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CERTYFIKAT WE / EC CERTIFICATE

zgodny z 93/42/EWG Zalacznik lpp. 4 / acc. 93/42/EEC Annex Hw.o, 4

Niniejszym zaswiadcza sie, ze firma / This certifies, that the company

Medi-Sept Sp. z.0.0
ul. Konopnica 159¢c, PL / 21-030 Motycz

dla kategorii wyrobow klasy |la i Hib / for the product category class Ha i Ith
(Lista wyrobow patrz zatacznik 1 / List of products see annex 1)

Wyroby medyczne do dezynfekc;ji.
Medical devices for disinfection.

stosuje system zapewh]ema jakosci w projektowaniu, produkeji I kontroli koricowej wymienionych wyrobow zgodny z wymaganiami Zatgcznika ||

(z wylgczeniem sekcji 4) dyrektywy 93/42/EWG. Bodatknwo, przy znaku CE musi zosta¢ naniesiony nurner identyfikacyjny jednostki notyfikowanej.
Wazno$¢ tego cerlyfikatu zalezna jest od utrzymania systemu zapewnienia jakosci zgodnege z wymaganiami dyrekiywy | jega nadzorowania przez
jednostke noiyﬁkmnq zgodnie z Zatgcznikiem |1, rozdziat 5. Certyfikal nie moze by¢ przenoszony pod zadnym warunkiem.

has established a qm‘ﬂy system for design, production and final testing acc. to the requirements of Annex Il (excluding section 4) of the directive
93/42/EEC. Additional|lo the CE-marking the notification number of the Notified Body has {0 be affixed. The validity of this cerfificate is based on the
maintenance of the qualily system in accordance with the requirements of the directive and its surveillance by the Notified Body according Annex I1
section §. The certificate may not be fransferred under any circumstances.

ES

Nrrej. / Reg.-No. TNP/MDD/0131/4125/2015 Wazny od / Valid from 02-07-2018
Raport nr/ Report No.: PL4125/2018-10 % Wazny do / Valid until  01-02-2021

owita Juswiak Katowice, 07-01-2019

ednostka Certyfikujaca Wyroby Medyczne /
Certification body for medical devices

Jednostka notyfikowana Numer identyfikacyjny 2274
Notified Body ID. No. 2274

TUV NORD Palska Sp. z 0.0.

: ; B +48 32786 46 4F Fax +48 32 786 46 01
ul. Mickiewicza 29 40-085 Katowice

www tUv-nord.pl, biuro@tuv-nord.pl

Dopuszcza sig kopiowania certyfikatu tylko w niezmienione postac. / Copies of this certificate onfy without changes.




ZA‘tACEN!K nri, strona1z 3 [ ANNEX No. 1, page 1 of 3

do certyfikatu numer rejestracyjny / to Certificate Registration No.:  TNP/MDD/0131/4125/2015

Raport nr / Report N;O,i PL4125/2018-10 Wazny od / Valid from 02-02-2018
Wazny do / Valid until  01-02 2021

Typ / Type Wyroby / Products Klasa / Class UMDN
Wyroby medyczne do dezynfekgji / Velox Top AF neutral lia 16748
medical devices for-dfé&zfecﬁon Velox Tap AF grapefruit Ha 16748
Medi Spray neutral Ha 16748
Direct Spray SL E] 16748
Medi Spray tea tonic lta 16748
Velox Spray neutral Ita 16748
Dr. Mayer Green Neutral lla 16748
Velox Spray tea tonic lla 16748
Dr. Mayer Green Tonic Ha 16748
Velox Foarm Exira U 16748 i
Direct Foam Extra lla 16_748
Dr Mayer Sonic Sensitive la 16748
Velox Foam Prim lla 16748
Velox Foam lta 16748
Velox Rapid ila 16748
Velodes Silk Ha 16748
Velox Wipes lla 18776
Velox Wipes NA Ita 18776
Direct Wipes NA la 18776
Dr. Mayer Energy Sensitive fla 18776 .
Quatrodes Strang 4 lla 16748
Quatrodes Exira lla 16748
Quatrodes Forte B lfa 16748
Quatrodes Unit lia 16748
-Quatrodes Unit NF lla 16748
Direct Unit NF lla 16748

Mak Katowice, 07-01-2019

Jlednostka Certyfikujaca Wyroby Medyczne /
Certification body for medical devices

Jednostka notyfikowana Numer identyfikacyiny 2274
Notified Body ID. No. 2274

TUV NORD Polska Sp. z 0.0.
ul. Mickiewicza 29 40-085 Katowice
Dopuszeza sie kopiowania certyfikatu tylko w nigzmienionej postact. / Copies of this certificar

W +48 32 786 46 46, Fax +48 32 786 46 01
waww. tuv-nord.pl, biuro@tuv-nord.pt
e only withoul changes,




ZALACZNIK .1 serezes | ANNEX 11 poeras

do certyfikatu numer rejestracyjny / to Certificate Registration No.:
Raport nr/ Report No:: PL4125/2018-10

Typ / Type Wyroby / Products
Wyroby medyczne do dezynfekeji / Quatrodes Press
medical devices for disinfection Quatrodes One

Quatro Basic

Viruton Strong
Viruton Extra
Dr. Mayer Ez0-Extreme
Viruton Forte
Direct Forte SL
Viruton Classic
Viruton Pulver
Viruton Bohr
Direct Bohr SL
Dr. Mayer Roth
Viruton Pre
Viruton Foam
Effective Pulver
Effective Rotary
Effective Suck
Effective Suck NF
Effective Wipes
Effective Wipes Aroma
Effective Wipes NO ALCOHOL
Effective Instru
Effective Instru Extra

. Effective Spray neutral
Effective Spray tea tonic

7 [0 g

e Juzwiak

ednostka Certyfikujaca Wyrcby Medyczne /
JCertification body for medical devices

Jednostka notyfikowana Numer identyfikacyjny 2274
Notified Body ID. No. 2274

TOV NORD Polska Sp. z 0.0.
ul. Mickiewicza 29 40-085 Katowice

TNP/MDD/0131/4125/2015
Wazny od / Valid from 02-02-2018

Wazny do / Valid until

Katowice, 07-01-2019

@ +48 32 786 46 46, Fax +48 32 786 46 01

| _ www . tuv-nord.pl, biuro@tuv-nord.pl
Dopuszeza sig kopiowania certyfikatu tylko w niezmieniong postaci. / Coples of this certificate only without changes.

01-02-2021

Klasa / Class

lfa
lla
lla
Jb
..,“>b
itb
itb
lib
1ib
5]
Iib
b
Iib
Itb
11b
b
Hib
lla
lla
lla
lla
IE]
1]
113
lla

[IE]

UMDN

16748
16748
16748
16748
16748
16748
18748
16748
16748
16748
16748
16748
16748
16748
16748
16748
16748
16748
16748
18776
18776
18776
16748
16748
16748
16748




do centyfikatu numer rejestracyjny / to Certificate Registration No.;
Raport nr/ Report No.: PL4125/2018-10

ZALACZNIK ne 1, sfrona 32 3 I ANNEX No. 1, page 3 of 3

TNP/MDD/0131/4125/2015

Wazny od / Valid from 02-022018
Wazny do / Valid untif  01-02-2021

Typ 7/ Type Wyroby / Products Kiasa / Class
Wyroby medyczne do dezynfekeji / Effective Sensitive Faam lla
medical devices for disinfection Dr. Mayer Ezo-Forte b
Dr. Mayer KeraSept Hb
Dr. Mayer Hydra Forte lia
Dr. Mayer Sonic neutral lla
Dr. Mayer Sonic grapefruit lia
Br. Mayer Energy lia
Or. Mayer AspiClear lla
MEDISEPT Chusteczki do dezynfekeji powierzchni lla
MEDISEPT Proszek do dezynfekcji obuwia rehabilitacyjnego lla
MEDISEPT Proszek do dezynfekcji zabawek rehabilitacyinych,
wkiadek | poduszek ortopedycznych fta
MEDISEPT Spray do dezynfekcji butéw lla
Podoline Espuma dasinfectarte superficies la
Pedoline Spray desinfectante superficies lla
Podoline Toallitas desinfectantes sin Alcohol Ha
Podaline Desinfeclante instrumental fisto para usar llb
Podoline Desinfectante instrumental Plus Itb
Podoline Desinfectante instrumeantal lib
Saiko Drill i
Saiko Sept " lIb
Saiko Sept Extra o)
Saiko Sept Pulver \lb
Saiko Suck d Ita
Salko Wipes lia
‘Saiko Zid lia

dnostka Certyfikujgca Wyroby Medyczne /
ertification body for medical devices

Jednostka notyfikowana Numer identyfikacyjny 2274
Notiffed Body ID. No. 2274

TUV NORD Polska Sp. z 0.0,
ul. Mickiewicza 29 40-085 Katowice

Katowice, 07-01-2019

UMDN

16748
16748
16748
16748
16748
16748
18776
16748
18776
16748

16748

16748
18748
16748
18776
16748
16748
16748
16748
16748
16748
16748
16748
18776

B +48 32 786 46 46, Fax +48 32 786 46 01

www.tuv-nord.pl, biuro@tuv-nord.pl

Dopuszcza sie kopiowania certyfikatu tylko w niezmienione] postaci. / Copies of this certificate onfy without changes.




