SPECIFICATII DE FORMARE A PRETULUI (F4.2)
Numérul LP 21014846 din 06.12.-14.12.2019

Denumirea licitatiei : Achizitionarea articoleior parafarmaceutice

conform necesitatilor IMSP EH Botanica woaﬁd m::— 2020 Pag. 1 dinl
Cod CPV. 33140000-3 :
w.v.v&&wm@a.. I .,..:\a; e G 5 .
£ U : e T _uh.dE_ ke ST en ltermen de
o m::E:.mm =T L ara ol _
S ! 7 1 TVA .mé A TVA | livrare
L - iy e b i TVA .
3 O;o-vozﬁo ooEg ?.mm mﬁoﬂ_o ambalaj individual 2,40 2,88 12000,00 | 14400,00 | la solicitate
6 [Stative cu m.m@mﬂo imbibate cu alcool 70%, Parametri salfetelor 40-45x40-45mm, , . o
prelucrate cu unde Gamma, ambalate 1n stativ 50-55x50-55x80-85mm, N150 12000 buc 51,00 55,08 612000,00 | 660960,00 | Ja solicitare
8 |Betisoare de vati cu bitisor din masa-plasticd durd, in ambalaj-de 50 buc 6500 biie 0,60 0,72 3900,00 4680,00 | la solicitare
15 |Anze sterile pentru colectarea frotiurilor urogenitale, in ambalaj-set nu mare =
(ascutite dintr-o parte si cu inelusdin alta parte) 500 buc 0,315 0,38 157,50 189,00 la solicitare
16 |Gel pentru ECG, 260ml 230 buc 15,00 18,00 3450,00 | 4140,00 | la solicitare
17 |Garou 310 buc 12,00 14,40 3720,00 4464,00 | Ia solicitare
20 |Hirtie foto, 110x20 50 buc | 110,00 | 132,00 5500,00 | 6600,00 | lasolicitare
23 |Piese bucale pentru maturi pentru spirograf Cosmed Pony FX”, de unici folosinta ==
1000 buc 3,00 3,60 3000,00 3600,00 | la solicitare
25 |Termohirtie 110/20 30 buc 20,00 24,00 600,00 720,00 | la solicitare
28 |Azopiram set 32 buc 60,00 72,00 1920,00 | 2304,00 | lasolicitare
31 {indicitorde-sterilizare +86-C-externeinclusiv-registru-pentru-evidenta-pentra——— - =
fiecare 1000 buc de indicatoare 9000 buc 0,15 0,18 1350,00 1620,00 | Ia solicitare
32 |Indicitor de sterilizare 180 C interne, inclusiv registru pentru evidenta pentru fiecare -
1000 buc de indicitoare 5000 buc 0,35 0,42 1750,00 2100,00 | la solicitare
649347,50 | 705777,00

Semmnat:

Ofertantul:

+GBG-MLD” SRL

Numele, prenumele: Tudor Ceaicovschi

In calitate de: Director General
__Adresa: S::.Qw.wh.:ma, str. Tishina. 65. of-607, tel/fax: (022) 54 73 73.
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| i | Tara mm Cantita| e i S Std. de
el Descrierea tehnica propusa de ofertant _
Tl tea i AR SHEE
3 O:o-wozﬁo ooEg g.mm mﬁod_o Ez_u&m‘_ E&Sa:m_ Nuova Aptaca S 5000 buc Periuta citologica, 5631/SG, CE Marca
6 |Stative cu salfete imbibate cu alcool 70%, Parametri Stative cu salfete imbibate cu alcool 70%, Parametri
salfetelor 40-45x40-45mm, prelucrate cu unde Gamma, Holtch Germania| 12000 buc | salfetelor 40-45x40-45mm, prelucrate cu unde Gamma, | CE Marca
ambalate in stativ 50-55x50-55x80-85mm, N150 ambalate 1n stativ mo-mmxmo-mmxmo-mmgu N150
8 |Betisoare de vati cu bitisor din masa plastica dura, in : . R
ambalaj de 50 buc Aptaca [talia 6500 buc Tampon plastic steril ambalat individual, 5100/SG/CS | CE Marca
15 |Anze sterile pentru nouonﬁm:wm m_.od_._bwop. urogenitale, 1
ambalaj-setaun .ﬁ_.a Kima Tratia 560 buc AnzaatbastraHo-mit18288 CE-Marea
alta parte)
16_|Gel.pentru ECG, 260ml Ceracarta Ttalia | 230 buc Gel ECG & EEG G.260 CE Marca
17 |Garou -Nuova-Aptaca Italia 310- | -buc Garou latex/ 3540 CE Marca
20 [Hirtie foto, 110x20 Durico Corea 50 buc Hirtie USG ULSTAR -1100S (110x20) CE Marca
23 |Piese bucale pentru maturi pentru spirograf "Cosmed Pony Mustuc pentru adulti pentru spirograf "Cosmed Pony
S L . I : Tali 1000 ' CE Marca
FX”, de unica folosinta Cosmed Italia 1000 buc FX”, w/f,500unit vlarc
25| Termohirtie 110720 Ceracarta [talia 30 buc Termohirtie [10/25 CE Marca
28 |Azopiram set Agat Rusia 32 buc Azopiram set p-u controlul presterilizarii certif calit
31 |Indicétor de sterilizare 180 C externe, inclusiv registru ) ) Teste la sterilizare 180/60-1 extern, set 1000 teste cu L
pentru evidenta pentru fiecare 1000 buc de indicatoare Vinar Rusia 9000 buc registru cexfifgeiit
32 |Indicater de sterilizare 180.C interne, inclusiv registru — - Teste la sterilizare 180/60-1 intern, set 1000 teste cu £ calit
pentru evidenta pentru fiecare 1000 buc de indicatoare Vinar Rusia 5000 buc T o

Semnat:

Ofertantul: ,,GBG-MLD” SRL

Numele, prenumele: Tudor Ceaicovschi

In calitate de: Director General

Adresa: mun.Chisindu, str.Tighina, 65, of.607, tel/fax: (022) 54 73 73.




“Secret comercial, confidential”

Beneficiar: IMSP AMT Botanica
mun.Chisinéu, bd. Dacia, 5/2
IDNO: 1003600153360

GARANTIE DE OF
ﬁ_ decembrie 2019

BC ,,Moldova—Agroindbank” S.A., cu sediul pe
Republica Moldova, numarul de identificare de stat
,Garant”) a fost informata cd “GBG-MLD” S.R.L. cu §
Moldova, numarul de identificare de stat — codul fig
urmeaza sa inainteze oferta catre Beneficiar la data d
pentru achizitionarea articolelor parafarmaceutice, cq
decembrie 2019.

La cererea Ofertantului, noi, Garantul, prin prez
suma sau sume ce nu depdsesc in total suma de 6.80
noi a primei solicitdri scrise si semnate de persoa
documente doveditoare cuvenite ale cazului garanta
fncalca una sau mai multe dintre obligatiile sale referi
a) si-a retras Oferta in timpul perioadei valabilitatii Of
b) a modificat Oferta dupa expirarea termenului-limif
¢) fiind anuntat de catre Beneficiar, in perioada de v

(i} esueaza sau refuzd sd semneze formularul contr

MAIB

Moldova Agroindbank

ERTA Nr. CA 13 %

mun. Chisindu

str. Constantin Tanase 9/1, mun. Chisinau, MD-2005,
— codul fiscal 1002600003778 (numit in continuare
ediul pe str. Tighina nr. 65, mun. Chisindu, Republica
cal 1003600117582 (numit in continuare ,Ofertant”)
e 14 decembrie 2019 (numitd in continuare , Oferta”)
nform invitatiei la licitatia publicd nr.21014846 din 14

enta, ne angajam in mod irevocabil sa vad platim orice
0,00 (sase mii opt sute, 00) MDL, la primirea de cdtre
ne autorizate din partea Beneficiarului, Tnsotitd de
t, cu specificatia in solicitare a faptului, ca Ofertantul
oare la conditiile Ofertei, 5i anume:

fertei; sau

a de depunere a ofertelor; sau

alabilitate a Ofertei, despre adjudecarea contractului:
actului;

(i) nu acceptd rectificarea erorilor aritmetice, eflectuata de catre grupul de lucru, erori depistate in

Oferta in timpul examinarii ei; sau
(iii) esueaza sau refuza sa prezinte garantia de bui
ori nu a executat vreo conditie specificatd in docu
de achizitie.
Aceastd garantie va expira in cazul aparitiei un
va surveni prima:
a) la primirea de catre noi a copiei ingtiintarii pr
emiterea Garantiei de bund executie eliberatd catr
b) in urma receptiondrii de citre Garant a copiei insi
termenului de valabilitate a Ofertei depuse de catr
c) la expirarea termenului indicat mai jos.
Prezenta garantie intrd fn vigoare la data de 14
januarie 2020, inclusiv.
Prin urmare, orice cerere sau plata in conformi
Garant la oficiu pind la data respectiva.
Orice litigiu aparut pe parcursul realizarii prezg
cazul cand partile nu vor solutiona litigiile aparute pri
cu legislatia Republicii Moldova.

Oleg Paingu,
Vicepresedinte al Comitetului de Condu
al BC "Moldova-Agroindbank" S.A.

Carolina Semeniuc,
Contabil-sef al BC "Moldova-Agroindba

ha executie, dacd se cere conform conditiilor licitatiei,
nentele de licitatie, inainte de semnarea contractului

eia dintre urmdtoarele situatii, oricare dintre acestea
vind adjudecarea contractului Ofertantului si dupa
e Beneficiar la solicitarea Ofertantului; sau

iintarii despre numele altui cistigator, fie la expirarea
e Ofertant in cadrul licitatiei;

decembrie 2019 si este valabild pina la data de 12

tate cu aceastd garantie trebuie receptionata de|catre

ntei garantii va fi soluionat pe calea.n@g
n negocieri, acestea vor fi solutio }j{;--m-‘cdﬁfﬁ?ﬁﬁtﬁf@a

cere

k" S.A.
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X AGENTIA SER|
DEPARTAMENTUL INREGISTRARE SI

EXT
din Registrul de stat 4
Nr. 419998 d

Denumirea completa: Societatea cu Rispund
Denumirea prescurtata: "GBG-MLD'" S.R.L.
Forma juridica de organizare: Societate cu risp
~ Numarul de identificare de stat si codul fiscal (II
_ Data inregistrarii de stat: 06.01.1995
Modul de constituire: nou creati.

Sediul: MD-2001, str. Tighina, 65, mun. CH
Obiectul principal de activitate:

L. Comertul cu ridicata al produselor farmaceuti
2%
3. Comertul cu amanuntul al produselor farmace
_4 Productia echipamentului de control pentru pri
5. Practica medical3
6: Fabricarea utilajului medical si chirurgical si ¢
7. Productia de aparatura gi instrumente de misu
8. Transporturi rutiere de marfuri.

