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Medi-Sept
ul. Konopni

IKAT WE I EJC CERTIFICATT

zgodny z Zalqcznik ll1u.p. ay I aoc. 9344UEEC Annex llg.a, n1

Niniejszym sie, 2e firrna I This ceftifias, that the eampany

p. z.o.o
a 1$$c, FL 121-0$0 Motycz

dla kategorii klasy lla i llb I tor the trtraduct category class lla i llb
(Lista wyrobow zalqcznik \ I List of producfs see annex 1)

roby med do dezynfekcji,

dfcal

stosule systeill nia iakoSci w projektowaniu, produkcji i kontroli koncDwej wynrienionych wyr,tbdw zgodny z wymaganiami Zalqcznika ll
(z wyl4czeniem $ekcji ) dyretrtywy 93/42iEWG. Dodalkflwo, pray znaku CE rnusi zosta0 naniesiony ilumer identyfikacyjny iednostki nogrfikowanej.
Walnose tego zale2na jest od utlzymnnia systemu zapewnienia jakosci zgodnego z wymaganiami dyrektywj ijsgo nadzorowanla przez
jednoslke zgodnie z Zalqcznikiem ll, rozdzial 5. Cefiyfikat nie moze byd przenoszony pod zadnyrn warunkiem

has eslabil-shed a
$i4AEFC.
maintsnance oflhe systefi {n aecordance with ths requiremenls oF tfts dhectiva and its suveltlance by the Nolified Body accoding Annex ll
sec/ion 5. Ihe may nol be lransfetad under any circumslances_

Nrrej. / Reg.-No. 3114125t2015 Wa2ny od I Valid from fl2"0?..2}18

., Wazny do I Valid until M-A2-2O21Raport nr / Report o.: P14125/201 8-10

Katowice. 07-01-201S
Wyroby Medyczne /

medical devices

Jednostka N umer identyfi kacfiny' :!274
Notitied Body lD. 2274

T0v NoRD potska zoo. & +48 32 786 4$ 4f Fax+48 32 78646 01
www.tuv-nord.pl, biuro@tuv-nord.pl

/ Goples of thrs c le anly without chan6es.

ul. Mickiewicza 29 Ketowice

sysfen for daslgn, produclion End final testirlg acc. to fhs requiremenls ol Annex I! (exctudr'ng sectron 4) ol the directive
tha CE narking the notification number of the Notitied Body has {o be affixed. The validity ot this cerlificale r's based on rne

Dop siq kopiowania certyfikalu tylko w niezmienionei postacr



do certyfikatu nu

Raport nr / Report

Iyp / Type

Wyroby medyczne do

medical devices for

NIK nrr.stronat"r l ANN X 
"". 

l,paso1or3

er rejestracyjny I to Cettifir:ate Registrat{on No.:

.: PL4125/2018-10

Wyroby / Products

Velox Top AF neutral

Volox Top AF grapefruit

Medl Spray noutral

Direct Spray 3L

[iedi Spray tea tonic

Velox Spray neutral

Df, Mayer Green Neutral

Velox Spray tea toilie

Dr. May€r Ciregn Tonic

Velox Foam Extra

Direct Foam Extra

Dr Mayer S'lnic .Sen$iliv6

Vslox Foam Prin'l

Velox Foam

Velox Rapid

Veiodes Silk

Velox Wipes

Velox Wipes I'lA

DirectWipes NA

Dr. Mayer Energy Sensitive

Quatrodes Strong

Quatrodes Edra

Quatrodes Forte

Quatrodes Unit

,Quahodes Unit NF

Direct Unit NF

TN P/M DDi 01 31 I 4125t20'l 5

WaZny od I Valid from 02-02-2018

Wa2ny do I Valicl until 01-0: 202'l

Klasa / C/ass

lla

lla

lla

lla

Ita

lla

lla

lla

lla

tt:l

lla

It5

Ia

Ita

lla

lla

lla

ila

lla

lla

lla

ila

lla

lla

UN'IDN

16748

16748

1 6748

1874A

16748

18748

1 6748

16748

16748

10748

1 6748

1 6748

1 6748

1 6748

1674A

16748

18776

1 8776

1 8776

1 8776

1 6748

1 6748

16748

16748

1 6748

1 6748

Wyroby Medyczne /
devic€s

Nurner Sden\ffi kacyjny 2:274Jednostka
Notified Eody tD. 2274

TUV NORO Polska
ul. Mickiewicza 29 5 Katolvice

Kaiowice, l)7-01-2010

& +48 32 78S 46 46, Fax +48 3? 786 46 01
u;rilw.tuv-nord.pl, biuro@tuv-nord.pl

Dopu sig kopiowania certyfilratu tylko w niezmienionej postaci. / copls$ or lhis te only withautcirFnoa$,



zArAe K n,t,srrona2zr I ANNEX No.l,page2otx

do certyfikatu

Raport nr / Report

Typ / Type

1 /yroby medyczne do

medical devices for

Jsdnostka
Notified Body lD,

TUV NORD Polska

Wyroby /Pnrducfs

Quatrodes Prgss

Quatrodes One

Quatro Basi<;

Viruton Strong

Vituton Ext|ir

D( il4ayer Ey-o-Extreme

Viruton Fodrr

Dire4t Forte SL

Vlruton Classic

Viruton Pulver

Viruton Bohr

Diitect Bohr SL

Dr, Mayer Roth

Viruton Pre

Viruton Foanl

Effective Pulver

Effective Rotary

Effedive Suck

Effecliva Suck NF

Effective Wlpes

Effec"iivo Wipes Aroma

EffediveWipes NO ALCOHOL

Effective Instru

Effedive lnstru Extra

, Effective gpray noulral

€ffective Spray i€a tonic

Klasa / C/ass UMDN

rejesfacyjny I to Cedific,ate Regisfraflon No..

PL4125t2018J4

TN P/M DDt0 1 31 I 41 25 t201 5

Wa2ny od I ty'alid from 02.02-2A18

Wa2ny do I Valid until 0'l-02-2021

tla
I t^

.lJb

{tb

ilb

ilb

ilb

lrb

Ib

nb

lib

ilb

Itb

ilb

1lb

ilb

tla

ll^

lla

lla

ila

ilb

ilb

ila

lla

16748

1 6748

16748

16748

I 6748

16748

18748

16748

16748

16748

1674.8

16748

J OTdB

16748

16748

16748

16748

16748

16748

18776

18776

1 8776

'16748

16748

16748

I 6748

Wyroby Medyczne /
hody for devices

lnfl Numsr idenlyfikecyjny ?2124
2274

ul. Mickiewicaa 20

Katowice. AT-U,2A1S



do certyfikatu nu

Rapoff nr / Report

Typ / Type

Wyroby medyczne do

medieal devices for

Wyroby Medyc;lne /
body far devices

Jednostka
Noti*.d B6dy tD. 2271

NIK nrr,3rrona3ri f ANNEX 
"".r,paseror'

rejestracy,jny I to Ce ftificate Registra fion No. ; TNP/M DD/01 31 I 41 251201 5

P1412512O18-1A Wa2ny od I Valid fron O2"G2'2O18

Wa2ny do I Vaild until 01-02-20?1

Wyroby / Praducts

Effecif ve Sensitiva Foa m

Dr. Mayer Ezo.Forte

Dr. l,itayer KeraSept

0r. Mayer Hydra Forte

Dr. Mayer Bonlc neutral

Dr. Mayer Sonic grapefruit

Dr. MayerEnergy

Or. MayerAspiClear
ME D I SEFT Chusteczki do dezynfekcji powieachni

MEDISEPT Proszek do dezynfekcji obuwia rehabilita cyjnego
MEDISE d€zynfokci bawek rehabilitaeyinych,
wkladek pedycznyc