i i F2-110
% MEDISEPT Declaration of Conformity

Deklaracja zgodno$ci
Wersja 2

Manufacturer:

Producent:: MEDI-SEPT sp. z 0.0.
21-030 Motycz,
Konopnica 159¢, Poland

We declare under our sole responsibility that the medical device
Deklarujemy na swojfg wyfgczng odpowiedzialnosci, Ze wyréb medyczny:

Velox Wipes — Alcohol-based-formula wipes for cleaning and disinfection of
surfaces of medical equipment
Velox Wipes — Alkoholowe chusteczki do mycia i szybkiej dezynfekcji powierzchni sprzetu medycznego

of class: lla; rule 15 according to Annex IX of 93/42/EEC Directive

zostat zakwalifikowany, jako klasa lla; regufa 15 zgodnie z Rozporzadzeniem Ministra Zdrowia z dnia 5 listopada
2010 w sprawie sposobu klasyfikowania wyrobéw medycznych

covered by the Technical Documentation TD PW - lla, rev.11, dated 05.02.2018
opisany w Dokumentacji Technicznej TD PW - lla, wydanie 11, opracowanej dnia 05.02.2018 r.,

meets all provisions of the directive 93/42/EEC which apply to it.
speiniajg wszystkie wymagania Ustawy z dnia 20 maja 2010 roku o Wyrobach Medycznych (Dz. U. nr 107, poz
679).

All applicable harmonized standards required by the directive 93/42/EEC - the
detailed list in the Technical Documentation

Wszystkie majgce zastosowanie normy zharmonizowane z wymaganiami DyrFktywy 93/42/EWG - znajdujg sie w
Dokumentacji Technicznej

Conformity assessment procedure: Annex |l excepting section 4 of 93/42/EEC
Directive

Procedura oceny zgodnosci: zgodnie z Zatacznikiem 2 Rozporzadzenia Ministra Zdrowia z dnia 12.01.2011 w
sprawie wymagan zasadniczych oraz procedur oceny zgodnosci wyrobéw mepyczn ych.

Evaluation conducted by Notified Body:

Oceng przeprowadzita Jednostka Notyfikowana:
TUV Nord Polska Sp. z 0.0.
ul. Mickiewicza 29
40-085 KATOWICE / Poland

Certificate No. / Numer certyfikatu WE: TNP/MDD/0131/4125/20\15
Expiry date / Data waznosci: 01.02.2021

Konopnica, dnia 05.02.2018 Waldemaf ;

c € 2274



Importator in REPUBLICA MOLDQVA:
S.A. "M-INTER-FARMA”, Mun. Chisindu, str. Grenoble 23,21
Tel. (022) 904-006, 904-005, Fax: (022) 904-007. www.minterfarma.md
Numdr de inregistrare de stat a dispozitivelor medicale Nr. DM000145052

T

Velox® Wlpes

Servetele pe baza de alcool pentru curatarea si dezinfectarea
suprafetelor echipamentului medical

+» Spectru larg microbiocid deja in 30
sec.

. Proprietati excelente de curatare

Delicat, parfum proaspit de
grapefruit sau mandarina

Presaturat cu formuld pe baza de alcool, Velox Wipes
este concomitent pentru curatare si dezinfectant.
Indicat pentru dezinfectarea rapidd a suprafetelor
mici, suprafetelor echipamentului medical greu
accesibile, fotoliilor, paturilor, pieselor stomatologice
inainte de sterilizare, portamprentelor protetice si
amprentelor din silicon. Asemenea si pentru
suprafetele ce vin in contact cu produsele alimentare.




e

' Velox® Wipesi— §¢rvg;gle pe baza de alcool pentru curatarea si dezinfectarea

suprafetelor echipamentului medical i o

Aplicarea:

Tn‘:bibat cu formula pe bazd de alcool, Velox Wipes este concomitent si pentru curdtare si pentru dezinfectare. Destinat
pentru dezinfectarea rapida a suprafefelor mici si greu accesibile al echipamentului medical, fotoliilor, paturilor, pieselor
stomatologice fnaintea sterilizarii, portamprentelor si amprentelor din silicon. Deasemeni este recomandat si pentru
suprafete care vin in contact cu produsele alimentare. Fara aldehida si fenoli, nu decoloreazd suprafetele dezinfectate.
Posedd miros placut de grapefruit-mandariné. Testat si recomandat de Famed — producator lider European de echipament

. ~murdar
i e
i 1 min.
T Sesee
_ _ O0sec. ~  30sec
|  EN1850 30 sec. . Amin.
; EN 13624 30 sec. N
- : Erﬂﬁm%m — 30 e e w%sm S S\Q%M&’&‘«cj P
| | EN 14348 e imn
viruses {(HBY, H [y : -
[l ] f R 5
e ) e e LD ]
e ML W SR R

EN “%%4?& ¢ 1 min g |

O R S

Evidenta documentard a eficacitatii biocide a produsului este disponibild la producator

B R o R

Instructiuni de utilizare: Extrageti un servetel din container si stergeti suprafata necesari de curdtat si dezinfectat. inchideti
capacul. Dupd deschiderea ambalajului, folositi servetelele in maxim 21 zile. Nu folositi servetelul daca este uscat.Nu folositi
pe suprafete sensibile la alcooli (ex. sticla acrilicd). Produsul este destinat pentru uz profesional.

Compozitie: 100 gr. contin:
40 gr — propan-2-ol (CAS:67-63-0),
20 gr — etanol,

0,39 gr — amine, n-C10-16-alkilotrimetilenodi-, produse al reactiei cu acidul cloracetic,
0,25 gr. — didecilodimetiloamoniu clorid.

Ambalai: punga rezerva cu 100 servetele, container din plastic cu 100 servetele
Precautii:

Pericol
Fraze de pericol:

H226 - licid si vapori inflamabili, H319 — Provoaci iritare gravi la ochi, H336 - Poate provoca ameteal3
sau somnolentd

Fraze pentru conditii de utilizare sigurs:

P210 - ferifi de céldurd, suprafete fierbinti, scintei, foc deschis si alte surse de incalzire. Nu fumati. P280 —
folositi protectie manusi/haine/a ochilor si protectia fetei. P305+P351+P338 — CONTACT CU OCHII: clati [
cu grijd ochii timp de ¢iteva minute. Indepartati dupd posibilitate lentilele dacs sunt prezente. Contji ‘:mw{' y,
clatirea. P337+P313 - Daci iritatia ochilor persist solicitati consultantd/asistent medical. P403+p¥
Pastrati in locuri bine ventilate. P&strati containerul bine inchis. P501 — Continutul/ambalajul sefAfapfsga 1
conformitate cu reglementirile Iocale/regionale/nationaIe/internationale.

Revision: 02,2017
: Fraghsiaed:|
- Medi-Sept 5p. 2 w.0,, Konuprica 159 ¢ o
‘:, 21,030 Katyee, falska, wol: = 44 81 %3% 22 23 i
 infotEimadi-sept.com pl, wwiv medisrpt.pl



Instructiune de utilizare a produsului dezinfectant

Medi. Spray

Medi Spray este destinat pentru dezinfectarea suprafetelor mici a
dispozitivelor medicale neinvazive, inclusiv banchetele si
scaunele de tratament, dispozitivelor si aparatelor medicale si
chirurgicale, echipamentelor de reabilitare si altor suprafete greu
accesibile al echipamentului medical, dulapurilor si mobilierului
pacientilor. Se recomanda n special pentru suprafete din sticla si
suprafete lucioase. Produsul poate fi aplicat si pe suprafetele ce vin
in contact cu produsele alimentare.