Capitalul sockal: 5400 lei,

Administrator: CEAICOVSCHI TUDOR, II
Asociat:
1. CEAICOVSCHI TUDOR, IDNP 09716015
cota 5400 lei, ce constituie 100%.
Beneficiar efectiv:

1.1. CEAICOVSCHI TUDOR, IDNP 0971601

Prezentul extras este eliberat in temeiul art.
privind inregistrarea de stat a persoanelor juridi

datele din Registrul de stat la data de; 13.08.201

P

Reg;m amr ;
= 7/
%

CaRoE

Date cu caracter personal. Qperator: LB wAgentia Servicii Publ

Cercetare si dezvoltare in stiinfe fizice si natur

e g o
b i, T i
(R

VICII PUBLICE
LICENTIERE A UNITATILOR DE DREPT

'‘RAS
il persoanelor juridice
ita 13.08.2019

ere Limitata "GBG-MLD'" .

undere limitata,
DNO): 1003600117582

ISINAU, R. MOLDOVA. tel. 069340140,

e

ale

utice si de parfumerie
ocesele industriale

dispozitivelor ortopedice
rd, verificare si control

NP 0971601546960,

16960,

S
i

546960, cota - mwf /
O X\/I din 19 octombrie 2007

34 al Legn nr,2
(/ Il/dIOFIIOI‘ individuali §i confirma

ce i a 1ntrcp

W
S
4

ee’l, 1G0000059




~ Secret'comercial, confidential”

Dlui Tudor Ceaicovschi,
Administrator al S.R.L. ,GBG-MLD”
MD-2001, mun. Chisindu, str. Tighina, 65,

CERT

Prin prezenta, BC "Moldova-Agroindban

1003600117582) dispune de urmatoarele conturil

IFICAT

k" S.A.

Moldova Agroindbank

0130 JE ol
05 wondce U9

confirmd ci ,GBG-MLD” S.R.L. (IDNO

e curente:

Numarul contului curent, cod IBAN Valuta
‘MD14AG000000225184801542 MDL
MD64AG000000225144807542 EUR
MD81AG000000022511677935 CHF
MD70AG000000022511393244 UAH
MD17AG000000225114804542 ~ _RUB
MD62AG000000225194802542 - uso |
MD39AG000000022513059583 GBP
MD81AG000000022582080147 MDL

G’iertificatugl}este eliti_er-a,t pentru a fi prezentat la dgstinatie.

By
N

ccespec )

T i

Victor Iuras -_.
Vlcepregedl 1} Co ?ﬁ'--_ui de Conducer
al BC’Mo gromdban:is A,

l,d"
M

Ex.: Ivan Buga
Tel.: 022-30-33-64

BCIIMOLDOVA AGROINDBANK" S A,

StraConsiantin Tanase 9f1rMD 2(*05 imun. Chigingy fepublica Mowiovs

Numdrol inreigis
Mumele Presadinte

g‘__t -1002 ﬁao 063 778. 7
ditetutist dd Conducere -

Lerghal Caborari




Declaratie privind situatia persqnali a operatorului economic (F3.5)

“GBG-MLD”SRL

iternicit al “GBG-MLD”SRL (denumirea

tant asociat declar pe propria raspundere, sub

blicd si sub sanctiunile aplicabile faptei de fals in acte
8 din Legea privind achizitiile publice nr. 131 din
ndamnat prin hotarére definitivi a unei instante

ki organizatii criminale, pentru coruptie, frauda si/sau

Subsemnatul Tudor Ceaicovschi, reprezentant imp
operatorului economw)\m calitate de ofertant/ofer
- sanctiunea excluderii dll'l procedura de achizitie pu
publice, ca nu ma aflu in situatia prevazuta la art. |
03.07:2015; respectiv fn/ultimii § ani nu am fost c(
Judecatorestl pentru part101parea la activitati ale un|
spélare de bani.

omplete si corecte in fiecare detaliu si inteleg ca

i) ‘ ‘
Subsemnatul declar ¢ informatiile furnizate sunt g
scopul verificdrii §i confirmarii declaratiilor, or ice

autoritatea contractanti :are dreptul de a solicita, in
documente doveditoare ‘de care dispun.

Subsemnatul Tudor Cealcovschl reprezentant impjuternicit al “GBG-MLD”SRL (denumirea operatorului
economlc) in calitate de ofertant/ofertant asociat, |a procedura de licitatie publica nr. 21014846 pentru
atribuirea contractulm de achizitie publici avand ca obiect achizitionarea ar ticolelor

parafarmaceutice, codul CPV 33140000-3, la d4ta de 14 decembrie 2019, organizati de IMSP AMT
Botanica, declar pe propria raspundere ca:

nu am intrat in faliment'ca urmare a hotarérii judegatoresti;

mi-am indeplinit obligatiile de plata a impozitelor,|taxelor si contributiilor de asigurari sociale;

-ea definitiva a unei instante judecatoresti, pentru o

nu am fost condamnat, in ultimii 3 ani, prin hotaré
‘ntru comiterea unei greseli in materie profesionald;

fapti care a adus atingere eticii profesionale sau pg

toate informatiile si documentele prezentate pentry procedura de achizitie mentionata mai sus sunt

veridice si autentice;

nu suntem inclusi in Lista de interdictie a operator

Subsemnatul declar ¢ informatiile furnizate in sc
selectie sunt complete si corecte in fiecare detaliu
solicita, Tn scopul verificarii §i confirmarii declara

Inteleg ca in cazul in care aceastd declarafie nu est

prevederilor legislatiei penale privind falsul in deg

Data completarii: 14 decembrie a. 2019
Operator economic,
“GBG-MLD”SRL

Semnatura

LS.

ilor economici.

vpul demonstrarii indeplinirii criteriilor de calificare si
si inteleg ca autoritatea contractantd are dreptul de a
tiillor, orice documente doveditoare de care dispun.

e conforma cu realitatea sunt pasibil de incélcarea
laratii.




Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IIFPS
nr. 400 din 14 martie 2014

CC04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fafa de bugetul public national
Ne | Awasiss//dl,g T | 11122019

1. Destinatia / Haznauenue

Pentru participare la proceduri de achizitii publice

2. Date despre contribuabil / Urdopmalina o Hamoromwiar

EJIIBITUKE

Denumirea
HawmeHoBanue

Codul fiscal / Numirul de identificare
®uckansHeii Ko / MaeHTH)NKALHORABIA HOMEP

GBG-MLD S.R.L.

1003600117582

Adresa sediului de bazi (strada, numiirul)
Anpec OCHOBHOTO MECTOPACHONOKEHUs (YIIMLA, HOMED)

Codul - Denumirea localitatii
Kon - HaumeHOBaHRE HACENEHHOTO ITyHKTA

Tighina nr.65

0130-SEC.CENTRU

3. Atestarea lipsei sau existentei restantelor conform da
[ToaTBepIKIIEHIE OTCYTCTBHS WIM HAIAYMA HEJOMMKI COLYl
CHUCTCMBL

relor Sistemului Informational Automatizat/
acHo JaHHBIX MH(pOpMaINOHHOA aBTOMaTU3UPOBAHHON

La data emiterii prezentului certificat restanta fa
BBLAYM JaHHOM CIPABKH HETOMMKA IEPe]] HallH
0,00 lei/neii.

3 de bugetul public national constituie/ Ha pary
OHaJIBHBIM IIyGIMYHBIM GFOIKETOM COCTABIIACT:

4. Valabil pina la / [leiicteutenen no 26.12.2019

Sef al DGACM

crue ["0Cy JapcTBEHHON HAIOTOROM Ciry:KOb!

Nina GHENCIU

Funcfia/[lomxHocrs

L.S/MIL

Executor: A. Creacico
Tel. 82-34-27 Numele gi prenumele/@amMunus u uma

Este extras din Sistemul Informational al SFS SIA ,Coi
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 1

Tlognucs Numele §i prenumele/@amunns 1 nmi

htul curent al contribuabilului”// 11.12.2019 ora 10:53:06
4.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,00)




ITALCERT

- CERTIFICATO N° 5055GQ03

CERTIFICATEN® 5055GQ03

Si certifica che il
this Is to certify that

Sistema di Gestione per la Qualita
Quality Ma.r?age_men.t System - -

messo in atto da
;mp;’ememed by

NUOVA APTACA Sird,

' 3\'5*:.Via Monte Biarico, 4 = IT 20900 MONZA (MB)

o ~-nella Sede Operativa di
: Operative Unit

il | Reg;oneMonforte, o 714053 CANELLI (AT

- & conforme alla norma
Is in.compliance with the standard

. . UNI EN 1SO 9001-2015 (ISO 9001-2015)

o per seguentl Processi
" concerning the faﬁolwng kinds of Processes

Gestmne della fabbricazione ed |mmissmne in commercio di tamponi sterili
“per il prehevo di- campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazmne ¢ fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
~Commercializzazione di dispositivi medici e diagnostici in vitro.

L=y W _Commercializzazione di articoli da laboratorio
Mandgemen-t of z‘he manufacrurm g and placing on the market of sterile tampons for sampling of biolo gical specimens
n naz‘uraz’ orifice and in $ur gical field, Design and manufacturing of diagnostic medical devices for laborataries
f ana{ysrs Marketing of mea’;&;:’ and diagnostic devices in vitro. Marketing of laboratory articles.

! preseﬁw Certificato & soggetro al rispetto delle condizioni s.tabi!;te dai Regolamentl per la certificazione in vigore applicabili
TNS Le.-hf"n:'r!e shall satisie the reqeiremants establiehed in the Rules for the certification n forco-applicable.

Ir‘l caso di discordanza trale lingue utilizzate nella lraduzione del fontenuto del presente cedtificato, fare riferimenta alla lingua italiana
fm.ma; of darcrepmcybﬂmwn mc« ngu,‘agcsu ed i .'hu e iunaf tha content of this ¢ £ rifieae, ,m’: ise veler to the italian languiage

L UAMMINISTRATORE DELEGATO
S ,' :_ % MANAGING DIRECTOR
AN (et G
sl ... \L s Drdngd Roberto Cusolito
Data di Prima Emissione - Data di Prima Emissione ITALCERT" Data di Rinnovo Data di Scadenza
Fistfssue Date |~ First x’ssup Date (TALCERT Renewal Date Expiration Date
11998-07-23 | 2011- 10-30 2017-10-30 2020-10-29

Se’ttoreii'}-&fl 1}__-_2,9 ACCREDIA &

LEHITE [TALLANG DY M’Cﬂl HIAMENTO,

SGQNY D23A  PRD Y 1228
SGANY 0200 150 N* 0752

PRS N*
Menibro degll Accard! dli Mulun Ritonosdmanto EA, IAF a ILAC
Slgnatary of EA, JAF and JLAC-Muluaf Recogn[ﬂan Agreaments .



