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"Se cret co me rcia l, co nfid e nIi a l"

Beneficiar: IMSP AMT Botdnicd
mun.Chigindu, bd. Docio, 5/2
tDNO: 1003600753360

I'l decembrie 2019

Republica Moldova, numdrul de identificare de sta

,,Garant") a fost informatd cd "GBG-MLD" S.R.L. cu

Moldova, numdrul de identificare de stat - codul

urrneazd sd inainteze oferta cdtr,e Beneficiar la data
pentru achizilionarea articolelor pa rafa rmaceutice,

decenrbrie 2019.

sumd sau sume ce nu depdse:;c in total suma de 6.

noi a primei solicitiri scrise gi semnate de per

docurnente doveditoare cuvenite ale cazului gar

incalci una sau mai multe dintre obligatiile sale referi
a) gi-a retras Oferta in timpul perioadeivalabilitd!ii
b) a modificat Oferta dupd expirarea termenului-limi
c) fiind anuntat de cdtre Beneficiar, in perioada de

vo

de achizifie.
Aceastd garantie va expira in cazul

surveni prima:

la primirea de cdtre noi a copiei ingtiinfdrii

b) in urma recepliondrii de critre Garant a copiei i

c) la expirarea termenului indicat mai jos.

Prezenta garanfie intrd in vigoare la data de 14

ianuarie 2020, inclusiv.
Prin urmare, orice cerere sau platd in conformi

Garant la oficiu pind la data respectivd.

ca;zul c6nd p54ile nu vor solutiona litigiile apdrute pr

cu legislatia Republicii Moldova.

Oleg Paingu,

Moldova Agroind

GARANTIE DE Arur.cni 6

mun"

BC ,,Moldova-Agroindbank" S.A., cu sediul pe str. Constantin Tdnarse 9f I, mun. Chigindu, M

nk

- codul fiscal 11002600003778 (numit in conti
00s,
ua re

iul pe str. Tighina nr. 65, mun. Chigindu, tca

al 1003600117582 (numit in continuare ,,Of ant")
l-4 decembrie 2019 (numitd in continuare ,,O

xrl \ol

nform invitatiei la licitatia publicd nr.21'01'4846 it't 1,4

La cererea Ofertantului, noi, Garantul, prin pre a, ne angajdm in mod irevoc;abil si vd pldt

,00 (gase mii opt sute, 00) MDI-, la primirea der

autorizate dlin partea Beneficiarului, inso!i ii, 
^l^cl uc

cu specificaf ia in s;olicitare a f,aptului, cd Ofe er ntu I

re la conditiilr-" Ofertei, gi anurne:

rtel; sa u

de depunere a ofertelor; setu

labilitate a Ofertei, despre adjudecarea contr

(i)egueazd sau refuzd sd semneze formularul cont
(ii) nu acceptd rectificarea erorilor aritmetice, e

Ofertd in timpul examindrii ei; sau

ctu lu i;

tuatd de cdtre grupul de lucru, erori depis

(iii) e5ueazi sau refuzii sd prezinte garanlia de bu executie,
entele de

dacia se cere conforrn conditiilor lici iiai

ori nu a executat vreo conditie specificatd in doc licitatie, inainte de semnarea contr lului

emiterea Garantiei de bund executie eliberatd cdt

termenului de valabilitate a Ofertei depuse de cdt

ate cu aceastd gararrtie trebuie rec'-'ptionatd del cdtre

Orice litigiu apdrut pe parcursul realizdrii pr ntei garantii va fi solulionat pe cale

negocieri, acestea vor fi solu!ion

Vicepregedinte al Comitetului de

al BC "Moldova-Agroindbank" S.A.