Deasemeni este recomandat pentru dezinfectarea pieselor de mina
stomatologice (Inainte de sterilizare), la fel si a tavelor pentru
amprentele dentare si amprentelor din silicon. Nu contine aldehide si fenol. Componentele nrodusului selectate cu
precizie asigurd un spectru larg biodistructiv in timp scurt si curéatare perfectd a suprafetelor fira si lase scame.
Instructiuni de utilizare:

Pulverizati suprafata cu solutie de la distanta de aprox. 30 cm., se asigurd ca este in intregime acoperiti cu solutie si se
lasa sa-gi faca efectul. Apoi stergeti suprafata cu un servet din hirtie. Suprafata nu necesita clitire cu api si se usuci rapid
fard a ldsa urme. A nu utiliza pe suprafete sensibile la alcool (ex. sticla acrilica). Indicat doar pentru uz profesional.
Substante active: 100 gr. de preparat contin: 63.7 g etanol, 6.3 g propan-2-ol.

Ambalaj: Flacon 1 L. spray, canistra 5 L.

Activitatea icrobiolo icé:

EN 13727

EN 13624
EN 14348




NICA - AMICID

PRODUS DEZINFECTANT
S o o =

5 —f' T "'x":'."rm Y

(ferliﬁe:! 1SO 9001-2001 ..(..‘:(.!:riil‘.itm de inregistrare in R.Moldova Nr.00249 din 22.02.2016
Produsul NICA-AMICID este destinat pentru:
» dezinfectarea si dereticarea suprafetelor in incaperi, aparatelor, dispozitivelor, lengeriei, veselei,
obiectelor de ingrijire a bolnavilor, incaltamintei, dezinfectarea (inclusiv asociata cu tratarea
presterilizatorie), tratarea presterilizatorie si finala a articolelor de uz medical manual si automatizat;
» dezinfectarea deseurilor medicale, materiilor organice;
» efectuarea curateniilor generale;
» combaterea mucegaiului;
» dezinfectarea sistemelor de aerisire si ventilare si de conditionare a aerului
» dezinfectarea ?chipamentului de salubrizare, WC-urilor autonome si biologice, transportului sanitar;
» dezinfectarea de nivel inalt a endoscoapelor;
> sterilizarea articolelor de uz medical;

Produsul NICA - AMICID prezinta actiune bactericida fata de bacteriile gram pozitive si gram negative
(inclusiv micobacteriile tuberculozei), virulicida (asupra tuturor virusurilor-patogeni ai omului, inclusiv
virusurile hepatitelor enterale si parenterale (inclusiv hepatitelor A, B si C), HIV, poliomielitei,
adenovirusurilor, virusurilor “pneumoniei atipice” (SARS), gripei “aviare” H5N1, gripei “porcine”, gripei
umane etc.), fungicida - asupra levurilor din genul Candida, dermatofitilor din genul Trichophyton,
ciupercilor de mucegai, agentilor patogeni ai infectiilor nosocomiale (intraspitalicesti), infectiilor
anaerobe. Produsul poseda activitate sporicida.

Compozitie: Produsul NICA - AMICID prezinta un lichid de la incolor Ia galber, se admite aparitia unui
mic precipitat in procesul de depozitare indelungata. In calitate de substante active contine: N, N-bis-(3-
aminopropil) dodecilamina - 2%, clorura de didecildimetil amoniu — 8%, polihexametilen guanidina
hidroclorid — 1,8% si alte componente functionale. PH- ul solutiei apoase de 1% este 8,0-10,0.

Termenul de valabilitate al preparatului - 5 ani, a solutiilor de lucru a preparatului - 28 zile.

Produsul poseda proprietati detergente, nu deterioreaza obiectele tratate, nu decoloreaza tesaturile, nu
fixeaza poluarile organice, nu corodeaza instrumentarul medical, nu necesita conditii speciale de
depozitare si pastrare, este putin toxic, dupa actiunea asupra pielii se atribuie la clasa a 4-a de compusi
putin toxici.

Masuri de precautie: La prepararea solutiilor de lucru ale produsului a se evita C
ochii. Lucrul cu produsul a se efectua in minusi din cauciuc.
Se prezinta in flacoane de 1 litru si canistre de 5 litri.

MD 2025 Mun.Chisinau, str.Crenoble 21
Tel: (022) 904 - 006, 904 - 005, Fax: 904 - 007




Produsul dezinfectant “Nica Amieid”

Domenii de utilizare: institutile medico-sanitare (inclusive laboratoarele clinice, de diagnostic, bacteriologice, sectiile ¢
neonatologie, maternitati, saloane pentru noi nascuti), institutiile pentru copii si penitenciare, intreprinderile de alimentatie public
comert cu produse alimentare, pietele de consum si desfacere comerciale si alimentare, obiectele comunale, hoteluri, bazine, be
saune, spatii publice, focare de infectii.

Regimurlle de dezinfectare a diferltor oblecte cu “Nica-Amicld”

Obiectele supuse decontaminarii in caz de in caz de in caz de in caz de infectii fungice
infectii tuberculoza infectii virale
bacteriens candidoze ciupercile de
mucegai
% timpul,| % timpul | % timpul | % timpul | % timpul
min. min. min. min. min.
Suprafetele in incaperi 0,01 60 0,25 60 0.1 60 0,25 30 0,1 30
0,05 30 0,5 30 025 | 30 0,5 15 0,25 15
Vesela fara resturi de mancare 0,05 30 0,05 60 0,05 | 60 0,05 60 - -
0,1 15 0,1 30 0,1 15 0,1 30 - -
Lenjerie cu excretii 0,5 60 1,0 60 0,5 60 0,25 60 1.0 60
1,0 30 1,6 30 1,0 30 0,5 30 1,5 30
Incubatoare pentru copii, 0,05 30 0,25 60 0,1 60 0,25 30 - -
accesoriile atasate echipamentului | 0,1 15 0,5 30 025 | 30 0,5 15 - -
de anestezie si respiratie;
echipamentul de anestezie

Regimurile de dezinfectare,asociata cu tratarea presterilizatorie
a articolelor de uz medical cu produsul “Nica-Amicid” in caz de
infectii de etiologie bacteriana(inclusive tuberculoza), virala si

fungica

Tipul articolelor

Articolele din sticla,metal,plastic,
(inclusive articolele cu parti lacat),
instrumentarul stomatologic si
chirurgical; materialele stomatologice

Endoscoapele rigide si flexibile

Prin metoda manuala
% timpul
min.
01 60
0,25 30
05 20
1,0 15
0,25 60

Regimurile dezinfectarii d< nivel inalt a endoscoapelor
cu produsul “Nica-Amicid”

Tipul Regimurile de tratare

articolelor -

Temperatura| Concentratia Timpul de

solutiei.”C | solutiei de lucru | expunere
% dezinfectanta
min.

Endoscoapele
rigide flexibile, 3,0 30
de producere 2042 40 15
autohtona si de 6’0 5
import : ‘

REGIMURILE DE STERILIZARE A ARTICOLELOR DE UZ MEDICAL CU PRODUSUL “NICA-AMICID”

Tipul articolelor

| Regimurile de tratare
Temperatura solutiei,’C Concentratia solutiei de lucru Timpul de expunere dezinfectanta,

(dupa preparat), % min.
Articole din sticla, metalice, plastic, 3,0 60
cauciuc (inclusiv instrumentarul Nu mai putin de 18 4,0 30
chirurgical si stomatologic, 5'0 15

endoscoapele rigide si flexibile, 8,0 5

instrumentarul accesor acestora) -

REGIMURILE DE DEZINFECTARE A DESEURILOR MEDICALE CU SOLUTIILE PRODUSUL

Ul “NICA-AMICID”

Tipul articolelor

Concentratia solutiei de lucru
(dupa preparat),%

Timpul de expunere
dezinfectanta, min,

Metoda de tratare

Deseuri Tampoanele din bumbac 0,25 Inmuierea
medicale sau tifon, tifonul, 0,5 imersia
pansamentele din tifon 1.0 /‘7
Deseuri lichide, sange, excretiile boinavilor 0,5 ul deseurilor cu
(sputa, urina, voma etc.) 1,0 zinfectanta
2.0 Qiie de 1:2
ol




S A M-INTER-FARMA

IDNO 1003600005263 Cod OKPO 37020536 Cod TVA 0207934
MD 2025, Chisindu, Grenoble, 21
Tel: + 373 22 904 — 006, 904 - 005,
Fax: + 373 22 904 - 007

Produs dezinfectant ,, GHELIOS gel antiseptic” (CEJIMOC anTHCenTHYeCKHI reJib)
(antiseptic pentru piele)
(,»FPC GHENIX” SRL, Rusia)

Descriere: antiseptic pentru piele gata de utilizare sub forma de gel de culoare ‘albastru transparent sau
opalescent cu miros specific.