S_terilé,_ disposable brush for endocervical cells collection, in Cytology and Microbiology. It
allows the collection and laying on slides of a bigger quality of cells, preventing to damage their
structure. I

5631 210 Non Sterile - 50 pcs

- 5631/8G 210 Sterile - Ind. Wrapped
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Non sterile

5100

5100/SG/CS Sterile - Ind. wrapped

Sterile - Pack of 2 pes

S100/8G/10 Sterile - Pack of 10 pes




3530 400
3540 375
3550400

Latex with rim
Latex free, without rim

Elastic material with instantaneous release
|




- ?-"_DiSpeIiser QUICKPAD Salfeta cu alcool®

_ Practic si eficient
P | ‘
Dispenser QUICKPAD Salfeta cu alcool ®, steril si fiziologic, verificat ca fiind inofensiv;
este ideal pentru curdfarea si dezinfectarea pielii. Agentul activ 2-propanol actioneaza in

" mod eficient, ca un agent de dezinfectare "piele moale". Sistemul patentat "tampon de |

 rupere-off" permite utilizarea unica a tamponului. Acest lucru face ca QUICKPAD® sa fie
nu‘ riumai economic, ¢i, de asemenea, eficient in utilizarea acestuia.

' Calitate si rezistenta

* Capacul dispenser-ului QUICKPAD® bine etansat, mentine tampoanele imbibate cu
: alcool medicinal umed si steril. Ca urmare, distribuitorul tampon are un termen de
- valabilitate deosebit de lungd de 24 de luni.

' Virugdm si retineti cd pentru aplicatiile farmaceutice/medicale dispenser-ul
QUICKPAD®, se aplici instructiunile de siguranta corespunzétoare.

Caracteristice

~»  sistemul de rupere-unica a tamponului, permite o utilizare eficientd si economic.
o Controlul nivelului, datorita recipientului transparent.
o DPistreaza umiditatea si sterilitate

« Tampon fiziologic noninofensiv.
« Disponibil in trei dimensiuni practice (numai ca produse cosmetice).
o Potrivit pentru auto-aplicare de caire pacient.
~ » Gatade utilizare.
~ «  Made in Germany Quality, CE Label
‘ |



|t é specrahgtl precum §1u pacwntl pentru deszectarea plelu Un produs 1deal pentru
hetlm si alti utilizatori 4;'[0 sering] auto-inj cctare subcutanata.

Gamai de pfoduse |
(A B ) |
i 91,," %"ekp‘ad® 2 't.c:di.i::nibil in ei en uni diferite: MINIPAD®, QUICKPAD® und

f 1

};‘#@PAD@. |
) ﬂ, _:ri_‘l r |

& R | MINIPAD® QUICKPAD® BIGPAD®
| Dim. dispenser 1. ] | 62 x 62 x

(W x Hin mm) 50x 50x 50 50 x 50 x 80 b
ﬁm salfete?ﬁispe'nser ' 50 150 100
., 5) Loy (LXI“’E__ 44x44 4444 58x S8

g

i 3 | ‘,

o | | |

3B Bt ol o)

| ;‘
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Landesdirektion
Dresden

l.aﬂfﬁpls&]ﬂ:\‘.ll'(?n Dhresden
Dagefeak 1006 53 - 01476 Digsden

Zertifikat-Nr./Certificate no: 86/2009

BESTATIGUNG DER UBEREINSTIM- CERTIFICATE OF GMP COMPLI-
MUNG EINES HERSTELLERS MIT GMP ANCE OF A MANUFACTURER
: | Teil § Part 1
~ Ausgestellt nach einer Inspektion gemif Art Issued following an inspection in accordanes
111 () der Richtlinie 2001/83/EG with Art. 111 (5) of Directive 2001/83/EC
Die zustindige deutsche {berwachungsbehtirde | The  competent authority  of GERMANY
bestitigt: gonfirms the following: '
Der Flersteller The manufacturer
: _'i%-f_:l_x_s:ékmcaizjnp;ddume.embﬂ Holtseh Medizinprodukie GmbH
Anschriff der Betrighsstitte Site address
Leipziger Strafie 300 | Leipziger Stralie 300
(01139 Dresden (11139 Dresden

warde im Rahmen der nationalen Arznéimitteliiber= | hag beer inspected under the national inspection

wachung inspiziert in Verbindung mit der Herstel- | programme in connection with manufacturing
“fungserlaubnis Nr. 3 24-5482.11/62 (1) gemil Art. authorisation no. 3 24-5482.11/62 (1) in accor-

40 der: Richtlinie 2001/83/EG umgesetzt in deul- | dance with Art. 40 of Dircetive 2001/83/EC
. sghes Recht durch: trafisposed in the following natienal legisfation:

§ 13 Abs: I Armeinitteigeses: Sect 13 para 1 Arsneimistelgeseiz
(German Drug Law)

- Pt / date: - l{}_&, Juli 2009 / July 08, 2009 . j
}?miig-;( nu.:jmi ' 1 Falith Detlefsen )

_Unté;z*ﬁc’hii_il_ / ,-;i.;.%m_mturc:_ 3 L& @j{;& t 1

ol (W 0 ' e




Auf Grand der sus der letzten Insp
Juni 2007 gewennen Erkenntisse w
- ganannie Bewiebsstifte des Herstellors d
stimmung mit den Grundsitzen und Lei
‘Guten Hersw%inﬂgspmn@ pemf
‘EQUBI%IEC‘ bestéitigt. '

Richilink:

Dieses: dertifikat bestétigt den Status der Betriebs-
stéitte zum Zeitpunkt der oben genanaien Inspektion.
Es solltie nicht zur Bestdtigung der Ubereinstim-
mung _hcmaagcwg,m werden, wenn seit der genans-
ten Inspektion mehr als drei Jahre vergangen sind.
Nach Ablauf dieser Zeit sollte mit der zustindigen
Sontakt aufgenommen werden,

dureh die

Die Eghtheit dieses Zertifikates k
ausstellende Behorde bestitigt wer:d

dow Rieh
fegdstaniin

S Dk Zertifiket gendtif Artikél |
o Fassang, st auch fir |

mparte ses i

The certificate refersedsto. i paragreph B3 (31 of B

| antended, shalhalso be rpquired B impidiy ceming i

Iimg requirastionts futfil the Gﬁiﬁ”mcoﬁ‘nﬁl&ﬁﬁﬁ%as

‘ i}duwl £ d»tt

t dith X:&rmn

{us Juli 2000 / July *ES

, Name ! umm

,—- e

| .-Zri.mf‘f;zﬁ_z_ N, m.—m;mfgjiwm Pedith,d

OEERAES wed 80 (3) der Richtiinde 200178

Hfs !smim 1. Ja 4 -U 3$i 22:@3« | {i

From the knowledge gained during inspection of
this manufacturer, the tatest of which was con

ducted on Jupi 18, 2007 015 vens:dered that il
compligs with the The principles and wpuidelines
of Gobd Manulzcturing Practice Jaid down in
Directive 2003/94/EC,

This centificate reflects the status of the manu-
| fpeturing site at the time of the inspection noted
above and ghould not be relied upon to reflect
the compliance status if more than three vears
have glapsed since the date of thal inspection,
after which time the issuing authoriy should be
consulted.

The anthentichy of this certificate may be vers
{led with the issuing authority.

in der pliitigen
itpiiedstanterlbrderdich
DOOVRAFEL and 8D (5} of Directive Z0HB2AC, as

"

1A

o e coniries Into g Member Siate

‘Dmﬁ(} Anfordesungen eriitter die GMF»qu?fc%zlnngm e WHGO.

of Wi,

{ 1049

Sene e oot



-~ Pharmazicdirektorin

il _ Teil 2
'-H-urnmlm'meﬁniuelf
L HERSTELLUNGSTATIGKEITEN
#l 13 erdaubten mecll&mgmﬁlwkcztm uniassen |
vollstindige und wilweise Herstelling (eitseblictiich
v werschiedener Prozesse wic Umfllen, Mzgmck’: oder
[¥ Kunnzmrz}mm}, Chargenfreigabie und wzertifizierang, La-

| gerung und Veruieb der genannten Barreichungsionien,
| af}fcm nicht anders angegaben;

R

argenfreigabe

ol ﬁidxts(c\réﬁ Produkie
el E 1.2, 5 Nivlusterile Prodikie
' 1.2.1.17 Andere nichisterile Produkie

Q% _-I-uli 2'0109{_. "l

Narne und Léatﬂrschnfz des Beatbeiters der
zustiindigen Behorde

ﬁtla De%ﬁ/ y

- Landesdirektion Dresden
"Telefon: +49/351/825 24 10
“Hax: +49/351/825 97 44

Fart2
Human Medicinal Products
1 MANUFACTURING OPERATIONS

- sutherised manufachuring eperatinns melude Wwial
and partial imanutaciuring Lacluding varions processes of
dividing up, puchoeing or presenivion), batch release and
sertizsiention, storage and distibution of specified dosage
forms untess infanmed to the contrany,

1.1.3 Bateh .r,m*sff". ation wm

1.2 | Nen-sterile producis
1.2, Noresterile products |
1.2.1.17 Other non-sterile medicinal product |
luly 08, 2009

Name and signature of the authorised persen
af the Competent Authority

[-dith Detlefsen
Dircctor Pharmaceutics

| andesdirektion Dresden
Phone: +49/351/825 24 10
Fax: +49/351/825 97 44

08. Juli 2009 / July us "Qu‘? ‘ !
Edith Detlefsen / \ - I

-M_{@ T

B b
i cdith. detlefsenigs

Damin / dater
Namgz .r" nmne

Unwrschnﬁ / s&bnamrc |
| EMalrel N, / e-mail/phone:




HOLTSCH Medizinprodukte GmbH

Page 1 of 2
Material Safety Data Sheet
iR et SECTION 1 - IDENTITY
ADRESS
HOLTSCH Medizinprodukte GmbH In den Faltern 13 D-65232 Taunusstein GERMANY
TELEPHONE NUMBER FOR ADDITIONAL INFORMATION CONTACT  DATE PREPARED
+49 6128 91717 822 Eveline Martin November 23, 2011
COMMON NAME (USED ON LABEL) CHEMICAL FAMILY
- 70% Isopropyl Alcohol Preps Alcohol
CHEMICAL NAME FORMULA
Propan 2-ol (CH3),CHOH
TRADE NAME
jSckpad
- :;;gl e "  ISECTION2E HAZARDOUS INGREDIENTS
HAZARDOUS COMPONENT CAS# % (WT) TLV PEL
Isopropyl Alcohol 67-63-0 70 980Mg/M3 980Mg/M3

PEL: »Pen'nis'sible Exposure Limit established by the Occupational Safety and Health Administration (OSHA).
TLV: Threshold Limit Value establihed by the American Conference of Governmental Industrial Hygerists, 1986-1987.