MEDTSEPT Spray do dezynfekcji but6w

Podoline Espurna d€slnfectante superficies

Fodoline Spray desinfeckrnte superficl€s

Podoline T$allitas desinfectantes sin Alcohol

Podoline Desinfeelante irlstrumefltal listo para usar

Podoline Deslnfectante instrumental Plus

Podoline Desinfedante instrumental

Saiko Drill

Saiko Sept

Saiko Sept Extra

Saiko Sept Pulver

Saiko Suck

$aiko Wipes

Saiko Zid

Klasa /Class UMDN

ila

llb

llb

Ia

lla

Ita

lla

Ia

lla

lla

16748

1 6748

1 6748

16748

1674&

16748

1877G

1S748

18778

16748

lla 18748

lla

lla

lla

lla

ilb

Ib

ilb

rlb

ilb

llb

lla

lla

lla

16748

'18748

16748

1 8776

16748

16748

1 6748

16748

1 6748

16748

16748

16748

18776

1674E

Katowice, ll7-01-2019

Numer ide ntyfikaeyiny 2[74

TUV N0R0 Polska Z O.Q

K€towice
q +48 3? 78s 46 46, Fax +48 32 780 46 0iul" Mickiewicz-a ?9

sie kopiowania certyfikalu tylko w niezmienion€i 00$tafii



Declaration of Gonforntity
Deklaracia zqodnoSci

MEDI-SEPT sp.z o.o.
21-030 Motycz,
Konopnica 159c, Poland

under our sole responsibility that the mediQal device
na swojq wylqcznq odpowiedzialnoSci, 2e wyrob medycmy:

pes - Alcohol-based-formula wipes for clea4ing and disinfection of
of medical equipment
- Alkoholowe chusteczki do mycia iszybkiej dezynfekcji powiQrzchni sprzQtu medycznego

la; rule 15 according to Annex lX of 93l42lEEC Qirective

Velox

Velox

of cla

rneefs
spetniajq
67e).

Atl
detai

zostal owany, jako klasa lla; regula 15 zgodnie z Rozporzqdzenienl Ministra Zdrowia z dnia 5 listopada
sposobu klasyfikowania wyrob6w medycznych2010 w

by the Technical Documentation TD PW - lla, rev.11, dated 05.02.2018
optsany Dokumentacji Technicznej TD PW - lla, wydanie 11, opracowanej dfiia 05.02.2018 r.,

provisions of fhe directive $/4AEEC which Qpply to it.
ystkie wymagania ustawy z dnia 20 maja 2010 roku o wyrobaph Medycznych (Dz. tJ. nr 107, poz

cable harmonized standards required by the girective g3l42lEEc - the
list in the Technical Documentation

maiqce zastosowanie normy zharmonizowane zwymaganiami Dylgktywy %/4AEWG - znajdujq sig w
zcji Technicmej

Di
ity assessment procedure: Annex ll excepting section 4 of g3l42lEEC

sprawie
oceny zgodnoSci: zgodnie zZalqcznikiem 2 Rozporzqdzenia Mililistra Zdrowia z dnia 12.01 .2011 w
magah zasadniczych oraz procedur.oceny zgodnoSci wyrob6w melycmych.

Evalu conducted by Notified Body:
Oceng Jednostka Notyfikowana :

Certifir
Expiry

TUV Nor{ Polska Sp. z o.o.
ul. Mickiewicza29

40-085 KATOWICE / Poland

te No. I Numerceftyfikaru tyE TNP/MDD/O1311412512015
ate I oata wa2noSci: 01 .02.2021

, dnia 05.02.2018 Waldema

C( 2274

V-ce



,,i 
,

lmportator in REPUBLICA MOLDOVA:

S.A. "M-INTER-FARMA", Mun. Chigindu, str. Grenoble23,2t
Tel. (022 ) 904-006, 904-005, F ax: (0221 904-007. www, m i nte rfa rma. md

ele pe bazi de alcool pentru curetarea gi dezinfectarea
su prafetelor echipamentu lu i nned ica I

microbiocid deja Tn 30

excelente de curdlare

' Delicat, um proaspdt de
grapefruit mandarini

Presaturat cu pe bazd de alcool, Vetox Wipes
este concomitent curitare 9i dezinfectant,
Indicat pentru rapidi a suprafelelor
mici, suprafelelor
accesibile, fotoliilor,

medlcal greu
; pieselor stomatologice

inainte de poftamprentelor prctetice 9i

ii if " ".. .....-.i

*?ir$ *

Spectru
sec.

amprentelor din
suprafelele ce vin in

F:t " ) $.t*

Asemenea 9i pentru
cu produsele alimentare.

+-fird :hi ,6{p{ri}*fl
* k.&ssd

$

s

!."Testat in
pentru

I Speclru

b'acterii,

. eroprieidli'e:

r Eficienld garantati gi siguranfd in u

{t,.-.'tt
r.1;"';jli,.,,

. Reducerga inalti a riscului

. Efect rapid pe suprafe!



,lf lUr rr,rq - $ervefele pe baz; de alcool pentru curitarea gi dezinfectarea
su echi

imbibat cu formu pe bazd de alcool, Velox Wipes este concomitent 9i pentru curdlare gi pentru dezinfectare. Destinat
pentru dezin rapidd a suprrafetelor mici gi greu accesibile al echipamentului medica!, fotoliilor, paturilor, pieselor

stomatologice inai
suprafele care vin

sterilizdrii, portamprentelor gi amprentelor din silicon. Deasemeni este recomandat gi pentru
in contact cu produsele alimentare. FSrd aldehidi gi fenoli, nu decoloreazd suprafelele dezinfectate.

Posedd miros p de grapefruit-mandarinii. Testat gi recomandat de Famed - producdtor lider European de echipament

'. Bauterlc

Evidenla

q hltREP-l

3fi pee
'l mln

.V

3{} aee-

J n:in.

' -*l)

r,n**r'.:irr, :nb"q"*Ftq
Envelcped vi {tr+81/, h.{C!d,

, ! | \t,.,.)f*gapn 
! 
gn_ 

Q 
t ?-"$**F*"WF*

Ell*3#J$
RKIIE 3& esc-

E.fd *4.47fi

,t Efi *447S )
,.ri : 1 -$N;r4)r /nr't##/M//2rt\:...:r.*!r'

a eficacitdlii biocide a produsului este disponibi15 la producdtor

. confin:
(CAS:57-63-0),

Pericol

flamabili, H319 - Provoaci iritare gravd la ochi, H336 - poate provoca ameleali

utilizare siguri:
suprafele fierbinfi, scintei, foc deschis gi alte surse de incilzire. Nu fumati, p2go -

e. Pistrarli containerul bine inchis. p5O1 - ConJinutul/ambalajul
tirile locale/regionale/nalionale/internationale.

5p,: r,o., Fontpa{r* i:iB+
fcful"n, a,"l.l +.,1S $l I,3$ ?;1 l?

11l. l+"or*'.n*dit,:pt pl

Instrucliuni de u Extragefi un gervelt-'l din container 9i gtergeli suprafala necesard de curdlat si dezinfectat. inchideti
capacul. Dupd d iderea ambalajului, folosili gervelelele in maxim 2L zile. Nu folosili servelelul dacd este uscat,Nu folositi

le la alcooli(ex. sticla acrilicd). Produsuleste destinat pentru uz profesional.pe suprafele sens

Compozifie: 100

4O gr - propan-2

20 gr - etanol,

0,39 gr - amine, 1-0-15-alkilotrimetilenodi-, produse al reacliei cu acidul cloracetic,
O,25 gr. - didecil metiloamoniu clorid.
Ambalai: puned rvd cu 100 servetele, container din plastic cu 100 servetele

Precaulii:

Fraze de pericol:
H226 - licid 9i vapori

sau somnolenlS

Fraze pentru conditii
P210 - feriti de cSldu

Pestrali in locuri bine
conformitate cu regle

folosili protectie mi ti/haine/a ochilor ;i proteclia fefei. p305+p351+p338 - coNTAcr cU ocHil:
cu grija ochii timp de minute. indepSrtali dupd posibilitate lentilele daci sunt prezente.
clStirea. P337+P313 Daci iritatia oclrilor persist solicitali consultanjd/asistenti medical. p403+

fle'risia:D: fl2"3017

Fl,tldui't'i'd.



