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neimplicarea in practici frauduloase §i de corupere (F3.4)

[Ofertantul va semna si va include aceastd declaratie in oferta depusd. Declarafia semnatd va fi
de asemenea inclusd in contractele ofertantilor cistigdtori. Nu se vor permite modificdri in
formatul formularului, precum i nu se vor accepta inlocuiri in textul acestuia. i

Data: 30.05.2019

LP nr. ocds-b3wdp1-MD-1557317095883

Cétre: IMSP AMT Riscani

SA”M-INTER-FARMA” confirma prin prezenta ca:

: |

4,

Semnat:
Nume: Palii Nina
Functia in cadrul companiei: jurist

Denumirea companiei: SA”M-INTER-FARMA”

Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele
sau asociati ai lor nu este in relatii care ar fi putut considerate ca un conflict de interese, conform
prevederilor din documentele de atribuire.

n cazul in care vom afla despre faptul unui conflict potential, vom raporta imediat informatia
respectiva cdtre autoritatea contractanta.

Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele
sau asociatii ai lor nu a fost angajat in practici de corupere, escrocherie, complotare, constringere
sau alte practici anticoncurentiale in procesul pregétirii ofertei din cadrul prezentei licitatii, conform
prevederilor din documentele de atribuire, punctul IPO10.

Tn legatura cu procedura respectiva de licitatie si cu orice contract care, eventual, ne va fi adjudecat
ca rezultat al acesteia, nu au fost, nici nu vor fi efectuate nici un fel de plati catre angajatii,
companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele lor, care sint implicati in
achizitia publicd, implementarea contractului §i aprobarea platilor contractuale in numele autoritatii
contractante.













~ MINISTERUL SANATATI, MUNC DOCUMENTATIE MEDICALA / M Sk
" $I PROTECTIEI SOCIALE . PORMULAR ‘Sme Nr303de
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iE-maIt: ansp@ansp.md; anticamera@ansp.md memw m‘"dhmmzué&wﬂ_ P 4 pantia 74 105018
B AVIZ SANITAR :
PENTRU PRODUSELE ALIMENTARE SI NEALIMENTARE Nr. G-
5 Canumaproe 3akioHente O NUUYEEbLY U HENUYeahix npooyKmos
dinjom* 44, "  iulie ae. 2018

Prin prezentul aviz sanitar se confirma ca producerea, importul, utilizarea gi desfacerea produselor / echipamentelor
Hacmomuulh mummmwuwmmmpmm. Ymo Npou3eoAcMen, 4803, Muwmwmwwm

Autocamion furgon FORD TRANZIT nr.CPU970; FORD TRANZIT nr.DDH68S

sunt oorrl‘orme Regulamentului (lor) sanitar (e) | coomesmemeyiom caHUmapHOMY (biM) peznameHmmy (am) (se va indica

denumirea completa a Regulamentului (lor) sanitar (e) / yxasams na/Hoe HAUMEHOGaHUe. CAHUMAPHOZO (bix) peanamerma (08)
HG nr.308 din 29.04.2011 ,, Regulamentul sanitar privind materialele si obiectele destinate
si vind in contact cu produsele alimentare” e -

Omaniuﬂa-pmduc&tonreﬂmponatom. tara de origine / opaaHu3auuA nmusemmmpnm cmpaHa npoucXaxoeHus

Destinatarul avizului sanitar / nonyvamers CaHUMapHOEO 3aKIIOHEHUR
,M-INTER-FARMA" SA, Moldova, Chisinéu, str. Grenoble, 23

Ca tamei pentru recunoasterea conformitatii produselor Regulamentului (lor) sanitar (e) mentionat (e) a servit /
o.umuqau GnA NPUBHAHURA MPOOYKUUL! YKAIBHHOMY (biM) CAHUMABPHOMY (biM) peanamMenimy (am) mocryxuno _ 3
Demers, certificat de inregistrare, certificate de inmatriculare, pagapoarte sanitare, tehnice

(@ ammaqi documentele de Tnsojre, buletinele-de analiza / nepevucnume COMPOBCAUMEThiHbIE m rpomoxans! ucened.) i

Cara;héi_stica sanitara a produselor | caHumapHas xapakmepucmuKa npodyKyuu.
| Parametrii (factorii) / noxasamenu (gaxmopsi) Normativul sanitar / caHumaphsili Hopmamue

S\ipra.fe';ele ce vin in contact direct cu produsele farmaceutice §i parafarmaceutice sunt fabricate
din materiale admise pentru aceste scopuri in corespundere cu Régulamentul 1935/2004.

Domeniu de utilizare / OGA&C MPUMEHOHUS: transportarea produsélor farmaceutice si 'parafarmaceutice &

Ctmdiﬂilc necesare de utilizare, depozitare, transportare, masurile de securitate /| HeoGxo0umble ycnosus
. respectarea ceringelor stipulate in conditiile tehnice, instrucfiuni de utilizare

este valabil pini la / Canumaproe 3akrioverue delcmeumensho Jo: 30 iulie 2023




DECLARATIE
privind situatia personala a operatorului economic (F3.5)

Operator economic
SA ,M-INTER-FARMA"”

Subsemnatul, Palii Nina reprezentant imputernicit al SA ,M-INTER-FARMA” in calitate de
ofertant/ofertant asociat declar pe propria raspundere, sub sanctiunea excluderii din procedura de
achizitie publici si sub sanctiunile aplicabile faptei de fals in acte publice, c&@ nu md aflu in situatia
prevazutd la art. 18 din Legea privind achizitiile publice nr. 131 din 03.07.2015, respectiv in ultimii 5 ani nu
am fost condamnat prin hotdrare definitivd a unei instante judecdtoresti pentru participarea la activitdti
ale unei organizatii criminale, pentru coruptie, frauda si/sau spalare de bani.

Subsemnatul declar ci informatiile furnizate sunt complete si corecte in fiecare detaliu si inteleg ca
autoritatea contractanti are dreptul de a solicita, in scopul verificdrii si confirmdrii declaratiilor, orice
documente doveditoare de care dispun.

Subsemnatul, Palii Nina reprezentant imputernicit al SA ,M-INTER-FARMA”, in calitate de
ofertant/ofertant asociat, la procedura de Licitatie publicd nr. ocds-b3wdp1-MD-1557317095883 pentru
atribuirea contractului de achizitie publicd avdnd ca obiect Achizitionarea a consumabilelor accesoriilor,
articolelor de uz medical, conform necesitatilor IMSP AMT Riscani, Codul CPV: 33100000-1, organizatd IMSP
AMT Riscani, declar pe propria raspundere ca:

nu am intrat in faliment ca urmare a hotdrarii judecdtoresti;

a) mi-am indeplinit obligatiile de plata a impozitelor, taxelor i contributiilor de asigurdri sociale;

b) nu am fost condamnat, in ultimii 3 ani, prin hotdréarea definitivd a unei instante judecatoresti,
pentru o faptd care a adus atingere eticii profesionale sau pentru comiterea unei greseli in materie
profesionald;

¢) toate informatiile si documentele prezentate pentru procedura de achizitie mentionatd mai sus
sunt veridice si autentice;

d) nu suntem inclusi in Lista de interdictie a operatorilor economici.

Subsemnatul declar ci informatiile furnizate in scopul demonstrdrii indeplinirii criteriilor de
calificare si selectie sunt complete si corecte in fiecare detaliu i inteleg ca autoritatea contractanta are
dreptul de a solicita, in scopul verificarii si confirmdrii declaratiilor, orice documente doveditoare de care

dispun.

nteleg ca in cazul in care aceastd declaratie nu este conformd cu realitatea sunt pasibil de
incilcarea prevederilor legislatiei penale privind falsul in declaratii.

Data completdrii: 30.05.2019




Formularul ofertei (F3.1)

[Ofertantul va completa acest formular in conformitate cu instructiunile de mai jos. Nu se vor
permite modificari in formatul formularului, precum i nu se vor accepta inlocui

ri in textul acestuia.]

Data depunerii ofertei: 30.05.2019

Catre: IMSP AMT Riscani

SA “M-INTER-FARMA?” declari ci:

a)

d)
€)

Semnat:

Nume: Palii Nina

in calitate de: jurst

Ofertantul: SA “M-INTER-FARMA”
Adresa:

Au fost examinate si nu exista rezerviri fagi de documentele de atribuire, inclusiv modificiérile nr.

a) SA “M-INTER-FARMA” se angajeazi si furnizeze/presteze, in conformitate cu documentele
de atribuire si conditiile stipulate in specificatiile tehnice §i pret, urmétoarele bunuri si/sau
servicii Achizitionarea a consumabilelor accesoriilor, articolelor de uz medical, conform
necesitatilor IMSP AMT Riscani.

a) Suma totald a ofertei firdi TVA constituie 445 253.01 (patru sute patruzeci §i cinci de mii
doua sute cincizeci si trei lei 01 bani)

b) Suma totald a ofertei cu TVA constituie 525 928.50 (cinci sute doudizeci §i cinci de mii noud
sute douizeci si opt lei 50 bani)

Prezenta ofertd va rimine valabild pentru perioada de timp specificata in FDA4.8., incepind cu data-

limitd pentru depunerea ofertei, in conformitate cu FDAS.2., va rimine obligatorie si va putea fi

acceptatd in orice moment pina la expirarea acestei perioade;

in cazul acceptirii prezentei oferte, SA “M-INTER-FARMA” se angajeaza s ob{ind o Garantie de

bunid executie in conformitate cu FDA7, pentru executarea corespunzitoare a contractului de

achizitie publ;ci.

Nu sintem in nici un conflict de interese, in conformitate cu punctul IPOS.4.