T " SECTION 3 - PHYSICAL DATA
BOILING POINT SPECIFIC GRAVITY (H,0= 1) VAPOR PRESSURE(mm Hg)
82.4° C .869-879at25°C 33mm at 20° C
PERCENT VOLATILE BY VOLUME (%) VAPOR DENSITY (AIR=1) EVAPORATION
] RATE (Butyl Acetate = 1)
100% 2.07 2.88
SOLUBILITY IN WATER REACTIVITY IN WATER
Soluble Does not apply
APPEARNCE AND ODOR
lvvater‘_w_hite with an alcohol odor
T SECTION 4- FIRE AND EXPLOSION DATA
FLASH POINT FLAMMABLE LIMITS IN AIR(%by Volume)
12°C LOWER: 2% UPPER: 12.7%
EXTINGUSHING MEDIA AUTO IGNITION TEMPERATURE
Carbon Dioxid, alcohol foam or dry chemical 399°C
UNUSUAL FIRE AND EXPLOSION HAZARDS
None
SPECIAL FIRE FIGHTING PROCEDURES
None
8 :ﬂ T R SECTION:S - HEALTH INFORMATION

PRIMARY ROUTES OF EXPOSURE

Skin, Eye, Inhalation or Ingestion

SIGNS AND SYMPTOMS OF EXPOSURE -

(1) ACUTE OVEREXPOSURE

Direct contact with eyes may result in irritaton. Target Organs: Eyes, skin and respiratory tract.

.(2) CHRONIC OVEREXPOSURE [

Prolonged contact with skin may result in drying or irritation. Prolonged inhalation of vapors may cause slight
headaches or dizziness. Prolonged expusure to vapors may result in eye irritgton.

MEDICAL CONDITIONS GENERALLY AGGRAVATED BY EXPOSURE

Isopropyl alcohol is not a known liver or kidney toxin; persons with impaired liver or renal function should limit
exposure.

CHEMICAL/COMPONENT LISTED AS CARCINOGEN OR POTENTIAL CARCINOGEN

None

OTHER EXPOSURE LIMITS

None determined

EMERGENCY & FIRST AID PROCEDURES

EYE CONTACT: Flush water for 15 minutes, seek medical attention. SKIN CONTACT: Flush with water for 15
minutes. INGESTION: Not likely; if ingestion occurs, do not induce vomiting, seek medical attention.




HOLTSCH Medizinprodukte GmbH

Material Safety Data Sheet

Page 2 of 2

T sECTION 6 REACTIVITY DATA
STABILITY CONDITIONS TO AVOID
Unstable O Stable None Determined
INCOMPATIBILTY (MATERIALS TO AVOID)

Oxidizers ‘

HAZARDOUS DECOMPOSITION PRODUCTS
Not determined

HAZARDOUS POLYMERIZATION CONDITIONS TO AVOID
Ma Occur O _Will not Occur _None _
b 7 SECTION7 - SPILL OR LEAK PROCEDURES

STEPS TO BE TAKEN IN CASE MATERIAL IS LEAKED OR SPILLED

Not likely to spill or leak

WASTE DISPOSAL METHOD

Dispose of in accordance with applicable local, state and federal laws.

T 7| SECTION 8- PERSONAL PROTECTION INFORMATION
RESPIRATORY PROTECTION

Respiratory protection is not required under normal use

VENTILATION

For nofmal use - use in a well ventilated area

PROTECTIVE GLOVES EYE PROTECTION

Not rquired under normal use Not required under normal use

OTHER PROTECTIVE CLOTHING OR EQUPMENT
ot required under normal use

- ‘_‘__MM yS_ECT[_O_N? 9 - SPECIAL PRECAUTIONS

Store away from heat and ignition sources

OTHER PRECAUTIONS

Not determined

THE INFORMATION CONTAINED WITHIN WAS OBTAINED FROM AUTHORITATIVE SOURCES
AND IS BELIVED TO BE:ACCURATE FOR THE MANNER IN WHICH THE PRODUCT IS INTENDED
TO BE USED. OTHER USES COULD RESULT IN CONSEQUENCES WHICH ARE NOT

CONSIDERED WITHIN THIS DOCUMENT.




HOL TSCH Medizinprodukte GmbH l

In den Faltern 13 e D-65232 Taunusstein » Germany

To whom
it may concern

November 23, 2011

A Summarizing Evaluation of the Stability
of Quickpad )

The shelf-life of Quickpad is declared to bé 18 months; this is reduced to 6 months iafter
opening. ‘ |

To confirm this stability different stability tests, which yielded the following results, were
performed with Quickpad: TA

Completed Stability Tests

During these stability tests, which were performed on three production lots, the samples -
after an initial inspection (0 value) - were stored under controlled conditions (climactic
cabinet) for 24 months at 25° C and 60% relative humidity and for 6 months at 40° C and
"7’5%_r'elative humidity. After 3, 6, 9, 12, 18 and 24 months, the samples were checked for
their content of 2-propanol 70% (v/v) per swab, whereby in each case swabs for the test
were taken from the top, middle and bottom of the container. In addition to the 24-month
value a sterility test was also performed. ‘

The content détermination was gravimetric and used the weight difference of a swablafter
removal from the donor box and after the evaporation of 2-propanol 70% (v/v) by dryinp the
swab in a drying cabinet at 105° C for one hour. \



HOLTSCH Medizinprodukte GmbH

In den Faltern 13 e D-65232 Taunusstein » Germany

2. November 23, 2011

To whom it may concern

A Summarizing Evaluation of the Stability of Quickpad

The individual results obtained during these stability tests confirm that, with regard to the
content of 2-propanol 70% (v/v), the swabs remain within the production-related, technical
tolerances for the 24-month duration of the testing period while under controlled storage
conditions. After 24 months of storage, the samples were still sterile.

The samples stored at 40° C and 75% relative humidity were also checked with regarc to
the total weight of the containers after 1, 3 and 6 months of storage. This revealed that the
total weights after these storage times were somewhat below the specified tolerance, which
could be due to the effect of slight evaporation.

However, since in this case all the tested individual swabs from the top, middle and bo‘t‘tom
of the container also fell within the specified tolerance with regard to the content of 2-
propanol 70% (v/v), the decreased total weight of the container is of no significance for the

stability evaluation of the finished product.

The stability test after opening was also performed on three production lots under practice-
oriented removal conditions. The results obtained show that - after opening a container -
storage is possible over a period of 6 months under normal room conditions (20 — 25 C;
uncontrolled humidity 25- 55%). Here too, all of the tested swabs fell within the specified
tolerances for the content of 2-propanol 70 % (V/v).

Overall, these stability tests confirmed that the finished product when stored at 25° C /160%
relative humidity for 24 months and at normal room conditions for 6 months after opening
fulfills the parameters that determine quality. ‘

Due to the fact that the initially used gravimetric method of content determination was
replaced by a validated gas chromatography (GC) test method and an additional GC purity
test was introduced to determine the content of acetone (< 5000 ppm) and benzene (< 2
ppm), follow-up stability tests were started with two production lots. The samples are stored
under the controlled conditions (climactic cabinet) listed below and will be examined with
regard to stability-relevant parameters at the specified testing intervals:

Ongoing Stability Tests




HOLTSCH Medizinprodukte GmbH

vIn den Faltern 13 e D-65232 Taunusstein » Germany

H

3

November 23, 2011

To whom it may concern
|

A Summarizing Evaluation of the Stability of Quickpad

During this follovﬂ;—up stability test, the following stability-relevant parameters will be check

Storage at 25° C & 2° C /60 % RH 5 % with the testing times of
0, 3, 6,9, 12, 18 and 24 months.

Storage at 30° C & 2° C / 65 % RH £ 5 % with the testing times of
0,3,6 an!d 12 months.
|

Storage at 40° C + 2° C /75 % RH £ 5 % with the testing times of

0, 3 and i months.

at the specified t;esting times:

' duration

Descript’ibn,’ odor, tightness and intactness of the packaging.
Identity and content of 2-propanol.

Content of acetone (< 5000 ppm) and benzene (< 2 ppm) and the total of all
degradation products (< 0.3 %).

End weight -of the final packaging (péjrmeability of the container).

of storage.

'Ste‘rility tht when placing into storage and in each case at the end of the planne
‘ :

Presently, at the time of this evaluation the 6-month results for these follow-up stability
are available.

A
)
a

o

tests

In both lots the results obtained so far over 6 months and under the named storage
conditions fall within the specified tolerances.

Based on the above-mentioned and already completed stability tests, it is expected that

these follow-up stability tests will confirm thé already established shelf-life of 24 months

Overall, an expert opinion determines that the declared shelf-life for Quickpad of 18 m
or 6 months after opening is justified without limitations in light of the stability tests that
been performed so far. ‘

onths
have




Medizinprodukte GmbH

Herstellung und Vertrigb von
Arzneimitteln, Medizinproduktan.
Sonderanfertigungen und Promation

In den Faltern 13 - 65232 Taunusstain
Telefon +49 (6128) 91717-7

Telefax +49 (6128) 91717-9

Telefax +49 (6128) 4 47 42

e-mall: info@holtsch-med.com

Ust.-Ident.Nr. (VAT) DE8B11962816

Declaration of Conformity

[ Product category: Pre-injection cleansing swab ]

Product (Name, Type) Size Reference
Swab dispenser Quickpad
saturated with Isopropyl 150 pads N10000K
alcohol, sterilized

We herewith dedlare under our sole responsibility that the above mentioned praduct meet all the
provisions of the Council Directive 93/42/EEC of 14 June 1993 concerning medical devices as
amended by Directive 2007/47/EC, which apply to it, as stated in Annex VII.

1A e

Dr. Michael Gluschke
Head of Regulatory Affairs




Alcohol Swab Dispenser QUICKPAD®
Practical and efficient

The QUICKPAD® alcohol swab dispenser, being sterile and physiologically verified as
harmless, is ideal for cleaning and disinfecting the skin. The active agent 2-propanol acts
as an effective, "mild on skin" disinfecting agent. The patented "swab tear-off" system
“allows for the single use of the swab. This makes QUICKPAD® not only economical but
also efficient in its use.

_-Qua_lity and Endurance

a

The lid of the QUICKPAD® alcohol swab dispenser container seals air-tight, keeping th‘
alcohol swabs moist and sterile. As a result, the swab dispenser has a particularly long
shelf life of 24 months.

safety instruction is

' -_Pl"éase note that for pharmaceutical QUICKPAD®, the correspondin

applicable.

Characteristics

Single swab tear-off system allows for an efficient and economical use
Fill Level control due to transparent container
Retains moisture and sterility
Physiol_ogic;}ally harmless non-woven swab
19
o Available l.Ill three practical sizes (only as cosmetic)
o Suitable for self-application by the patient
L]

Ready for use
Made in Germany Quality, CE Label

-_Range of AEJplication

QUICKPAD® is supplied ready for use and with its simple operation, can be used by
specialists as well as patients for disinfecting the skin. An ideal product for diabetics and
other users of subcutaneous self-injection syringes.




- Product range

 The Quickpad® swap dispenser is available
~ MINIPAD®, QUICKPAD® und

- BIGPAD®.

i |
- size dispencer
(Lx W x H in mm)
:  Number of swabs ]Se'r ;
- dispencer

size swabs(L x B in mm)

MINIPAD® QUICKPAD® BIGPAD®

50x 50x 50 50 x50 x 80

50

44 x 44

62 x 62X
75
150 100
44 x 44 58 x 58

is available in three different sizes,
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www ignet-certificalion.com

TQNet, the assaciation of the V{orld’s first class
certification bodles, Is the fargest provider of management
System Cartification im the world.
1QMNet Is composed of more than 30 bodies and caunts
over 150 subsldiarles all over the globe

. CERTIFICATO .
- CERTIFICATE No.

