RU- I L O9Og . 02'6

ctichitotu Diredar General
o"t- IQNet Russian

IQNet Partnerst:
Certiftcation Ftance APCBR Portugal CCC

(|r,ecl:1Repubkc Cro Cert Craatia DQS f{ol&ing

KI"Q fbres. MIRTEC Greeoe. M&T l{ungary Nerrko
PCB il Poland Qualtty AuSbia Arstrra RR Russla SII JbraeJ
SQS Surtzerland SRAC Romania TEST St Petersburg Russio
in thr: UftAb3n AFNOR C€rliticarion, CISQ, DQS Holding GrnbH and NS,{I lnc.
time of issue of tlris certifioate Updated inf:ormation is available under wwsr.i

26, KryIoua Str.,

developrment,
chemicals,

perfume and

@ !

*|clr@l:wffi

AENOR Spazn
CQC Chrna CQM China

IRAMA4genfino JQAJc
IIrCE€IGE Mdil

SIRIM Q,{S lnternationa}

* The list of IQNet partners is valid at



componente fu ncf ionale.

) pentru dezinfectarea (inclusiv
aparatelor gi dispozitivelor,
ustensilelor pentru spdlarea veselei,
jucdriilor (in afara celor moi),

) pentru efectuarea curdleniei gi

bacteriologice, secJiile de neonatologie,
in focarele de infectii;

) pentru dezinfectarea incdltdmintei

) pentru dezinfectarea degeurilor

de unicd folosinlS g.a., inaintea utiliziri
degeurile lichide, sAnge, apele de

fecaliile, masele vomitale), precum gi a

) pentru dezinfectarea transportului
ambalaje;

) dezinfectarea articolelor de uz
instrumentarul atagat acestora);

) pentru dezinfectarea combinatl cu
stomatologic, inclusiv rotativ,
utilizarea instalatiilor (b[ilor) cu ultras

) pentru tratarea preliminard gi finalI
) pentru dezinfectarea gi tratarea

(amprentelor din alginat gi siliciu,
materiale) prin metoda manuald gi

) pentru dezinfectarea inciperilor

) pentru dezinfectarea de nivel inalt

) pentru sterilizarea articolelor

Soluliile produsului,,OXIGRA
apd de robinet. Volumul recipi
cauza formdrii posibile de spumd.

Pentru o dizolvarea mai rapidd
amesteca intens. Solutiile de lucru
in ap5. in continuare, temperatura
Solutiile de lucru cu concentratii
prepardrii; soluJiile cu concentraJii

compoalla

MID 2025, Chiginlu, Grenoble,2l
l"el + 37322 904-006, 904 - 005

Fax * 373 22 904 - 007

O'<TGNAN
Gompozitia

percarbonat de sodiu - 60yo, tetraacetiletilendiamina (TAED) - 30% 9i alte

,,OXlGRANtt este destinat Pentru:
) a suprafeplor in incdperi, mobilierului duq obiectelor de interior, suprafelelor

rlui sanitar-tehnic, lenjeriei, veselei (inclusiv de unicd folosinJi 9i de laborator),

rgelor din cauciuc qi polipropilend" inventarului gi materialului pentru dereticare,

sportiv, obiectelor pentru ingrijirea bolnavilor, articolelor de igiend personald;

ii in instituliile medico-sanitare (inclusiv laboratoarele clinice, diagnostice,

silile pentru nou-ndsculi), instituliile penffu copii, instituliile penitenciare,

scopul profilaxiei infectiilor de etiologie fungicl (dermatof4ii);

le -- articolelor medicale de unicd utilizare, materialului pentru pansament, lenjeriei

lor'in institutiile medico-sanitare, precum qi a deqeurilor alimentare, 9.a. (inclusiv

: (inclusiv apele de spdlare a endoscoapelor), excretiilor bolnavilor (sput4 urin4
ipentelor pentru excretii.

gi transportului destinat transport[rii produselor alimentare transportate in

de anestezie qi respiralie, utilajului pentru anestezie;

lor USG;

nr salivd gi sistemelor de aspirare saliv6;

ical (instrumentarul chirurgical gi stomatologic, inclusiv rotativ, endoscoapele 9i

tratarea presterilizatorie a articolelor de uz medical (;nstrumentarul chirurgical gi

e gi instrumentarul ata$at acestora) la prelucrarea manuald 9i automatizatd (cu

de diferite tipuri 9i in maginile de spdlat specializate);

endoscoapelor;

rteril izatorie, inclusiv combinatd intr-un singur proces

nei polieter, ebogelor pentru/gi protezele dentare din
fiizalL (cu utilizarea bdilor cu ultrasunet);

inate cu ciuperci de mucegai;

uz medical:

Prepararea solufiilor de lucru
' se prepard in recipiente din diferite materiale prin amestecarea produsului cu
lui urtilizat trebuie sd depdgeascd volumul solufiei de lucru a usului. din

a pulberii se recomandd a
le produsului sunt gata de

iilor de lucru nu se

pdnd la 2% inclusiv,

a materialelor stomatologice
metal, ceramicS, plastic, g.a.

ase
pletd

mari de 2%o - numai
momentul



in caz de infeclii fungice

Obiectele supuse
decontaminarii

60
30
15

Suprafelele in incdPeri (

pereli, mobilier dur, inclusiv
din lemn), aparatele,

Vesela firi resturi de manca

Regirnirrile de dezinfecliare diferitor obiecte crr solrrtiile prodrrsrrlrri

in caz de
infectii

bacterieno

timpul,
min.

6(
30
15

30
1:;

at
3Cl

Ar'
3(t

Regimurile de dezinfectare a articolelor de uz medical cu solufiile
produsului ,,OXIGRAN" in caz de infecfii bactleriene (inclusiv
tuberculoza), virale gi fungice (inclusiv candidoze 9i dermatofrfii)

Regimurile de dezinfectare a diferitor obiecte cu produsul

,,OXIGRAN" la efectuarea curlfeniei generale in
institufiile medico-sanitare t.a. institufii

Profilul instituliei
medico-sanitare

Regimurile de tratare

Concent
ralia

%

Timpul
Minute

Metoda de
dezinfectare

Sec{iile de chirurgie,
sectiile de
stomatologie, sec{iile de

obstetricl qi ginecologie
sdlile de proceduri,
sdlile de operaJii,
strlile de pansament,

laboratoarele

0,25
0,5
1,0
1,5

90
60
30
l5

$tergerea
sau
irigarea

Regimurile de tratare presterilizatorie a articolelor de uz medical, inclusiv instrumentarului 9i materialelor chirurgicale 9i