Carolina Semeniuc,
Contabil-gef al BC "Moldova-Agroindb

o rtce

catre

!r.-sr ..
i,F i l;
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AGENTIA SE ICII FI.JBLICE
DEPARTAMENTUL rNREGrSTllARir $I ICENTIEI{II A UNtTATil,O R DE DREPT'

1I
din Registrul de stat I persoanelor juridiee

Nr. 419998 ta 13.08"2019

Denurnirea cornplet[: Societatca cu Rirspun
Denumirea prescurtatd: "GBG-MLD" S"R"L.
)iorma jur,iclic&.de grgariizare: Societate cu rXs

It{rundml de identiticare de stat ,si codul fiscal (l
Data inregistrdrii de stat: 05.01.1995
Modul de constituire; nou creati.

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

z[. Produclia echipamentului de control pentru
ii, Practica medicald
6; Fabricarea utilajului medical qi chilurgical qi

J.. Come(ul cu ridicata al produselor 1-arrnaceuli
2. Cercetare qi dezvoLtare in qtiir4e fizice,,si natr.t

il, Come4ul cu amdnuntul al produselor famr tice gi de parfl;rnerie

rre Limitat:i "GBG-P{LD" .

ndere limitath,
NO): 100360t)117582

SINAU, It. MTOLDOVA. tcll. 0,59340140.

:esele industriale

dispozitivelor ortopedice
d, verificare gi controllt. Prodr.rc{ia de aparatura ;ii instrurnente de m

[i, Transporturi rutiere de mdrfuri.

Capitalul social; 5400 lei,
.,\'drninistrator: CEAICOVSCHI TtlDOR, I
r\sociat:
I. CEAICOVSCHI TUDOIi, IDNP 0971601
c:ota 5400 lci, ce constituie l,00oh.
Ileneficiar efectiv:
1.1. CEAICOVSCHI TUDOI{ IDNP O97I 60

Prezentul extras este eliberat in terneiul art.
privindrinregistrarea de stat a persoanelor jurid
ilatele din Registrul de stat la clata de: 13,08"20.t

n*giqy.siiil

NP 0971601546950.

960,

Ion Il{El{i,ICtr

I
,r

6960, cota * l{fq%,
,,1" -. 

"'

'. ^;,. -..al Lecii nr..220-X\/l
$i a intrcndrrziuorilor-i

,,,
;' ;'

z/l
/1./l

./i
'tl

din l9 octombrie 20(i7
individuali qi confin:nd

..,J



fVlotdeva Ag

"Mol a-Agroinrj

de urrir areliie conturi

a,tul,st1. eliberat

Victor lurag

rua fi prezentat a

AI BC"MO

Ex,: lvan Buga

rel.:022-30-33-64

lll- "

i de Conduce

AGROTNDBINK" s A. i
T;f, aie 9/1JMt) 2CC5,irlr,1i- Ch:f in;

C t s0 lr oc'S'{+

S.A, confirmi cd ,,GBG-MLD" S'R,1, (rDNO

curente:

ina!ie,

d9 $1it r oc: i,oo oo: ,ru.,
.[oalhetului iJ<{ (orrducere -. -t:: 

!

' StHCan



cte

;all

ului
rtru

\'MT

I

a

taxelor gi contribu!iilor de asigur'[ri sociale;

Declara(i

",GBG-MLD"SRL

Subsemnatul Tudor
operatorului economic) in calitate de ofertant/ofe

publice, cd nu rn[,aflu irr situafia prevdztttlla afi.,

03,07:2015, respectiv in ultirnii 5 ani nu am fost c

judecdtoreqti pentru participarea la activitdfi ale u

spllare de bani.

Subsemnatul declar c[ ihfornia{iile furnizate sunt

autoritatea contractantb hre dreptul de a solicita, i
d<jcumente doveditoare de care dispun.

atribuirea contractului de achizi{ie publici av6

parafarmaceutice, codirl CPV 33140000-3' la d

Botanica, declar pe proilria rdspundere cd:

nu am intrat in falirnent ca urlnare a hotdrdriiju

mi-am indeplinit obligafiile de platd a impozitelor

rlu am fost condamnat, in ultimii 3 ani, prin lrol

faptd care a adus atingere eticii profesionale sau

t)ata comolet6rii: 14 decembri e a.2019

Operator econornic,

..GBG-MLD"SRL

Semnltura

privind situa{ia Pers ali a operatorului economic (,F3'5)