Compania semnatard, afiliatii sau sucursalele sale, inclusiv f' iecare partener sau subcontractor ce fac

parte din contract, nu au fost declarate neeligibjle)in baza-pieved r legislatiei in vigoare sau a

regulamentelor cu incidentd in domeniul achizj s s mfegate cu punctul IPOS.5.

[semnétura persoanei autorizafe éon/tru semnaré' @

mun. Chisinau, str. Grenoble 21

Data: 30.05.2019



FORMULAR INFORMATIV DESPRE OFERTANT (¥3.3)

[Ofertantul va completa acest formular in conformitate cu instructiunile de mai jos. Nu se vor
permite modificari in formatul formularului, precum §i nu se vor accepta inlocuiri in textul

acestuia.|

Data: 30.05.2019

Numiirul achizitiei: ocds-b3wdpl1-MD-1557317095883

Pagina 1 din 2
A. Ofertanti individuali

’ Informatii generale

1.1. | Numele juridic al ofertantului

SA M-INTER-FARMA”

1.2. | Adresa juridicé a ofertantului in

mun.Chisinau, str.Grenoble, 23, 21 MD-2025

tara inregistrarii
1.3. | Statutul juridic al ofertantului

Proprietate Privata

Forma de organizare juridicd SA

Altele INDO 1003600005263
1.4. | Anul inregistrérii ofertantului 12.05.1994

1.5. | Statutul de afaceri al
ofertantului

Producitor

Agent local/Distribuitor al
produciétorului strdin

Agent local/Distribuitor al producatorului strdin

Intermediar

Companie de antrepozit

Altele

1.6. | Informatia despre
reprezentantul autorizat al

ofertantului
Numele Palii Nina
Locul de munca si functia SA M-INTER-FARMA”, jurist
Adresa
Telefon / Fax 022/904-007, 904-006
E-mail nina@minterfarma.md
1.7. '| Numairul de inregistrare pentru 0207934
TVA
1.8. | Numirul de identitate al
ofertantului pentru impozitul pe
venit (pentru ofertantii striini)
1.9. | Ofertantul va anexa copiile Conform FDA.
urmaitoarelor documente:
2 Informatii de calificare
2.1. | Numdrul de ani de experien{d 25 ani

generald a ofertantului in livrari
de bunuri i servicii




2.1. | Numarul de ani de experientd 25 ani
specificd a ofertantului in
livrarea/prestarea bunurilor si/sau
serviciilor similare

2.2. | Valoarea monetari a livrarilor de | [indicati valoarea/valoarea cumulatda conform IPO

bunuri similare pe parcursul 11.1 (a) sau “Nu se aplicd”, dacd aceastd informafie
perioadei prevazute in [PO 11.1 nu se cere]
(a)

2.3 | Disponibilitate de resurse 147 503.21

financiare (bani lichizi sau capital
circulant, sau de resurse creditare,
extras din cont bancar etc.).
Enumerati i anexati copiile
documentelor justificative

2.4 || Detalii privind capacitatea de [indicafi “Nu se aplica”, dacd aceastd informatie nu
producere / echipamente se cere]
disponibile

3. Informatii financiare

3.1. | Rapoarte financiare sau extrase din bilanful financiar, sau declaratii de profit / pierderi,
sau rapoartele auditorilor pentru ultimul an de activitate. Enumerafi mai jos si anexati
copil

32. | Denumirea, adresa, numerele de telefon, telex si fax ale bancilor care pot oferi
caracteristici despre ofertant in cazul contactérii de cétre autoritatea contractantd

3.3. | Informatie privind litigiile in care ofertantul este sau a fost implicat:

a) Orice proces pe parcursul ultimilor 3 ani:

Cauza litigiului Rezultatul sau sentinta §i suma implicata

b) Procese curente, pe parcursul anului fiscal curent:

Cauza litigiului Situatia curentd a procesului

Nota: Alte cerinte si detalii pot fi addugate de cdtre autoritatea contractantd, dupd caz

B. Partenerii individuali ai Asociatiei

4.1. | Fiecare partener al Asociatiei va depune toatd informafia solicitatd in formularul de mai
sus, in compartimentele 1-3.

42. | Anexati procura/imputernicirea pentru fiecare semnatar autorizat al ofertei in numele
Asociatiei.

4.3. | | Anexati acordul semnat intre tofi partenerii ai Asociatiei (care va purta caracter
obligatoriu in mod juridic pentru toti partenerii).

Notd: Alte cerinte i detalii pot fi adaugate de cdtre autoritatea contractantd, dupd caz.




AL L7 RECTIA oeﬂERAUt
Data primirii “Prezeatares situa illor fnanciace”
Agrobas ds Ministerul Finas elor
&l Republicii Moldove
SITUATIILE
pentru perioada__Anul 2018 '
Entitatea___SA "M-INTER-FARMA" __ _ ) ~—37020636]
| o ; God CUIID
[ 1003663‘66‘52‘2[
_ Cod DN
Sediul: | MD _2025 _ m.Chisinau, sec.Centru 3 130
Cod pogtal Raionul (municlpil, UTA); Localltates T
strada Grenoble, 23 ' :
. strade, ar, bl.
Activitatea principala | [ - 4646
Cod C/ i
Forma de proprietate ! P 1;]
' : = " Cod CEP
Forma organizatorico-juridica { 30
Cod CFOJ
Date de @ntact: Tel 022 e-mall
Unitatea de mésurd: leu
Numele si coordonatele al contabilului- geft DI (dna)
| Tel.
| Anexa 8
~ Noti informativa privind veniturile si cheltmelile clasificate dupi naturi
[ Indicatori _ Cod Perioada de gestiune
e precedentd curentl
1 2 3 Lt
mem din vinzairi CT.611 010 i
Alte venituri din activitatea Operaana!a CT.612 020 280 68 _
Veniturj din alte activitdfi cr.621+622+623 030 1540 233 JLares 011
Total venituri (rd.010 + rd.020 +rd.030) 040 52355098 ol 49958
F\Eia;iq stocurilor  (CT.218+216-an.prec)-(CT.215+216-an.gest) 050 |
Costul vinzirilor marfurilor B 7 01T ) 060 34120416 27 278 261
Che]imgh privind stocurile : 070 2 469 311 2 082 047
[Cheltuieli cu personalul privind remuncrma muncii 080 1488 848 1 899 B52
CT.531 1 : | :
Contnbum de asigurari soma]e de stat obligatorii §i prime de 090 379 688 462 812
as1gura.re obligatorie de as:stamn medicald CT.533 ;
Cheltmell cu nmomzma §i deprecierea activelor smobﬂ:zaza 100 1531 110 1256 121
+ 4214 ' d
‘Alte cheltuieli _ 110 2 569 421 ' 2 306 209
Cheltuieli din alte activiti CT.721+722+723  H20 1 552 769 i
Total ¢heltuieli (rd.050 + rd.060 + rd.070 + rd.080 + rd.090 J130
+1d 100 +zd L0 +rd 1200
Profit (pierdere) piné la impozitare (rd.040 - rd.130) 140
Cheltuieli privind impozitul pe venit CT.731 150

Profit (pierdere) net al perivadel de gestiune (rd.140 ~rd.150) 1160 E




Nr. PASIV Cd T _ Sold Ia
Pl rd. | lInceputul perioadei de gestiune Sfirgitul perioadei de
1 , 2 =g T g i

3._|Capital propriu : B ' :
Capital social si s'mip: ylimentar @3118312.4134314.315 320 5 160 000 5 160 000
Rezerve .| . __anieanen CEui - o '
Corectii ale rezultatelor anilor precedenti o 340 et .
Profit nerepartizat (pierdere neacoperiti) al 350 22 817 905 20 690 245

en 333+33! |

Profit net (pierdere netd) al perioadei de 360 X 9 759 754
gestiune san
Profit utilizat al perioadei de gestiune ase | 370 A
Alte elemente de capital propriu 34143424343 380 121 320 121 320
Total capital propriu (rd.320 + rd.330 + rd.340| 3% - 280899225 731 319

+1d.350 + rd.360 - rd.370 + rd.380)

4,

Datorii pe termen lung

Credite bancare pe termen lung watl 400
imprumuturi pe termen lung wiz | 410 Y
Datorii pe termen lung privind leasingul 420
ﬁl’!&l!}g}g{ | ctd13 :
Alte datorii pe termen lung 430
T P A LT HUL kb e o LS Ehi L Fbn Hi
Total datorii pe termen lung (rd.400 + rd.410 | 440
+1d 420 +1d.430)
5. |Datorii curente .
Credite bancare pe termen scurt casi 450 1 050 000 1230 000
Imprumuturi pe termen scurt asiz 460 sk .
Datorii comerciale 521 470 4281 598 687 960
Datorii fata de partile afiliate cs22 480 bi
Avansuri primite curente asn 490 146 310 233 680
Datorii fata de personal 15314532 500 103 666 179 898
lE)atorii privind asigurdrile sociale si medicale 510 32 197 122138
£311
Datorii fata de bLIEet 534 520 629 933 815 185
Venituri anticipate curente 538 530
|Datorii fati dé proprietari_ ats3s 540 785 950 130717
Finantéri si incaséri cu destinafie speciald 350
curente L:553
Provizioane curente 538 360
Alte datorii curente CES414542 5435544 570 8 534 342 3197 56&
Total datorii curente (rd.450 + rd.460 +rd.470 | % 5563996 pEpbanAaT

+1rd.480 + rd.490 + rd.500 + rd.510 + rd.520 +
rd.530 + rd.540 + rd.550 + rd.560 + rd.570)

590

Total pasive (rd.390 + rd.440 -+ rd.580)




i -. Anexa 9
NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 1
Creante, investitii financiare si datorii pe termen lung afcrcntci)bndarorﬂdr ;nerczidcnti

! Indicatori g1 Cod Sold Ia : E’_ . Nfodiﬂciri fn periocada de ge "tlline Sold la sfirgitul
' rd/ | nceputul | Intrdri | lesirl/ | Diferenfede | perioadeide
cod | perioadei de majordrl | diminudiri | cursvalutar |  gestiune
= 1 ¥ 4. I 28 3

Creante §i !nw;nml financiare pe termen 010

Crean{e comerciale, inclusiv pe fari: .026"'

Avansurl acordate, inclusty pe [art 030

imprumuturi acordate §i creante privind| 040 '
leasingul ciar. inclusiv pe pdri:

Alte cmmile §i imrestitﬁ: financiare, 050
inclusiv pe fdri: _ j

- ' i i i | il

| Datorii pe l;cnﬁ'e’n lung - total 060
Datorii comerciale, inclusiv pejdri: | 070

=} o : i T RS

Avansuri primite, Inchisty pé rari: 080 | :

Credite bancare, imprumuturi si datorii] 090
privind leasingul financiar, inclusiv pe

[ari

Alte datorii, inclusiv pe fari: 100 7

Rd.010=1rd.020 + rd 030 + rd.040 + rd.050 : ] . "
Rd.060= rd.070 + rd.080 + rd.090 + rd. 100
Col,7 = col. 3+col, 4-col.52col.6 .