Articolele de uz medical, inclusiv
instrumentarul ohirurgical gi

stomatologic din diverse materiale
(plastic, sticl6, metal); endoscoapele
rigide gi flexibile produc]ie locali 9i
import gi instrumentarul atagat lor

stomatologice cu solutiile produsului ,,OXIGIIAN" prtn metoda nanuald

Prelucrarea
Resimul de prelucrare

Temperatura soluliei
de lucru,oC

Concentralia
%

Timpul de expozilie,
min

inmuierea in instalaJia cu ultrasunet cu in ersia completd a

articolelor gi umplerea canalelor gi cavitdlilor in corespundere
cu programul instalatiei: NumaipuJinde 18 0,15
-din metal si sticld 20

-din plastic, cauciuc, materialele stomatologice 30

-articolelor dotate cu canale si cavititi. oslinzr lor cu amaleam 30

murile de sterilizate a articolelor de uz medical cu rodusul XIGRAN'

Tipul articolelor s up use sterilizdrii

Articolele din sticl[, metale, plastic, cauciuc pebazd de cauciucuri
naturale gi siliciu (inclusiv articolele cu element:e lac6t, canale sau

cavit[1i , inclusiv instrumentarul chirurgical gi stomatologic
(inclusiv rotativ); materialele stomatologice; errdoscoapele rigide
gi flexibile de producere autohtond 9i de impof; instrumentarul

atagat endoscoapelor

Temperatura soluliei
de lucru,oC

Nu mai pufin de
18
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Instruc{iune de utilizare a produsului
dezinfectant

Virutoll. Extra

Viruton Extra este o formulS extrem de eficienti
pentru cur6larea 9i dezinfegtarea simultanb a

instrumentelor medicale 9i clnirurgicale de toate

tipurile. Formula moderni oferb efecte excelente de

curdgare chiar 9i in caz de inc6rcare proteici

semnificativi in timp de expozi$e scuft. Viruton Extra

are proprietSli bune de curdlare si sprsfiru microbiologic larg combinat cu timpul scuft de a$iune. Este

conceput pentru dezinfectarea manual5 9i dezinfectarea in dispozitive cu ultrasunet. Produsul prezinti

proprietSli anticorozive 9i compatibiliitate buni cu materialele. Este recomandat pentru instrumente

fabricate din olel inoxidabil, nichel, cuprLr, aluminiu, cauciuc, porlelan, sticli 9i plastic.

Indicalii de utilizare: Se prepard solulia de lucru diludnd concentratul cu ap6 in concentralia doritd

specificati mai jos. Pentru a obline concentralia de 0,5% se dilueazi 5 ml de concentrat in 995 ml

ape. Se scufundd instrumentele in s;olulie imediat dupd folosirea lor. Toate componentele 9i cavit5lile

trebuie si fie acoperite de solufie. fnsllrumentele dezinfectate trebuiesc cl5tite 9i uscate. Solulia de

lucru este valabilS timp de t4 zile. Dinr nrotive igienice se recomandb schimbarea zilnicd a soluliei. Nu

se combind cu alli detergenli sau d,ezirrfectanli. Produsul este destinat pentru uz profesional.

Substanfe active: 1OO g confiin: amine, sdruri cuatemare de amoniu, enzime - proteaze: 11,50 g

of N- (3-aminopropil) -N-dodecilopropano-1,3-diamini (CAS: 2372-82-9), 3,t2 g de poli (oxi-1,2-

etanodilo),. alfa .- [2- (didecilmetiloamiino) etil] -. Omega.- hidroxi-, propanoat (sare) (CAS: 94667-
33-1), L,25 g de clorurd de didecildimetilamoniu (CAS: 7L73-5L-5)

Ambalaj: flacon 1 L. cu dozat<Lr; canistra 5 L.

Activitatea microbiologici :

i BN 14349 :

j),"": 
.

EN 14476 1

ip$$ffiffi #ffi"RffiN;lD,7.3%,.KK-f;

EN t3727 0,50 ;i Bacteria (inclusiv MRSA)

xcondi[ii de curblenie

EN l_4_4Jg : ___ r_% _ I 0,1i/"1 
i



DOIMENII DE APLICARE
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Reprezentant oficiat in Reprrlalica MOLDOVA:

s -jt" tw*J"9r7"8, $tzLxgw-A
f VtO ?,0125 Mun.Ghisinarr, str.Grenoble 23
T;el= (O22) 9O4 - 006' 9O4 - OO5' fa*: 9O4 - OOZ

Numdr de inreaistrore de stot a di



Ministerul Sernetdtii al Republicii Vloldovar

CERTIFICITT

DE 1NREGISTRL\Rton' srlrllvlzARE SANITARA

AI, PR{]DIJSULUI BIODISTRIUCTIV

N r.!025!- data/l una/an ul 27 [07t2;'9r6

Solicitant: For titular SA .,M-INTER'FAJllMtA"

Nr, de identificare de stat - co<l 'rl fiscal 100360Qqq5263

inconformitatecuHCnr.546din|0.09.0')9iin|r.rzaordinulr'riMinistoruluiS6ne6Jii"'.#*i#

emis in baza documentaliei inaintate, s-a decis c6 r"rrm[torul produs biorJistructiv poate fi fabrica't sau comercializat $i utilizat in

il.priif.. t"to,,uu, "ontott 
prevederilor legislaqiei in vigoare'

Denwmirea comerciald a produsului: ![ICr\-CLOR

l. Date de identificare ale produsulai:
,'.1 Cilegoria de produ's: biodislruc!iv

- GruPa PrinciPald: !
- TiP de Produs: 2

1.2(fiilizar. 'ottt*lqr, aJ-tic'olglg'Ll 
eseurikrr rne{ticide.

AdresajuridicA St

r$tic. sti ! iillor biolgglsg-t.r+t, tt.ttr"rirrrrL.i1""r.a!':;' "e's€urllp{ !qediq{le't.l I Jstt.ta\.r Yj

)t,3 Forma de condilionare 5i atmbal'r'rrer lomp[rng!e/ Gr1{ru'le

l.6Informalii Privind
.09

uei

1,4 Conlinut ?n substanle activtz:
SSredejliodigaacidutFidiclo-ri?:ocianuLric(sareadeNaADCC)847o

1.5 Categorii de utilizatar;t ilfiltri'a-i, profesionali' popula(ie

2,I)afe de Ldentificare ale producdtorul'ui:

2.1 Firma: S*RL qSP,,qHENIX

2"2 Adresa: e rilrlgL?6''qrtl'"gsq*'r 4

Vatabilitatea certif-icatului de inregistrare data/luna/a .evazuti in docunrentalia
Compoziiia, parametrii de calitatl ai produsului 9i izare su'nt cet pr

tehrric[. care a stat la baza eliberdrii prezentului rm Raprortului de evaluare nr' 250 din

r eg lementdr ile aP lic a bile :

in Ordinele MSg,!12fu 0.2(r nr.142 .09.