$l

Subsemnatul, Tudor CeAicovschi reprezetttant iSubsemnatul, Tudor Ceiricovschi reprezentant im1

economic), in calitate dd ofertant/ofertant asociat,

L$,



privind lipsa sau exister

Nr.
Ns L1L

(
fa rr

]ERT
rstanf

CA
rfa

Anexa nr.1.2 la Instrucfi
aprobatl prin ordinul l

nr. 400 din 14 rnartie

CCOI

I
A de hugetul public nafional

u,nea

utfPS
zt}t4

:,AE

din
OT

11.1 2019

1. Destina{ia / HasHaqeuue

Pr:ntru participare la proceduri de achizilii publice

2.Date despre contribuabil / Zttt[opNaa4la o Harloforrla JIbIIII{KE

Denumirea
HauNreHosauue

Codul liscal / Numdrul de id,cntificare
@ucrca-nsurti rcoa / HAerrru$uxaqrtounstii uouep

IGBG-r"lLD sR.t- 1003600117582

Adresa sediului de bazh (strada, numirul)
Aapec ocuorHoro rtecropacnolloxceHur (y,rltua- uouep)

Codul - Denumirr:a localit[!ii
Koa - HafiveHosaltt,te HaceJIeHHoro rDiHKra

lTighina nr.65 lot:o-sec.cEI,trRIJ

3. Atestarea lipsei sau existenfei restan{elor conform di
flrc4rnepN4eHlre orcyrcrBur urv r:.aIrut.rvrl' HeAoI'{MKII cor-

CIICTCMbI

efor Sistemului Informa{ional Autom atizat I
rcHo AaHHIIX Zutpopuaquounoii asrov.arl43l4poBaHH B.

La data emiterii prezentului certificat restanla fa
BbrAatrlr 4anuofi clpaBKI,I HeAoIrMKa rlepe.4 Haul
0.00 lei/nefi.

d de bugetul public nafional crlnstituie/ Ha Ai

)HaJrr,HbrM ny 6inrau nrrrra 6ro4N:eroM c o cTaB JU

.:ty

e)I:

4. Valabif pini la / [eftcrnurerelc' rc 26.12.2019

i\\hNTEton;\
X f ocy4apcrnelunolZ ua.noronoft orry;r6rr

Nina GHENCIU
Numele qi prenumele/OaNtHnrt n xw

ul curent al contribuabilului"ll tl.t2'2019 ora 10:53:

.03.20 !4 ( M on itcrru I Crficial 7 2-7 7 I 399, 28'03'20 14)
NOTA (

Jo

0,00)

f al DGACM
3/
;r

L.S/ M rr

Executor: A. Creacico
Tel 82-34-27 - y\{umel e I i preplei Oililt*t

Este extras din Sistenrul Informalional al SFS SIA ,,C
cu aplicarea prevederilor pct, 82-83 Ordin IFPS nr.400 din



ERT

IFICATO o 505sGQ03

H.nrbro de9ll Acordt dl lllluo Rlsnodmrnto A, IAF o luc I ,,

shnatury oi a, IM aN IUC Hutu.l Reao,ilihn AqNnents

Milano (Ml) | tet. +ss 0266104876 lfax. +39 0266101479 | wiwitalcert.it I italceilsrl@leg

Data di
E t)ate

29

CERTIFICATEN'

Si certifica che il
this is to rhar

Gestio

la norma
the standarcl

la Qualitd

MONZA (MB)

Data di Rinnovo
Rener'val Date

2017-10-30

Sa



Sterile, disposable brush for endocervical cells collection, in Cytology and M.icrobiology' It

altows,the collection and laying on slides of a bigger quality o,f cells, preventing to damage

structure. '