Compozitie: In calitate de substante active contine alcool isopropilic — 65%, triclosan — 0,2%. Suplimentar
contine componente hidratante , regenerante si de inmuiere pentru pielea miinilor.

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

- prelucrarea mainilor chirurgilor, asistentelor medicale din blocurile operatorii, moagelor s.a. personal
antrenat in efectuarea interventiilor operatorii si de primire a nasterilor in institutiile medico-sanitare,

- decontaminare si degresarea pielii cimpului operator si de injectare,

- decontaminarea articulatiei humero-radiale a donatorilor la statiile de transfuzie a sangelui,

- prelucrarea pielii Inaintea introducerii cateterelor si punctia articulatiilor,

- pentru prelucrarea igienicd a miinilor personalului medical, inclusiv personalul automobilelor
ambulantelor,

- pentru prelucrarea igienicd a miinilor personalului institutiilor prescolare si scolare, institutii sociale
(case de batini, hospisuri etc.), personalului intreprinderilor de cosmeticd si parfumerie (inclusiv
frizerii, cosmetologii etc.), statii balneare, intreprinderi de alimentatie si comert publice, obiecte
comunale, intreprinderi din industria alimentard si farmacochimica, institutiile medico-sanitare si
balneare, banci, hoteluri, alte institutii unde este necesard prelucrarea antiseptica a pielii, la fel si uz
casnic.

- prelucrarea télpii picioarelor in scopul profilaxie afectiunilo micotice.

Activitate: Produsul ,,GHELIOS gel antiseptic” induce moartea bacteriilor gram negative si gram
pozitive (inclusiv a agentilor patogeni ai infectiilor nosocomiale (intraspitalicesti), intestinale,
micobacteriilor tuberculozei), virusurilor ( infectiile respiratorii virale acute, gripa, gripa aviard si
porcind, paragripa, herpesul, poliomielita, hepatitele de toate tipurile, inclusiv hepatitele A, B si C,
infectiile HIV, adenovirusurile, rotavirusuri, pneumonii atipice, enterovirusuri s.a.), fungilor (inclusiv
levurilor din genurile Candida), dermatofiti. '

Misuri de precautie: Doar pentru uz extern. Nu se aplicd pe pligi si mucoase. Inflamabil! A nu
permite contactul cu foc deschis i aparate de incalzire conectate. Se interzice utilizarea dupi expirarea
termenului de valabilitate.

Transportarea: produsul poate fi transportat in ambalaj cu toate tipurile de mijloace de transport
care asigurd in:[egritatea produsului si ambalajelor (recipientelor) originale.

Pastrarea: In flacoanele bine inchise, aparte de medicamente, in incéperi inaccesibile copiilor si
acrisite la temperatura de la -40° la +35°, departe de aparate de incalzire, foc deschis si raze solare.

Ambalaj: flacoane din polimer cu volum de 0,1 si 30 dm?

Prelucrarea igienica a méinilor: 2 ml produs se aplicd pe maini si antebrate si se maseaza usor
pana la uscare, dar nu mai putin de 30 sec.

Prelucrarea mdinilor chirurgilor §i altui personal antrenat in efectuarea operatiilor si
primirea nagterilor etc.: preventiv aplicdrii produsului, méinile si antebratele se spald minutios, nu
mai pufi de doud ori, sub jet de apa calda si sipun in decursul a 2 min. si se Jsacashun servetel steril
din tifon. Dupd, pe maini se aplicd de doud ori céte 3 ml produs si s NARCTAG ‘.@(
antebrafurilor timp de 2,5 min.; dupa care din nou se aplica 3 ml. ST/ A 1éinilor si
antebrafurilor timp de 2,5 min. (pielea miinilor se mentine umedd}=i
constituie 5 min. Ménusile sterile se imbracd dupa uscarea completd a piEH

Produsul proseda activitate antimicrobiana prelungita timp de 3 ore. \




“NICA - CLOR” produs dezinfectant (tablete si granule)

_ produciitor SRL Compania Stiintifici de Producere ,,Ghenix”, Rusia

Produsul dezinfectant ,,NICA-CLOR” contine in calitate de substantd activa sarea de natriu a acidului
diclorizocianuric = (sarea-Na ADCC) 84%. Preparatul se produce sub forma de tablete de culoare albad cu
miros slab de clor cu greutatea 3,32 g, care la dizolvare elibereaza 1,52 gr. clor activ, si in formd de granule.
Continutul clorului activ in tablete si granule este de 45,5%.

Tabletele si granulele sunt ambalate in borcane din materiale polimerice cu capace inchise etang cu masa de
1 kg. sau alt ambalaj polimeric In conformitate cu actele normative in vigoare.

Termenul de valabilitate a produsului in ambalaj — 3 ani. Termenul de péstrare a solutiilor de lucru ale
produsului — nu mai mult de 6 zile.

Produsul se dizolvd bine in ap#. Solutiile apoase sunt transparente, cu un miros slab de clor. Pentru
combinarea procesului de dezinfectie si spdlare, la solutiile preparatului este posibild adiugarea
detergentilor, avizati pentru utilizare in institutiile medico-sanitare (IMS). Solutiile apoase nu deterioreazi
suprafefele prelucrate din lemn, sticld, materiale polimere, precum si vesela, jucariile, articolele de uz
medical §i obiectele pentru ingrijirea bolnavilor din metale rezistente la coroziune, sticld, cauciucuri si
plastic.

Produsul "NICA-CLOR” poseda actiune antimicrobiand asupra bacteriilor gramnegative si grampozitive (incl.
micobacteria tuberculozei — testat pe Mycobacterium terra), virusuri si ciuperci Candida si dermatofiti; produsul este
efectiv contra agentilor patogeni al infectiilor deosebit de periculoase (ciuma, holera, tuleramia, legionelloza);
produsul poseda activitate sporocida, inclusiv asupra sporilor cauzali al antraxului, produsul posedd proprietiti

ovocide asupra agentilor cauzali al afectiunilor parazitare (chisturi si oochisturi al protozoarelor, oud si larve al
helmintilor, ostricii).

Produsul ,,NICA-CLOR?” este destinat;:

sub forma de solutii, preparate din comprimate si granule:

- pentru dezinfecfia suprafetelor in incdperi, mobilierului dur, echpamentului sanitar-tehnic, lenjeriei,
veselei (incl. de unicd folosintd §i de laborator), obiecte pentru spilarea veselei, juciriilor, obiecte de
ingrijire a bolnavilor, obiecte de igiend personald, covorase din cauciuc si polipropilen, inventarului pentru
curdfenie si materialelor la dezinfectia zilnica, finald si profilactica in institutii si inreprinderi medico-
sanitare ', focare de infectie, in institufii prescolare (dezinfectia finald) si scolare, la obiecte comunal-
locative (hoteluri, cdmine, bai, curatatorii, frizerii, pieti alimentare, WC-uri publice etc.), la Intreprinderile
de alimentatie publicd si comert, complexuri sportive si culturale, intreprinderi de asigurare sociali,
institutii penitenciare;

- pentru efectuarea curdeniei generale in institutiile medico-sanitare i institutiile pentru copii; focare de
infectii, in transportul sanitar si transportul pentru produse alimentare, in institutii penitenciare, institutii
din sfera sociala si comunal-locativa;

- pentru dezinfectia articoleleor de uz medical din metale rezistente la corozie, cauciucuri, plasticuri, sticli;

- pentru dezinfectia deseurilor medicale (inclusiv articole de uz medical de unici folosinta, materiale pentru
pansament, lenjerie de unica folosinta pentru corp si pat, hainele personalului) inainte de reciclarea lor;

- pentru decontaminareautilajului special, echipamentului special §i instrumentarului in frizerii, saloane de
masaj, bdi, saune, cluburi, saloane de frumusete, curatitorii, puncte sanitare si alte obiecte de deservire a
populatiei;

- pentru dezinfectia secretiilor biologice: sputi, mase fecale, emestec urino-fecal, voma, resturi alimentare,
singe, ser etc.;

Regimurile de dezinfectare a diferitor obiecte cu produsul “NICA - CLOR”

in caz de in caz de
! infectii infectii virale
Obiectele supuse bacteriene
decontaminarii
Nr. de tablete timpul, Nr. de timpul
% la10 min. % tablete min.
lit. apa la 10
Lit. apa
Suprafetele in incaperi, 0,015 1 60 7
mobild netapitata 0,03 2 30
Vesela fara resturi de 0,03 2 15
Mancare, lenjerie




|
| i |
- |
| I

The managément system of

L T8 Medical Sdn. Bhd.