Instruc{iune de utilizare a produsului dezinfectant

Medi. Spray

Medi Spray este destinat pentru dezinfectarea suprafelelor mici a

dispozitivelor medicale neinvazive, inclusiv banchetele gi

scaunele de tratament, dis;pozitivelor gi aparatelor medicale gi

chirurgicale, echipamente:lor de reabilitare gi altor suprafele greu
accesibile al echipamentuLlui medical, dulapurilor gi mobilierului
pacienlilor. Se recomandii in special pentru suprafele din sticld Ei

suprafele lucioase. Produsul poate fi aplicat qi pe suprafelele ce vin
in contact cu produsele alimentare.
Deasemeni este recomanclat pentru dezinfectarea pieselor de mina
stomatologice (inainte de sterilizare), la fel qi a tavelor pentru

amprentele dentare
precizie asigurd un

amprentelor din silicon. Nu confine aldehide ;i fenol. Componentele produsului selectate cu
larg bi,odistructiv in timp scurt gi curdlare perfectd a suprafelelor ftrd sd lase scame.

Instructiuni de u
Pulverizali suprafala solulie de la distanfa de aprox. 30 cm., se asigurd cd este in intregime acoperitd cu solulie gi se

lasd sa-gi facd

fbrd a ldsa urme. A
Substanfe active: 1

Ambalaj: Flacon 1

Apoi qtergeli suprafa{a cu un gervet din hirtie. Suprafala nu necesitd cldtire cu apd gi se usuci rapid
utrlizape suprafele sensibile la alcool (ex. sticla acrilicri). Indicat doar pentru uz profesional.
gr. de preparat confin: 63.7 getanol, 6.3 g propan-2-ol.
spray, canis;tra 5 L.

EN 13727 30s

EN 13624

EN 14348

15 s

30s

15 s

I min.

, HfV, H,CV, Vaccinia, Herpes simplex, EN l44i'6
30s

30s I min.

$

EN 14476 30s I min.

30sEN 14476 30s
DOMENII DE UTILIZARE

Reprezentant oficial in Reprrblica MO

J'.4." g"f - {:NlyE(&r.t,rl
MID 2025 Mun.Ghisinarr, str.Grerrobte 2l

Tel= (O22) 9O4 - 006, 9O4 - OO5, Fan:: 9O4 _ OOZ



NIGA.AMIGID
PRODUS DEZINTEGTANT

Produsul NIGA-AMlclD este de$tinat pentru:
> dezinfectarea si dereticarea suprafetelor in incaperi, aparatelor, dispozitivelor, lengeriei, veselei,
obiectelor de ire a bolnavilor, incaltamintei, dezinfectarea (inclusiv asociata cu tratarea
presterilizatorie)
) dezinfectarea

tratarea presterilizatorie sifinala a articolelor de uz medical manual si automatizat;
medicale, materiilor organice;

) efectuarea ilor generale;
) combaterea aiului;
) dezinfectarea $istemelor de aerisire si ventilare si de conditionare a aerului
) dezinfectarea fchipamentului de salubrizare, WC-urilor autonorne si biologice, transportului sanitar;
) dezinfectarea {e nivel inalt a endoscoapelor;
) sterilizarea de uz medical;

Gompozitie: Prfdusul NICA - AMICID prezinta un lichid de la incolor la galbei, se admite aparitia unui

a:!l:_1tiptjlfl?:"tYld" depozitare inde.luns.ata. In calitate de substante active contine: it, tt-Uts-1s-
3l,noPto.p.al) 

dogecalamina - 2%, clorura de didecildimeUl amoniu - |Vo, polihexametilen guanidiha
hidroclorid - 1,8"4 si alte componente functionale. PH- ul solutiei apoase de 1% este g,0 - 10,0.
_ 

Termenul de vllabilitate al preparatului - 5 ani, a solutiilor de lucru a preparatului - 28 zile,
Produsul poseda proprietati detergente, nu deterioreaza obiectele tratate. nu ctcr:olnr aa>a Lf.f9!!:rf posed.a proprietatidetergente, nu deterioreaza obiectele tratate, nu decoloreaza tesaturile, nu
ttxeaza. poluarilelorganice, nu corodeaza instrumentarul medioal, nu necesita conditii speciale del::::i_t'::.1'::l\'rv.arrrgE' !ru uelllJt;eaza Insrrumentarul medloal, nU neOesita cOnditii speciale deoepozrtare si paslrare, este putin toxic, dupa actiunea asupra pielii se atribuir la clasa a 4-a de, eomnrsi
putin toxici.

^^Ifl]l1: f1:tljie: !a prepararea soluliilor.de tucru ale produsutui a se evit eiochii. Lucrul cu pfodusul a se efectua in m6nu$i din cauciuc.
Se prezinta in f]lacoane de 1 litru si canistre de 5 litri.
Spalarea solutiei de lucru dupa dezinfectarea suorafetelor Nu EsrE NFc

MID 2025 Mun.Ghisinau, str.Grenoble 2l
Tel= (O22) 9O4 - OOG, 9O4 - OO5, Fax: 9O4 - OOZ



dezinfeetant ""Niea Arnieid""

Domenii de utiliza institutiile medico-sanitare (inclusive laboratoarele clinice, de diagnostic, bacteriologice, sectiile c

, saloane pentru noi nascuti), institutiile pentru copii si penitenciare, intreprinderile de alimentatie publicneonatologie,
comert cu produse tare, pietele de consum si desfacere comerciale si alimentare, obiectele comunale, hoteluri, bazine, br

re de infectii.saune, spatii publice,

Regflmurlle de dezlnfeetare a dlfurltor oblectp cu "Nlca.Amlcld"

Regimurile de
a articolelor de uz
infectii de etiologie

REGIMURILE

,asociata cu tratarea presterilizatorie
cu produsul "Nica-Amicid" in caz de

Regimurile dezinfectarii d'o nivel inalt a endoscoapelor
cu produgul "Nica-Amicid"

ve tuberculoza), virala si

DE STERILIZERE A ARTICOLELOR DE UZ MEDICAL CU PRODUSUL "NICA.AMICID"

de tratare

"NlCA-AMlClD"

Obiectele supuse in caz de
infectii virale

in caz de infectii fungice

Vesela fara resturi

Temperatura solutiei,'C

Nu mai putin de 18 4'0
5,0
8,0

DEZINFEGTARE A DESEURILOR MEDICALE CU SOLUTIILE

sau tifon, tifonul,
pansamentele din tifon

Tipul
articolelor

Regimurile de tratare

Temperatura
solutiei.'C

Concentratia
solutiei de lucru

%

Timpul de
expunere
dezinfectanti
mtn.