563 1

s63 1/SG

210

210

Non Sterile - 50 pcs

Sterile - Ind. WraPPed

h eir



5100

51OO/SG/CS

5100/sG/2

5100/sG/10

Norr stelile

Sterile - Ind. wrapped

Sterile - Pack of 2 Pos

Stelile - Pack of 10 pcs



I-atexwith rim

I-alex free, without rim

t:,

i

i,



Dispenser QUICKPAD Salfreta cu arl;ool@

Practic si eficient

Dispenser eUICKpAD Salfeta cu alcool (D, steril ;i fiziologic, veriftcat ca fiind inof'ensi

este ideal pentru curd[areagi dezinfectarea pielii. Agentul activ 2-propanol actioneazarn

mod eficient, ca un agentde dezinfectare ''piele ntoale". Sir;telnul patentat "tampon de

rupere-offlr permite uTilitur"uunic[ a tarnponului. Acest luolu l'ace ca QTJIC(IPAD@ sa

nu numai econonfc, ci, de asemenea, eltcient in utilizarea acestuia'

Calitate si rezistenta

Capacul dispenser-ului QUICKPAD@ bine etanEat, men{ine tampoanele irnt'ibate cu

alcool medicinal umed Ei steril. Ca utmale, distribuitorul tampon are un termr;n de

valabilitate deosebit de lung[ de 24 de luni.

Vd rugdm sd relineli c[ pentru aplioatiile falmaceutice/rnedicale dispenser-ul

A JHR IIC

Caracteristice

. sistemul de rupere.unica a tamponului, permite o utilizale eficientd 9i

. Controlul nivelului, datorita recipicnttrlui transparent'

. Pdstreazd,umiditatea Ei sterilitate

. Tampon fiziologic noninofensiv.

. Dispbnibil in trei dimensiuni pr:actice (numai ca pr'oduse cosrnetice)'

. Potrivit prentru auto-aplicare de c[1.re pacient.

. Gata de utilizare.

. Made in Germany Quality, CE Label

economlc.

V;



eni

dep

d plicare
..'.

rt gatu de utllzare
qiirpcienli pentru
'r ii I . i ' I

fle seringi auto. subcutanatd.

ionare sa simpld; poale fi folosit de

pielii. Un produs ideial Pentru

ite: MII\PAD@, QUICIiPAD@

MINIPAD@

50x50x50

50

. 44x44

QITIC AD@

x x80

44i*.44

BIGPAD@

(i2x 62x
75

100

58x58



Lnnclesdir"el*t!on
.$res$en

?,lr.1Certi.l'tc a re n o : &$/?{) [19

XFICATF: $s {;l\'IF {:{}$5li. ,!-

AJTL]S OF A MAI\IJ$AUT.I:|RIiR

I':.t r"t I

ing *r: i etion fn sae*

($! ul"$ iYe ?{X}?

acfnlp$tent authuri$ erf i:iIlRMAl'iY

the lblii:rving:

n:anuf'aoturer

llf cdid* Pr*d u kl e {.} nr b}'I

r $ra{le 3$f}

39 l]resde*

tts*t*d uneler lhe n*ticrnal itrsp*citon

ln connectinn rvith lrrarlulkrturirrg

tio& srs. 3 24'54S?"1i/fi2 (1) in a*cor-

ce' tsittr An. 4(} cl" Direttir'* :'0$1183/EC

pr:sed in the lbllorving naliolvrl leglslalion:

S{cl I -i Stam / ,'trr;nt,irttittelges*z
IUL'ns.)i? DrriS /..rtl')

a^-J x- i rA.z 3{{ s-,{ f 'l !,1



ils:' $Lrs:

:tt l1l r.1,.rtl

lttil,.^l,ilr:tt r 'r;;: l,i.
r:.j;,l iiir ,li. ,,1-i:rl

Ji":r':, el?,* {,jr, J'r.'ir:-

rri:il i.riLiirii;;r ,.ir r

g.:rruiJ.t lt,lltlliriir,
[[Ln$ 
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Material SafetY Data Sheet