Anexa nr.7.2 la Instrucfiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC04 AE

CERTIFICAT
privind lipsa sau existenfa restantelor fatii de bugetul public national
N | A1922697 din | 29052019

1. Destinatia / Haznauenue

| ACHIZITII PUBLICE |

2. Date despre contribuabil / Hudopmauus o sanoronnarensumxe

Denumirea Codul fiscal / Numiirul de identificare
HammeHoBaHHE Ouckansustlt kon / Mnenrudurkaunorusil Homep
[M-INTER-FARMA S.A. [1003600005263 |
Adresa sediului de bazi (strada, aumarul) Codul - Denumirea localititii

Anpec OCHOBHOrD MECTOPACTIONOXKEHHA {ynuua, HoMep) Koa - HanmeHoBaHHE HACENEHHOTO MYHKTA

[Grenoble nr.23 [0130-SEC.CENTRU | |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
TToaTEepKAEHHE OTCYTCTBMA WK HATHYIHA HEIOUMKH COTIACHO NAHHBIX HHdOpMaLIMOHHON aBTOMATH3MPOBAHHOH
CHCTEMBI

Lfa data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha naty
BbIJA4H JIaHHOM CIIPaBKH HEOUMKA Iepe/l HalMOHAIbHBIM MyGnHYHBIM OFO/DKETOM COCTABIIAET:
0,00 lei/nei.

4. Valabil pind 1a / Jleticrairenes 10 13.06.2019

5. Autentificarea Serviciului Fiscal de Stat / [Nogrgepits

/4

VIORICA CAUS
Numele g prenumele/d a1 u wus

Sef DDF CENTRU

Funcjia' Jomsmocts

L§/ MIL

Executor. ___Fodor V.
Numeke yi preaumele/ @i u wus

tul curent al contribuabilului”// 29.05.2019 ora 14:11:47
,03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
: NOTA (0,00)

| Este extras din Sistemul InforfigBtiiats
cu aplicarea prevederilor pct. §ZGRACY
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' S A. M-INTER-FARMA

IDNO 1003600005263 Cod OKPO 37020536 Cod TVA 0207934
MD 2025, Chisiniiu, strada Grenoble 23
Tel 00 373 22/90-40-06, 90-40-07, 90-40-05

Nr. 83 din 30 mai 2019

IMSP AMT Riscani
Citre grupul de lucru la
LP nr. ocds-b3wdp1-MD-1557216675606 din 31.05.2019

DECLARATIE

Prin prezenta SA ,M-INTER-FARMA”, confirmd prezentarea mostrelor bunurilor, oferite
in cadrul LP nr. ocds-b3wdpl-MD-1557317095883 din 31.05.2019 privind ,Achizifionarea a
consumabilelor accesoriilor, articolelor de uz medical, conform necesitatilor IMSP AMT Riscani”

in termen de 3 zile de la solicitare.

Cu respect,

Director SA “M- INTER-FARMA” Morozov Maria
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SERVICIUL DE SUPRAVEGHERE DE STAT
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Nr 'Denumlrea produselor Firma produ’céitoare, Tara
: _ (HavmerHoBaHue npodykra) i
1 'Aspuator de saliva 15cm N100 /DISPOTECH 'stpotech, Itaha
2 | Burete hemostatic steril Nr.24 10x10x10 mm | Dispotech, Italia
3__| Husa p-u fotoliu stomatologic 33cm x 25cm N1 Dispotech, Italia
4_| Husa pentru fotoliu stomatologic din 2 componente Dispotech, Italia
5 | Manusi din nitril / Akzenta Dispotech, Italia
4 Manus\x din latex XS, S, M, L, XL nepudrate ) el o
microtexturate MEDIC-DENT bt 1 e
3 Manusi din nitril albastre XS, S.M, L. XL nepudrate S
microtexturate MEDIC-DENT G s
Manusi din nitril verde XS, S, M, L, XL nepudratc
g L,
microtexturate MEDIC-DENT e
9 | MASCA in 3 straturi cu elastic DISPOTECH N50 Dispotech, Italia
10 MINI-RULOU din vata Nr.1 300 g Dispotech, Ital_:a :
11 | MINI-RULOU din vata Nr.2 300 g Dispotech, ltalia
e : N - ZAO Yaroslavli-Rezinotehnica,
13_| Rulou de pachete p-u steriliz. instrum, 100mm X 200m. Dispotech, Italia
14_| Rulou de pachete p-u steriliz. instrum. 150mm X 200mm Dispotech, Italia
15 | Rulou de pachete p-u steriliz. instrum. 200mm X 200m Dispotech, Italia
16 | Rulou de pachete p-u steriliz. instrum. 250mm X 200m. Dispotech, Italia
17 Rulou de pachete p-u steriliz. instrum. 50mm X 200m. Dispotech, Italia
18 | Rulou de pachete | p-u steriliz. instrum, 75mm X 200m. Dispotech, Italia
19 | SERVETEL stomatologic 45cm X 33cm, 3straturi N500 Dispotech, Italia _
20 1S ERVETEL stomatologz_c $Ocm X 600m rulou cu legare Dispott. .., Italia
-h il !
% B iiz@?f e k
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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 GROSSO, 8/12
has implemented and maintains a
Quality Management System
which fulfills the requirements of the following standard
ISO 9001:2008
for the following activities Code EAA4, 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 units

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

Issued on: 2015-12-09
Certified since: 2003-01-28
Expire on: 2018-09-14

Registration number:  1T-24919

Michael Drechsel
President of IONET

/ :
£

[
- )

[QNet Partners*:

AENOR Spamn AFNOR Certification France  AIB-Vingotte International Belgium AP('.‘E,! S g

C18Q Italy CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Hold
FCAV Brazil FONDDNORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certificat\gy
[RAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway W
Quality Apstria Austria RR Russia SIGE Mexico SII Israel SIQ Slovenia SIRIM QAS InteM

508 Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS SoTREeS
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc,
* The list of 1QNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com



ISTTTUTO DI CERTIFICAZ NE DELLA QUALITA
WASLCErTiuality it

S| CERTIFICA CHE (!
WE HEREBY CERTIFY THAT THE ORGANIZATION

DISPOTECH SRL

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

NELLE SEGUENTI UNITA' OPERATIVE | IN THE FOLLOWING OPERATIVE UNITS
IT - 23020 GORDONA (SO) - VIA AL PIANO, 29

HA ATTUATO E MANTIENE UN SISTEMA DI GESTIONE QUALITA' CHE E' CONFORME ALLA NORMA
HAS IMPLEMENTED AND MAINTAING A QUALITY MANAGEMENT

SYSTEM WHICH COMPLIES WITH THE FOLLOWING STANDARD

UNI EN ISO 9001:2008

PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES  SETTORE

coce  EA4,12, 14

Produzione e vendita di: prodotti ac

igienico-sanitario; prodotti per terapia termica; aspirasaliva.
Progettazione, produzione e vendita di spray per terapia odontoiatriq,a.
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.

RIFERIRS! AL MANUALE DI GESTIONE QUALITA' PER LAPPLICABILITA' DEI REQUISITI DELLA MORMA
REFER TO MANAGEMENT SYSTEM MANUAL FOR

DETAILS OF APPLICATION TO STANDARD REQUIREMENTS

IL PRESENTE CERTIFICATO s AL RISPETIO DEL REGOLAMENTO PER LA CERTIFICAZIONE DE| SISTEM) Df GESTIONE
THE USE AND THE VALIDITY OF THE CERTH AL

LL SATISFY THE REQUIREMENTS OF THE RULES FOR THE CERIFICATION OF MMMT SYSTEMS

ﬁ,ﬁ”‘;ﬁi‘;{?‘"‘“ _ 28/01/2003 .
comenrisse T 09/12/2015 M i ass .
gg\é ?,%‘ﬂim 14/09/2018 CERTIQUALITY S.rl. - IL DIRETTORE GENERALE

Viis @, Gllording 4 - 20173 MILAND (M5} - [TALY

coppiati speciali (tessuto/politene) per uso medicale ed




%);?(Biohelp@

23100 SONDRIO - Via Ragazzi del 99, 19 - Tel. <39 348 8644614 - Fax +39 0343 36567
e-mail: biohelp@libero.it

IDECLARATION OF COMPLIANCE

Declaration of conformity of the product named DISPONAPKINS, made by the company
BIOHELP Litd, 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 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

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 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.