Endoscoapele
rigide,flexibile,
de producEre
autohtona si de
import

20!2
3,0
4,0
6,0

30
15
5



_y"x- sd* &-
IDNO 1003600005263 Cod OI(PO 37020536 Cod TVA 0207934

MD 2025, Chiginlu' Grenoble' 21

Tel: + 373 22904-006, 904 - 005,
Fax: * 313 22 904 - 007

dezinfectant,,GHELIOS gel antiseptic" (IEJII{OC anrucenru.recrcuft relr)
(antiseptic pentru piele)

(,,FPC GHENIX" SllL, Rusia)

dar nu mai pulin de 30 sec.

mAinilor chirurgilor qi altui personal antrenat in efectuarea operafiilor gi

lor etc.: preventiv aplicdrii produsului, mdinile gi antebratele se spald minulios, nu

timp de 2,5 min.; dupd care din nou se aplicd 3 ml.
inilor gi

inilor gi

timp de 2,5 min. (pielea miinilor se menline
constituie 5 Mlnugile sterile se imbracd dupd uscarea completd a

Prod

antebraturilor

antebralurilor

Descriere:
opalescent cu

iseptic pentru piele gata de utilizare sub formd de gel de culoare 'albastru transparent sau

Compozifie:
iros specific.
in calitate de substanfe active conline alcool isopropilio - 65%0, triclosan - 0,2o . Suplimentar

contine com te hidratante , regenerante qi de inmuiere pentru pielea nriinilor.
Indicafii de

- prelucrarea
antrenat in efi

qi degresarea pielii cimpului operator gi de injectare,
- decontami articulaliei humero-radiale a donatorilor la staJiile de transfuzie a sdngelui,
- prelucrarea ii inaintea introducerii cateterelor gi punctia articulatiilor,
- pentru prel
ambulan!elor,

rarea igienicd a miinilor personalului medical, inclusiv personalul automobilelor

- pentru prel igienicd a miinilor personalului instituliilor preEcolare Ei Ecolare, institulii sociale
(case de

ftizerrt,
, hospisuri etc.), personalului intreprinderilor de cosmeticd gi parfumerie (inclusiv

ii etc.), stafii balneare, intreprinderi de alimentalie gi comer! publice, obiecte
comunale, inderi din industria alimentard gi farmacochimicd, instituliile medico-sanitare Ei

balneare, bd
casnic.

, hoteluri, alte institulii unde este necesard prelucrarea antisepticd a pielii, la fel gi uz

- prelucrarea lpii picioarelor in scopul profilaxie afecliunilo micotice.
Activitate: Produsul ,,GHELIOS gel antiseptic" induce moartea bacteriilor gram negative gi gram

usiv a agenJilor patogeni ai infecfiilor nosocomiale (intraspitalicegti), intestinale,pozitive (i
micobacteriil tuberculozei), virusurilor ( infectiile respiratorii virale acute, gripa, gripa aviard gi
porclna, ipa, herpesul, poliomielita, hepatitele de toate tipurile, inclusiv hepatitele A, B gi C,
infectiile HI
levurilor din

adenovirusurile, rotavirusuri, pneumonii atipice, enterovirusuri g.a.), fungilor (inclusiv
ile Candida), dermatofifi.

MIsuri de precaufie: Doar pentru uz extern. Nu se aplicd pe plagi qi mucoase. Inflamabil! A nu
Se interzice utrhzarea dupd expirareapermite con cu foc deschis gi aparate de incdlzire conectate.

termenului de valabilitate.
Tran rea: produsul poate fi transportat in ambalaj cu toate tipurile de mijloace de transport

care aslgura I
Pistrarea:

tatea produsului gi ambalajelor (recipientelor) oniginale.
In flacoanele bine inchise, aparte de medicamente, in incdperi inaccesibile copiilor ;i

aerisite la de la -40o la r35o, departe de aparate de incdlzire, foc deschis gi raze solare.
Ambalaj:
Prelucrar

acoane din polimer cu volum de 0,1 qi 30 dm3
igienici a mAinilor: 2 ml produs se aplicd pe m0ini gi antebrale gi se maseazd ugor

pAnd la

Preluc
primirea
mai puti de ud ori, sub jet de apd caldd gi sdpun in decursul a2 min. ge fel steril
din tifon. pe mdini se aplicd de doud ori cdte 3 ml produs

are: Produsul este indicat pentru utilizare in calitate de antiseptic pentru piele pentru:

lor chirurgilor, asistentelor medicale din blocurile operatorii, moagelor g.a. personal
'ea interventiilor operatorii gi de primire a nagterilor in instituliile medico-sanitare,

Produsul activitate antimicrobiand prelungita timp de 3 ore.

lucrare



miros slab de clor greutatea 3,32 g, care la dizolvare elibereazd 1,52 gr. clor activ,-qi in formd de granule.

Continutul clorul activ in tablete gi granule este de 45,5yo.

Tabletele Ei sunt ambalate in borcane din materiale polimerice cu capace inchise etang cu masa de

1 kg. sau alt amba f polimeric in conformitate cu actele normative in vigoare.
Termenul de va
produsului - nu

ilitate a produsului in ambalaj - 3 ani. Termenul de pdstrare a soluliilor de lucru ale

Produsul se dizol 6 bine in ap5. Soluliile apoase sunt transparente, cu un miros slab de clor. Pentru
combinarea proc lui de dezinfecJie gi spdlare, la soluJiile preparatului este posibila addugarea
detergenfilor, avi i pentru utilizare in institutriile medico-sanitare (IMS). SoluJiile apoase nu deterioreazd
suprafefele prel din lemn, sticl6, materiale polimere, precum gi vesela, jucdriile, articolele de uz
medical 9i obi pentru ingrijirea bolnavilor din metale rezistente la coroziune, sticl6, cauciucuri gi
plastic.

Produsul'NICA LOR" posed[ acfiune antimicrobian[ asupra bacteriilor gramnegative ;i grampozitive (incl.

Produsul dezi
diclorizocianuric

micobacteria tu
efectiv contra

Produsul,,NIC
sub formi de sol

de alimentalie
institulii penite

- pentru e

infeclii, in
din sfera socialE
pentru dezi
pentru

masaj, bdi,
populaliei;
pentru dezinfec
singe, ser etc.;

66NfC - CLOR'' nfi nt (tablete si sranule
roducltor SRL Compania $tiinfificd de Producere,,Ghenix", Rusia

,,NICA-CLOR" confine in calitate de substanJd activd sarea de natriu a acidului
(sarea-Na ADCC) 84%. Preparatul se produce sub formd de tablete de culoare albd cu

mult de 6 zile.

- testat pe Mycobacterium terra), virusuri gi ciupenci Candida gi dermatofifi; produsul este

filor patogeni al infecfiilor deosebit de periculoase (ciuma, holera, tuleramia, legionelloza);
produsul posed6 ivitate sporocidd, inclusiv asupra sporilor cauzali al ontraxului, produsul posedd proprietSli
ovocide asupra ilor cauzali al afecfiunilor parazitare (chisturi gi oochisturi al protozoarelor, oud Ei lar.ye al
helminfilor, ostricii

- pentru ia suprafelelor in inciperi, mobilierului dur, echpamentului sanitar-tehnic, lenjeriei,
unicd folosinfd qi de laborator), obiecte pentru sp6larea veselei, juclriilor, obiecte deveselei (incl.

ingrijire a bolna ilor, obiecte de igiend personald, covoraEe din cauciuc gi polipropilen, inventarului pentru
:rialelor la dezinfec[ia zilnicd, hnald ;i profilacticd in institulii qi inreprinderi medico-curdlenie gi

sanitare r, de infecfie, in institufii pregcolare (dezinfeclia finala) Ei gcolare, la obiecte comunal-
locative (hotel

-CLOR" este destinat:

fii, preparate din comprimate gi granule:

, cdmine, bii, curdldtorii, frizerii, pieli alimentare, WC-uri publice etc.), la intreprinderile
ublicd qi comerf, complexuri sportive gi culturale, intreprinderi de asigurare sociald,
iare;

articoleleor de uz medical din metale rezistente la corozie, cauciucuri, plasticuri, sticl6;
degeurilor medicale (inclusiv articole de uz medical de unicd folosinfd, materiale pentru

nareautilajului special, echipamentului special Ei instrumentarului in frizerii, saloane de
, cluburi, saloane de frumuse{e, curdfdtorii, puncte sanitare si alte obiecte de deservire a

secreliilor biologice: sput4, mase fecale, emestec urino-fecal, vomd, resturi alimentare.

de dezlnfectare a diferitor obiecte cu produsut ,.NlcA - cLoR"

pansament,lenj ie de unicd folosinld pentru corp qi pat, hainele personalului) inainte de reciclarea lor;
pentru decon

in caz de
infectii

bacteriene

in caz de
infecfii virale

Vesela fara resturi
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Lot 5091, Jalan Teratai; Batu 5, Off'Jalan lMeru

41050 Klang, Selangor Darul Ehsan
]MALAYSIA

has been assessed and cedlfied as meeting lhe requirements of

on medical devices, Anne,x V

For lhe following products

Sterile Surgical Gloyes
the niarkei of Class llb or Class lll d€vices covered by this certiiicate, an EC Type Examination

sGs cE 13 03'11

Page 1 of 1

' .:,:.,;;.