Lot 5091, Jalan Teratal; Batu 5, Off Jalan Meru
| ; 41050 Klang, Selangor Darul Ehsan
| MALAYSIA

has been assessed and ceifified as meeting lhe requirements of

Directive 93/42/EEC

on medical devices, Annex V

For the following products

i : Sterile Surgical Gloves
 Forplacing P" the marke‘ of Class lIb or Class Il devices coveted by this cerlificate, an EC T e Examination
Certificate according to Annflzx il is required.

This e&a’lrﬁcate g§;vali(i from 14 September 2013 until 14 Septembc!-:-r 2018 and
@ | remains valid subject to satisfactory surveillance audits.
et Re certification audit due before 14 July 2016

| Issue 6. Certified since 19 November 1999

~ Cetfication is based on reporls numbered MY/KUL  MY00308
Authorised by

>
»

SGS United Kingdom Ltd, Notified Body 0120

202B Wotle F’arkway! Weston-super-Mare, BS22 6WA UK
t+44 (0)1934 522917 §+44 (011934 522137 www.sgs.com

8GS CE 130311
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

IQNet and its partner
CISQ/CERTIQUALITY S.r.l.

|
DISPOTECH SRL

IT - 23022 CHIAVENNA (SO) - VIA M. DEL GROSS0, 8/12
has implemented and malntainls a

Quality Management System
which fulfills the requirements of the following standard

ISO 9001:2008
for the following activities Code EA4,12, 14
Manufacturing and sale of: special laminated products (tissue/polythene) for medical and health-sanitary use; products for
thermal therapy; saliva ejector.
Design, manufacturing and sale of spray for dental therapy.

in the following operative unit
IT - 23020 GORDONA (SO) - VIA FTL PIANO, 29

Issued on: 201 5-|[12-09
Certified since: 2003101-28
Expire on: 2018-09-14

Registration number:  1T-24919

Michael Drechsel ‘
President of IONET
[QNet Parners®:

AENOR Spain AFNOR Certification France AIB-Vingotte Intemationsl Belgium APCER
CISQ Haly CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holddh
FCAV Brazil FONDONORMA Venezuels ICONTEC Colombia IMNC Mexico, Inspecta Certificagi®é
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norwa
Quality Austria Austria RR Russia SIGE Mexico S1I [sracl S1Q Slovenia SIRIM QAS | e
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YL 1&
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH
The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available undro

t‘.‘l“ ¢ SRR
1\
2
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23160 SONDRIO - Via Ragazzi del 99, 19 - Tel. +39 348 8644614 - Fax +39 0343 36567
! e-mail: biohelp@libero.it

DECLARATION OF COMPLIANCE

Declaration of conformity of the product named DISPONAPKINS, made by the company
BIOHELP Ltd, to the necessary requirements quoted in the Enclosure I, Directive 93/42/EEC
and successive modifications (Directive 2007/47/CE enclosed), as recommended in the
Enclosure VII of the above mentioned directive and successive modifications.

The company Biohelp Ltd — Via Ragazzi del 99, 19 23100 Sondrio — manufacturing the product
named BIONAPKINS

DECLARES

under its own responsibility that the above mentioned product satisfies all the necessary
requirements as recommended in the Directive 93/42/EEC (Medical Devices) and successive
modifications.

The company BIOHELP, moreover, declares and guarantees:

¢ The above mentioneqi product satisfies all the necessary requirements as recommended in the
Enclosure I, Directive 93/42/EEC and successive modifications

The above mentioned product belongs to Class I

The above mentionedi product is sold in NON STERILE packaging

The above mentioned product IS NOT A DEVICE FOR MEASUREMENT

The above mentioneqi product IS NOT INTENDED FOR CLINICAL INVESTIGATION

* & 6 o

Being that the case, the @anufacturer will set up an evaluation procedure on the experience so far

acquired, as recommendejpd in the enclosure VII-4 of the above mentioned Directive and successive
modifications.

Technical documents wiﬂl be available for the competent authority, for a period of five years from

the last date of the manufacturing of the product, as recommended in the enclosure VII of the above
mentioned Directive and successive modifications.

The manufacturer declarejs that the above mentioned product satisfies all the necessary requirements
as recommended in the Directive 93/42/EEC and successive modifications, and that will be sold
with CE mark, according}to the Article 17- Directive 93/42/CEE and successive modifications.

04/02/2011 GENERAL MANAGER
(Massimo Mortarotti)




WY 5.A. M-INTER-FARMA

Role si Pungi pentru Ambalare

Rolele si pungile folosite pentru ambalare sunt rezistente si ofera siguranta la procesare, depozitare si transport.
Acestea sunt confectionate din hartie medicala si un film din plastic multistrat transparent.

Stratul de hartie a fost supus unui tratament de suprafata, care sa permita termosudarea uniforma si constanta, dar sa
si reduca das—priniderea si formarea rosturilor de fibre, atunci cand este deschisa.

Contin indicatori chimici de monitorizare a sterilizarii; acestia sunt localizati in afara zonei de impachetare, pentru a
preveni pigmentul impreganat sa ajunga la produs.

Pe fiecare rola sau punga apar trecute: producatorul, marca, codul, numarul de lot si directia de deschidere. Inafara de
pungile autosigilante, restul produselor sunt usor de lipit, cu orice masina de sigilat.

TIPURLE:

e ROLE CU SAU FARA PLIU: se pot utiliza la sterilizarea cu abur si oxid de etilena; doar latimea este
predefinita; lungimea se alege in functie de necesitati; bucata de rola (punga), care urmeaza a fi folosita
Ltrebuie sigilata la ambele capete.

e PUNGI CU SAU FARA PLIU: se pot utiliza |a sterilizarea cu abur si oxid de etilena; latimea si lungimea sunt
predefinite; punga trebuie sigilata doar la un capat.

¢ PUNGI AUTOADEZIVE: se pot utiliza |a sterilizarea cu abur si oxid de etilena; latimea si lungimea sunt
predefinite; punga nu necesita sigilare.

¢ ROLE FARA PLIU TYVEK: se pot utiliza la sterilizarea cu oxid de etilena, plasma si raze gamma; doar
latimea este predefinita, lungimea se alege in functie de necesitati; bucata de rola (punga), care urmeaza a fi
folosita, trebuie sigilata la ambele capete.

» Producator: DISPOTECH Srl / — ITALIA
e Perioada de valabilitate: 60 de luni de la data fabricarii
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THE INTERNATIONAL CE

CERTIFICATE

IQNet and its partner
CISQ/CERTIQUALITY S.r.l.