04/02/2011

Cap. soc. € 40.000,00 - Part. IVA 00876520149 - R.E.A. 66154 CCIAA.dISO - Uff. Reg. Imp. SO 00876520149



Rolele si pungile
Acestea sunt co

SA. M-INTER-FARM A

Role si Pungi pentru Ambalare

olosite pentru ambalare sunt rezistente si ofera siguranta la procesare, depozitare si transport.
ectionate 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 des-pri
Contin indicatori ¢
preveni pigmentu

derea si formarea rosturilor de fibre, atunci cand este deschisa.
chimici de monitorizare a sterilizarii; acestia sunt localizati in afara zonei de impachetare, pentru a
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 autosigila

TIPURL:

L\te, restul produselor sunt usor de lipit, cu orice masina de sigilat.

* 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

Jtrebuie sigilata la ambele capete.

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

* PUNGIAUTOADEZIVE: se pot utiliza la sterilizarea cu abur si oxid de etilena; latimea si lungimea sunt

predefini

te; 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.

e Producator: DISPOTECH Srl / — ITALIA
e Perioada de valabilitate: 60 de luni de la data fabricarii
» Perioada de pastrare a materialului si instrumentarului sterilizat in ambalaj — 30




Sterilizare Instrumente medicale. Ce se intdmpla in serviciul central de sterilizare?

‘Departamentul de sterilizare este departamentul din institutia sanitara care realizeaza functiile de decontaminare,
pregatire truse, ambalare, sterilizare, stocare si eliberare / livrare materiale. Aceasta zona mai este cunoscuta si ca
furnizor central, oglindind aspectul de serviciu-suport al ingrijirii pacientului / activitatii medicale. Stabilirea unei zone
separate si distimcte, permite Departamentului de Sterilizare sa foloseasca abilitati speciale si, de asemenea, sa
limiteze germenii patogeni la zona.

Lantul epidemiologic se intrerupe in serviciul de sterilizare. Pe masura ce materialele necesare, echipamentele si
instrumentele chirurgicale sosesc in zona de decontaminare, incepe procesul de indepartare a agentilor patogeni de
pe echipamentul reutilizabil, instrumentar si alte articole.

Decontaminarea este procesul fizico-chimic prin care un obiect neinsufletit devine sigur de manevrat de catre
personalul sanitar din zona de pregatire truse.

In zona de decontaminare, astfel definita, exista cativa pasi secventiali si esentiali, care trebuiesc urmati:

* Transportul - articolele contaminate care necesita reprocesarea trebuie transportate in zona de
decontaminare, astfel incat perso-nalul medical, pacientii sau vizitatorii sa nu fie expusi la microorga-nismele
localizate pe aceste articole. Tinand cont de acest aspect, echipamentul trebuie acoperit pe timpul
transportului si introdus in carucioare, cutii sau pungi de nailon.

* Sortarea - articolele asemanatoare, care in zona de decontaminare ar urma sa fie supuse aceluiasi proces,
trebuie grupate impreuna. Articolele trebuie sa aiba cutii care sa indice tipul de articol din zona de utilizare,
astfel incat sa aiba loc o manevrare minima.

* Asamblarea si impachetarea — dupa procesele prezentate anterior, intrumentarul este reinspectat si
asamblat in truse, in tavi, pentru sterilizarea finala. Dupa ce fiecare instrument este gasit acceptabil pentru o
folosire adecvata, urmeaza impachetarea seturilor de instrumente.

* Sterilizarea - este definita ca procedeul care duce la absenta tuturor organismelor, indiferent daca sunt
bacterii, virusi, paraziti, fungi sau ale tipuri de microorganisme. Obiectivul principal al Serviciului Central de
Sterilizare este distrugerea germenilor.

* Asigurarea calitatii — dispozitivele care sunt folosite in ingrijirea pacientului trebuies T
indeaproape pentru a li se eva- lua eficacitatea procesului si siguranta oferita paciéityfs




‘\

ORE OUALIT g,
<

GLE
onal

ISTITUTO DI CERTIFICAZIONE DELLA QUALITA

ORGANISMO NOTIFICATO N° 0546
NOTIFIED BODY N° 0546

APPR’?OVAZIONE DEL SISTEMA DI QUALITA' ATTUATO DA
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 | SEGUENTI TIP| / FAMIGLIE DI PRODOTTI i
| FOR THE FOLLOWING TYPES / CLASSES OF PRODUCTS

Dispositivi meidici per terapie termiche (ghiaccio istant\aneo, caldo istantapeo, ghiaccio spray)

Mf'edfcaf devices for thermal therapies (instant ice, instant heat, spray ice)

Certiquality S.r.l., Organismo Notificato n° 0546, certifica che il sistema garanzia qualita
Certiquality S.r.1., Notified Body n° 0546, certifies that the quality assurance system

e conforme ai requisiti della Direttiva 93/42 CEE, Allegato \Y/
Is in compliance with the requirements of Council Directive 93/42/CEE, Annex

CERTIFICATO N. -1
CERTIFICATE N. 5637/CE001/2

PRIMA EMISSIONE 20/02/2004

FIRST ISSUE

EMISSIONE CORRENTE 04/02/2014
CURRENT ISSUE | :
gmscones | geoomoiges | MG M.
IL PRESIDENTE

CERTAQUALITY S.r.l.

DV EDOS D1
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IDECLARATION OF COMPLIANGE

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 |

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

Being that the case, the manufacturer will set up an evaluation procedure on the experience so far acquired,
as recommended in the enclosure VI1I-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 ¢
according to the Article 17- Directive 93/42/CEE and successive modifications.

Dispotech st

Sede produttiva/uffici: 23020 GORDONA (SO) Via al piano, 29 - Tel. +39 0343 36711 - FaOAGE
Sede legale: 23022 CHIAVENNA (SO) Via M. Del Grosso, 8/12 - e-mail: info@dispotech.it - O
Cap Soc. € 100.000,00 i.v. - P. IVA 00672170149 - RE.A. 47213 C.C.I.A A. di SO - Uff. Reg. Imp. SGH fk
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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 GROSSO, 8/12
has implemented and maintains a
Quality Management System
which fulfills 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:  |T-38352

'..ﬁ
Michael Drechsel
President of IONET

IQNet Partners*:

AENOR Spain AFNOR Certification France AIB-Vingotte International Belgium ANCE-SIGE Mexico APJER

CISQ Jtaly CQC Chinag CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH G

FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico INNORPA#R /
Inspecta Certification Fipland IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT HiungaBNN



TUV Rheinland RS

LGA Products GmbH
Tillystrafe 2, 90431 Niirnberg

Attachment to

Certiﬂcate

Registration No.: DD 60117020 0001

Report No.: 26300232 006
Manufacturer: ZARYS International Group

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

Products| included:

- Sterile and non-sterile cutting gauze

- Non-sterile dressing gauze

- Sterile and non-sterile gauze swabs
(with or without X-ray thread)

- Sterile and non-sterile gauze lap sponges
(with X-ray thread/ with X-ray chip)

- Sterile and non-sterile gauze balls
(with or without X-ray thread)

- Sterile and non-sterile gauze rolls
(with pr without X-ray thread)

- Sterile and non-sterile non-woven swabs
(with or without X-ray thread)

- Sterile paraffin gauze dressings

- Sterile three-way stopcocks

- Sterile transfusion sets for single use

- Sterile infusion sets for single use

- Sterile extension tubes for infusion pump

Date: 2018-01-25

Tﬂvaheinlaﬁ’d

1/6, Rev, 2




TUV Rheinland Bes:

LGA Products GmbH
Tillystrafle 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001

Report No.: 26300232 006

Manufacturer: ZARYS International Group

' Spolka z ograniczona

odpowiedzialnoscia
srolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

Products included:
|

- Sterile

- Sterile
- Sterile
- Sterile

endotracheal tubes
tracheostomy tubes
breathing circuits
catheter mounts

- Non-sterile anaesthetic masks

- Sterile
- Sterile
- Sterile
- Sterile|
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile|
- Sterile
- Sterile
- Sterile
- Sterile

\
Date: 2018-01-25 éU?M

laryngeal masks

oxygen masks

Multi-Vent masks
non-rebreath masks
nebulizer masks

nasal oxygen cannulas
nebulizer sets

oxygen tubing

suction catheters
abdominal drains

feeding tubes

stomach and duodental tubes
urolegy catheters
surgical suction sets
surgical suction cannulas
syringes for single use

Notified Body

Maciej Sclerf

- @
TUVRheinland

2/6, Rev. 2




TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001

Report No.: 26300232 006

Manufacturer: ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

Products included:

Sterile insulin syringes
Sterile tuberculin syringes
Sterile hypodermic needles
Sterile insulin pen needles
Sterile blood lancets
Sterile IV cannulas
Sterilel needle free valves
Sterile surgical gloves

] 1 1 ] i 1 ] ]

Date: 2018-01-25

Doc,

TﬁVRheinlag}d

3/6, Rev. 2




TUVRheinland

: |

TUV Rheinland PR &5, Bews 2 |

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg i

Attachmafnt to |
Certificate !
Registration No.: DD 60117020 0001 |
Report No.: 26300232 006

Manufacturer: ZARYS International Group

Spolka z ograniczona |
odpowiedzialnoscia i
spolka komandytowa j
ul. Pod Borem 18 ;
41-808 Zabrze 5
Poland

Products included:

For the following medical devices the scope covers
only the aspects of manufacture concerned with
securing and maintaining sterile conditions:

- Adhesive cannulla fixation dressings
- Adhesive wound dressings

- Eye pads

- Incise films

- Transparent film dressings
- Foam dressings

- BAbsorbent wound dressings
- Surgical gowns

- Surgical drapes

- Sets of surgical drapes

- Fluid collection pouches

- Nelaton catheters

Notified Body

{ . g
Date: 2018-01-25 Stk 4"%‘ |
Maciej Sciera/

PR TAQE AR T PR, L AL D B AT R e SO0



Attachment to
Certificate
Registration No.:
Report No.:

Manufactzf:rer:

Products included:

For the following medical devices the scope covers only
the aspects of manufacture concerned with securing and

TUV Rheinland

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

DD 60117020 0001
26300232 006

ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
srolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

maintaining sterile conditions:

- Vaginal speculums

- Cervical brushes

Urine bags

Guedel airways

1 T ] 1 i

- Suction tubes

Tongue depressors

Intubation stylets
Endotracheal tube holders

- Withdrawal cannulas
- Alginate dressings

- Cannula stoppers

- Umbilical cord clamps

Date: 2018-01-25

e
(2% 4

Notified Body

é&ru{ 9*%‘

- ®
TUVRheinland

Doc. 5/6, Rev. 2

Maciej Scidra




Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

Sites included:

TUV Rheinland
LGA Products GmbH
Tillystrae 2, 90431 Nirnberg

DD 60117020 0001
26300232 006

ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia
spolka komandytowa

ul. Gustawa Eiffel'a 15

44-109 Gliwice
Poland

Activity: Production

Date: 2018-01-25

e ®
TUVRheinland
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices |

Registration No.: DD 60117020 0001
Report No.: 26300232 005

Manufacturer: ZARYS International Group
- Spolka z ograniczona
odpowiedzialnoscia
' spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

Products: (see attachments for products and sites included)

Replaces EC Certificate, Registration No.: DD 60100191 0001

Expiry Date; 2019-06-08

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class lll devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2017-03-07

Date: 2017-03-07

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197
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CERTIFICATE

This is to certify that

Geksa-netkanie materiali, LLC

Tsentralnaya str., 3
143405 Goljovo village
Krasnogorskiy district
Moscow region
Russian Federation

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Development, design and production of sterile and nonsterile disposable medical linen of
various application, sterile and nonsterile disposable medical clothes of various application,
sterile and nonsterile disposable medical instruments of various application, sterile and
nonsterile disposable personal protective equipment of medical purpose.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

GOST ISO 13485 - 2011 (ISO 13485 : 2003)

«PHAq,
Certificate registration no. 31100767 MP23 (4] A

Valid from 2016-12-26 o B >
Valid until 2019-12-25 Q%} .P
Date of certification 2016-12-26 MW,O%"‘

POCC RU.31106 04XXKNO

00O SSU DE KU ES

Mikhail Zalunaev
Managing Director

Ry 27

R

NEr :
Accredited Body: 000 SSU DEKUES, Respublikanskaya str. 3, 150003 Yaroslavl, Rissian-Fegeration 12




CERTIFICATE

IQNet and
DQS GmbH Deutsche Gesellschaft zur Zertifizierung von Managementsystemen

hereby certify that the company
Geksa-netkanie materiali, LLC

Tsentralnaya str., 3
143405 Goljovo village
Krasnogorskiy district
Moscow region
Russian Federation

with the organizational units/sites as listed in the annex
has implemented and maintains a Quality Management System.

Scope:

Development, design and production of sterile and nonsterile disposable medical linen of various application, sterile and nonsterile
disposable medical clothes of various application, sterile and nonsterile disposable medical instruments of various application,
sterile and nonsterile disposable personal protective equipment of medical purpose; laminated and nonlaminated, si ngle-layered
and multi-layered, with impregnation and without impregnation, rolled polymer woven, nonwoven and geocell materials of
industrial-use including for ensuring of vapor moisture proofing in construction of roofs, walls, floor structures, for soil constructions
stabilization materials, for road construction and different light industry sectors as well as nonwoven materials for solving of the
problems of agricultural sector, gardening, crop growing and vegetable growing.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2015

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

Registration number: DE-31100767 QM15

e

Michael Drechsel
President of IQNet

IQNet Partners**:

AENOR Spain AFNOR Certification France AlB-Vingotte International Belgium APCER F
CISQ /taly CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding §
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certification fip/an®
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway N ‘_ (B
Quality Austria Austria RR Russia SIGE México Sll Israel SIQ Slovenia SIRIM QAS InterialinsalWMs
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serflia_ "
|IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI-Inc. =+

* This attestation is directly linked to the IQNat Partner's original certificate and shall not be used as a stand-alone documentl
** The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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ERENLER MEDIKAL
SANAYI TICARET LIMITED SIRKETI

IKITELLI ORG. SAN. BOL. FATIH SAN. SIT. 38 BLOK
BASAKSEHIR — ISTANBUL — TURKEY

with a scope of

PRODUCTION OF MEDICAL CHART PAPERS AND VIDEO
THERMAL PRINTER PAPERS, AFTER SALES SERVICES
FOR INTENSIVE CARE DEVICES

Medical devices - Quality management systems - Requirements for
regulatory purposes

“Following elements of the standard are excluded™
“TITRSV TSR0

EN ISO 13485:2016

Certificate No M 10422
Initial Certification Date 210 June 2016
Certification Date : 02 November 2018

Expiration Date : 09 June 2019

e

General Manager

Kiwa Certification Serviges Inc.
ITOSB 9. Cadde No. 15 Tepedren Tuzla - Istanbul - Turkey
Tel: +90 216 593 25 75 Faks : +90 216 593 25 74
Web: www kiwacomt E-mail: mip@kiwicom. i
Certificate ts valid tll expiration date. subject fo succexsful completion of periodicalyg
Please contact above numbers for detpiled information




IE ERENLER )
MEDIKAL ©rmax

ERENLER MEDIKAL SAN. TiC. LTD. STI. A sSET

EC Declaration of Conformity

We Erenler Medikal Co.,Ltd. herewith declares under its sole responsibility that the item of product
specified below satisfies the essential requirements of the EC Medical Devices Directive 93/42/EC
with amendment 2007/47/EC directive which are apply to it.

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

Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformity Assesment Route: Annex VII

Applicable EU Directives: 93/43/EEC Medical Devices Devices with amendment 2007/47/EC

Applicable Standards: EN ISO 15223-1:2016, EN 1041:2009, EN ISO 14971 :2012, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli O.S. B. Fatih San. Sitesi 3B Blok No: 3/4 34490- Basaksehir Istanbul /Turkey
Tel : +90 212 486 00 37 (140) Fax: +90 212 486 00 38
Country of Origin: Turkey

On Behalf Of Manufacturer:
Name: Ercan Taslicukur

Position: Vise President

Date-Place: Istanbul-Turkey

IKITELLI ORG.SAN.BOL.FATIH SANAYI SIiT. 3-B BLOCK NO:3-3-BAS

TEL:+90 212 486 00 37  FAX:+90 212 486 00 38
www.erenlermedikal.com _info@erenlermedikal.com.tr
FR-003 /00 /09.06.2011 REF.: PR-011 ikitelli V.D :354 015 10 62
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ERENLER MEDIKAL SAN. TiC. LTD. STi. -

EC Declaration of Conformity

We Erenler Medikal Co.,Ltd. herewith declares under its sole responsibility that the item of product
specified below satisfies the essential requirements of the EC Medical Devices Directive 93/42/EC
with amendment 2007/47/EC directive which are apply to it.

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

Type-Model: Opmask

GMDN Code: 15639

Classification: Class [, Rule

Conformity Assesment Route: Annex VII

Applicable EU Directives: 93/43/EEC Medical Devices Devices with amendment 2007/47/EC

Applicable Standards: EN ISO 15223-1:2016, EN 1041:2009, EN 1SO 14971:2012, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co.. Ltd

Ikitelli O.S. B. Fatih San. Sitesi 3B Blok No: 3/4 34490~ Basaksehir Istanbul [Turkey
Tel : +90 212 486 00 37 (140) Fax: +90 212 486 00 38
Country of Origin: Turkey

On Behalf Of Manufacturer;
Name: Ercan Taslicukur

Position: Vise President

Date-Place: Istanbul-Turkey

TEL:+90 212 486 0037  FAX:+90 212 486 00 38
www.erenlermedikal.com _info@erenlermedikal.com.tr

FR-003 /00 / 09.06.2011 REF.: PR-011 ikitelli V.D :354 015 10 62
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N e i Denumirea I~ Firma aprodicitoare. Tara
1, AZOPIRA_M- p/u 100 ml solutie gata ZAO “Medtest”, Federatia Rusa
'2 Imlﬁéato: pentru controlul sterilitafii 121715 N1000 ZAO “Medtest”, Federatia Rusa
3. | Indicator peniry controlul sterfTafi 121730 N1666 ZAD "Medtest”, Federatia Rusa
4. | Indicator pentru controlul sterilitatii 13471 8 N1000 ZAO “Medtest”, Federatia Rusa
5.__| Indicator pentru controlul sterilitaii 134/20 N1000 | ZAO “Medtest”, Federatia Rusa
6. | Indicator pentru controlul sterilitatii 134/4 N1000 ZAO “Medtest”, Federatia Rusa
7. | Indicator pentru controlul sterilitatii 134/5 N1000° ZAO “Medtest”, Federatia Rusa
8. | Indicator pentru controlul sterilitatii 134/7 N1000 | ZAO “Medtest”, Federatia Rusa
Indicator pentru controlul sterilitatii prin aburi IKPS - 120/45° N1000 ZAO “Medtest”, Federatia Rusa
9. | (EXTERN) > i 1 :
10, | Indicator pentru controlul sterilitagii prin aburi IKPS — 132/20 N1000 ' ZAO “Medtest”, Federatia Rusa
11, | Indicator pentru controlul sterilitafii prin aburi IKPS VN — 120/45 N1000 | ZAO = edtest”, Federatia Rusa
" | (INTERN) v Yiliosde by ; Fos oty ;
12 Indicator pentru controlul sterilita(ii prin aburi IKPS VN /0] — 132720 ZAQ “Medtest”, Federatia Rusa
*_| N1000 (INTERN)
Indicator pentru controlul sterilitagii prin aer KPS = 180/60 N1000 ZAO “Medtest”, Federatia Rusa
3. | (EXTERN). ot . | w51
14, | Indicator pentrut controlul steriliti(ii prin aer IKPS VN/OI — 180/60 N1000 | ZAO “Medtest”, Federatia Rusa
15. | Pachet pentru sterilizare 90x250 N100 ZAQ “Medtest”, Federatia Rusa
16 Pachet pentru sterilizare 100x200 N100 ZAO “Medtest”, Federatia Rusa
- Pachet pentru sterilizare T50x230 NT0D | ZAG “Mediest', Federatia Rusa
18. | Pachet pentru sterilizare 200x330 N100 ZAO “Medtest”, Federatia Rusa

i
| i

Elena PALANCIUC




EMEHTECT ®opma NC-1

CAHKET - NETEPEYPT

3AO "Meprtect", 191002, C.-I'Ierep_ﬁypr, yn. Pasveaxan, A.5, T./d: (812) §72-2395, 710-8171, 710-8149, 710-8170,

NMACNOPT COOTBETCTBUSA

UHankaTtop xumudeckusi
ANA KOHTPONA BO3AYLUHO CTepunu3aLmm MUKBC-"MepgTrect"-180/60
WKBC-180 (+3)°C — 60 muH. (+5 MUH.