Orice modifrcare a datelrrr der iclentificare a produsului biodistructiv, duce in mod

automat la anr-r'la i:hcatr rluri de inregistrare.

l: t

$]r^osz-a g

'{^rP' (
Q,4S otr$

Vicem



r{ $dndriitii, MLrncil $ Pretetliei S*cia}e trl i\e'ptlhtrir:ii \4nld*vtt

CORTTIIICAT

tODIIiTRI]CTI\i

lir. datni lun'a;tntrt rs

Soiir:itar:t: tor iitul;lr *t t{'

Adi*ta.iurid.lr u, ('lri.ittrrtl, H.c

Nr. dr: identi I-" ctxiul tircal tt)CIi$tiilCI0i?m3

iJr ttlil!i.!f$'lllirtr'cLr I l(i r:r-' 5l{r 'lii l il-il*.'i}q gi 'in b'arll r,riti*xlul ltiairit*trrkri S:iilntntrii' i\trrlt'i1 *i Pxrtcfiitl $o"^ial*

int*(e" s-il el*t:ixt$ trtttr*lorlrl pnrtllrs biotlii$tt*tiv poil{r }l iltbtiit{ :iau r'!i

enri.u, ilt b&t{a dr-'cilm+trtatiet I

t{,*piir}i*'a L{ulduva' sot:frlrN

S{r'ff t{1fl ire fl r3eunemi$ftt

- tuirpit
- 7"i7t de

trrrcrf;r"rnJril.' Q

l. Oste $e identil'ic dlc pr#il,{$Ji{rdJ,'

/" I Crrregnria de ; biotti:rtnqsLir

*<ieril*t legi:lur,i*i in r igatite

}I

innli: I

xs*: 'tL

J.Jdi/r:fir*rdi rrl {)eilt

l.'/ Cirnlirti*/ in s

J,5 {}: crrii ds ufil
L6 It'tfrxma{ii Ptl

Il) tu *rori

1 $at+: ds i a I e p ru t{ ttt.fr [ t r ul ui ;

2.1 j"irrns:

i"J lrlrcsa; s ilolu

previizuli in r'itlcutni:nlttltit

de svaiutlti* nr' 1$? rlin

\rulabiliniteai cenifi l*li de ilrrrlgisl{iire datr},'ltnitJftnui

<ic *alitalt lli produsr.r{*i .si drlnr*r"tiuI riru utitizqfc $r"L$t {el
C*mp*ei1in. p$r'alndt

telrnir:ft. cure $ still

{}ric* m*difrct * datelur de ldenriticsre n preiclrrsului sl.rltr.:tiv c* lrr mod

rlltt$tlri!{ lt;rnrdu ra t*rtliliest ul ui de i::registreire'

tttti:
re'gle*xl*f*ril e cP firc$fi c I

*rite ulteri$*l't,

t)

S*cretilr'de L,ANC(}



CERTYFII }rii:AT

dla Systemu Zarzqdzania wg
PN-EN ISO 13485:2012
$poby medlene - Systemyzanqrr-anftr jakodr:riq . Wlrnaganla do cel&rir pr.repds&r pra\Arnyctl

Zgodnie z procedurq T0v NoRD porska sp. z o.o, za$wiadcza siE niniejszyrn, ie

Medi -Sept Sp. z.o.o
uf . Konopnica 159c, FL /;t1-010 lrrXotycz
z od dzialem/lokaliza cjq

ul. Ludwika Spiessa 4, pL I Zfl-ZTO Lubtin
stosuie systern zarzqdzeniazgodnie z powylszE normq v/ zakresie:

il{EDISEPT
r'Ir.3rrii 

',_.,l,tj$

Katowice, 31-0.1-?01S

[: , ten ertg]rat nie jest cartyfikatsn

I Wahy od 02-02_201gFrotok6l z auditu nr: pl4125/2018p 
Wa2ny do 2g-02-10,t 9
(do 0"f-02.2011 w pr:ypsdtu pf"ej3ci, fla PN-EN tso 134s5:2016)

Fierwsza certyf ikacja: 02-A2AA$

F ie, pfodukoj€r i sp 6w yjnychd rn 
"6. 

piystil'buij ych 'iedycznych.

[]e,9Ju111 1*qnostki certyf ikujqcej
TUV NORD Potska Sp. z o.o.

zostafa preeprowadzona i jest systerna11r62nl* nadzorowana zgodnie z ptueedurqFolska Sp. z o.o. .''/,

AC 09{1
oM5



CHRTIF]C//[TE
Management system as per
PN-EN ISO 13485:2012
Medical devices - Quality rnanagernent systerns ,. Requiraments for regulatory purposes

In accordanca with TOV NORD polska Sp. z: o o. prfceduree, it is hereby aertified that

Medi -$ept $p. z.o.o
ul. Konopnlca 159c, pL l2{-0$0 Motycz
with the location/site

ul. Ludwika Spiessa 4, pL / 20.120 Lublin
applies a rnanagement system in line with the abov'ei standard for the foltowing scape

hfg0lSEPT
4*s*/k: $r.Nf(l;i^

d produre;tion and sales of d productsd ibutionr of single-use rnedi .

R ess of the Pobka s5r. z o.o. ir body No. 2274 0f medic€l devic€6, this cerlificate is nota cate 6f Co eaning of l)irectivs and is not a ba marHng,
Certificate Registration No. AC0O0 MDt106(}/4125J:t0tg Valid from A2-02-ZAfi
Audit Raport No. Pl-41251?018 Va[d until 2g-$2.20,t9

(ufrtit 01.01_801 in eas€ si uFgrsde to PN-EN lso 13{85:2016)

In itia I certification: 02-02_20 I S

Ma Ctsrtifi
TU pd1 Katowice' 31-01-?018

lr$"fifHfffi#H rdance with the TOV N0RD Pofska sp. z o.o. audiring and €rtificerion procedures and is

ul. l\, ickiewicza 29 40-085 Kalowice



EERTIFI}(l\T
fUr das Managementsystern naeh
PN-SN tSO rlcg5'r*t,
Medizinprodukte - Quali6tsmanegern(tntsysteme -Anforderungen filr regulatodsche Zwecke

Der Nachwe lw Anlvendunll wurde erbracht und wird gemdB
TUv NORD z ieschein(j'friir

Medi -Sept Sp. z.o.o
ul. Konopnica 159c, pL / 2{-01f 0 Motycz
rnit dem Standort

uf . Ludwika Spiessa f, pL t 2O-ZZ0 Lubtin
Geltungsbereich

Leiter der sstelle
TUV NOR z o.o.