DISPOTECH SRL

ORK

IT - 23022 CHIAVENNA (SO) - VIA M. DEL GROSSO, 8/12
has implemented and maintains a
Quality Management System

which fuffills the requirements of the following standard

ISO 13485:2003
for the following activities Code AT 1e, 1a, 2d
Manufacturing and sale of: special laminated products (tissue/polythene) for medical and health-sanitary use; products for
thermal therapy; saliva ejector.
Design, manufacturing and sale of spray for dental therapy.

in the following operative units

IT - 23020 GORDONA (SO) - VIA AL PIANO, 29

Issued on: 2013-12-12
Certified since: 2004-12-15
Expire on: 2016-12-11

Registration number:  1T-38352

TR

" %
Ing. ClavidigPaoveti

Michael Drechsel B

President of IODNET President of CISQ
_ [QNet Partners*: )

AENOR Spain. AENOR Certification France AlB-Vincotte International Belgium ANCE-SIGE Mexico APCER Portugal CCC Cyprus
CISQ fraly CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany DS Denmark
FCAV Brazil FONDONORMA Venezuela 1TCONTEC Colombia IMNC Mevico INNORPI Tunisice
Inspecta Certification Finland IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway



NKWQLLORE QUALITA thq
S}

ISTITUTG DI CERTIFICAZIONE DELLA QUALITA

ORGANISMO NOTIFICATO N° 0546
NOTIFIED BODY N° 0546

APPROVAZIONE DEL SISTEMA DI QUALITA' ATTUATO DA
i APPROVAL OF THE QUALITY SYSTEM OPERATED BY

DISPOTECH SRL{:

IT - 23022 CHIAVENNA (SO) - VIA M. DEL GROSSO, 8/12

UNITA' OPERATIVE
' OPERATING SITES
IT - 23022 CHIAVENNA (SO) - VIA M. DEL GROSSO 8/12
IT - 23020 GORDONA (SO) - VIA AL PiANO, 29

~ PER I SEGUENTI TIP) / FAMIGLIE DI PRODOTTI |
FOR THE FOLLOWING TYPES / CLASSES OF PRODUCTS

E)ispositivi.ﬁ;ﬁ‘ebici per terapie termiche (ghiaccio istantaneo, caldo istantaneo, ghiaccio spray)

Medical devices for thermal therapies (instant ice, instant heat, spra y ice)

Certiquality S.r.l., Organismo Notificato n°® 0546, certifica che il sistema garanzia qualita
Certiquality S.r.1., Not}f/ed Body n° 0546, cemfeq that the quallty assurance system .

e conforme ai requlsm della Direttiva 93/42 CEE, Allegato V

is in compliance with the reqwremenfs of Council Directive 93/4../CEE Annex

CERTIFICATO N, 271~
CERTIFICATE N. 5637/CE001/2

PRIMA EMISSIONE 20/02/2004

FIRST ISSUE

EMISSIONE CORRENTE 04/02/2014 L

CURRENT ISSUE

é

%XP{RY DATE P

DATADI SCADENZA 03/02/201 "2/“ ok V(‘ (//’ /o

IL PRESIDENTE

W ED 08 DID:

CERWALITY S.rl.




dispotech.com

YGU% f}iSF’Q@ﬁ\B LE EXCELLENCE

IDECLARATION OF COMPLIANCE

Declaration of conformity of the product named DISPOPACK, made by the company DISPOTECH
Ltd, to the necessary requirements quoted in the Enclosure I, Directive 93/42/EEC and successive
modifications (Directive 2007/47/CE enclosed), as recommended in the Enclosure VII of the above
mentioned directive and successive modifications.

The company DISPOTECH Ltd ~ Via Mario del Grosso 8/12, Chiavenna (SO) — manufacturing the product
named DISPOPACK

DECLARES

under its own responsibility that the above mentioned product satisfies all the necessary requirements
as recommended in the Directive 93/42/EEC (Medical Devices) and successive modifications.

The company DISPOTECH, moreover, declares and guarantees:

¢ The above mentioned product satisfies all the necessary requirements as recommended in the Enclosure
I, Directive 93/42/EEC and successive modifications

The above mentioned product belongs to Class 1

The above mentioned product is sold in NON STERILE packaging

The above mentioned product IS NOT A DEVICE FOR MEASUREMENT

The above mentioned product IS NOT INTENDED FOR CLINICAL INVESTIGATION

> & o o

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

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

Technical documents will be available for the competent authority, for a period of five years from the last

date of the manufacturing of the product, as recommended in the enclosure VII of the above mentioned
Directive and successive modifications.

The manufacturer declares that the above mentioned product satisfies all the necessary requiremes
recommended in the Directive 93/42/EEC and successive modifications, and that will be sold wit Efnark
according to the Article 17- Directive 93/42/CEE and successive modifications.

Dispotech srl \

Sede produttiva/uffici: 23020 GORDONA (SO) Via al piano. 29 - Tel. +39 0343 36711 - & R 09dd 57
Sede legale: 23022 CHIAVENNA'(SO) Via M. Del Grosso, 8/12 - e-mail: info@dispotech.it - wm:wd‘r%.ﬁafécfgcom
Cap Soc. € 100.000,00 L.v. - P. IVA 00672170149 - R.E.A. 47213 C.CL.A.A. di SO - Uff. Reg. Imp. SO 00672170149




dispotech.com

YOUR DISPOSABLE EXCELLENCE

IDECLARATION OF COMPLIANCE

Declaration of conformity of the product named DISPOROLLS, made by the company DISPOTECH
Ltd, to the necessary requirements quoted in the Enclosure I, Directive 93/42/EEC and successive
modifications (Directive 2007/47/CE enclosed), as recommended in the Enclosure VII of the above
mentioned directive and successive modifications.

The company DISPOTECH Ltd — Via Mario del Grosso 8/12, Chiavenna (SO) — manufacturing the product
named DISPOROLLS

DECLARES

under its own responsibility that the above mentioned product satisfies all the necessary requirements
as recommended in the Directive 93/42/EEC (Medical Devices) and successive modifications.

The company DISPOTECH, moreover, declares and guarantees:

¢ The above mentioned product satisfies all the necessary requirements as recommended in the Enclosure
I, Directive 93/42/EEC and successive modifications

The above mentioned product belongs to Class I

The above mentioned product is sold in NON STERILE packaging

The above mentioned product IS NOT A DEVICE FOR MEASUREMENT

The above mentioned product IS NOT INTENDED FOR CLINICAL INVESTIGATION

& o o

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

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

Technical documents will be available for the competent authority, for a period of five years from the last

date of the manufacturing of the product, as recommended in the enclosure VII of the above mentioned
Directive and successive modifications.

The manufacturer declares that the above mentioned product satisfies all the necessary requirements as
recommended in the Directive 93/42/EEC and successive modifications, and that will be sold with CE mark,
according to the Article 17- Directive 93/42/CEE and successive modifications.

(s
T
Dispotech srl :fg A
Sede produttiva/uffici: 23020 GORDONA (5O) Via al piano, 29 - Tel. +39 0343 367 3_ . b
Sede legale: 23022 CHIAVENNA (SO) Via M. Del Grosso, 8/12 - e-muail: info@dispotech

Cap Soc. € 100.000,00i.v. - P. IVA 00672170149 - R.E.A. 47213 C.C.). A.A. di SO - Uft. Re




dispotech.com

‘YOUR DISPOSABLE EXCELLENCE

[DECLARATION OF COMPLIANCE

Declaration of conformity of the product named DISPOMASK, made by the company DISPOTECH
Ltd, to the necessary requirements quoted in the Enclosure I, Directive 93/42/EEC and successive
modifications (Directive 2007/47/CE enclosed), as recommended in the Enclosure VII of the above
mentioned directive and successive modifications.

The company DISPOTECH Ltd — Via Mario del Grosso 8/12, Chiavenna (SO) — manufacturing the product
named DISPOMASK

DECLARES

under its own responsibility that the above mentioned product satisfies all the necessary requirements
as recommended in the Directive 93/42/EEC (Medical Devices) and successive modifications.

The company DISPOTECH, moreover, declares and guarantees:

¢ The above mentioned product satisfies all the necessary requirements as recommended in the Enclosure
1, Directive 93/42/EEC and successive modifications

The above mentioned product belongs to Class I

The above mentioned product is sold in NON STERILE packaging

The above mentioned product IS NOT A DEVICE FOR MEASUREMENT

The above mentioned product IS NOT INTENDED FOR CLINICAL INVESTIGATION

* & o o

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

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

Technical documents will be available for the competent authority, for a period of five years from the last

date of the manufacturing of the product, as recommended in the enclosure VII of the above mentioned
Directive and successive modifications.

The manufacturer declares that the above mentioned product satisﬁes all the necessary requ' eyents  as

Dispoiech srl

Sede legale: 23022 CHlAVEN'\lA BO) Via M, Del Grosso, 8/12 e-mail; lnfo@dlsporech it - www., isporech com
Cap Soc. € 100.000,00i.v. - P. IVA 00672170149 - RE.A. 47213 C.C.1.A.A. di SO - Uff. Reg. Imp. SO 00672170149




dispbtefach.com

YOUR DISPOSABLE EXCELLENCE

IDECLARATION OF COMPLIANCE]

Declaration of conformity of the product named DISPO EJECTORS made by the company DISPOTECH Ltd,
to the necessary requirements quoted in the Enclosure I, Directive 93/42/EEC and successive modifications

(Directive 2007/47/CE enclosed), as recommended in the Enclosure V and VII of the above mentioned directive
and successive modifications.