(Mapka, napameTpbl, pexumel)
HPWM.932719.008 Nc

Knace “cnonHerus no NOCT ISO 11140-1-2011 — 4 (MHOI‘OnepeMeHHbIe)

Homep roc. peructpauumn Ne ®CP 2010/06654 o1 26.02.2010r. Cepus Ne | 151017
TY 9398-001-53262326-2009 Aata usrotosneHus |10 2017
1'::!1 Mokazarenu TpeGoBanus TY Peaynbrarbl aHanusa
7 2 3 4
1 s::;::gym;.?;m““ 1301, COOTBEeTCTBYeT

2 Cocrraenfn-sue MapKHUpOBKH,

ynaxkosku 1.4., 18 COOTBETCTBYeT

129, 123124928 1.2.6,,
V27,1240 1.211,1.212 1213, COOTBETCTBYeT
1.2.14.

3 Coorsercreue BHewHero BMaa
WHAUKaTOpoB

Ymﬁquﬁocrh K BO3neHcTEMIO
4 CTepUNU3yIoWMX ¢dakTopos B T2 COOTBeTCTBYeT
YCnoBUAX oTCyTCTBMSA napa

CoortseTtcrBHe
JKCMNYaTAUMOHHBIX KAYEeCTB
S MHOWKATOPOB B pernaMeHTHbIX 1218, 1.2.19, 1221, RORIEIINYET
3Ha4YeHuAX
1.2.25,

6 Cpok mniiucru COOTBETCTBYeT

36 Mecsaues ¢ aaThl U3roTORNEHUS

Wcneitanua, nosepku nposegens b 06beMe NpeabLABUTENBCKUX UCBITAHMI

3aknoyeHve:

lpodykyus coomeememe yem HopmamueHbiM mpe6oeaHuam, TY 9398-001-53262326—2009, rocr
1SO 11140-1-201 1, 20dHa Kk ucnonssoeanuro € coomeemcemeuu ¢ HasHaYeHueM U o6nacmeio
npumMeneHus.

5@72’

M.A. BopoTHuukas

7N HavanbHuk XTY 4

\ Komnnexraumio B cootsetcrauy
C 3aKas - HapsLoM Nposepun
N HavansHuk ynakosouHoro yyacrka

N Omnyck paspelwun
N, HavansHuk nNpou3BoacTea




EMEHTECT ®opma MC-1

Y-NEYePrEyYPC

L] K
3A0 "MepTect", 1#1002. C.-NerepBypr, yn, Pasveaxan, 4.5, 1./d: (812) 672-2395, 710-8171, 710-8149, 710-8170,

NMACNOPT COOTBETCTBUS
WUHankaTop xumuueckuii
ANA KOHTPONA Naposoit cTepunusayum UKMC-"Mearecr"-132/20

UKNC-132 (+2)°C — 20 MuH. (+2) MMUH.
(napameTpu pexuma)

HPWUM.932719.007NC

Knacc ucnonxenus no rOCT ISO 11140-1-2011 -4 (MHoronepemeHHble)

- 131017
Homep roc. perucrpauum Ne dCP 2010/06854 ot 26.02.2010r. Cepus Ne
TY 9398-001-53262326-2009 Data usrorosnenms | 102017
r:: Mokasatenu TpeGoBaHus TY Pesynbrarhi aHanusa
! 2 3 3
CoortsercTBHe cocTaBa
1 komnnekry HTII 1.3.1. CoOTBeTCTBYeT
2 Mapkuposka 1.4. cooTBETCTBYET
CooTBercreue BHeWwHero Bupa 12.1.,1.23,1.24.-125., 2.7,
3 | oxpacknsranons ' 12,13, 1.2.18., 1.2.21, FavTetIo Ry
YeToiumsocTs k Bo3aeicTeMio
4 CTepUnM3yoUUX (haKTOpos 12171221 cooTBeTCTBYET
CooTeeTtcTBHE
JKCNIYyaTALUMOHHLIX KavecTs
5 MHAWKATOPOR B PernamMeNTHLIX 1.2.18. COOTBETCTBYeT
3HaYeHuax
6 | Cpok rogHocTu ' 12.25. cooTBeTcTBYyeT
36 mMecaues ¢ gaTbl U3roToBNEHUS

WcneiTanus, nosepku nposegeHsl B 06veme NPeABLABUTENbCKUX MCMbITAHWIA

3aknioyeHue:

npodykyus coomeemcmeyem HOpMamueHbIM mpe6oeanuaM, 200Ha K UCNIONL308aHLIO &
coomeemcmeuu ¢ HasHavyeHueM U 061aCMbIO NpUMeHeHUs.

HavaneHuk XTY

G Komnnexraumio 8 cooteeTcTBMM
C 3aKas - HapsAOM NPoBEPUS
N HayanbHuk ynakosouHoro yyactka

Otnyck paspewun
HauansHuk npoussogcraa




VIMEOTECT

BAHIT-I‘II'I'I’I?PI’

3A0 “Megrecr",

®opma NC-1

| 181002, C.-I‘Is'rspﬁypr‘ yn. Pasveawan, A.5, T./d: (812) 572-2395, 710-8171, 710-8149, 710-8170,

WHavkaTop xumuye

MACIMOPT COOTBETCTBUSA
CKUI ofiHOPa3oBoro NPpUMeHeHus
CTépunusaumm UKBC-BH/01-

AN KOHTPONs Bo3AyLUHOM
"MegaTecT"-180/60

UKBC-BH/01-180 (£3)°C - 60 mun, (+3) MUH.
(mMapka, napamMmeTpsl, Pexumsbi)

HPWM.932719.006 nc

Knacc ucnonkenns no FOCT ISO 11140-1-2011 — 4 (MHOFOI'IepeMEHHhIG)
Homep roc. PerncTpauuu ®CP 2008/03222

or 03.09.2008 r.

Cepusi Ne (060217

TY 9398-007-53262326-2008 Aara usrotosnenus | 02 2017
Ne . N
n Mokasarenu Tpe6oBauus TY e3ynbTaTbl aHanuaa
1 . 2 3 4
CooTteercreue cocraBa
1 nounne'x‘ry HTA 1.3k cooTBeTcTBYeT
2 Cootsercraue MapkupoBku 14. coorsercreyer
Coorsercraune sHewnero BMAa, 3
3 MHAMKaTOPa, ynakoBxy 2.9, 128,927 1211247 coorBeTcrByer
YeTohuuMBoCTS K BO3OeHCTBUHIO
4 CTepUnM3yIowMx dakropos 1.2.12. cooTBercTByer
Coofaerc-raue
JKCNNyaTauMoHHbIX KayecTs
5 WHAMKATOPOB B pernameTHLIx 1.2.13, 1.2.14, cooTBercTeyer
3HayeHuax
6 Cpok rogHocTu 12.18. cooTBercreyer
36 mecaues ¢ gars| U3roToeneHus

UcneiTanus, NOBEPKU NnpoBeaeHb B 06beme NPEeALABUTENLCKUX UCALITAHU

3akniouerue:

npodykyus coom
2011 200Ka k ucn

semcmeyem HopmamueHbim
0/1b30€aHur0 @ coomeememe

HavanbHuk XTY

Komnnexrayuio s COOTBETCTBUK
C 3aka3 - HapsAoM nposepun
HavanbHuk YNakoBOYHOro yyacrka

. Otnyck paspewun
! Havanshuk n poussoacTea

mpe6oearnuam, TY 9398-007—53282323-2008, FOCT ISO 11140-1.
uu ¢ Hasnavenuem u o6nacmeio npumererus.

W M.A. BopoTHuukas




MEATECT ®opma NGC-1

AHMKT-NETEPSYPT

<
3A0 "MegTtect", 191002, C.-Metepbypr, yn. Pasveaxan, 4.5, T./¢.: (812) 572-2395, 710-8171, 710-8149, 710-8170,
: .

MACMNOPT COOTBETCTBUA
WHaukaTop XUMHYECKHi i OAHOPa30BOro NPUMEHEHUS AN KOHTPONS
napoBoii crepunusauuu UKMNC-BH/01-"MearecT"-132/20

132 (+2)°C / 20 MUH. (+2) MUH.