' ".]

For placing

This

Certilicate according to Annex lll is required,

iri valirl lirom 14 September 2013 until 14 September Z0'18 and

remains valid suhject to satisfactory surveillance audits.
Re cedification audit due before 14 July 2016

lssue 6. Ce'rtified since 19 November lggg

Certllication is based on reporls nunrberad lly/KUL t\4y00309

Aulhorised by

SGIS United Kingdom Ltd, Notified Body 0120
2028 Worle Paftway, Wesfon-super-Mare, BS22 6WA UK

t +44 (0)10t4 St2917 t 44 {0)l994 b22,H7 www.sqs,com
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231OO SONDRI!} - Via Rargazzi del 99, 19 - TeI. +39 348 86+4614 ' Fa:r +39 0343 36567
e-nail: biohelp@libero.it

ECLARATION OF COMPL

Biohelp Ltd - Via R.agazzi del99, 19 23100 Sondtrio - manufacturing the product

Declaration
BIOHELP
and su
Enclosure

The compan
namedrBION

under its
requrremen

Technical doc
the last date
mentiorred Di

The manu
as recomme

n responsibility that
as recommended in

DECLARES

the above mentioned product satisfies all the necessary
the Directive 93l42tEEC (Nfedical Devices) and successive

modifica

The company )IOHELP; moreover, declares and guarantees:
mentione{ product satisfies all the necessary requifements as recommended in thet Thp

Enplosure

Thp
The

Thp abov

The abo

Being that case, the.1'nanufacturer will set up an evaluation prqcedure on the experience so far
;ommendQd in the enclosure VII-4 of the above mentioned Directive and successiveacquirqd, as

modifications

i
o

t
o

I, Directivg 93l42lEErC and successive modifications
mentioned product belongs to Class I
mentioned product is sold in NON STERILE ging
mentione{ product ISI NOT A DEVICE FOR UREMENT
mentionedl product ISi NoT INTENDED FoR CLINICAL INVESTIGATION

declarQs that the above mentioned product satisfips all the necessary requirements
in the Directive 93/421EEC and successive modlifications, and that will be sold

ments wifl be availalble for the competent authorityo for a period of five years from
the manu{'acturing of'the product, as recommended in the enclosure VII oithe above
:ctive and $uccessive modifications.

with CE ma according to the Artiole 17- Directive 93142/CEE and successive modifications.

GENERAL MANAGER
(Massimp Mortarotti)

€ 40.000,90 - pdrr" fy^ So$?6s:St4g - tr.E,,4. 66T5{ e"cr*,A.disO - pff_ Rfg

04/02t201r
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Role si Pungi Pentru Ambalare

Rolele si pungile pentru ambalare sunt rezistente si ofera siguranta la procesare, depozitare si transport

Acestea sunt din harlie medicala si un film din plastic multistrat transparent.

Stratul de hartie a supus unui tratament de suprafata, care sa permita termosudarea uni{crma si constanta, dar sa

si reduca si formarea rosturilor de fibre, atunci cand este deschisa.

Contin indicatori ici de monitorizare a sterilizarri; acestia sunt localizati in afara zonei de impachetare, pentru a

preveni pigmentul impreganat sa ajunga la Produs.

Pe fiecare rola punga apar trecute: producatorul, marca, codul, numarul de lot si directia de deschidere' Inafara de

te, restul produselor sunt usor de lipit, cu orice masina de sigilat.pungile au

TIPURI:

a

,trebuie

PUNGI

o ROLE F

latimea

folosita,

ROLE C SAU FARA PLIU: se pot utiliza la sterilizarea cu abur si oxid de etilena; doar latimea este

predefi , lungimea se alege in functie de necesitati, bucata de rola (punga), care urmeaza a fi folosita

la ambele capete.

U SAU FARA PLIU: se pot utiliza la sterilizarea cu abur si oxid de ettlena; latimea si lungimea sunt

; punga trebuie sigilata doar la un capat

r PUNGI UTOADEZIVE: se pot utiliza la sterilizarea cu abur si oxid de etilena; latimea si lungimea sunt

; punga nu necesita sigilare

PLIU TWEK: se pot utiliza la sterilizarea cu oxid de etilena, plasma si raze gamma; doar

predefinita, lungimea se alege in functie de necesitati; bucata de rola (punga), care urmeaza a fi

sigilata la ambele capete.

: DISPOTECH Srl / - ITALIA

de valabilitate: 60 de luni de la data fabricarii

de pastrare a materialului si instrumentarului sterilizat in ambalaj - 30

a

a

a
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THE INTERNATIONAL CERTIFICI\TION NETWORK

ISO 13485:2003
for the following activities Code AT 1e,1a,2d

in the following operative units

tT - 23020 GORDONA (SO) - VIA AL ptANO 29

lssued on: 2013-12-12
Certified sinr:e: Z0A4-12-15
Expire on: 2016-12-11
Registration nwnber; tT,.383Sz

IQNet Partners*:
President oJ'Cf SQ

AENOR Sparn A
;,:Yt::l:ifl:li"i,St;V,":::r" rlf:r"Tic:na.t Betgiun ANCE_SrGE lvte.rico ApcEF. r,ortugcrtCC]C C,rrrr&,rCISQ lafr,CQC lori i i.i,,',i t D H;;;;;t'l- A'

.1.i,:iit,

Manufacturing and

CER'TIFICIITE
lQNet and its partner

clsQ/CERTIQUALITY S. r. l.

DTISPOTEGH SIIL

tI - 23022 CHTAVENNA (SO) - VtA M. DEL GROS{]O, 8/12
has implemented and maintains a

Quality Management System
which fulfills the requirements of the folJowing standar<J

special laminated products (tissuelpolythene) ior medic;al and health,sanitary use; prodr-icts for
thermal thr:rapy; saliva ejector.

Design, manufatcturing and sate of spray for dental therapy.

lng. c'Iv{ichqel Drechsel

President of IQ_NET

&Iril FONDONORN'IA lknezuela ICONTEC Colonhia IMNC] r]/ertir lNNoRpl Tunisiu
Fr)r/ar./ IRAM Argentina JQA Japan KFe Ko'ro MIRTEC Greece MSZT Ilungar' Nenrko AS No'r,'rlnspecta Cerrificati
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tsflrulo Dt cEFvqtcAztoilg DFil.A Ot;xurA

ORGANISIMO NOTIFICATO NI' 0546
NO-.NFIED BC)DY N' 0546

AppRpvAztoNE DEL STSTEMA Dl QUALTTA, AT'TUATO DA
APPROVAL OF THE: QUALITY SYSIEM OPE\?ATED BY

DISF'OTECH SRL
lT - 23022 CHTAVENNTA (SO) - VtA M. DEL GRCISSO, 8/12

UI\IITA OPERATIVE
OI>ERATING S/TES

lI -23022 CHTAVENNA (SO)- VtA M. DEL GRCTSSO, 8/12
tT -23020 GoRDONA (SO) - VtA AL plANO, 29

,. PER I SEGUENTT TtPll FAMIGL|E Dt PROUOTTI
FOR THE FOLLOI/V|NG TypES / CLASSES OF ITRODUCTS

Dispositivi me$ici perterapie termiche (ghiaccio istantaneo, calclo istantaneo, ghiaccio spray)

Medicat devices for thermal therapies (instant ice, instant heat, spray ice)

certiquality S:rrf , organismo Notil'icalo ri" 0546, certifica che il sirstema garanzia qualigCertiquality s.r.l., Notifiqd Body n' 0s46, cedifies that the quarity assuran u .u"rem
A conforme ai requisiti delra Direttiva glr42-cEl4ilegato '!/is in compliance with the requirements of tounci,t Dire,ctive g3/41zJCEE, AnnZx

CERTIFICATO N.
CERTIFICATE N, 5637/rCE001/2

PRIMA EMISSIONE
FiRS/iS$UE

EMISSIONE CORRENTE
CU,qRENiTISSUE

pATA ot SicAoENZA
ffXPIRY DATE

E

o
c

20/02/2004

04/02/2t014

os/02/2uYH-fr;

ITYS-r.1.
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1

modifications rective 2007147lCF enclosed), as recommended in the Enclosure VII of the above

mentioned di tive and successive modifications.