Entwicklung, Herstellung un d ve*a uf von Desinfellttionsmitfe ln
f ii r Med izi np ro dukte. ve rtrielb vo rr Einwe g-Me d izinprocurte n.

, ,16ff?ilE",iliil:lffJi'#':%?Hil 
inkat

AuditberichfNr.: pl4125r2o1u * G0ltis von 02'02't018
{i0itig bis 2&0n.20,te
(tris 01"02.2021 b6i Umslsllung aut FN.EN ISO 13485:?0161

E:rstzertifizlerung: 02-02_201 5

MEDISIPT
*?en^\ra *rtie hia

3;:ilt"dt11$:'wurde 
gemsB T{iV NoRD Polska sp' z o.o. verfahren zurAuditierufig und Zertifizieruns dr.$chsefrihrt und wird

ul" M'ickiewicza 29

Katowice, 31-01-2018

4M85 Katowice
TUV NORO Folska Sp. z o.o.

AC 9SC
aids



CERTIFI.C,A\TE

Management system as per
PN.EN ISO 13485:2016-04
Medlcat devlcas - Quallty management systems - Requlrements for negulatory purposes

In accordance with TUV NORD polska Sp. z o.o, procedures, it is hereby certjfied that

Medi -Sept $p. z,o,o
ul. Konopnica 159c, PL / 21-0t30 Motycz
with the locationlsite

ul. Ludwika Spiessa 4, pl. / 20.270 Lublin
applies a management systefi in line with th6 ebove standard for the following s6ope

Design and development, production and sales of disinfection products
for medical devices. Distribution of single-use medical devices.

Regardless of the fact that TqY ry9RD Polska liP-" z o'o. ls.a .nolifbd- bo dy No,2274 in the area of medical devicos, this cerilficata is nota Gerlificate of conformlty within the meaning of'Direcir,,"-sg/czligCir,i rl-.'"G'ufrlir'ro,. ce marklng,

Certificate Registration No. AC0!0 MDt1C6gt1l2StZO,ls
Audit Report No. pL412S/0

MEDISEPT
lr*silh& ftonlfr,ajr

Valid from 02-02-2015
Valid unlil O1.D2.ZOZ1

Initial certification: 02-02-201S

Katowice, 28-02-2019

z o,o, auditing and oartification procedures and is

Manager of Certitication Body
TUV NORD Polska Sp. z o.o.

This c'rtification wa. conductad in accordarrce wilh the Tuv NoRD polska sp,subject lo regular surveillance audits.

rUv ruoRo polska sp. z o.u. ul, lrrticklewlcza 29

Ae 090
oMs

40-085 Katowice wu/w.luv.nord , ol



Pulbere pentru cur5larea gidezinfectarea instrumentarului, endoscoapelor,
incubatoarelor 9i a altor suprafefe ar dispozitivelor medicale

DEZINFECTARE:A DE NIVEL IT.IRIT

STERILIZAREA LA RECE

Spilare activi

Dezinfectare de nivel inalt (acJiune sporicidi)

Nu emani praf

Nu necesiti activator

Eficacitate delal% la 1O min.

* ltlire wqddnir
* flilh l0rrl
r Doct hoi mh art

5kg

\ "'.sti:,;,,,'':r.1.i: ,r; ' ..:',

Eficacitatea microbiologici: Bacterii (S. aureus, p. aeruginosa, E. h
albicans) EN 145G2: I% - LO min., L% _ 30 min. Fungi (A. brasiliensi
terrae, M. avium) EN 14563: L% _ 10 min., 1% _ 3
simplex, Ebola) EN 74476:2% - 10 min., :L% _30 mi
subtilis) EN13704: 7% - tO min.*, !% - 30 rnin. (*inci

Fr:oducts f*r
'i.'::.

Instrumentar Freze dentare Endoscoape



CurSfarea ti dezinfectarea
instrumentelor gi a endoscoapelor:

se scufundb instrumentele asigurindu-se ci toater
elementele ti orificiile echipamentului medical

sunt umptute cu solutie. Dupi o perioadi specificii
(10 min, sau 30 min. in dependenli de

concentralie) se scot instrumentele din soluTie Si
se cldtesc cu api potabili (de preferinfi apd

distilati sterild sau api demineralizati). Solutia de
lucru se shimbi zilnic. Acest preparat nu este

destinat pentru instrumente din aluminiu, cupru gi

alam5. Poate fi utilizat pentru instrumente
nedeteriorate placate cu crom si nichel.

CurS|area 9i dezinfectarea
suprafetelor:

se pulverizeazi suprafelele
echipamentului dvs. medical cu solutie
sau se $terg cu laveta Si se lasi 10 min.

1{

2t
al

Curbfarea ti dezinfectarea

incubatoarelor:
manualul detaliat pentru dezinfectarea

incubatoarelor este disponibil.

1v:
1%

lolo

zug

substan(e active: 100 gr.'de preparat conti ni 44 gt. de percarbonat de natriu (cAS: 15630-89-4), 26 gr. Tetraacetilenorganici, surfactanli anionici, inhibitori de corozie.

Ambalaj: 1 kg cu lingurd de dozare, 5 kg cu linguri de dozare

ll,:"c:;liJ:::::in:1":l'Jllt:'j._::l_::10", in risa tehnicd rre securitate a produsurui pe .. .- --,, rDispozitiv medicar de crasa r b in con ormitate cu nctui pri"i"o irirp".i,r"ffiil.#;.rfi.



Cerfificmte
ThE Certif,ltortion Bsdy

MEDCERT zr:r*ifizienrngs- und priifungsgerelkchofr ftir die Medizin GmbH
Pilotuspool2 .- 20tli55 Hcmburg - Gerrnony

herewith confirms ftot lhe compqny

Lysafrorrn Dr' Hqns Rosemann GmbH
Ksiser-UVilherll m-Sfrofie I 33
1224:l Berlirr
Germany

hos introduced, oppfiesi ,qnd maintsins c euolity Monogement sys in the creo of:

Design, monufncfsre, final inspection ond dirtriburion of. Diriinifecforrts
. DisiniFecfing detergents
r Dgfergenfsi
o Dosinrg fe,clhniques fer disinfectanfs"

disinfecfirug detergents qnd defergentg
. ApFlicafiolrr accessories for disinfertonts"

disinllecfintff defergents ond detergents

The complinnce o'f the Gruolity Monogement Sysfem with the requirements of the below menlioneo
stondqrd wqs,rerified by' on oudit;

EN ISO 13485:2012 + ACr2Ot2

ThiE certiflesre ir volid until: 39 April 20lg

Report' No.:l 2()8FS1 9F
Process No.: GtS - l20B
Cerfificole No.:: I 208GB4gg l./0i03

Hcmbu4g, den 03 Moy ZA\T

i DAKKS

D-Zhrl-1963S04-00



I}ID 2025 Mrrn. Ghisinarr, str. Grenoble 2l
fel: (O22) 9O4 - 006,9O4 - OO5; Fax: 9o,fl. OOZ

www. rnlnterf,arrna. rnd

tYsoFoRMlN 3000
- concentrat pentru dezinl'ectare si spalare (instrumentar medical, instrumentar stomatologic,

suprafete, inventar). In speclial este disponibil pentru endoscoape elastice.