.. SICERTIFICA GHE IL'SISTEMA DI GESTIONE PER LA QUALITA DI
- WE HEREBY.CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE OPERATIVE UNITS

\/ia Leonardo Da Vinci, 22 - Zona industriale Tognana - 35028 Piove di Sacco (PD)
: ltalia

4265/41C

£ CONFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEl EN ISO 13485:2016
Sistema di Gestiong per la Qualita / Quality Managerment System
PER LE SEGUENTIATTIVITA/ FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per faboratorio analisi,
" " provette con yuoto predeterminato e aghi sterili.

Trading of the products oF the Group: diagnostic kits, culture media for microbiology;
plastic disposable labware, test tubes with predetermined Vacuum and sterile needles.

Riferfrsi alld documentazione del Sislema di Gestione per la Qualila aziendale per 'applicabilia déi requisili della norma di tiferimento
.. Refer to.the-documentation of the Qualily Management Syslem for details of application 10 rafurence standard requirements.
Per informazioni puntuali e-aggiomate circa evenluali variazioni infervenute nello stato della cerlifigazione di cui al presents certificalo,
C si prega di contallare 1l n° telefohico +39 02725341 o Indirfzz0 e-mail info@icim.it.
For timely andf Updafed informétion-ahout dny changes in the-cerfification status referred fo in (his certificale,
: pleasé conlacklhe number +39 02 725341.or email address infa@eim.it

Data emissione Emissione corrente Data dilscadenza
First issue Y Current issue Expiring date
18/01/2007 18/01/2019 17/0%/‘2022

,\;
Vi
Y

ICIM S.p.A. |
Piazza Don Enrico Mapelll/75~ 20099 Seslo San Giovanrji (M)

vaww.teimil

ACCREDIA %

LENTETIAUANES D] ACCREDTTAMENTE * *

R Jopd www.cisg.com
SGQ NO00AA

0360CH_02_IT

CISQ & la Federazione ItaIlanj’cli'O{ganlsml di

Ceartificazione dal sistemi di gestione aziendale,

CISQ is the [talian Federation|of management
system Certification ]Bodies‘

Membro degﬁ ;'Ac;o_ﬁgi_l di Mutuo RIcpqgsc!mento‘éfg}\; 1AF e ILAC
Signatory of A, IAF and 1LAC Mutual R_e}cbgn'l'ﬂqn Agreements




THE INTEARATHONAL QERTIFIGATION NETWEHAI
www.lgnet-cerlification.com

IQNet, the association of the world's jr::-.‘ class

certification budies, is the largest providar
System Certification in the world,
1QNet is cornposed of mare than 30 bodies and counts
over 150 subsidiaries all over the gflm,:e.

f raanagement

.CE_RT'IFI,CAT’O n. 4264/4/C
CERTIFICATE No. |

~* SICERTIFICA CHE IL SISTEMA D} GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED Y

KIMA S.R.L.

UNITA OPERATIVE | OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognand - 35028 Piove di Sacco (PD)
[talia

& CONFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System
PERLE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Ri{t;ri'rs'i a‘Ila documentazione del Sistema.di Geslione ber la Qualita aziendale per l'applicabllil'@ dei requisiti della norma di rifsrimento.
- Refar to lhe documentalion of the Qualily Management System for delails of application [ reference standard requirements,

-kl preseme»(;er.liﬁ(}aloé soggetto al rispetio del documento ICIM “Regolamento per |a cerlificazione del slsierni di gestione” e al telalivo Schema specifico.
The use and the validity of ihis certilicate shall salisfy the requirentents of the ICIM document “Rules for the certification ¢f company managemen! systems™ and specific Scheme.

Per informazioni puntuall ¢ aggiornate circa eventuali variazioni intervenute nelio siato della erlifioazione di cui al presente certficato,
si prega di contatlare il n° 1elefonico +39 02-725341 o indirizzo e-mall info@icim.it
For imely and updaled informalion about any changes i fhe certificalion slatus reférred lo in this certificate,
please confact the numbar +39 02 725341 or email address info@iim L

Data emissione Emissione corrente Data di scadenza
Firsl fssug Current issue Expiting dafe
18/01/2007 18/01/2019 17/01/2022

Vo)
Ll p A

ICIM|S:p.A.
Piazza Don Enrico Mapelli, 75 1 20099 Sesto San Glovana ()
wwwicim.il

ACCREDIA

oyiE TTALLAND DI ACCHEDITAMENTO

h

=
3
Xi www.cisg.
= 5004
né) SGQ N° 004 A CISQ & Ja Federazione ltaljara di Organismi di
:33' 3 : ) Certificazlane del sistem! djl gestlone azlendale,
o Membro degli Accordi'dl Mutuo Riconostimento EA, TAF e [LAC CIS(Q) is the Itatian Federation of management
lnantaet nE EA TAC and TLAC Mibiial Darnnnitian Anraemants system Certificatjon Bodies.
|



data 27/10/16

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE Dispositivi Medico-Diagnostici In Vitro e s.m.i,
according to Annex III of the Directive 98/79/EC In Vitro Diagnostic Medical Devices as amended.

fabbricante " ROLL S.a.s. di Finotto M. & C.

manufacturer ... articoli per laboratori analisi - disposable labware
indirizzo Via Leonardo da Vinci, 24/a
ddre. : : . :
o 35028 Piove di Sacco (PD) - Italia
telefono f posta ‘
fono. - 139-049-9719511 aX 139-049-9719542 clettronica  roll@tecnomeus.i
phone _ fax e
2 |
|

|
Identificazione dei prodotti ANSE IN POLISTIROLO DA 10 MICROLITRI STERILI CF. 2
PZ

product identification  eTERTI E | OOPS 10 UL - IN BAGS OF 20 PCS

nﬁmero di numero di scadenza
- ‘catalogo 18288 lotto 620038 expiry 30/04/2021
part number batch number ' date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Aliegato 1I della Direttiva 98/79/CE e s.m.i.
product identification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

: Si dichiara —‘
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
s 98/79/CEesm.i. Dispositivi Medico-Diagnostici In Vitro.
Tutta la documentazione tecnica richiesta dall’Allegato 111 della succitata Direttiva, e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato I della Direttiva, sono conservati a cura del Fabbricante |

v Hereby we declare |
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/793/’EC
as amended on In Vitro Diagnostic Medical Devices.

All the supporting documents, as required by Annex III of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex I, are retained under the premises of the Manufacturer

luogo e d ! .
p/a%e :ndazfaate Piove di Sacco, 27/10/2016 (data di stampa)

firma ROLL S.a.s. di Finotto M. & C.
signature Assicurazione Qualita



CISQ is a member of

e

www.ignet-certification.com

1QN#T, the association of the world’s first

www.iimg. it y class certification bodies, is the largest

CERTIFICATO N.
CERTIFICATE N. 9124.CRCA4

S| CERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

g 2 - CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

{UNITA' OPERATIVE / OPERATIVE UNITS

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

E' CONFORME ALLA NORMA / /S IN COMPLIANCE WITH THE STANDARD

 EN ISO 13485:2012

|
PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciall e diagrammate per registrazione ad uso medicale anche conto terzi. Produzione &
stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni
elettrodlagnostiche e ad ultrasuoni, anche conto terzl. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnastiche, ad ultrasuoni e per strumenti elettromedicall. Sviluppo e produzione di elettrodi per ECG.
Gestione della produzione ed Immissione in commercio di elettrodi per ECG. Immissione in commercio di piastre per
clettrobisturi e defibrillatori, Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampant] e
relativi materiall di consumo ed accessori per uso medicale
Wanufaclure and.print of special recording chart papers for medical use also on hehalf of third parties. Manufacture and print
of labels for medical use. Development and manufacture of creams, gels sterile and not sterile for glectromedical and
ultrasound procedures also on behalf of third parties, Trade and placing on the market of aceessories for electromedical and
ultrasound diaghostic devices and for electromedical equipment. Development and manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of electrosurgical plates and
defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, printers and refated consumable and

‘ accessories for medical use

I
Ulteriori informazioni riguardanti I'applicabilitd del requisiti EN ISO 13485:2012 possono essere ottenute consultando 'organizzazione
Further clarifications regarding the app/r‘cab(lity of EN ISO 13485:2012 requirements tnay be obtained by consulting the organization

s F’RIESE$TE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI( DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE GORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 . 2017-10-13 2020-10-07

L'Organizzazione dovra ottenére |a certificazione secondo la norma 1SO 13485:2016 entro il 2019/02/28;
; in caso contrario, il presente cettificato cessera a propria validita in tale data
The Organization shall obtain the certification according to 1SO 13485:2016 within 2019/02/28;
otherwise the validity of this cerificate-wij expire

IMQ 5.p.A - VIA QUINT!LIAN?, 43- 20138 MILANO [TALY
Management Systems Divislon - Flavia Omago

Data di scadenza del precedente ciclo di certificazione: 2017-10-07
Data di conclusione dell'audit di rinnovo: 2017-10-11
Data della decisione di rinnovo: 2017-10-13

o

'ACCREDIA

EHIL MR DI ACEEATAMATTO |
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pravider of management System

Certification in the world.

/QNet is composed of more than 30
b_o_dﬁes and counis over 151 subsidiaries

all over the globe.

ClsQeéla Feder‘az.ione ltaliana di

Organismi di Certificazione dei

sistemni di gestlone azizsndale,

CI5Q is the ltalian Federation

of managyement systerm

Certitication Bodies.

AN CIBQ.COM
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CERTIFICATE

CISQ/IMQ as an IQNet Partner herebé states that the organization

!
CERACARTA SPA
VIA SECONDO CASADEI 14 Z.1. VILIiJA SELVA - 47122 FORLI' (FC)

for the followirig scope: 5w, et ol el

Manufacture and print of special recording chart pa;pers for industrial, railwdy, medical use and
ticketing alse on behalf Af third parties. Manufactyre and print of labels and tickets also rc‘u:lio
fregquency reading/writing (RFID). Development and manufacture of creams, gels sterile and ‘n.ot

sterile for e[ectromedicai and ultrasound procedur‘es aiso on behalf of third parties. Trade and

placing on the market of accessories for electromedical and ultrasound diagnostic devices a d for
electromedical equipment. Development and manufacture of electrods for ECG. Prbdu’ctio‘p
management and placing on the market of electrods for ECG. Placing on the market of |
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers|for
videoprinters, printers and r’elated‘% consumable and accessories - - L
|

&ing the applicability of ISO 9001:2008 reguirements may be obtained by consulting the crganization

| |
\ .\
has implemented and maintains a
Quality Management System ‘
which fulfills the requirements of the following standard

ISO 9001:2008

Issued on: 2017% -10-13

First issued on: 2002 - 11 - 26
for the validity date, please refer to the o:rigina.l certificate* issued by IMQ

|
e

Registration Number: 1T -1 1@265
Ing. Claudio Provetti

President of CISQ

Further clarifications regar

\Alex Stoichitoiu
President of IONET

! IQNet Pantners**:
ALENOR Spain AFNOR Certification Francel APCER Portugal CCC Cypris CISQ Italy

CQC China CQM Ching CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany ECAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Certification [ inland INTECO Costa Rica |
IRAM Argenting JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAL Ireland PCBC Poland

Quality Austria| Austria RR Russia SIGE México SII Israel SIQ Slovenia SIRIM QAS International Malaysia

SQS Switzerland SRAC Romania TEST St Petersbutg Rugsia TSE Turkey Vingotte Belgium YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAT Inc.