The company DISPOTECH Ltd — Via Mario del‘ Grosso 8/12, Chiavenna (SO) — manufacturing the product named
DISPO EJECTORS

DECLARES

under its own responsibility that the above mentioned product satisfies all the necessary requirements as
recommended in the Directive 93/42/EEC (Me$cal Devices) and successive modifications.

The company DISPOTECH, moreover, declares aﬁd guarantees:

¢ The above mentioned product satisfies all the necessary requirements as recommended in the Enclosure I,
Directive 93/42/EEC and successive modifications

The above mentioned product belongs to Class IIA

The above mentioned product is sold in NON STERILE packaging

The above mentioned product IS NOT A DEVICE FOR MEASUREMENT

The above mentioned product IS NOT INTENDED FOR CLINICAL INVESTIGATION

* & ¢ o

The manufacturer engages itself to set up a quahty system to guarantee the conformity of the products to the
surveillance of the notified body Certiquality (via G.Giardino, 4 — 20123 Milano — number of notified body 0546)
that has released regular certificate n. 16679/ for saliva absorbent and flexible pipes throwaway for dental
use. ‘
Being that the case, the manufacturer will set up an evaluation procedure on the experience so far acquired,
as recommended in the enclosure VII-4 of the aboye mentioned Directive and successive modifications.

Technical documentation of the product is conseryed in the offices of Dispotech srl Via al piano, 29 -23020 Gordona
(80)- ‘

Technical documents will be available for the cox? petent Authority, for a period of five years from the last date of the

manufacturing of the product, as recommended in the enclosure VII of the above mentioned Directive and successive
modifications.

17- Directive 93/42/CEE and successive modifications.

Dispo’rech srl

Sede legale: 23022 CHIA\/ENNA (SO) Via M. Del Grosso, 8/12 e-mail: lnfo@dmpofech |‘r W, dlspo‘rech com
Cap Soc. € 100.000,001.v. - P, IVA 00672170149 REA. 47213 C.CJAA. di SO - Uff. Reg. Imp. SO 00672170149




dispotech.com

YOUR DISPOSABLE EXCELLENCE _

IDECLARATION OF COMPLIANCE|

Declaration of conformity of the product named DISPONAPKINS, made by the company
DISPOTECH Ltd, to the necessary requirements quoted in the Enclosure I, Directive 93/42/EEC and
successive modifications (Directive 2007/47/CE enclosed), as recommended in the Enclosure VII of the
above mentioned directive and successive modifications.

The company DISPOTECH Ltd — Via Mario del Grosso 8/12, Chiavenna (SO) — manufacturing the product
named DISPONAPKINS

DECLARES

under its own responsibility that the above mentioned product satisfies all the necessary requirements
as recommended in the Directive 93/42/EEC (Medical Devices) and successive modifications.

The company DISPOTECH, moreover, declares and guarantees:

¢ The above mentioned product satisfies all the necessary requirements as recommended in the Enclosure
I, Directive 93/42/EEC and successive modifications

The above mentioned product belongs to Class I

The above mentioned product is sold in NON STERILE packaging

The above mentioned product IS NOT A DEVICE FOR MEASUREMENT

The above mentioned product IS NOT INTENDED FOR CLINICAL INVESTIGATION

* & & &

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

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

Technical documents will be available for the competent authority, for a period of five years from the last

date of the manufacturing of the product, as recommended in the enclosure VII of the above mentioned
Directive and successive modifications.

The manufacturer declares that the above mentioned product satisfies all the necessary requlr C
recommended in the Directive 93/42/EEC and successive modifications, and that W “besakiwgtly CE mark
according to the Article 17- Directive 93/42/CEE and successive modifications. /%

Dispotech srl 3
Sede produttiva/uffici: 23020 GORDONA (SO) Via al piano. 29 - Tel. +39 0843 36711 - Fax-tae T 1334'3 36567
Sede legale: 23022 CHIAVENNA (S0) Via M. Del Grosso, 8/12 - e-mail: info@glispotech.it - www.dispotech.com
Cap Soc. € 100.000001i.v. - P.IVA 00672170149 - RE.A. 47213 C.CJ.A.A. di SO - Uff. Reg. Imp. SO 00672170149
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The management system o

Maxter Glove Manufa |

Lot 070, Jalan Haji Abdul Manan
6th Miles Off Jalan Meru, 41050 Klang, Selangor Darul Ehsan

MALAYSIA

meeling the requirements of

686/EEC

|
Article 11B

has been assessed and cerified as

Forthe following activifiss

Protective Gloves.
Jve-a\vaiid EC Type
] under Article 10."

n audit due before 04 March 2018
Issue 10. Certified since 04 May 2000

Authorised by

2L >

)

SGS United Kingdom Limited, Notified Body 0120
Unir’ZOZB-Wa’;_leEgrkﬁ?ayA‘(es‘tonfs;' mr—Mare. BS22 SWA UK

444 (0)1934 520917 £+44 (0)1934 522137 WHW.5gS.com

SGS CE 028 0311

Page 1 of 1




) M A X T E R Lot 6070, Jalen Haji Abdul Manan

6th Miles Off Jalan Meru
= GLOVE MANUFACTURING SDN BHD 41050 Klang, Selangor, Malaysia
(229862-H) Tel: 603-33920698 (8 lines) Fax: 603-33923328
E-MAIL: maxter@tm.net.my

vawvw, maxler.com.my

GST ID: 001989738496
Date: July 12, 2016

To Whom It May Concern:

DECLARATION OF CONFORMITY

We, MAXTER GLOVE MANUFACTURING SDN BHD, located at Lot 6070,
Jalan Haji Abdul Manan, 6" Miles Off Jalan Meru, 41050 Klang, Selangor,
Malaysia, declare that the medical devices manufactured by us as,

» Non-sterile Powdered Latex Examination Gloves
» Non-sterile Powder Free Latex Examination Gloves
» Non-sterile Powder Free Nitrile Examination Gloves

Are in conformity with:-

¢ The essential requirements of Medical Device Directive (MDD)
93/42/EEC as amended by Directive 2007/47/EC 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, United Kingdom.

¢ Our European Representative is Supermax Healthcare Limited,
Supermax Suite, Stuart House, East Wing, St Johns Street, Peterborough,
Cambridgeshire PE1 5DD, United Kingdom.

Klang, Selangor
Malaysia

Yap Peak Geeh
QA & Regulatory Affairs Manager




| | Certificate MY00/51616

| The management systeni of

~ Maxter Glove Manufactur rmg
Sdn. Bhd.

|
|

| Lot 8070, Jalan Haji Abdul Manan
‘ 6th Miles Off Jalan Meru, 41050 Klang, Selangor Darul Ehsan
I

MALAYSIA

| has be  assessed.and certified as meefing the requirements of

10 13485:2003
N ISO 13485:2012

For the foliowing activities

nle Natural Latex and Nitrile Rubbe
Examination Glove:

May 2015 until 04 May 2018 and remains
subject to satisfactory surveillance audits.
cation audit due before 04 March 2018
ssue 12, Certified since 04 May 2000

RS
b H

Authorised by

o
3

SGS @nlt@&KJngdom LId Systems & Services Certif cation
Rossmore Business Park Ellesmere Port Cheshire CHBS 3EN. Uh(
; t+44 (0)451 350-8686 F+44 (01151 3506600 www sgs. com

UKAS

MANAGEMENT
SYSTEMS

$GS 134852 m|4 e

Page 1 of!1 B




| Certificate MY00/51619

| The management systgh} of

cter Glove Manufactu rln@
Sdn. Bhe

‘ Lot 6070, Jalan Haji Abdul Manan
| 6th Miles Off Jalan Mery, 41050 Klang, Selangor Darul Ehsan
MALAYS

has 5 en a§$e‘s§§d and certfied as meeting the requirements of

1ISO 9001:2008

For the following activiies
tex and Nitrile Rubber Gloves

cations regard "ﬁasoapeormsmsmmmepw&mbﬂmf
0 requh'emenls may be oblained by consulting the organisation

i m__m"an audzt due hefore 04 March 2018
Issue 9. Certified since 04 May 2000

Authorised by

3

SGS United Kingdom Ltd Systems & Services Certiication
Rossmore Business Park Ellesmere Port Cheshire: CHB5 3EN UK
t+44 (0151 350-6666 £ +44 (0)151 3506600 Mmggfn