NAME ADRESS

HOLTSCH MedizinProdukte GmbH ln den Faltern 13D-65232 Taunusstt-'in GERMANY

TE!-EPHONE NUMBER NTA,CT DATE PRIEPARED

Eveline Martin November 23,2011
+49 612891717 822

CHEMICAL FAMILYcoltltotl NAME (usED ON LABEL)
Alcoholf\luul lul
En E ntl ll AFORMULACHEMICAL NAME
(ct-t3)2cHoH

SECTION 2 - DOUS INGREDI[:NTS
TINZIROOUSCOMPONENT CAS# ol/o TLV PEL

lsopropyl Alcohol 67-63-0 70 980M9/M3 980Mg/tvl3

PEL: Permissible Exposure Limit establi
TLV: Threshold Limit Value establihed b -19€i7 '

SECTION 3 - PI-IYSICAL DATA
#"1g *Nif\, fup= , --'VAitoR--pnEssilnrit.-- Hsf
.869 - 879 at 25" C 33nrm at 20' C82.4" C

pencerur voLATILE BY VOLUME (%) VApoRDENStrilAlFi=) EVAPoFIATIoN

2.07

RATE (Butyl r\cetate = 1)

2.88
100%
SOLUBILITY IN WATER IN WATER

APPEARNCE AND ODOR
Water white with an alcohol odor

SE:CTION 4- FIRE r\ND EXPLOSION DATA
FLAMMABLE LIMITS lN AIR('/oby Volume)FLASH POINT
LOWER:2%

I rrlri-_-. i ') ?o/urTtr.f\. 14. r /o

EXTINGUSHING MEDIA Auro tcNtrloN TEMPERI\TU RE

Carbon Dioxid, alcohol foam or dry chemical

ttt'ttlSUAl ptnE AND EXPLOSION HMARDS
399"C

Nrrne

SPTCIAI F[RE FIGHTING PROCEDURES
None

PRIMARY ROUTES OF EXPOSURE

5 - HEAL'I-H INFORMATION

Skin, Eye, Inhalation or Ingestion

SIGNS AND SYMPTOMS OF EXPOSURE -

(1) ACUTE OVEREXPOSUR.E
Direct contact with eyes may result in irritaton. Target ns: E , skin and resPiratory tract

(2) CHRONIC OVEREXPOSURE
il'"1;GJ;;;t"; *ith-;k; m,ry result in drying or irritation. Prolonged i halati,on of vapors may causer slight

headaches or dizziness. Prolonged e to vapors ntay result in eye trr(aton.

GGRAVATED BY EXPOSUItE
lsopropyl alcohol is not a known liver or kidney toxin; persons with impaired livr:r or renal function r;hould limit

exposure.
POTENTLAL CARCINOGEhl

None

OTHER EXPOSURE LIMITS
None determined

EMERGENCY & FIRST AID PROCEDURES
EyE COI\ITACT: Ftush water for 15 minutes, seek meidical attention. SKIN CONTACI': Flush with watr:r for 15

mihutes. INGESTION: Not likelv; if ingestion occurs' rlo not induce seek rnedical altcntion.



HOL ISCH MedizinProdukte GimbH

Oxidizers
TrnzAnoous oEcoMPoslrloN PRoDUCTS I

fmtALSroAVolD)

Not determined
COttOlflOruS]fo AVOIDS POLYMERIZATION

Occur E Will not Occur E None
PROCED)URES

ED OR SPILLED

of in accordance wlth local, state and federal laws

ION INFORMATION

RESPIRATORY PROTECTION

For normal uie - use in a well ventilated area

GLOVES EYE PROTEC'TION

Nrrt rquifed under normal use under normal use

ffiorHlNG oREQUPMENT

Store from heat and ignition sources

Nct required under normal tlse ___: .' _=___-____-=------ i.m=,/-\N, o ept.ClqL-pRFCAUiiC.lttS

red under normal uqe

VENTILATION

OTHER PREGAUTIONS
Not determined
THE UTHORITATIYE SOURCES

Aiits'ii iitiiLo ro BE,AccuRArE FoR rHE MANNER rN wHrcH rHE pRoDUcr ts tttrENDED

TO BE USED. OTHER USES COUL D RESULT /N CONSEQUE/VCES WHICII ARE NOT

CONS/DERED WITHIN THIS DOCUMENT,



H O LISCH Med izinProd u kte G m br H
ln den Faltern 13 o D-65232 Taunusstein r Germa

To whom
it may concern

November tZ3,2011

The shelf-life of Quickpad is declared
opening.