* This attestation is dj,rj‘ectly linked to and shall not be used as a stand-alone document

VA et alao LI i Fm arsreles ssmimrre diamad maviifiaatinm anm

the IQNet Partner’s original certificate
wa e 10 g EAEEANT 4 ¥4 - . At ianErcmnmndbmen Sn nwenilals
| | (

o e osaled - » |
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b s S s S W_ww_.lmq.it
1 e CERTIFICATO N,
.5~ CERTIFICATE N.  8190.CRC3

CERACARTA SPA
|

 ViA:SECONDO CASA

ISO 9001:2008

$| GERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

UNITA|OPERATIVE / OPERATIVE UNITS
I:JE! 14 Z.1, VILLA SELVA - 47122 FORLI' (FC)

C1sQ Is a member of|
vt

[
B T o

JrEm e
THE T TRTAT SERTIFRATIN M

www. lgnel-carlification.com

rgnat, the assegiation of the world's Hegt class

vartification boding, 15 the largast praviddr nr'iu_wag‘,-mc--:.

Syt Certiffcation in the wirld.|

[t)Net Is pamposed af mare than 30 boidies st founts

" \jA SECONDO GASADEI 14 Z.I, VILLA SELVA - 47122 FORLI' (FO)

- E C}ONFORME',ALLA NORMA / 1S IN COMPLIANCE VUTH THE STANDARD

PER LE SEGUENTI ATTIVITA'/FOR THE FOLLOWING ACTIVITIES

over 150 subsidiacies all avar the glbe,

Produziore ¢ stampa dicarte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale {l
ietli anche a lefturafserittura in radio
frequenza [(RFID). Sviluppo e produzione di creme, gel sterile e non sterile: per applicazioni elettrodiagnostiche e

ad ultrasuoni, anche conto terzi, Comimercializzazione ed immisslane in commercio di accessori per ,

& bigliefteria-anche conto terzi, Prpduzion? e stampa di etichette e big|

applicazionl elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali,

Sviluppo e produzione di eletirodi

per ECG, Gestione della produzione ed|immissione in commercio di elettrodi per ECG. Immissione in

commerciq di piastre per clettroblsturl e defibfillatorl, Commercializzazione di video stampant

per video stampanti, stampanti e relativi materialf di consumo ed accessor|

Manufactyre and printof special recording chart papers for industrial, railway, m
behalf.ofthird partiés, Mahufacture and print of labels and tickets also radio frequency readin

edical use and ticketing also an
g/writing (RFID).

i, carte fotografiche

Development gnd manufacture of creams, gels sterile and not sterile for electromedlical and ultrasound
procedures also-on behalf of third parties. racde and placing on the market of accessories for electromedical

and ultrasound dlagnostic devices and-f

r electromedical equipment. Development and manufacture of

electrods for ECG, Prodyction.maha g‘emefz)_f and placing on the market of electrods for £ CG. Placing on the

market of electrosurgical plates and defil

videoprinters, pn‘nte:T and related consumable and accessories

rillation pads. Trade of videoprinters, photographic papers for

Ulleriorl {nformazioni riguardanti Papplicabilita del|requisiti SO 9001:2008 possono essere ollenute consullando lorganizzazione

3

 |L PRESENTE CERTIFICATO E! SOGGETTO AL RISPETTO DEL

" THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE

.. REGOLAMENTO PElLACERTIFICA‘Z[ONE DEI SISTEMI DI GESTIONE

'REQUIREMENIS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

B 1 | |
DATE:! PRIMA CERTIFICAZIONE EMISSIONE CORRENTFE

FIRST CERTIFICATION CURRENT ISSUE |
2002-11-26 2017-10-13 |
' !

[ ,‘_,.s"'

SCADENZA
EXPIRY

2020-10-07

- UOrganizzazione dovrd ottenere la certificazione secondo la norma SO 9001:2015 entro il 201 8/08/14;
T In caso contrario; Il presente cerlificato cessera la propria validita in tale data

MG S.p.A. - UIA QUINTILIANG, 43 - 20138 MILANO ITALY

 Management Systems Divislan - Flavio Omago

Data di scadénza del precedente ciclo di certificazione: 207-10-07
[ata di concluslone dell'auditdl rinnova; 2017-10-11
Data delia decislong. di fhnovor2017-10-13 -

ACCREDIA
ST UMM D e Pl £

" |AF: 07,09, 19, 29

5GQ N*005A; SGA N*006D, SCR N*005F,

551 N°001G, FSM N"0971, 5GE N*00EM,

EMAS N°G0IP, PRD N'005B, PRS H"080C
15P HROS3E, LAD H'DLRY LAT NHZL

19 i il wauftcll JAF imeal] flsutans nnn ancain caperl 44 Bciegiamants
Propesses refated (o Lndelineg IAF feciars 2re ol yel cavered by acciedfalian

Organlsme di
i

-'.:ThEe Qrganizavtion shall oblain the certification according to SO 9001:2015 within 2018/08/14;
G T Nl | otherwise tha validity of this certificale will expire

Certificayione Federata CIS0
L dmegit

fuzmbeo dagl Accared 8] Matud Thcenatdiianta EA, IAF & UAC L valdiid del oestificsla b subcrdinala A servegianta annuia ¢ desaine sompleie dat Gitema df Grslinne con garladicd ltennalz
t i il

Synatory of £4, INF i LA Mty Recogrition Agreements
I

T valilly ol the canicate (s rubmn\'urln annual s and 8 1 of the patia g

i thege Jedin

FUf?hB! clarificaflons regarding the-applicabliity of SO 9001:2008 requiremen(s may be obfained by consulting the organization

www,elsq.com| |
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Coertiticatinng rntsisteml ol gast

IS0 s the Itatian Fedaratmn o
system Cortificatlon Bacliss




“Gel pentru ultrasonogratfie
Ceracarta

Gel pentru ultrasonografie Ceracarta

Ceracarta produce Gel pentru ultrasunete, pentru ECG si EEG pentru a caror calitate

poate fi definita fara nici o indoiala ca fiind superioara.

Rezultatele obtinute in acest domeniu provin dintr-o cercetare detaliata, combinata cu
experienta de mai multe decenii, precum si teste continue si incercari n laboratoare si
in cele mai moderne spitale.

Toate acestea au convins chiar si cei mai pretentiosi utilizatori cé fiabilitatea Ceracarta
Supergels este imbatabil si produsele sale sunt considerate printre cele mai bune gésit

pe piata astazi.

—_

- Compozitia atent proiectate a acestui gel inseamna ca este deosebit de potrivit pentru

- examenele de diagnosticare si tratamente cu ultrasunete.

Nu se contine sare pentru a preveni deteriorarea sondei

‘Nu provoaca iritarea pielii chiar dupa multe scanari

Viscozitate excelents (80.000 RPM5-STD 18 )

Viteza de transmisie rapida (1,48) ‘
Impedanta acustica perfecta

Extrem de eficient i

‘Nivelurile bacteriostatice sunt inferioare chor admise chiar si de cele mai stricte
standarde internationale ' \

DISPONIBILE IN TREI VERSIUNI:

- 260 g (cutie cu 12 sticle - cutia de carton cu 96 de piese)
|

- 1 kg (cutie cu 4 sticle - carton cu 24 de p‘»iese)

- 5 kg (ambalaj individual cu sticla / cutie de umplere cu 4 bucati)
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" G-CERTI hereby _i:ertifies that

'DURICO C&T INC.

7,"33‘,‘ Oedap 6-gil, Sangju-si, Gyeongsangbuk-do, Korea

Gt ‘f Medl calDew éeséb“‘Qlity Management Systems

ISO 13485:2003

Scope of Registration

Design,'Dev:elopment, Manufacture and Sevice of Special Paper
(Thermal Pqper, Ink-Jet Paper, Photographic Paper, Mat Sheet)

‘Issue Date +30  Jun. 2017
Expiry Date : 04 Jul. 2020 #
Original Date = : 05 Jul. 2014 4 A
Certification No : GK - 0233 - MD ;gm'}f'ﬁ"«‘ﬁ#jf“’

To verify the validity of this certificate please visit: www.geerti.com
Thisisto certify that the Management Systems of this company has been found to confirm to the above G-CERTL FI-12-03

(G-C EﬂRTZ)

ACCREDITED
g 15 g
Sywluimy
Carliliciation Body

MSCB-113 | G%g;) 8§
|

G-CERTI 15F, #88, Eunpyeong-ro, Eunpyeong-gu, Seoul, Korea / www.gcerti.com

|
Scanned bv Can4155cann6r
gl




‘Thermal Paper for Video Printers

. Medical & Industrial Usel

" Durico manufactures Synthetic Thermal Papers for printing Ultrasonic Video Images. Durico’s
Video Papers have become very popular worh;}wide, replacing Sony and Mitsubishi papers
with Lower Cost and Consistent Quality. Durico is successfully exporting high image cohtrast

thermal papers toworld markets for medical recording and industrial applications.
ikt G SO | N . I

Superior Quality Medical Image Printing Papé]r

1. Grades *

| - High Glossy Grade — ULSTAR-1100HG
e High Density Grade — ULSTAR-1100HD
+  Standard Grade — ULSTAR-1100S

2. Applications

o Printing Black & White Video Images on Medical Diagnostic Equipment, such as
~ Ultrasound Systems |
" o Precision/Printing Suitable for Therrn%l Sensitive Printing Methods

3, Compatibility

Fitting perfectly to most Sony and Mitsubishi Printers

‘Compatible Sony Printers |

o UP-850

o UP-880

o UP-870MD

o UP—89OMD

o UP-895MD
» Compatible Mitsubishi Printers
St G TIPAT0

o P90

o P91




o Paper Equivalents

s teniny RO
foony  BRHCRERTOE TR
W KOTHG  K6SHM  K61S

4, Size

'« High Glossy~'ULSTAR-1100HG : 110mm x 18m
« High Density + ULSTAR-1100HD : 110mm x 20m
s Standard - ULSTAR-11008S : 110mm x 20m

5. Packing
o .Each roll packaged in a pouch

o 5rolls in an inner box
o 10 inner boxes in a master carton
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Kiwa Cermet ltalia S.p.A.
Societa con socio unico,
soggetta all’attivita dif
direzione e coordinamento di';
Kiwa Italia Holding Srl

40057 Granarolo dell'Emilia
Tel +39.051.459.3.111
Fax +39,051.763.382

E-mail; info@kiwacermet.it
www.kiwacermet.it

RMET

Reg. Number 387 - A Valid From 2018-04-24
First iissue date 1997-12-10 Last change dale 2018-04-24
\

valid ‘bmn 2021-04-24 IAF Sector EA: 19

Quality Management System Certificate

ISO 9001:2015

_We‘ger_tify that the Quality Management System of the Organization:

COSMED S.r.l.

s in compliance with the standard UNI EN ISO 9001:2015 for the following
proiducts/servioes: ‘

De:'sign, manufacturing and mariketing of equipment and accessories for cardio
pulr'nonary function testing and for measurement of metabolism

Chief Operating Officer
Giampiero Belcredi

1l
The maintaining of the certification is subject to annual surveillance and dependent on the observance of
Ki:kva Cermet ltalia contractual requirements.