SGS 9001-8 01 0614

Page 1 of 1




Ministerul Sanatdtii al Republicii Moldova

CERTIFICAT |
DE INREGISTRARE DE STAT/AVIZARE SANITARA
AL PRODUSULUI BIODISTRUCTIV
Nr.00249 data/luna/anul 22/02/2016
Solicitant: For titular SA .M-INTER-FARMA?”
- Adresa juridicd _Str. Grenoble, 23. mun. Chisindu, Republica Moldova
Nr. de identificare de stat — codul fiscal 1003600005263
in conformitate cu HG nr. 546 din 10.09.09 $i in baza ordinului Ministerului Sanatatii nr,_ 96 din 22.02.2016

(nr., data/luna/anul)
|

emis in baza documentatiei inaintate, s-a decis ci urmatorul produs biodistructiv poate fi fabricat sau comereializat si utilizat in

Republica Moldova, conform prevederilor legislatiei In vigoare,

Denumiréa comen;ciald a produsului: NICA-AMICID

1. Date de identificare ale produsului:
1.1 Categoria de produs: biodistructiv
- Grupa principald: 1
- Tip de produs: 2
1.2Utilizare: Pentru ezinfectia

Suprafetelor, instrumentelor medicale, deseurilor medicale:

aparatelor, dispozitivelor, lengeriei, veselei_ obiectelor de ingrijire a bolnavilor, inciltimintei, tratarea

pre - sterilizatorie a articolelor de uz medical _manual 5i automatizat; efectuarea curiiteniei generale;

combaterea mucegaiului: dezinfectarea sistemelor de aerisire si ventilare si de conditionare

a aerului;

dezinfectarea echipamentului de salubrizare, WC-urilor autonome si biologice, transportului sanitar;

dezinfectarea de nivel inalt a endoscoapelor,

1.3 Forma de condifionare si ambalare: Lichid

1.4 Continut in substante active:

’ | Didecildimetilamoniu clorid (Akticid DDQ 50) 10%
1.5 Categorii de utilizatori: industriali, QrOi“tssioyll_i2 populatie
1.6 Informatii privind

reglementdrile aplicabile: HG nr, 564 din 10.09.2009, Ordinul MS ur.299 din 06.05.2010 modificat

prin Ordinele MS_J;r.llZS din 09.10.2013 st nr. 742 din 23.09.2015 si nr. 1007 din 28.12.2015.

2. Date de identificare ale producitorului:
2.1 Firma: SRL CSP GHENIX

2.2 Adresa: Cod- 424006, str. Crilova, 26, or.Iosca r-Ola, Federatia Rusi

Valabilitatea certif'ﬁcatului de inregistrare data/luna/anul 22/02/2021
Compozitia, parametrii de calitate aj produsului §i domeniul de utilizare sunt cej prevazuti

tehnica, care a stat la baza eliberdrij prezentului certificat, conform Raportului de evaly
17.02.2016. e

eatului de Inr?gistrare.

2 S e o = N,
g f I 4 f <" Aliona SERBUIIEN

in documentatia
are nr. 249 din

2K de identificare a produsului biodistry oty




Ministerul Sanatagi al chubl:cu Moldova w

! CERTIFICAT "
DE INREGISTRARE DE STAT/AVIZARE SANITARA
AL PRODUSULUI BIODISTRUCTIV
Nr. 00205  data/tuna/anul s/ /06/2014
Solicitant: For titular S.A. "M-INTER-FARMA” S.R.L.
Adresa juridics MD -2025, str. Grenoble, 23 mun.Chisiniu, Republica Moldova
Ng‘. de identificare de stat — codul fiscal 1003600005263
In c@nfer.amitaté cu HG ar. 546 din 10.09.09 si In baza ordinului Ministerului Sandtdgi nes/din ££106/2014

{nr, datefluna‘anul)

emis in baza documentatiel inaintate, s-a decis ¢ urmvitorul produs biodistructiv poate fi fabricat sau comercinlizat si utilizat in
Republica Moldova, conform prevederilor legislatiei in vigoare.

Denuntirea comerciald a produsului: Ghelios gel antiseptic

1, Date de identificare ale produsului:
1.1 C(ttegwm de produs: biodistruetiv
- Grupn prmczpala i

- Tipde produs: 1
[.2Urilizare: Pentru dezinfectarea igienicd i chirurgicald a miinilor si eimpului operator.
1.3 Forma de condifionare si ambalare: gel, ambalaj Flacoane, canistre — nu sunt restrictii: de la 0.1

pand la 5.0 litri
1.4 Con{mut in substante gefive: Aleool izopropilic (propangl-2-ol)- 65.0+3.0%
triclozan (5-clor-2-(2.4-diclorfenoxi)fenol)- 1.0-2.0%

L5 Caieqam de utilizatori: nrofesmnah. industriali
1.6 Informatii privind

reglementirile aplicabile: HG nr, 564 din 10.09. 2009, Ordinul MS nr.299 din 06.03. 2910 modificat
rin Ordinul MS nr, 1125 din 09.10.2013

2 Date de identificare ale prcducatorului
2.7 Firma Stzwufica si de nmdutere *Chenix” SRL, Rusia

2.3 codul de :demzf care

\falabilitateajcertiﬁcatului de inregistrare data/luna/anul & /0612019
Compozifia, parametrii de calitate ai produsului si domeniul de utilizare sunt cei previzuti in documentatia

tehnicd, care a stat la baza eliberdrii prezentuiui certificat, conform Raportului de evaluare nr.205_din
29.06.2014.

Orice modlﬁcaw a dateior de identificare a produsului biodistructiv, duce #/mod
automat la anujarcagertificatului de inregistrare. 5 s
. Pl L ] R N . : o




Ministerul Sanatatii al Republicii Moldova

/&\ k
| CERTIFICAT J
DE INREGISTRARE DE STAT/AVIZARE SANITARA
AL PRODUSULUI BIODISTRUCTIV

Nr"QOZS(j data/luna/anul 22/02/2016
Solicitant; For titular SA ,M-INTER-FARMA”
Adresa juridica Str. Grenoble, 23, mun. Chisinau, Republica Moldova

- Nr. de identificare de stat — codul fiscal 1003600005263
In conformitate cu HG nr. 546 din 10.09.09 §i in baza ordinului Ministerului Sanatdfii nr. 96 din 22.02.2016

(nr . data/luna/anul)

emis in baza documentatiei inaintate, s-a decis ¢ urmatorul produs biodistructiv poate fi fabricat sau comercializat si utilizat in
Republica Moldova, gonform prevederilor legislagiei in vigoare.

Denumirea comerciald a produsalui: NICA-CLOR

1. Date de identificare ale produsului:
1.1 Categoria de produs: biodistructiv
- Grupa principald: 1
- Tip de produs: 2
1.2Utilizare: Dezinfectia suprafetelor, articolelor de uz medical din_metale rezistente la corozie,
cauciug, ;E}Iastie-, sticld: dezinfectia secretiilor biologice din unititile sanitare: deseurilor medicale.
1.3 Forma de condifionare si ambalare: Comprimate/ Granule
1.4 Continut in substante active:
Sare de Sodiu a acidului diclorizocianuric (sarea de Na ADCC) 84%
1.5 Categorii de utilizatori: industriali, profesionali, populatie
1.6 Informatii privind
reglementirile aplicabile: HG nr., 564 din 10.09.2009, Ordinul MS nr.299 din 06.05.2010 modificat
prin Ordinele MS nr.1125 din 09.10.2013 si nr. 742 din 23.09.2015 si nr. 1007 din 28.12.2015. -

2. Date de identificare ale producdtorului:
2.1 Firma: SRL CSP GHENIX

2.2 Adresa: Cod- 424006. str. C_:_*iluva‘ 26, or.Joscar-Ola, Federatia Rusii

Valabilitatea certificatului de inregistrare data/luna/anul 22/02/2021
Compozitia, parametrii de calitate aj produsului si domeniul de utilizare sunt cei prevazuti in documentatia
tehnicd, care a stat la baza eliberarii prezentului certificat, conform Raportului de evaluare nr. 250 din

17.02.2016.
Orice modificare a datelor de identificare a produsului biodistructiv, duce in mod
automat la anularea-certificatului de inregistrare.

g,
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