COMPOZITIA: 100 gr. solutie contine: 7,5 g. glioxal, 9,5 g. glutaraldehida, 9,6 g. didecildimetilamoniu
clorurat.

PROPRIETATI:

- Actiune bactericida, virulicirda (incl. Hepatita B si slDA), fungicida
- Preparatul este inagresiv pelntru instrumente, endoscoape si utilaj de laborator
- Este un remediu eficient de curatare
- Nu contine formaldehida, fenoli, fosfati si agenti oxidanti
- Preparatul este stabil in apa de var, se descompune biologic
- Miros placut si proaspat

PREPARAREA:

- Din concentratul Lysoformin 3000 se prepara solutii de lucru prin diluare cu apa (temperatura nu maimare ca.cea a incaperii)
- Se toarna intai apa, apoi concentratul
- Se recomanda folosirea solutiilor proaspete
- solutiile necontaminate cu pro.duse- organice (dezinfectarea si curatarea presterilizatorie ainstrumentarului) se pot pastra active timp de 14 zili
DEZTNFECTAREA TNSTRUMENTELOR (|NCL. ENDOSCOAPE)

Dezinfectarea

Dezinfectarea virusurilor B -ci HIV
1,iYo- 30 min. 2,OYo- 15 min.
lomt -'t L. apa 20 ml. - 1 L. apa

Dezinfectarea afetelor

D ezi n fec ta re a tesa tu ri lo r. O,25oh - 4 ore

PRECAUTII:

- Amestecurile cu alte solutii detergente sau resturile acestora pe instrumentele expuse pot reduce sauanula efectul dezinfectant al preparatului
- 

i:,:::i":-'i::*:i:11:1::!! sura, insestie) cu Lysorormin 3000 este necesara asistenta medicata.Primul pas este diluarea con,centratiei Jgresive abundente cu apa (extern si intern)- Se folosesc doar solutii si nu concentratul
- A se folosi manusi de protectie

PASTRAREA:

- A se feri de copii
- Temperatura de pastrare + SoC - + ggog

- A se respecta termenul de valabilitate
AMBALAJ: - plicuri de 20 ml.; flarooane 1L.; canistre 5L.

-Qi .a virttcttrilar
1o/o -'l ora 1,5o/o- 30 min. 2,OYo- 15 min.

19 !!tl. concentrat - 1 L. apa !5 ml. - 1 L. apa 20m1.-1L.apa

1,0oh - 15 min.
10m|.-1ora
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ERENLER MEDIKAL SAN. T]C. L D. $TI.
E-T-

E,C Declaration of Conformity

We Erenler Medikal Co.,Ltd. herewith declares under its sole responsibility that the item of product
specified below satisfies the essential requirements of the EC Medical Devices Directive 93l42lEC
with amendment 2007147 IEC directive which are apply to it.

Product Name: Medical Recording/Chart Papers (ECG/CTG papers)

Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformity Assesment Route:r Annex VII

Applicable EU Directives:93l43lEEC Medical Devices Devices with amendment2007l47lEC

Applicable Standards: EN ISO 15223-l:2016, EN 104l:2009, EN ISO 14971:20t2, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co.. Ltd

Ikitelli O.S. B. Fatih San. Sitesi 38 Blok No: 314 34490- Basaksehir Istanbul /Turkey
Tel : +90 212 486 00 37 (140) Fax: +90 Zt2 486 O0 38

Country of Origin: Turkey

On Behalf Of Manufacturer:

Name: Ercan Taslicukur

Position: Vise President

Date-Place : Istanbul-Turkev

iri'rElli oRG.sAN.lBoL.p.q,rlg sANAyi sir. l-s BLocKNo;3-4 eA.sA,xsnHinl tsrexsuI,
TOL:+90 21248600J7 FAX:+90 212 48600J9

l
FR-003 / 00 / 09.06.201I REF.: pR-011 ikitelli V.D :354 015 l0 62
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ERENLER MEDIKAL SAN. TIC. I-TD. $TI.

EC Declarution of ConformitY

We Erenler Medikal Co.,Ltd. herewith declares under its sole responsibility that the item of product

specified below satisfies the essential requirements of the EC Medical Devices Directive 93l42lEC

with amendment2}}7l47lEC directive which are apply to it.

Product Name: Medical Recording/Chart Papers (ECG/CTG papers)

Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformify Assesment Route: Annex VII

Applicable EU Directives:93t'431EEC Medical Devices Devices with amendment2007l47lEC

Applicable Standards: EN ISO 15223-l:2016, EN 1041:2009, EN ISO 14971:2012, EN ISO

13485:2012

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli O.S, B. Fatih San. Sitesi 3B Blok No: 314 34490- Basaksehir Istanbul /Turkey

Tel : +90 212'+86 00 37 (140) Fax: *90 212 486 00 38

Country of Origin: Turkey

On Behalf Of Manufacturer:

Name: Ercan Taslicukur

Position : Vise President

D ate-Place : Istanbul-Turkev

Signature-Stamp:

ixirplli oRG.sAr{.BoL.r,c.riH snNnYi sir. 3-B BLocK NO:3-4 BASAKsnuin I isrn
TEL:+90 2124860037 FAX:+90 212 486 00 38

I!
ikitetti v.l :354 o15 1o 62FR-003 / 00 i 09.05.201 I REF.: PR-01 1



Lista fondatorilor
operatorului economic,

codul personal
(numele, prenumele)

SA "M.INTER.FARMA'O
o fost fondutd tn anul 1994 de cdtre:

1. Matei Vasile - cod personal - 0961110897556

2.Morozov Maria - cod personal - 0970208486488



Carestresffr
DECLI\RATION OF CONX'ORMITY

Caresteanr Health, Inc., hereby declares under its sole rcsponsibility that the produo(s) listed are mado in
confonnity withANNEX I, Essential Rerquirements, and ANNEX VII, EC Declaration of Conformity, ofthe
European Bconomic Commrnity Mediaal Device Dire,otive [Direotive 93/4AF.I,C] and tlre requircments of
Clause 6.6 of Sohedule 3 of the Ausfailian Therapeutic Goods (Medical Devices) Regulations 2002 relating
to the stated devices.