This certificate is composed of 1 page.

COSMED S.r.l.

Registered Headquarters :

- Viale Bruno Buozzi, 77 00197 Roma ltalia

Certified sites

- Via dei Piani di Monte Savello, 37 00041 Albano Laziale (RM ) ltalia

| ACCREDIA

VENTE IRAEIAND 18 ALY AT

X




CERTIFIC

Kiwa Cermet Italia S.p.A,
Societa con sociounico,
soggetta all'attivita di
direzione e coordinamento di
Kiwa ltalia Holding Srl

Via Cadriano, 23

40057 Granarolo dell'Emilia
(80)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it -
www.kiwacermet.it

Reg. Number 387 - M Valid From 2018-04-24

First issue date 2006-10-13 Last change date 2018-04-24
Valid Until 2021-04-24

Quality Management System Certificate
ISO 13485:2016

i
We certify that the Quality‘Management System of the Organization:

COSMED S.r.l.

Isin corhpliance with the standard UNI CEI EN ISO 13485:2016 for the following
products/services:

Design, manufacturing and marketing of equipment and accessories for cardio
pulmonary function testing and for measurement of metabolism

Chief Operating Officer
Giampiero Belcredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements. ‘

Refer to quality m‘anual for details of exclusion of UNI CEl EN IS0 13485:2016 requirements.

This certificate is composed of 1 page.

COSMED S.r.l.

Registered Headquarters

- Viale Bruno Buozzi, 77 00187 Roma ltalia

Certified sites

- Via dei Piani di Monte Savello, 37 00041 Albanc Laziale (RM) ltalia

ACCREDIA &

VTS (TALGANO DL ACCHIDIAMENIG )




Reg. Numero / MED 9811A Revisione / 0 }

Rag. Nuqrber Revision

Primo rilascio / -04- Valido da / 2018-04-23
First f'ssu? date 2018-04-23 Valid fram

-Snaf:lenza"f 2023_04_24 Ultima modifica / 20‘1 8_04_23'
Valid until Last change date

Pagina / Page ndi/of 2

Certificato CE del Sistema di Garanzia della Qualita
EC Quality Assurance System Certificate

|
Si certifica che, sulla base dei risultati degli audit effettuati, il Sistema di garanzial di Qualita
della Produzione dell’Organizzazione/ We certify that, on the basis of the audits carried out,
the Production Quality Assurance System of the Organization:

COSMED S.r..

|
Viia dei Piani di Monte Savello, 37 |
00041 Albano Laziale, RM - ltalia ‘
Sede Legale / Registered Headquarter ‘
* Viale Bruno Buozzi, 77 !
00197 Roma, RM - ltalia !
& conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed
integrazioni, Allegato V, attuata in Italia con Digs. 46 del 1997/02/24 e successive modifiche
ed integrazioni per le seguenti tipologie di Dispositivi Medici / /s in compliance with the
applicable requirements of 93/42/EEC Directive as amended, Annex V, transposed in Italy by
Dlgs. 46 of 1997/02/24 as amended for the following Medical Devices:

Accessori monouso / Disposable accessories
Dispositivi monouso per diag nostica polmonare / Disposable devices for pulmonary test

Kiwa Cermat Italia S.p.A.
Societa con socio unico, saggetta
ali‘attivita di direziorie e coordinamento

di Kiwa Italia Halding S,cl. 7y (Kl 3
Rif. rapporto di audit/ Aef. audit report:  31/01/2018, 01-02/02/2018, 26/03/2018, 22/04/2018

Via Cadriand, 28]

40057 Granarolo dell'Emilia:(BO) |

Tel +39,061.468.3.111  © Chief Operating Officer
Fax +39.051.763,382 . . # ¥ Giampiero Belcredi

E-mail: info@kiwacermet.it
.
www kiwacermet.it

- |
‘.m m - r . g 1
(JﬁRM‘ﬁ:;T _ . Organlsm? NOtlf!CFTO n. 0476
N f Notified Body‘nn 0476
|




Kiwa Cermet ltalia S.p.A.

Socista con sacio unjco, soggetta
all‘attivita di direzionie e coordinamento
di Kiwa ltalla Holdirg S';r.-lz

Via Cadriano, 23

40057 Granarolo delEmilia (B0)

Tel +39.061.458.3.111 ? 5l

Fax +39,061.763.382

£-mail: info@kiwacarmet.it

www. kiwacermet.it

CERMET

Reg. Numero / MED 9811A Revisione / 0

Reg. Number Revision

Primo rilascio / 2018-04-23 Valido da / 2018-04-23
First jssue date Valid from

ScaF(enzag'f 2023-04-24 Ultima modifica / 2018-04-23
Valid unt(l Last change date

Pagina / Page 2 di/of 2

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

_ Tipologia / Medical Devices:

Accessori monouso | Disposable accessoties
Classe hi rischio / Risk class:
Il a
Codice NANDO / NANDO codes:
MD 0102
!
Marca | Brandname:
COSMED
Modello / Model:

Filtri an;tibatterici / Bacterial filters

Tipologia / Medical Devices:
Dispositivi monouso per diagnostica polmonare | Disposable devices for pulmonary test

Classe di rischio / Aisk class:
Il a

Codice NANDO / NANDO codes:
MD 0102

Marca / Brandname:

COSMED
Modello / Model: |
Boccagli / Mouthpieces ‘

La lista completa dei codici, relativi ai modelli certificati, & disponibile presso Kiwa Cermet ltalia/ The complete list of the
codes related to the certificated models is available at Kiwa Cermet [talia. || presente Certificato & soggetto al rispetto dei
requisiti! gontrattuali di Kiwa Cermet Italia ed & valido solo per le tipologie di dispositivi sopra identificate soggette a
sorveglianza/ This Certificate is subject to Kiwa Cermel Italia regulations and it is valid only for the above mentioned
Medical Devices that are subject to survey, |'allegato tecnico & parte integrante del presente Certificato./ The technical

sheet is an integrating part of this Certificate.

Chief Operating Officer
Giampiero Belcredi

Organismo Naotificato n. 0476
Notified Body|nr. 0476
|
|
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WHCTPYKLIUA
Mo MCNOSIL30BaHUIO peakTuBa asonupam

AnNs KOHTPONA KayecTBa NpeacTepunu3aunoHHO| OYUCTKY u3nenuun
; | |

i !
; 4 - | . ) ]
1.2 poba ¢ a3onupamom no 4yBCTBUTENLHOCTY Hé‘a ycTynaet GeHsuanHosol 1 8 10 pas npesbiLLaeT

aMUAONNPUHOBY!HO. |
1.3 C BBEAGHUEM [AHHbIX YKa3aHWI GEHINANHOBAR 1 OPTONONYANHOBESA NPOCEI OTMEHAITCA. |

1.4 PeakTvB a3onnpam UCnonb3yeTcs Ans BblﬂBJ‘Ie§HMﬂ GKPBITBIX CNEAOB KPOBW, KOTOPbIE MOFIV OCTATECH
v | ‘

Ha no,quTOBneHHbl‘x K cTepunmaaum Meanuy HCKM?( V3fenusx B pesynsTaTe HeoCTaToqHO TwaTensHon

npeACTepmnmsauMOHHom oyuncTku. CornacHo FOCT 42- 21 -2-85 cTepunusauun AoKHbI NoLBEPraThCa

MB,D.eﬂVIH conpmxaoarou.mec;l o] paHeBom HOBerHOCTbl'O KOHTakTupyowme ¢ KpoBbio Nnun

VIH'beKLlVlOHHbIMM npenapaTaMM v oTAoenbHble BM,D,b‘I Me,D,MLlMHCKIAX NHCTPYMEHTOB, KOTCPbIE, B npouegcce

em,nnyaTaumm con;bmxacaromg €O Cnn3ucTon o6onquom 1 MOTYT BbI3BaTh ee noBpexaeHns (n. 3.1).
1.5 KoHTtponb I'Ipe,D,CTepI/anI3aL|,MOHHOVI QYUCTKU npoaonsrr CaHUTapHO-3NManMnonoruyeckue |
U Ae3nHMEKLNOHHBIE CTaHLuM 1 pas B kBapTan. CgMOKQHTponb B NevebHo-NPODUNAKTUHECKNX
yupexaeHusaX NPoRoANTLCS He pexe 1 pasa B He,qjemo,jopraHmsyech 1 KOHTPONUpYeTCs cTapulei
MEANLIMHCKOIA c'ecﬂoom (aKkyuwlepkon) oTheneHus.

|
MPUrOTOBNEHUE MCXOOHOIO PACTBOPA
1. Cyxue KOMﬂOHel-iinl — nopowoK «A» (6onbLuaﬂ§ynaKOBKa) 1 nopotwok «CA» (ManeHbkas yrnakoska)
CMELLMBAIOT B CyXoll nocyae. ‘
2. Cmechb 3anusaroT 95% 3TUNOBLIM CNUPTOM (pacTBOPATL TONLKO B CnupTe }
p,eKTM(‘pMKéTQ) Ao 10,6bema 100 M v TLUATENbHO Pa3MELLMBAIOT CTEKNAHHON nano4Kkon Ao I'lOﬂHOI‘Oi
paCTBOPEHNS MHrp%a_,qmeHTos. |
3. FoToBbIN paCTBin MOXET XPaHWUTLCA B NMNOTHO 3aKPLITOM PAKoHE B TEMHOTE Npu +4°C
(B XoNnoAMNEHUKE) é MecsiLa, B TEMHOTE MW KOMHaTHOR Temnepatype (+18-23° C) He Conee 1 MeTﬂua.
YmepeHHoe no>|<enj'reH|/|e peakTuBa B NpoLIEcce XpaHeHns 6e3 BeinageHus ocaika He CHKAeT ero

pabo4nx KaqecTs.

- ; |
NMPUrOTOBNEHUE PABOYEFO PACTBOPA
HenocpeAcTBEHHO Nepes NPOBEPKON KaYECTBa O4YUCTKN U3AENNA FOTOBAT paboyuit pacTsop, cmeu.jmaaﬂ

paBHble O6'beMHb|¢ KonumyecTBa UCXO4HOro pacrtaopa U 3% nepekucyn BOAOPOAAE.