The company D Ltd - Via Mario del Grosso 8/12, Chiavenna (SO) - manufacturing the product

named DISPOP

DECLARES

under its own ility that the above mentioned product satisfies all the necessary requirements
as recomm in the Directive 93l4}|EF.C (Medical Devices) and successive modifications.

The company D POTECH, moreover, declares and guarantees:

i The above product satisfies all the necessary requirements as recommended in the Enclosure

I, Directive 3 I 42EEC and successive modifications

LARATION OF COMPLIAN

formity of the product named DISPOPACK, made by the company DISPOTECH
rry requirements quoted in the Enclosure I, Directive 93l42tEEC and successive

ioned product belongs to Class I
ioned product is sold in NON STERILE packaging

ioned product IS NOT A DEVICE FOR MEASUREMENT
ioned product IS NOT INTENDED FOR CLINICAL INVESTIGATION

Being that the the manufacturer will set up an evaluation
AS in the enclosure VII-4 of the above mentioned

Technical docu
Gordona (SO)-

of the product is conserved in the offices of Dispotech srl Via al piano, 29 -23020

Technical will be available for

Declaration of
Ltd. to the

I The above

o The above

t The above
a The above

date of the

Qar{a

procedure on the experience so far acquired,
Directive and successive modifi cations.

the competent authority, for a period of five years from the last
as recommended in the enclosure VII of the above mentioneding of the product,

Directive and modifications.

The manu declares that the above mentioned product satisfies all the necessary requi
recommended the Directive 93l42|EEC and successive modifications, and that will be sold wi
according to t Article 17- Directive 93l42lCEE and successive modifications.

Dispolech srl

uffici: 23020 GORDONA (SO) Viq ol piqno, 29 -Iet, +39 0343 3671 1

Sede 23022 CHIAVENNA'(SO) Viq M, Del Groso,8/12 - e-moil; info@dispotech,it -
f'nn Qnn 6vvv vvv. v 100.000,00 i,v, - P, |VA00672170149 - R.E.A.47213 C C,l,A.A. diSO - Uff. Reg. tmp so 00672170149



LARATION OF COMPLIANC

Declaration of formity of the product named DISPOROLLS, maSe by the company DISPOTECH
Ltd, to the nec requirements quoted in the Enclosure I, Directive 93142/F-F.C and successive
modifications irective 20071471C8 enclosed), as recommended in the Enclosure VII of the above
mentioned direc and successive modilications.

The company D Ltd - Via Mario del Grosso 8112, Chiavenna (SO) - manufacturing the product
named DISPOR

DECLARES

under its own ify that the above mentioned product satisfles all the necessary requirements
as recom in the Directive 9Y42EEC (Medical Devices) and successive modifications.

The company
I The above

POTECH, moreover, declares and guarantees:

product satisfies all the necessary requirements as recommended in the Enclosure
I, Directive 9 42/EEC and successive modifications

t The above

o The above

t The above

a The above

Being that the
as recommended

ioned product belongs to Class I
product is sold in NON STERILE packaging
product IS NOT A DEVICE FOR MEASUREMENT

ntioned product IS NOT INTENDED FOR CLINICAL INVESTIGATION

the manufacturer will set up an evaluation procedurE on the experience so far acquired,
the enclosure VII-4 of the above mentioned Directive and successive modifications.

tion of the product is conserved in the offices of Dispotech srl Via al piano, 29 -23020Technical docum
Gordona (SO)-

Technical docu
date of the

The manufacture
recommended in

will be available for the
ring of the product, as

Directive and ve modifications.

declares that the above mentioned product satisfies all the
e Directive 93l42lEEC and successive modifications. and that

competent authority, for a period of five years from the last
recommended in the enctrosure VII of the above mentioned

necessary requirements as

will be sold with CE mark.
accordins to the icle 17- Directive 93l42|CEE and successive modifications.

Dispolech srl
Sede ffici:23020 GORDONA (SO) Vio ctpiono. 29 -Tet. +39 0343 367

Sede legole; CHIAVENNA (SO) Vio M, Det Grosso , Blt2 - e-moit: info@dispo
Cop Soc. € 1 ,00 i,v, - P. |VA00672170149 - R,E,A.47213 C.C,t,A.A. diSO - Uff



LE EXCEI-LENQF

EGLARATION OF COMPLIANC

Declaration of formity of the product named DISPOMASIi made by the company DISPOTECH
Ltd, to the ry requirements quoted in the Enclosure I, Directive 93l42tEEC and successive

modifications rective 2007147|CF, enclosed), as recommended in the Enclosure VII of the above
mentioned di and successive modifications.

The company D Ltd - Via Mario del Grosso 8/12, Chiavenna (SO) - manufacturing the product

named DISPO

DECLARES

under its own onsibility that the above rnentioned product satisfies all the necessary requirements
Devices) and surccessive modifications.as recommended in the Directive 93l42lEEC (Medical

The company D , moreover, declares and guarantees:

i The above rn ned product satisfies all the necessary requirements as recommended in the Enclosure
I, Directive 93 42 IEEC and successive modifications

t The above

I The above

o The above

a The above

Being that the

as recommended

tioned product belongs to Class I
tioned product is sold in NON STERILE packaging

ioned product IS NOT A DEVICE FOR MEASUREMENT
ioned product IS NOT INTENDED FOR CLINICAL INVESTIGATION

, the manufacturer will set up an evaluation procedure on the experience so far acquired,
the enclosure VII-4 of the above mentioned Directive and successive modifications.

Technical tation of the product is conserved in the offices of Dispotech srl Via al piano, 29 -23020
Gordona (SO)-

Technical docu will be available for the competent authority, for a period of five years from the last
as recommended in the enclosure VII of the above mentioneddate of the manu ring of the product,

Directive and modifications.

declares that the above mentioned product satisfies all the necessary
recommended in
according to the

Directive 93/42|EEC and successive modifications. and that will
tcle 17- Directive 93142/CEE and successive modifications.

The

Sede
Dispolech srl

i: 23O2O GORDONA (SO) Vio ol piono. 29 - Iel, +39 0343 3671 I -
Sede legoler CHIAVENNA (SO) Vio M, Del Groso ,8112 - e-moih info@dispotech,it. www,
Cop Soc. € 1 .000,00 i.v. - P, IVA 04672170149 - R.E.A. 47213 C.C,l,A.A, di SO - Uff. Reo. lmo, SO 00672170149



dispoterch.com

YSUH DISFOT}ABtEi EXCELLENO

Declaration of of the product n DISPO EJECTORS made by the company DISPOTECH Ltd,
to the necessary requirements quoted in the closure I, Directive 93l42|EEC and successive modifications
(Directive 2007/ /CE enclosed'), as recomm in the Enclosure V and VII of the above mentioned directive
and successive fications.

The company D
DISPO EJ

POTECH Ltd - Via Mario del Grosso 8/12, Chiavenna (SO) - manufachxing the product named
S

DECLARES

under its own ;ponsibility that the above rlentioned product satisfies all the necessary requirements as
he Directive 9)3l42|EEC (Medical Devices) and successive modifications.recommended in

The company
t The above

Directive
I The above

t The above

o The above

o The above

The man engages
surveillance of notified

irements as recommended in the Enclosure I,

ioned product is
ioned producr! IS

ioned producrt IS STIGATION

itselli to set up a qrlality system to guara mity of
bod.y Certiquality (via G.Giardino, 4 - 201 mber of

certiflrcate n. 16679 for saliva absorbent ipes thr

to the
0s46)

dentalthat has

use.