Manufacturer's Name and Address: Caresheam Health, Inc.
150 Verona Sfeet
Rochester, NY, USA 14608

Medical Device: Medical Imaging Photoprocessing Devioes - Photochemicals

Chemistry used to devolop or fx the image on medical and dental X-ray fihns:
KODAIK GBX Developer and Rsplenisher
GBX Devsloper and Replenishor
KODAIK GBX Fixer and Replenisher
GBX Fixer and Replenisher
KODAI(GBX Twin Paok
GBX T'winPaok
KODAI( Medical X-ray Fjxsr and Replenisher
X-OMAT ND( Fixer and Replenisher
KODAI( Msdical X-ray Developer and Replenisher
X-OMAT ilD( Developer and Replenisher
KODAI( READYMATIC Developer and Replenisher
READ\fMATIC Developer and Replenishei'
KODAI( READYMATIC Fixer and Replenisher
READ\IMATIC Fixer and Replenisher

READ]'MATIC ChemPack
KODAI loper and Replenisher
RP X-O Replenisher
KODAI(I RP X-OMAT LO Fixer and Replenisher
RP X-OMAT LO Fixer and Replenisher

Product List:

KODAII. X-OMAT EX Devoloper
KODAX|.X-OMAT EX II Develop er

Issurnce Date May 28,2013 Rovision N (photochernicals)
Catestream Heafth, Inc,
150 Verona Sfee! Rochester, Ny, USA 14609

Pago 1 of3



Devioe Classffication:

GMDN Code andTerm:

Scope ofApplication:

X-OMATE sher
KODAKX.
X-OMAT Developer Starter

sher

KODAK Dental X-ray Monobath
CARESTRMM DENTAL X-ray Monobath

Developer

ray Fixer
Twin Paok

Rapid Access Twin pack

.KODAK Rapid Access Dental Developer
,Rapid Access Developen
JKODAK Rapid Access Dental Fixor
lRapid Aocess Fixer
.KCB Developer and Roplonisher
,KCF Fixer and Replenisher
.KPE Developer
IKPF Fixer
"End of'List'

Class
ctass IX)

(Medi utic Goods

1199? trdt"graphio film processing ohemioal, automatod
4.1008 Radiographic film processing chemioal, manual

All deolarod products

ri ionof.Conformity (not sment by the.p with the applicablo pro ssential-prinoiples
b

European Authorized RepresentatiLve: careskeam HoaltJr France
,tt, rue GalilCe
93 I92 NOISY-LE.GRAND CEDEX
IiRANCE

Issuanco Date May 28, 2013 Revision N (photoohemicals)
Caresheam Heatlh, Inc
150 Verona Sheet, Rochester, Ny" UfiA 1460g

Pago 2 of3



Standards Applied:
ISO 9001: 2008
EN 1041:2008
BN 980: 2008
ISO 7000: 2004
EN ISO 14977:2012
EN 62366:2008

Qualiff managenent systoms - Roquirements
Information supplied by tho manufaoturer of medical devioes
Symbols for use in the labeling of medical devices
Graphical s;'rrbols for uso on equipmont -Index and synopsis
Medioal devices - Application of risk management to medioal devices
Medicnl devices - Application of usability enginoeriag to medioal devices

Robert C. Meagher
Diroctor
International Regu latory Affairs
Carestearn Health, Iuc.
150 Verona Sheet
Rochester, New York 14608
Telephone 585 -62? -6528

t 8,2013 Revision N (phrotochemicals)c rnc.
150 Vsrona Stree! Rochester, Ny, USA 1460g

Page 3 of 3



Certificate of"' lReg istration
QUr\LITY MANAGEI|4ENT SYSTEM - ISO 1348i5:2003

This is to certifu that:

Holds Certificate No:

For and on behalf of BSI:

Original Registration Date: 12120 I 2002

and operates a Quality Management Systen wfrich complies rarith the requirements of ISO
follovving scope:

CMDCAS
Recognized

Registrar

..making

Aneritss il'^il roup Ame!"}c.] lrt., 12s50 vv)rlc$it{l Drjve, S,.:ite E0*, f-irrn*;:n, vA llll70-0.007 usAA l'1el:irrr of Lc*rlarias.

The desi g n, ma n ufactu re, distri t,:rution, (i nteg ration, i nsta
products) of diagnostic image recorrling devices, photo c
systems, i nformation tech nologl, software for hea lthcare
imaging and detection, Manufact.ure, service, irstallation rs.
Storage, Handling, Packaging arrd Distribuiion cf pharmi

13485:2003 for ther

By Royal Charter

Carerstream Health, Inc.
:1150 Verona Street
Fllochester
l'rlew York
h4608
LISA

il=M 72499 ,+lo

Eilfed:ive Date: 10/19/2016 Expiry Date: 0212812019

Page: 1 of 2



Certificate No:

Location

FM 72498

Registered Activities
Carestream Health, Inc
150 Verona Street
Rochester
New York
14608
USA

The design, manufacture
and senuicing excluding film pr

,:[:il ru#:::TJ l;::ilff 3' "'
nedical imaging and detection.

llation and distribution of Dry View
, Packaging and Distribution of

Carestream Health Inc.
1600 Lexington Ave. Suite #356
Rochester
New York
14606
USA

Seruice, Storage, Handl

i[.^l_"_d^ 
Devices, Repta

:grygr: verification. and rhe S-ioFge, Handling, packaging
and Distribution of pharmaceutical Froducts

Carestream Health, Inc.

Canandaigua
New York
r4424
USA

carestream neatffi-
1049 West Ridge Road
Rochester
New York
14615
USA

Carestream Health,Inc --1669 Lake Avenue I x-raY films,

Rochester J hemicals.