(napameTpbl pexuma)

HPWM.932719.005MNC

Knacc ucnonxenus no MOCT ISO 11140-1-2011 - 4 (MHoronepemeHHbie)

Homep roc. peructpaumn Ne dCP 2010/09764 ot 30.12.2010r. Cepus Ne | 130617
TY 9398-003-53262326-2006 [aTa n3rotoBneHus 06 2017
Ne n/n Mokasarenu Homepa nyHkTOB TpeGoBanuin TY PeayneTaTtel ananusa
E ! - : 3 ! 4
CoorBercTBMe cocTaBa
1 xomnnekry HTA, 12, 123 131.,1.52 COOTBETCTBYeT
2 Mapkuposka 1.4, COOTBOTCTBYET
CooreeTcTBue rabapuTHLIX 1.24,; 1.2.5., 1.268, 1.2.7.,128, 1.29.,
3 pa3mMepoB, BHOLIHEro BUAa 1.2.10. EROTRELETRYSY
Ycroatihunom K BO3AEHCTBUIO
4 CTepUn3yowmnx hakTopos B 1.2.17. COOTBETCTBYET
YCNOBHAX OTCYTCTBUA Napa
CooTBercTeue
IKCNNYaTauMOHHbIX Ka4YecTB
5 uunukﬁropoa B pernamMeHTHbIX 12114 1.2:15., 1.2418 COoOTBETCTBYOT
3HaYeHUsX

1.2.21.

6 Cpok roaHocTw 36 mecAUeB ¢ AaTk! U3rOTOBNEHUS

COOTBETCTBYET

WcneiTalunA, nosepkn npoeeAeHsl B 06beMe NpeabABUTENbCKUX NCNBITAHWE

3aknoueHuve:

Npoaykuua cooTBeTCTBYET HOPMATUBHLIM TPEGOBaHUAM, FOAHA K HCMIONb3OBAHUIO B COOTBOTCTBUM C
Ha3Ha4YeHueM U 0GNacTLI0 NPUMEHEHMS.

HavanbHuk XTY OW

Y M.A. BopoTHuukas
[
7
Komnnekrauuio B cooTBeTCTBUM -
C 32Ka3 - HapA[oM NpoBepun :
HauansHuk ynakosouHoro yyacrka b W.H. Heuaesa

OTtnyck paspewun
LY Havaneruk npoussoacTea




VIMEOATECT

EAHKT -NETEPEY PT

-

®opma NC-1

3A0 "Meprect"” 191002, C.-Nertepbypr, yn. Pasuweaxan, a.5, 1./d.: (812) 572-2395, 710-8171, 710-8149, 710-8170,

MNACTIOPT COOTBETCTBUA
UHankaTop XMMUYecKuii OAHOPa30BOro NPUMEHEeHNN ANsi KOHTPONSs
naposou crepunusauymu UKMC-BH/01-"Mearect'"-120/45

120 (+2)°C / 45 muH. (+3) MUH.

(napamerpui pexuma)

HPWUM.932719.005NC

Knacc ncnonrenus no NOCT ISO 11140-1-2011 — 4 (mHoronepemeHHbie)

Homep roc. pernctpauun Ne ®CP 2010/09764 ot 30.12.2010r.

TY 9398-003-53262326-2006

Cepusn Ne

031116

Odara warotosneHusa| 112016

Moka3sarenwu Homepa nyHkroB TpeboBanuin TY PesynbTatkl aHanuaa

i ! - 3 ' 4 RS
CoorBercTBMe cocTasa _

1 komnnekry HTA T2:0 12181570 152 cooTBercreyeT

2 MapkupoBka 1.4. cooTBeTcTByer

i CoordeTcTBne rabapuTHbIX 1.2.4.,""1_.2.5,, tT.2:8., B2 128,

3 pasMepos, BHEeWHero snaa 1:2:9.,12. 1% SRfTesTCrarey
YCTOﬁI‘iHBOCTb K BO3AENCTBUIO

4 CTePUNM3YOWKX hakTopoe B 1297 COOTBETCTBYeT
YC/IOBUAX OTCYTCTBUA napa
CooTBeTcTBMe

§ | SESEREETE SN 1.2.14.,1.2.15,, 1.2.16 coorsercTByeT
MHAMKATOPOB B PernamMeHTHLIX
3HAYEHUSX i "

6 Cpok rogHoCTH 1.221. cooTBeTcTBYyeT

36 mecsLeB ¢ 4aTbl U3roTOBNEHWS

UenblTaHua, noBepkn npoBedeHbl 8 oGbeme NpeabLaBUTENbCKUX UCNBITAHUR

3aknyeHue:

Flpo.qyxunn COOTBETCTBYET HOPMATHUBHbLIM TpEEOBﬂHHHM, rogHa K MCNonNbL30BaHWK B COOTBETCTBUM C

HazHavyeHuem n obnacrbio NMPUMEHEHHHA.

HavanbHuk XTY

Otnyck paspewwmn
HauansHuk npoussogcTea

Komnnekraumio B cooTBETCTBMN
C 38Ka3 - HapsaoMm NpoeepuUrn
HavansHuk ynakoBoYHoro y4yacTtka

O”f/ M.A. BopoTHuykas




MEATECT @opma MNC-1

GII‘I?-HITIFIYPI'

3A0 “Man-ract“,_191002, C.-Netepbypr, yn. Pasvesxas, p.5, T./G: (812) 572-2395, 710-8171, 710-8149, 710-8170,

MACNOPT COOTBETCTBUS

WHavkaTop xumuyeckuin OAHOPA30BOro MPUMEHeHUs
AR KOHTPONS Npoyeccos crepunusaymum

"Menrect"-134°C/5 MUH
HPWM.932821.005 1

Knacc ucnontenus no OCT ISO 11140-1-2011 — 4 (MHoronepemenHbie)

Homep roc. perucTpaumuu NedCP 2009/05786 ot 30.09.2009 Cepusa Ne | 151017
TY 9398-008-53262326-2009 Aara usrotosnenus | 10 2017
Ne n/n MNokasartenu TpeGoBanua TY PesynbTarel ananuaa
1 ' i) 3 4
1 s::::amue BHeWwHero Buaa 121, .28 113%1 2.8, 1.2.11,, cooTmercrayer
CootBercreue cocrasa
2 ynakoBku, komnnekry HT[, 13,1486, 1.47. CoOTBeTCTByeT
MapKMpPOBKK
Cootsercreue yserosoii
3 ramMmmbi TEPMOMHANKATOPHOW U 1.2:200 1.2.94. CooTBeTCTBYeET

LBeTOBOI MeToK MHAKKaTOpa

Coorteetcraue B ycrnosmax
rapaHTUpoBaHHoOro T

4 AOCTHXEHUS KOHEYHOTO 1.2.24, COoOTBeTCTBYeET

COCTOAHUA

Mposepka HecooTBeTcTBHA B

| konewuoro cotvommin o 1225, 1227, cooTseTcTayer

HackIWeHHOM nape

MNposepka HecooTeeTcTEMA B

YCrOBHAX HelOCTMKEHUS
6 KOHEYHOFO COCTORHUS B cyxom 1.222,1.2.28. cooTBeTcTByeT
ropsyem sosnyxe
1.2.32;
7 Cpok roanocTu 36 mecsiues ¢ pats U3roToBneHus soorasTeTAYeT

UcneiTanus, NOBepkuU nposefeHsbl B o6beme NPUEMO-CAaTOYHBIX UCNBITAH U

3aknoveHue:

lNMpodykyus coomeemcmeyem HopMamueHsiM mpe6oearusam, W9398-008-53262328—2009, rocr
I1SO 11140-1-2011, 200Ha x ucnonb3oearulo e coomeemcmeuu ¢ HasHaveHueM u obnacmeio

npumenenus.
Havanenuk XTY Oaf% M.A. BopoTHuykas

J

Komnnexrauuio s COOTBETCTBUMU
C 3aKas - HapsaoM Nposepun
HavanbHuk ynakosoyHoro yyacTtka

. Ornyek paspewnn
% HavanbHuxk npov3BoACTBa




Yopma MC-1
edﬂlf-ﬂlrlrl.‘f!f

3A0 "Meartect", 19%100& C.-ﬂafepﬁypr. yn. F'aahean_uan. A5 1./ (B12) 572-2395, 710-8171, 710-814

9, 710-8170,

MACNOPT COOTBETCTBUS

WHawnkarop XUMUYecKmit
ANSA KOHTpons BO3AYLWHOW cTepunusayum MKBC-"Memecr"—‘lBO/ﬁO
UKBC-180 (+3)°C - 60 MUH. (+5) MuH.

(mapka, napameTpel, PeXuUMbIl)
HPWM.832719.008 nc

Knace HCI’IOJ‘lHeHIr‘IHE no FOCT ISO 11140-1-2011 — 4 (MHoronepemeHHbie)

Homep roc. pervucTpaumu Ne dCP 2010/06854 ot 26.02.2010r. Cepus Ne | 551114
TY 9398-001-53262326-2009 Aata usrotosnenns [11 2014
= ] ! :
s Mokasarenn TpeGosanusa TY Pesynuratel ananuaa
B [ams A 3 4
| .
Coorsercreue cocrasa
1 Komnnekry HTQ 131 cooTseTcTBYyeT
' COOTBeTcTEne 'Maplmpoaxu.'
2 ynakosku | 1.4, 1.5 cooTBeTcTBYyeT
- - 121 123 194 305 1.26.
Coorsercreue BHewwero Bupa e : : '
3 MHAWKaTOPOB 127, 1.2.10. 1i22.1114,.1.2.12,, 12,13, cooTBeTcTByer
YCTOWMMBOCTL K BO3ReHCTBUIO |
4 cTepunusyownx dakropos 8 R cooTservcrayer
L YCIOBUAX OTCYTCTBUA napa
]; Coorsercraue
i IKCANyaTauMoHHBIX KavecTs ; Ter T
J 5 MHOWKATOPOB B PernameHTHLIx 1.2.18.,1.218., 1221 cooTrBercreye
3Havennax
6 | Cpok roaHocTH i 12.25 cooTBeTcTBYyerY

36 mMecsues ¢ pars N3roToBNeHun

L ’

WcneiTanus, nosepku nposeneHbl B o6veme NMPEABLABUTENLCKUX UCNBITARUI

3akntoueHue: :
Mpodykyus coomeememe yem HopmamueHsim mpebosanuam, TY9398-:001-53262326-2009, rocr

ISO 11140-1-2011, 200Ha K ucnonssoeaHur e coomeememeuu ¢ HasHavYeHuem u o6nacmeio
npuUMeHeHUs.