Flpmro,qHOCTb pa60qero pacTBOpa asonupama npeBepsaeTcs B cny4ae HeoBXxoanMocTw; 2—3 Kannu e TOro
pacTteopa HaHOCFIT Ha KPoBsHOE NATHO. Ecnu He No3xe 4em 4Yepes 1 MUHYTY NOSABNSETCS q)moneToesoe
oKpalumBaHwe, nepexo,qmuee 3aTeM B CUpeHeBoe, peakTus NpuroAeH k ynotpebnennio, ecnv B Tet‘liuHVIe
1 MUHYTB! oxpau.lmlsaHme He NOSBMSAETCH — PEaKTMBOM NMOMNb30BATLCA HENbL3A. |

|
METOAMKA NOCTAHOBKM PEAKLINW
Pabo4dum paCTBOpOM oBpabaTbleatoT uccneayemble N3Lenns: NpOTUPAIOT TamnoHamu, CMOHeHHbIMM

peakTuBOM UInu HaHOCﬂT HEeCKOMbKO Kanenb peakTuea Ha ucecnegyemble uagenuna ¢ NOMOLWEBK nvme TKW.



B LnpuLbl HaNMBaIOT 3—4 kanau paboyero pacTBOpPa U HECKONbBKO pa3 NPOABUIaloT NOPLLHEM A1 'r;cw"o,
\

4TOBbI CMOYUTb BHYTPEHHIOK NOBEPXHOCTE LUMNPULE, OCOBEHHO MECTa COBAUHERUS CTEKNA C METarfloM,
rae yalye BCEro OCTaeTCs KpOBb, PEaKTUB OCTABNAT B LUNPULE Ha 0,5-1,0 MUHYTbI, NOCNE YEero peaxkTns
\
|
KayecTBO OUMCTKW KATETEPOB UMK APYrMX NOMbIX U3AENUYA OLIEHNBAIOT NYTEM BBEACHUA peakTusa BHYTPb

BLITECHAIOT Ha MapeBYyto CandeTky.

nonbiX U3genui ¢ niomou.u:.ro YNCTOrO LLNpVILI@ UK NUMEeTKN. PeakTue OCTaBNAoT BHYTRY N3ASNNA !
‘B TeyeHue 0,5-1,0 MUHYTY, nocne Yero ero CnneareT Ha mapnesyto candgeTky. Konu4ecTso pealcrvle%a,
BHOCYMOrO BHYTPb N3AENNS, 3aBUCUT OT €ro BENUYUHDI.
I
KoHTponito noasepratoT 1% oT o4HOBPEMEHHO 06paboTaHHbIx U3aenuit OAHOTO HarMeHOBaHNA,
HO He meHee 3-5 euHUL.

WHOUKALINA 3ATPA3SHEHUA \
B npucyTCTBUN KPOBI HEMEANEHHO Nk He nozaHee Yem yeped 1 MUHYTY Nocne KoHTakTa pea»crmaall

€ 3arpsisHeHHbIM y\-laCTKOM NoSIBNAETCS OKpalLMBaHmne, BHavane QUoneTosoe, 3aTem BbICTPO, B Teqe Hue
HECKONbKUX ceKyH,q nepexoasiliee B PO30BO-CvpeHesoe nin Byposatoe. Okpallnsarie, HaCTynmau.u:e
NOSKe, YeM uyepes | MUHYTY nocne oGpaboTky NcCneayeMblX NPEAMETOB, HE yINTLIBACTCH. A3onmpcarv|
BLISBSET HANUUMe reMornobnHa, NepokuAas pacTUTeNsHOro NPOUCXOKAEHNS, CTUPaITbHBIX ﬂOpOUTk.OB

c oTbenuBatenem, :xpomosom cmecy ana oBpaboTku (pacTUTenbHbIX OCTATKOB, okucnuTened ‘

(xnopamunra, XﬂOpHOM N3BECTV, CTUPArbHbLIX MOPOLLKOB C OTEeNMBaTenem, XpoMOBOM CMECH AN
0GpaBoTKN NOCYAbI U T.M.), @ Taloke pKaB4uHbI (OKMCOoB 1 coneii xenesa) 1 kncnotT. Byposatoe
oKpalLMBaHne HabIoAaETCA NPU HaNMYMK Ha UCCNeayembiX NPEAMETax PKaBHVHEN v XIOPCOAEPHKALLUX

okucnuTeneit. B ocTanbHbIX CnyYasx okpalumsaHie po30BO-CUPEHEBOE.

OCOBEHHOCTH i’EAKLlVIVI
Wcenepyemsie Map,enMﬂ LOMKHbB! UMETh KOMHATHYIO TemnepaTtypy (KenaTtensHo He Bbllle +25° C).
Henbas no,deprafb NpoBEpKe ropsiune naaenvs, a Takxe 4epxarb paGouuid pacTBOP Ha SPKOM CBETY
unu npu noab|u.|eHr|om Temnepatype (B6a13n HarpeaTensHbIX npvudopos 1 T.0. ). Pabounit pacraop
,u.omKeH 6bITb UCMOMBb30BAH B TedeHne 1-2 Yacos. [py ANUTENbROM CTOAHUN NOABNASTCA CHOHTaque
pO30BOE OKpaLLMBaHWe pacTeopa. Takoi pacTBoOp CrneayeT 3ameHnTb caexmm. [pn Temnepatype Bt e

+25° C pabounit pacTeop pososeeT BbiCTpee, ero MoXHO UCMNoNL30BaTe 30-40 MUHYT.

Mocne nposepky, He3aBNCMMO OT ee Pe3yNbTaToB, CreAyeT yAanuTb 0CTaTkn asonmpami

¢ UCCNef0BaHHbIX M3AENNiA, 0BMbIB UX BOAOH U NPOTEPEB TaMNOHOM, CMOYEHHBIM BOAOW 1NV
|

CNUpTOM, a 3aTeMj|'lOBTOpI/ITb npeacTepunn3aLnoHHyto OYNCTKY 3TUX n3nenun.

MEPbI I'IPE.EIOC1“OPO)I"HOCTM i
PeakTvBbl, BXOASALIME B @30nMpam 1 ero pacTsopbl, AC/MKHE! XPaHWTRCA B NNOTHO 38Kpb|BaI-OU4V1><C91
EMKOCTHX OTAeanio OT NULLEBbIX NPOAYKTOB, NEKAPCTBEHHbLIX NPENapaTos, Ae3NHPULINPYIOLLNX CRE ACTB,

Kpenkvx KUCROT U wenoyeii. MpurotoBneqne pacTsopa NPOUBOANTCA Ha naboparopHoM CTone




B XOpOLLIO BeHTVanl}byPMOM NOMELLEHN, JKeNaTENbHO B BBITAXHOM Wikady, cneayer uideraTs
3anblneHns pealcrmsoe Mpu npuroToBneHuu 3% nepekncy BOAOPOAA CNEAYEeT NoNb3oBaThes
PE3UHOBLIMY nepanKaMM. Mpvi nonafani Ha KoxXy asonnpama unn BelecTs, BXOAALLAX B ero coc;TaB,

a TakxKe Nepekncyu BOJOPOAA UX CRefyeT YAanuTL YUCTON BATOW WU Mapned 1 OMbITb MECTO KOHTaKTa

BCAON..

an nOHéﬂaHMM Ha‘KO)Ky asonupama unu eeLecTs, BXOASWNX B £ro COCTan, a Takxe nepekucu
Bop.opop.a nx cne,u,yeT yaanntb 4yucToNn BaTON VNN Mapnem 1 OOMbITE MECTO KOHTaKTa BOOOW. ﬂpVI
nonagaxun peaKTVIBOB Ha crM3UCTbIE, NOCNEe HEMEANEHHOTO yAaneHus sewecTs, HeoOHXoAUMO MeC lI'i)
KOHTaKTa oBuneHO "lpOMbITb ornblUM KONUYECTBOM XOnoAHOW BOAbLI. PacchinaHHble unn ﬂpOJ'II/ITbI(T

peakTuBbl y,ﬂaﬂﬂI'OT a MecTo, rAe oHWn Haxoounuce, NpPOMbIBAIOT TamnoHamu, CMOYEHHbIE BOAOW UMK

AsonmpaM roptoM, T.K. B €ro coctas BXOAQUT CnupT. Henb3a AonyckaTb KOHTaKT asonunpama C OTKpbIThIM

CMMPTOM. ‘
] |
OTHEM W paCKaﬂeHHbIMVl nOBerHC)CTFIMVI HarpesaTenbHbIX NPUGOPOB. 1
raly - ] \

ﬂpvl ﬂpMFOTOBneHMVI vcnonb3oBaHny asonnpama cnegyer pyKOBOACTBOBATbLCA npaamnamm TEXHUKI
\

GeaonachocTy, VI3J'I‘O>K6HHI3IMM B pykoBOACTBaX: CMpPaBoYHIK N0 OXpaHe TpyAa PaBOoTHUKOB |

3,qpaaooxpaHeHm9|‘COCTaBMTenb Bansiesa K.H., Meanuura, 1975, ¢.124—144, 155-159, 165~ 170\

BpeAHble BeLLleCTBa B NnpombiwneHHocTn. Pea. H.B. Jlasapes, 3.H. Nesunra, naa. 7-e, «Xumusa», 1975,

2,0.281—283. |
|
CYXVIE KOMMOHEHTbI TPOV3BOASATCA MOA KOHTPOMEM ABTOPOB A3OTUPAMA (A.C.,
CCCP, Ne 885881) | OPTAHW3ALINA-PA3PABOTHUMKOB METOAUYECKMUX YKA3AHWI
M COOTBETCTBYIOT TPEBOBAHUSIM METOIMHYECKIX YKA3AHWM (FOCT 5822-78
u FOC.®APMAKOFEE CCCP ANsi NPEMNAPATOB CT.45).
|

|

CYXME PEAKTVIBLI XPAHVITb B CYXOM ¥ 3ALUNLEHHOM OT CBETA MECTE:.
_ v |

CTAEI/IJ'IVISALIVIFI‘ XWOKOro PACTBOPA

ﬂnﬂ‘CTaGhnmaaumm CMMPTOBOrO pacTBopa NopoLUKoB «A» 1 «CA» B Hero foBasnsaeTca ctabunusatop —-

pacTBOp NopoLUKa }«C» B 10 MIT QUCTUNNMPOBaHHOM BOAbl. CTabuNN3UPOBaHHbI PacTBop XpaHMTCf

B 2 pa3a forblie HeCTa6mnM3mpOBaHHoro CTabUnNUapPOBaHHbIN PACTBOP UCMONB3YETCA Takke Kak

n HeCTa6MﬂVI3VIpOBaHHbIVI (T.e. Nepea NpUMEHEHNEM CMELInBaeTCs ¢ 3% NepekuchIo Bogopoda). K koHuy

MepBoro Yaca pabounii pacTBop MoxeT npuobpecTy cnadoe 3eneHoBaToe okpalisaHne, He MeHsifoLLee
4 |

YyBCTBUTENbHOCTU pabouero pacTeopa. i



Konma Ans

i \
Anextporopck ConoskeBa T.B. K BOKYMEHTY PacxogHashb

H Ne 572201

oT 19.06,19 x Toapy nos. 3




Konusa ana S}JelnporopCK Conossera T.B, K AOKYMEHTY PacxoaHasbH
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