T''''

New york . '. .,, :, '. .',

74652 ' ! :i o-,.- '

USA 1 ,,n,-
Carestream Health, Inc

The design an
medi.a rrca.l i;Avenue ffi?t"?il

Y.

usA , ,... ,.,' ,, '

Original Registration Date: t2/20/2002 Effecl[ive Date: 10/19/2016 Expiry Date:



'This is to certifY that:

Holds Certiflcate No:

For and on behalf of BSI:

Origi nal Registration Date: 2008-07-17

Lates;t Revision Date: 2017-10-31

and operates a euatity Managemenrt System r,nrhich complies with the requirements of ISo 9001:2015 for the

following scope:

The design, developmernt, manulr'acture, and service of_digital radiography.!.Tug]nq systems

(such as INDUSTREX digital systr:,:ms;; and accessories fgr the non-destructive testing industry-

Effective Date: 2016-10-21

Expiry Date: 2019-10-20

Page: 1 of 1

...making excellence a habiti

BV RoVal Charter

Celrtificate of Fil,egistration

QUAL-ITYMANAGEMENTS;YSTEIVII-ltSO9001:2015

Carestream
15ll Vi:rona
Rochester
Ntlw't'ork
141 608i
USi;iA

Health, Inc
Street

'iI ,-::"

FrM !t37916

'' ' 
_ . ., ',

Tllis rei-lificsi$ rlnririiir ll:n ptup*rty of BSI ;rrtrj 5hi:ll b(i rrhiffxld itlirixiiair,$y ilPoll r.-'{]uilsL.

An sl€crrDiljc cP*ifir*te can be aillhentiriltes online. Prirtr:rd ccrples ca* be valid*le* at r'rt"rlv'bsigrtlirp.r*nicli€nilils{tDrv
Ir: hc read in ccnjilnction iiJitir tite scofle abor.'€ or lne $fti,:hac1 dpF,'enclx.

iriin|-I|)"tl'in0aridictl|il*:ssI,iiii:c|luikCouli.Dl:'lyfcnll*t,|{nl:w|ititl,i'1ilrunKilyncs|4|(.-<'di)P,tl|:
$51 Assurance UK Liiniied. reEistrfeel in flngtand Lr*ri*r rutnber 78C53:l at 389 Ci:]a'sick hitlh Rcad, Londl* !{{ 4&t, Ul{.

A f"1rfiltr*r of ihe fiSI Grtr:p crf Conpa*ies,

Ca rlos Pitang a, SVP, System Certification ind'Compliance



No.

Issued To:

In respect of:

The design, developrnent and rnanufacture of

on the basis of our examination of the qualii:y assurance system under the requirements of council Directive93l42lEEC, Annex II excluding sectign 4, rhri: quality assurance system meets the requirements of the directive. Forthe placing on the market of class III produt.:ts an Annex II section 4 certificate is reouired,

EC certificate - Full euality Assurance si{ilffIi.'
Directive 93l42lEEC on Medical Devic$;,, Annex II excluding Section 4

cE 01233

Gar,ustream Health, Inc,
l50tVerona SttEet
Rocllhester
NeV,r yOrrk

146li08
usrtl

For and on behalf of BSI, a Notified Body fol the above Directive (Notifled Body Number 00g6)i

Frank Lee, EMEA Comptiance & Risk Oirecto::

First Issued: 06 March 1996 Lxate: 10 February 2O16 Expiry Date: 05

a

5J!

...making excellence a habitl
Page 1 of 1

11b.'act"



Certificate No;

Date:

Issued To:

Subcontractor:

E Certificate - Furll Qual'ity Assurance Si;t#Tl."
Directlve 93l42lEEC on Medlcal De\,'ices, Annex II excluding Section 4

List of Significant Slubcontractors
Recognised as being involved in services r',llating to the productt covered by:

cE 01233
10 February 20l{iii

Carestrcam Healtl*i, Inc.
150 Verona Stre+rt

hester
New York
14608
usA

Seruice(s) supplied

Algotec Systems Ltd
2 Hapnina Street
PO BOX 45
43107 Ra'anana
Israel

Design
Develgprnent
Software

Analogic C.orpomtion
8 Centennial Drive
Peabody
Massachusetts
01960
USA

Design
Man cture

Carestream Dental LLC
1765 The Exchange
Atlanta
Georgla
30339
USA

Yf,,6
to-

5.,\'

a habitl

Page 1 of 8



EC certificate - Full Quality Assurance siJffi;ii"'
Directive 9314/EEc on Medicaf D€vices, Annex II excluding section 4

List of Sign ificant Srubcontractors
Recognised as being involved in services rel,ntingr to the product covered by:

Certificate No:

Date:

Issued To:

Subcontractor:

cE 01233
1O February 2O16

Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA

Seruice(s) supplied
Carestream Health France
1, rue Galil6e
93 192 NOISY-LE-GMND CEDE(
France

EU Representative

Carestream
1049 West Ridge Road
Rochester
New York
14615
USA

Design
Development
Manufacfilre

Carestream Heafth. Inc.
1669 Lake Avenue
Rochester
New York
74652
USA

Design
Development
Manufacture

.,.making excellence



Ceftificate No:

Date:

Issued Tol

Subcontracbr:

EC Certificate - Full Quality Assurance Si;ill;Iil"'
Directive 93l4ZlEEC on Medical Deirices, Annex II excluding Section 4

List of Sign ifica nt Siubcontractor
Recognised as being involved in services nelating to the product covered by:

cE 01233

10 February 201ffi

Carestream Healtfr, Inc.
15O Verona Strert
Rochester
New York
14608
USA

Seruice(s) supplied
Carestream Health, Inc.
1964 Lake Ave
Rochester
New York
14615
USA

Design

Carestream l-lealth, Inc.
2000 Howard Smith Avenue West
Windsor
Colorado
80550
USA

Manufacture

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

Manufacture

...making



Certificate No:

Date:

Issued To:

Subcontractor:

cE 01233
10 February 2O1$i

Carestream Healllh, Iinc.
150 Verona Strectt
Rochestef
New York
14608
USA

Service(s) supplled

EC Cetrificate - Fu:ll Quality Assurance #Eilt"'
Directive 93l4Z|EEC on Medical De\ricesi, Annex II excluding Section 4

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

Careskeam Health, Inc.
Global R & D Center (Shanqhai)
No, 27 Xnjinqiao Road
Shanghai
201206
China

Design
Development

Carestream Health. Inc
5450 Campus Drive
Canandaguia
New York
L4424
USA

Manufacture

Carestream Heath Ltd.
Hacarmel 34
Star Yokneam Building
P.O, Box 505
2069204 Yokneam
Israel

Design
Manufacture

..^making excellence a h

il
;ii



Ceftiflcate No;

Date:

Issued To:

Subcontractor;

cE 012s3
10 February 2O16

Carestream Healtlh, Inrc.
150 Verona Streelt
Rochester
New York
14608
USA

Service(s) supplied

EC Certificate - Fulf Quality Assurance SflitAilil"
Directive 93l42lEEC on Medical Devices,, Annex II excluding Section 4

Recognised as being involved in s€rvices reltating to the product covered by:

Communication & Power Industries
Canada Inc,
45 River Drive
Georgetown
Ontario
L7G 2J4
Canada