HavanbHuk XTY M.A. BopoTHuukas

Komnnekrauuio 8 cooTeeTcTamnm
C 3aKas - HapAROM Nposepus
HavansHuk ynakosouHoro yyacTka

. OTnyck paspswun
. HavanbHuk npousBoACTBa

C-Tlerepfvpr




®opMa Nec-1
L0 Pasveaxes, 4.5, 1./.: (812) 572-2395, 710-8171, 710-8149, 710-817¢,

ol MACMNOPT COOTBETCTBMH
UHaukaTop XUMHUYeckuit oaHopasosoro nNpuMeHeHuUs gQns KOHTpons
naposoun CTepunusauun UKMC-BH/01 -"Mearect"-132/20

132 (22)°C 4 20 MUH. (+2) MuH,
(napamerpel pexuma) !

HPWUM.932719.005MC

Knace ucnonxenns no OCT ISO 11140-1-2011 - 4 (MHOFOHGDEM&HHHEJ

Homep roc. pervcrpauuu Ne ocp 2010/09764 or 30.12.2010r. Cepusi Ne | 551114
TY 9398-003-53262326-2006 Hara nsrotosnenns | 1012014
Ne n/n ' Nokazarenu Homepa nynkros TpebosaHuin TY Pesynuratel ananuaa
1 = 2 REL ; 3 _ 4 =
c
1 K::;ﬁ:gim?ncocwaa _ 124,123,184, 152 cooTBeTCTBYyeT
2 Mapkuposka | 1.4, coorBeTcTBYeET
Cooteercraue rabapurHeix 124,125 1.28, 127.,1.28.,1.29,
8 Pasmepos, BHewHero Buga 1.2.10. D i i

YeToiYuBocTE K BO3AEHCTEMUIO

4 c*repunu:ﬁymumx akTopos B 1297, cooTBeTcTBYyeT
YCNOBUAX OTCYTCTBURA napa
Cooreercraue
IKCNINYaTaLUOHHLIX KadecTs
5 WHAMKATOPOB B PerNaMeHTHbIX 1.2.14.,1.2.15., 1.2.16 cooTBeTCTBYET
3HavyeHunx
1.2.21,

8 Cpok roanocTw cooTeeTcTByeT

36 MECHLEB C AaTbl U3rOTOBNEHUS

UcnsiTanus, NOBepKU NpobeeHsl B oBveme NPEABLABUTENLCKUX UCNBITAHWA

3akniovenne: :
Mpoaykuus coorsercrayer HOPMaTUBHLIM TpeBosanuam, FOAHa K NCNONb3OBaHMIO B COOTBETCTBUM C

Ha3HaveHnem v 06NacTbio NPUMeHeHus. i
i
HavyansHuk XTY o M.A. BopoTHuukas

Komnnekraumio 8 cooteercTamm ,%%
C 3aKa3 - HapsAOM NpoBepUN ;

HavaneHuk ynakosouHoro yuactka z A W.H. Hevaesa

: Otnyck paspewun
X HavanbHuk nponasoacrea

CMeventiypr

A




SA. M-INTER-FARM A

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 des-prinderea 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 autosigi

TIPURI:

ante, restul produselor sunt usor de lipit, cu orice masina de sigilat.

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

[trebuie sigilata la ambele capete.

PUNGI

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

predeﬁrrite; punga trebuie sigilata doar la un capat.

PUNGI

AUTOADEZIVE: se pot utiliza la 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
folosita,

este predefinita, lungimea se alege in functie de necesitati; bucata de rola (punga), care urmeaza a fi
trebuie sigilata la ambele capete.

Produ

Perioada de valabilitate: 60 de luni de la data fabricarii
Perioada de pastrare a materialului si instrumentarului sterilizat in ambalaj -

tor: DISPOTECH Srl / — ITALIA




furnizor central, oglindind aspectul de serviciu-suport al ingrijirii pacientului / activitatii medicale. Stabilirea unei zone

separate si distincte, permite Departamentului de Sterilizare sa foloseasca abilitati Speciale si, de asemenea, sa
limiteze germenii patogeni la zona.

Lantul epidemiologic se intrerupe in serviciul de sterilizare. Pe masura ce materialele necesare, echipamentele si
instrumentele chirurgicale sosesc in zona de decontaminare, incepe procesul de i ndepartare a agentilor patogeni de
pe echipamentul reutilizabil, instrumentar si alte articole.

Decontaminarea este procesul fizico-chimic prin care un obiect neinsufletit devine sigur de manevrat de catre
personalul sanitar din zona de pregatire truss.

In zona de decontaminare, astfel definita, exista cativa pasi secventiali si esentiali, care trebuiesc urmati:

* Transportul - articolele contaminate care necesita reprocesarea trebuie transportate in zona de
decontaminare, astfel incat perso-nalul medical, pacientii sau vizitatorii sa nu fie exp-si la microorga-nismele
localizate pe aceste articole. Tinand cont de acest aspect, echipamentul trebuie acoperit pe timpul
transportului si introdus in carucioare, cutii sau pungi de nailon.

¢ Sortarea - articolele asemanatoare, care in zona de decontaminare ar urma sa fie supuse aceluiasi proces,
trebuie grupate impreuna. Articolele trebuie sa aiba cutii care sa indice tipul de articol din zona de utilizare,
astfel incat sa aiba loc 0 manevrare minima.

* Asamblarea si impachetarea — dupa procesele prezentate anterior, intrumentarul este reinspectat si
asamblat in truse, in tavi, pentru sterilizarea finala. Dupa ce fiecare instrument este gasit acceptabil pentru o
folosire adecvata, urmeaza impachetarea seturilor de instrumente.

* Sterilizarea — este definita ca procedeul care duce la absenta tuturor organismelor, indiferent daca sunt
bacterii, virusi, paraziti, fungi sau ale tipuri de microorganisme. Obiectivul principal al Serviciului Central de
Sterilizare este distrugerea germenilor. L

* Asigurarea calitatii - dispozitivele care sunt folosite in ingrijirea paéiéﬁ_t,u_lug'trppﬂies\ monitorizate
indeaproape pentru a li se eva- lua eficacitatea procesului si siguﬂan,_t‘a\', ‘oferita pacig Aty Controlul

administrativ este esential pentru a se asigura ca fiecare proces de steriliza re

ll,... v



THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

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

DISPOTECH SRL

IT - 23022 CHIAVENNA (SO) - VIA M. DEL GROSSO0, 8/12
has implemented and maintains 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 units

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

Issued on: 2015-12-09
Cerlified since: 2003-01-28
Expire on: 2018-09-14

Registration number:  1T-24919

Michael Drechsel
President of IONET President of CISQO

AENOR Spain AFNOR Certification France AIB-Vingeite. ational Belgium APCER Portugal CCC Cyprus
CISQ taly CQC China COQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany .
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certification Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland

Quality Austria Austria RR Russia SIGE Mexico SII Israel SIQ Slovenia SIRIM QAS Intemational Malaysia

$QS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Ine. o
* The list of IQNet partners is valid at the time of issue of this certificate. U pdated information is available under www.ignet-certification.com



1 ISTITUTO DI CERTIFICAZIONE DELLA QUALITA
! VOLCRITIOUATLY It

no 9637

5| CERTIFICA CHE 1 NE
|I WE HEREBY CERTIFY THAT THE CROANIZATION

DISPOTECH SRL

IT - 23022 CHIAVENNA (S0) - VIA M. DEL GROSSO, 8/12

NELLE SEGUENTI UNITA' QPERATIVE / 1o THE FOLLOWING OPERATIVE UNITS
IT - 23020 GORDONA (S0)-VIA AL PIANO, 29

HA ATTUATE E MANTIENE UN SISTEMA DI GESTIONE QUALITA CHE E' CONFORME ALLA NORMA |
HAS IMPLEMENTED AND MAINTAINS 4 QUALITY MANAGEMENT SYSTEM WHICH COMPUIES WITH THE FOLLOWING STANDARD

UNI EN ISO 9001:2008

PER LE SEGUENTI ATTIVITA' | FOR THE FOLLOWING ACTIVITIES “Toser EA 4,12, 14

Produzione e vendita di: prodotti accoppiati speciali (tessuto/politene) per uso medicale ed
igienico-sanitario; prodotti per terapia termica; aspirasaliva. _
Progettazione, produzione e vendita di spray per terapia odontoiatrica.
Manufacturing and sale of- special laminated products (tissue/polythene) for medical and
health-sanitary use; products for thermal therapy, saliva ejecior.
Design, manufacturing and sale of spra y for dental therapy.

RIFERIRS! AL MANUALE DI GESTIONE QUALITA' PER LAPPLICABILITA DEI REQUISITI DELLA NORMA
WI:’O MANAGEMENT SYSTEM MANUAL FOR DETAILS OF APPLICATION TO STANDARD REQUIREMENTS

IL PRESENTE ©

04 RISPETTO DEL REGCLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE

SATISFY THE REQUIREMENTS OF THE RULES FOR THE CERTIFICATION OF MANAGEMENT SYSTEMS

PRMAMSSONE | 28/01/2003
EuSSIONE CORRENTE . 00/12/2015

DATASCADENZA | 14/00/2018 CERTIQUAL

atfo

ITY S.rl. - IL DIRETTORE GENER ﬁf
@ Giarding 4 - 20123 MILANO (M1} - ITAL Y / ol
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