Beins that the
as recommended i

Technical doc
(so)-

Technical doc
manufacturing of
modifications.

The manufactwer
in the Directive 9

17- Directive 93/

Sede

Sede legole:
Cop Soc. €

regulal

the manufactrffer will set up air evaluation procedure on the experience so far acquired,
the enclosure VII-4 of the abojve mentioned Directive and successive modifications.

crf the product is conseryed in the offices of Dispotech srl Via al piano, 29 -23020 Gordona

mended
the Article

Dispotech srl

l'o543 36s67
CHIAVENNA (SO) Vio M. Qel Grosso ,8112 - e-moil: info@dispotech,it - www.dispotech,com

00,000,00 i.v. - P. IVA o0672t70149 - R.E.A. 472r 3 c.c,r.A.A. di so - Uff Reg. tmp So oo6t2t7oj49

TION OF COM

ts will be avaiilable for the coqlpetent Authority, for a period of five years from the last date of the
re product, as r€commended iri the enclosure VII of the above mentioned Directive and successive



conformity of the prod t named DISPONAPKINS, made by the company
ents quoted in the Enclpsure I, Directive 93l42IEEC andto the necessary requi

(Directive 2007147 E enclosed), as recommpnded in the Enclosure VII of the
directive and successive ifications.

Ltd - Via Mario Grosso 8112, Chiavenna (SO) - manufacturing the product

DECLARES

ify tlhat the above ntioned
as recom in the Directive 93l42tE (Medical

The POTECH, moreover, decla and guarantees:

o The product satisfies all necessary requirements as recommended in the Enclosure
I, Di 42/EEC and successive ifications

ioned product belongs to I
ntioned product is sold in N STERILE packaging
ntioned product IS NOT A VICE FOR MEASUREMENT

t Thea tioned product IS NOT ED FOR CLINICAL INVESTIGATION

Being an evaluation
AS ve mentioned

T ofthe product ed in the offices of Diqpotech srl Via al piano, 29 -23020
Gordona

Technica will be available for

DIS
successt
above

The
named D

under i product satisfles all the necessary requirements
Devices) and sqccessive modifications.

o The

o The
i The

date of
Directive

The
recomme

facturing of the product, as

ive modifrcations,

declares that the above ntioned product satisfies all the necessar
Directive 93 I 42|EEC and ive modifications. and that wj

icle 17- Directive 93l42lC E and successive modifications.

Dispotech srl
tiivo/ufficir 23020 GORDONA ) Vio ol piono.29 -Iel. +39 0843 367.lI -

CHIAVENNA (SO) Vio M,

the manufacturer will set
the enclosure VII-4 of the

procedurg on the experience so far acquired,
Directive and successive modifi cations.

competent authority, for p period of five years from the last
recommended in the encllosure VII of the above mentioned

Groso, 8/12 - e-moil: info@flispotech,it - www.dispotech,com
- R,E.A.47213 C.C l.A.A. diSQ - Uff. t?eg. tmp SO O}6t217ot49,00 i,v, - P, IVA 00672.l701



ts
o
1\l

o€
".9:1.,

E
d

ooq
o
sl
Fo

g* H*l p-
<(t. {<t. <d

_-EH'_-EH _-8H
a: d aid..odr!

=- 
E:5 

= 
=":E 

i; EE

H
d!
z.

P=
=ofix*=lD*
e=Eii

6
o
@
@
o
Eot

F

z.
gE

l*"r$*':to
,O:o
iAr=

J
E
F
7

trF
Zs

i=
,=+
Eui
o
€o'o.o.E

:6

{
E{
E
U
z
E

E{u
Eoo

z

t
F?Uo
U
oU
E

7:::
FhiFz.z.=HHHT:T!J'LriL,
booUUUEEE
,t--.,

d
F
z
z.
o
Udrt
z.
E
xU

g
au

I

fl)
{lJ

a

UJ\Jge
nr!
p.=
6"p

on

o-E

F _.'
uq

OJ

al!a=

otr
ni o r-u

olE
'=,l

UU
;F-tl

=.: 
l

r
o
T
o
o

...-t_

N

o
@
4
o
uq
F
E

-_s*

ts

t!
o
fl
.N-

N
oo
4
o
n+
Forf

<[
Ed{t
L
duF
Fo
Eui-;

..2
>d.O]
J'F19U/i
aSi
*t;q4F
=Eh

d
EE
<t
L

&uF
Fo
Eui--;*

g=
od
JU
;lSo;=<r
-x-zE
4<il].EEE

F

N

o
DN

o

,.:

u
+FE

E
d
L
flu
Fo
Eui

ui, ^

_xH
oid
; E'e

Fzuo
U
6U
E

I
d.

z
=j

=,.i

=B1E
€*

I

t!J
L)
H{f
TlJ
E
do
lU

h
No
o-
(fJ

o

l-<[

h
ltJo
lil.
h
(9
IJ.J
d.



ficate Ir/Y00/51617

The management systenr of

Maxter Gfove Manu cturing

6th Mites off Jatan trr, o,btutouflL0nnl

dn, Bhd.
n HajiAbdul Manern

DarulEhsan

MATAYSIA

has been assessed and certified as the requirements of

Dlrective 8g 686IEEG
Articte 118

For the following aclivi[iss

e Gloves.
a valiti EC Typr:

under Article f 0, '

2018 and remains
urveillarrce audits,

04 March 2018
04 May 200t1

Authorised by

SGS; United Kingdom Limited, Noti Eody 0120
Unit 202B Worle Parkway, :[.'lare, BS22 6\trA UK

52213/ uww,Es,comt +44 (0)1934 522317 i444 (0)

sGS CE 028 03.t1

Page 'l of 1



IVIAXTER
GLOI'E MANI]FAC:TI.1RI?TG SD]{ BHD

Lol 6070, Jalan Haii Ab&jl M6nar
6th Milm Oft Jslan Meru

4!050 Klang, Selangd4 Malaysia
Tel: 603-339298S8 {E linsi Fax: 603-39923328

E-l'.,lAlL: maxter@ Un"nel rny
M,maxter.com my

GST ID: 001989738496

Date: July 12,2016

m It IWay Concern:

DECN-,ARATION OF CONFORMITY

We, XTER GLOVE MTINUFACTURING SDN BHD,located at Lot 6070,
Jalan i Abdul Manan, 6th Miles Off Jalan Meru, 41050 Klang, Selangor,
Mala ia, declare that the nnedical devices manufactured by us asr

Are i

a

conformity with:-

The essential requirements of Medical Device Directive (MDD)
93142|EEC as amencled by Directive2007l47lEC for Class I non-sterile
medical devices.

The gloves are in conformity with EN455 standards

The gloves are manufactured according to ISO 9001:2008 and ISO
13485::2003 Quality Management Systems and certified by Notified Body,
SGS,lJnited Kingdom.

Our European Representative is Supermax Healthcare Limited,
Supermax Suite, Stuart Ilouse, East Wing, St Johns Street, Peterborough,
Cambridgeshire PE [ 5DD, United Kingdom.

Kla Selangor

Yap Peak Geeh

QA & Regulatory Affairs Manager

2



t
Ceftificate I\/Y00/51 61 B

The management system sf

Marxter Gf clve Man ufactu ri n,g

Sdn. Bhd.

6rh Mires orr Jaran r,,,..^u, +rHo6fll.XJtil#;1,fr:,.ll H::i
MALAYSIA

has beenasses$ed,and certifted as meeiing ,the requirements of

: 'l$O 13 85:2t)03

For the following activities

Authorised by

SG Kingdom Ltd Systems & Services Certjfication
Rossmore Bu ark Eilesmere port Cheshire CH65 3EN U(

t+44 1'0)15'1 350..666$ f +{4{0)151 350-SS00 wuw.sgs.com

sGS 13485,2 1J'14

Page 1 of 1

UKAS
MANAGTMENT

SYSTTMS



lVlaxter G love M a n ufactu ring,
Sdn. Bhd.