Manufacture

Quantum Medical Imaging, LLC
2002-8 Orville Drive North
Ronkonkoma
New York
tr779
U5A

...making excellen



EC Certificate - Full Quality Assurance #teili.'
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontr ctors
Recognised as being involved in services re atirrrg to the product covered byl

cE 01233
10 February 2016r

Carestream Healtllr, Inc.
l5O Veroha Streeli:
Rochester
New York
14608
USA

Subcontractor: Service(s) supplied

Certificate No:

Date:

Issued To:

Rayco (Shanghai) Medical Products
Company Limited
Building 7, No. 1510 Chuanqiao Road
Jlnqiao Expoft Processing Zone
Pudong New Area
Shanghai
20t?06
China

Manufacu.tre

Rayco (Xiamen) Medical Products
Company Limited
308 Wengjiao Road
Haicang District
Xiamen
Fujian
367022
China

Manufbcture

...making excellence a habitl"



Recognised as being invofued in services rerzirting to the product covered by;

cE 01233
1O February 2O16
Carestream Health,, Inr:.
l5O Verona Street
Rochester
NewYork
tr4508
USA

Subcontracton

EC Certificate - Full Quality ssurance SflJEllT*'
Directive g3l4zlEEcon Medicar Devices, Annex tI excruding section 4

Certificate No:

Date:

Issued To:

Seruice(s) supplied
Sianmina-SCI Israel Design

f{anufacture
Medicalsystems Ltd
Zone I Korean Industrial park
24952 Maalot
Israel

Sclmage, Inc.
Design

elopment
So re

4916 El Camino Real, Suite 200
Los Altos
California
94022
USA

Sol ucion es M6dicai gxplrtaciOn
SdeRLdeCV Manufacturc
Prolongaci6n Mariano Otero 40g
Ciudad del Sol, 4S0S0 Zapopan
Jalisco
Mexico

...maKtng excellence a habitl'



Ec certificate - Full Quality Assurance si;ffi;lT"
Directive 93l42lEEC on Medical Dev,ices, Annex II exrJuding Section 4

Recognised as being involved in services relatin,l to the product covered byl

Certificate No:

Datel

Issued To:

Suhcontractor:

cE 0r233
10 February 201,6,

Carestream Healtl,r, Inc.
15O Verona Street:
Rochester
New York
14608
USA

Seruice(s) supplied
Trophy
4 rue F. Pelloutier
Croissy-Beaubourg
77435 llarne-la-Vatlee Cedex 2
France

Design
Development
EU Representative
Manufacture

Varian Medical Systems, Inc. Manufacture
)GRay Products
1678 South Pioneer Road
Salt Lake City
Ubah

84fi4
USA

.. making excellence a habiil'



IDNO 1.003600005263 Cod OKpO 37020s3G Cod WA O2O7g34
MD 2025, Chigindu, strada Grenoble 23, Moldova

Tef 0 0 3it3 22 | 72 t8 26,72 54 58, 72 _ g3 _72, 72 _ gO _ 7g,73_ g7_19

coN Ft RMARen iru neclsrnAnrr

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

(13X18cm ,u,00, ,,,,'o'ilnJ;*:?g'::':ff1,T,","1,,18ili',',i:ll,'.:T,tflT,Hl* il:l,",Ht:,r N100; 35X35cm

(13X18cm rvroo; r8x2+cll'il]ff11ifl".1.-ln,##{]{;,1,l1,.ItHi;#ili,;?#lo,oo., 
Nloo;3sx3scm

(13X18cm *,00,,,*,orrrT;xl[ir3:,;ffi:'riii*+,',".,*,J,::!fffi;fr?:*,*u,ri..'r,oo.,' 
Nloo;3sx3scm

F.irm rad'ograric pentru 
",^Iilftilitili#?ro, MXG, moder: GREEN(13X18cm Nloo; 18x24cm ru:'oo; rsx d cm ruroo; 24x3ocm Nloo; 18x43cm ruroo, zox+0., N100; 30X40cm N100; 35X35cm

Film radiosrafic pentru mamografie a^il3H:lt'ilili,1? s, moder: 18x24 cm,N 1oo; 24 x3o cm N 100;Film rardiografic pentru fluoroscopie CARESTREAM pFH_T, model:
110 mm x 30,5 m, 70 mm x 30,5 m

Film radiografic pentru fluoroscopie RETINA SOE, model:
110 mm x 30,5 m, 70 mm x 30.5 m

,"*t]l"r_lr:rdinuluiAoT'Ps'01'lRg04-15 
inregistrarea este vatabitd pentru o perioadi de 5 ani de ra

Cu respect,

DIRECTOR

Vasile Matei
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CERTIFICATE
No. QS2 17 06 84658 009

Certificate Holder: Rayco (Shanghai) Medical Products
Company Linrited
Building 7, No.l510 Ghuanqiao Road
China (Shanghai) Pilot Free Trade Zone
2O12OB thanghai
PEOPLE'S REPUBLIC OF CHINA

Gertification Mark:

Scope of Gertificate: Design and Development, Production
and Distribution of Medical lmaging
Systems & Accessories

ISO {3485:2016Standard(s):

The Certification Body of TUV StiD 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

fUv sUu Arnerica lnc.
10 Centennial Drive
Peabody, MA 019S0

USA

M2435

2017-06-19

202047-20

Earl Buckmiller
Director, Quality Systems & MS Cert. Body

o
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CERTIFICATE
No. QS2 17 06 846518 009

Rayco (Shanghai) Medical Products Gompany Lirnited
Building 7, No. 1510 Chuanqiao Road
China (Shanghai) Pilot Free Trade Zone
2O12OG Shanghai
PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production and Distribution of Medical lmaging
Systems & Accessories

Rayco (Shanghai) Medioal Products Gompany Limited
Building 3, No.l510 Chuanqiao Road
Ghina (Shanghai) Pilot Free Trade Zone
2A12OG Shanghai
PEOPLE'S REPUBLIC OF GHINA

Production and Distribution of Medical lmaging Systems & Accessories

Rayco (Shanghai) Medircal Products Gompany Limited
Building 4, No.1510 Chuangqiao Road
China (Shanghai) Pilot lFree Trade Zone
201206 $hanghai
PEOPLE'S REPUBLIG OF CHINA

Production and Distribution of Medical lmaging Systems & Accessories

Effective Date:
Expiry Date:

201 7-06-19
202.0-07-20

Page2 ol 2

TUV SUD America lnc.
l0 Centennial Drive
Peabody, MA 01S60

USA

Eiarl Buckmiller
Elirector, Quality Systems & MS Cert. Body

G)
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