6th Mires off Jaran N*,,, +rl#flnJi?tx;i#-'xj,!i::l
MA SIA

Rossnrore Br
t +44

sGS 900.'{ 01 0614

0eftiticate MY00/S1 6't g

Ihe managqnent system ol

has bBen assesssd and certified as meeting the mquirernents of

I 0 9001 :2008

Authorised by

Page I of 1



M in islerLrl Sdn&rri1i i al ltspLr bl ic i i VlrrltJovl

D E i NRE G r s r RARTSf fr :ttff [1'rZA R E sA Nrr ARA
AL PRODUSULUI BIODISTI.I.IICTI\,

Nr. Ct0249_ data/lina/anut ?21Q?l2Ql6

Soliqitant: For tirular SA ,.M-INTER-FARMA,'
Adresa juridici Str. Grenoble.23. m

Nr. de identificare de srat _ codul tlscal 1003fi.g00Q5261
in conformitate cr'r HC nr' 546 din I0.09'09 9i 

'rin baza ordinului Ministerului SanitlJii nr.-96 diu 22.02.201g
lnr. data,/lr)nalanul)

enris in baza documentafiei inaintate, s-a decis c[ urmtrtorul produs biodistructiv poate fi fabricat sau comercializat si utilizat inRepub|icaMo|dova,cbnformprevederilorlegisla1ieiinvigoare,

Denumirea come4ciald a produsulwjr NICA_AMICID
l, Darte de identiticare ale produsului:

)'.1 Calegoria de produ^s., biodistructiv
- G4upa principald: l.
- Tip de produs:2

l,,2Utilizare: r{l srtclal' rnsdicrllc. clgppr;tttclor. dis tivclor. len lqi' .P$ig iire $ lrolnuvi]or,
atg
qo-m

qle,3i

1.3 Forma de condilionare Si ambalare: Lichirl
l,,l Conlinul in substanle active:

t.!i categorii,de utitizat rr,,ffiffiffiil*sffi;id DDO 50) r0%

1. (f Infor mal i i pr iv i n rt
ret 564 dj_n tQ,!1,100g, Orrtinul &IS ur,.jprin r )20tS,f *. Zl, dtp r3Jr6ffi:

2. Da orului:
2,1

2'2 Adresa: r4tia R'si
Valab'i I i tatea certificatu I u i de inregi strare data_/l un at an ul?Z 0!?0?]com.pozilia, parametrii de calitate ai produsului gi domeniul de utilizare sunt cei

l"jli.,h::,'e 
a srat ra baza eriberdrii prezenturui cerrificat, confonn Raporturui

11.02;20r,5.

Orice modi biodistru
automat la

Vicem

prevdzuJi in documentalia
dr evaluare nr. 249 din

de

htu
produsului

rare.lr

i

]F
u llp.'l ./* i t" A,liona SI0RBU



Moldova

DE II{RNGISTRA.RIi DB IiTATIAVI ZA Fi.il, SAi\ITART\
AL PRODUSULUT BIODISTRUCTIV

Nr. 0{}ltl5 datallun

Surl icilant; Fcrr titular

*rrul {/ 1il6/2fi14

enri* irt bazt dor:rrrncrrtitli i inftiilttrte, *-l clccis e il urnrf,torul produs biodistructi\, poirts

Adresa ju
S INIA" S.Bih,,

ieticA MD -?0?5, str, Crcnoble.2S mun,Clrisiniu. R

Nr. de ide ificare de stat - sodul fiscal 1003600005263

canformitnti$ cu ltrG , *\46 din 10.09.09 $i in bae,a ordinului h4inistuului Sirilillil[ii rrr

{ t}r . da(Il'lUnnAnul}

tr fubri*rt sau irt
Rr-puirlica \loldor a. rn prcrederilor legislalici in vigoare.

Ilcnumirea cofirerL:i ld a produsrrlrr'r Ghrelios gcl aqti$ADtie

L Dntc da idetrli re ule produsulul:
1.1 Cntegorit de rodtts: bi0di$tructiv

-Gr principafti: I
- Tip e produs: I

1.2[-J{itiznre: t_srl u dczinfectnrea lri a miinilor si c?nruului operator.
1,3 Fonnu rle eo

ninti |fl.,-1r0 llitri
'i{ionare pi ambufure:

L4 C'enfinut fn s slanle. eclive: Alcool
t f i cln z n n (5 - cl o g!$;[i$ ic ljr rle n o x il &:n ol ] -,]l. .$ -?,{) 7sl

L,S C:etegorii de ilitutori: , irrlu;trinli
L6 lt'tforhttrlii itril
reglemen4drile n icnbile: HG nr. $6,1 rlin l0.qpJ009,-Q$in$l l,{$ Fr.2

09,10,201
2 Dstc dc i o[e proclucrltoruIu iI

iL,l Firnvt
1,.2 Adresa

ic* si dc {ere'rChenix"

7.3 codul de irten ifie are_

Valabll itatefl esrti fi rj

Contp*i:i1ia, paranle
u lui de inregisrrre datalluna/arrul ,v /a{/2x19

tehnict. care n stat
?9.06.?{)14.

Orice moelifica a datetror de identillcare a prodLr$r.rlui bi.odistructiv, duce nl0d
automat la antr catului de inr:egistrere.

r:ii de calitate ai produsulLri pi dorrteniul de utiilizore sunt rei prevfizu{i in dncunrentalir
ln hazfi pliherarii pr*z*ntuiui ce$ificnt. confnrm Rnpofiului dc cv*luar* nr,]S5 clin

CIIIITIFICAT

Moldor-a

B\4,ty

\/icerni Srr,etl:rna COTF],



Soli<:itant: For tit lar SA,,M-INTER-FARMA"

Adre j uridica St

entificare de stat - codul fiscal 1003600005263

nr.546din 10.09.09pi inbazaordinului Ministerului sdnerdlii nr_g6din22.02.2016
(nr. dnta/luna/anul)

Republica Moldova,
iei inaintate. s-a decis c5 urmrtorul produs biodistructiv poate fi fabricat sau comercializat si utilizat inform prevederilor legislaliei in vigoare. ;

Denumirecl iald a produsului; NICA-CLOR
L Dtrte de identi re ale produsului:

'.1 Calegoria de prod us : biodistructiv
upa principald: I

de prodas: Z
L2Ulilizare:

ruciuc. nlastic irl$: dezin$ ile sanif* r meclicale.
1,3 Forma de ndilionare Si ambalare.. Comprimate/ Granule

1.4 Conlinut ?, substanle active:

Nr. (10250 data/l

Nr. de

In conlormitate cu

ernis i'n baza

1..5 Categorii
l.6Informalii vind
re,gtementdrile icabile: HG n

rin Ordinele

2, Dale de
2.1' Firma: S G

2.2 Adresa: C

Valabilitatea certi
Compozilia, para

Ministerul Senetdtii al Republicii Moldova

CERTIFICAT
DE INREGISTRAR.E D]D STAT/AVIZ.U\RE SANITARA

AL PRODUSU]LUI BIODISTFI UCTIv

na./anul 22/0212016

tttiliZalori:

rdinu I r.299 din 06.05. mod
1007 d 015.

ale producdlorului:

. tlr.Iei$c{i r_()1;r. Fcde ia Ilrrlir

tehnir:[, care a
17.02.2076.

tului de inregistrare data/luna/an ul 2210212021.'ii de calitate ai produsului gi domeniur de utirizare sunr cei
la baza eliberdrii prezenturui certificat, con{brm Raportului

prevdzu{i in docurnenta{ia
de evaluare nr. 250 din

Oric:e modifi re
automat la $il lar
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