To confirrn this stability different stability tests, which yir:lded the following results, 
fttere

narfnrrnod i,vif lr Or rinknad'performed with QuickPad:

Completed Stabilitv Tests

swab in a drying cabinet at 105" C for one hour.

During these stability tests, which were perfor

after an initial inspection (0 value) - were stor

cabinet) for 24 months at25" C and 60% relat
'750lo relative humirJity. After 3, 6, 9, 12,18 an

their'content of 2-propanolT0% (v/v) per swa

were taken from the top, middle and bottom o
value a sterility test was also performed'

T'he content determination was gravimetric and used the weight difference of a swab i:rfter

removal from the donor box andlftertlre evaporation of 2-propanolTOo/r, (v/v) by dryinp the

A Summarizing Evaltiation of the Stability
of Quickpad

to be 18 months; this is reduced to 6 months pfter



H O LTSCH Med izinProdu kte Gm bH
In den Faltern 13 o D-65232 Taunusstein r Germaly -- --

November 23,2011

The individual results obtained during these

content of 2-propanol 70oh (v/v), the swafis r

tolerances for the 24-nnonth duration of the

conditions. After 24 months of storage, the sa

The samples stored at 40" C and 75oh relat
the total weight of the containers after 1, ii a

total weights after these storage times were so

could be due to the effect of slight evaporation.

l-lowever, since in this case all the tested individual swabs from the t<lp, miridle ald 
Pqt:o:n

of the container also fell within the specified tolerance with regard to the content 9T z-

propanol 7(l% (vlv), the decreased total weig

stability evaluation of tlre finished product.

The stability test after opening was also pe

oriented f€InoVal conditions. The results o
storage is possible over a period of 6 month

uncontrolfed humidity 25- 55%)' Here too, al

tolerances for the content of 2-propan ol7Ct %

Overall, these stability tests confirmed that th
relative humidity for 24 months and at nctrm

fulfills the parameters that determine quality.

Onqoinq Stabilitv Tests

Due to the fact that the initially used gravi ds \r/2S

replaced by a validated gas chromatography add tlrity

test was introduced to determine the conten ) ar E 2

ppm), follow-up stability tests were starte<j wi sal oreo

under the controlled cbnditions (climaotic' ca ll bt 'ruith

regard to stability-relevant parameters at the

J



Ot ISCH Med izi n Produkte
ln den Faltern 13 o D-65232 Taunusstein o

November 23,2011

D)uringlbi|ity-relr:vantparameterswi||beL'v' " 'Y '

at the s

of the packaging.

End weijht of the final packaging (permeability of the container).

Sterility tlst when placing into storag'e and in each rodse ?t the end o1'the planneo

duration of storage,

time of this evaluation the 6-month resultrs for these follow-up stability ttests

nesults obtained so far over 6 months and under the named stQrage

ith the tersting tlmes oI

bility-reh:vant parameters will be chef l't

of the packaging.

ene (< 2 PPrn) and the totial of all

ed

n the specified toleranceg.thin the specified toleranceg.

bove-mentioned and already completed stability tests, it is expectede-mentioned and already completed stability tests, it is expected that

ility tests will confirm the already established shelf-life o1'24 monthsl

opinion determines that the declared sl'relf-life for Quickpad of 18 mbnths

operring is justified without limitations in light of the stability tests that have

Presently, at
erre available.

ln both lots
conditions fall

l]ased on the
these follow-up

Overall, an
or 6 months
been pe so far.
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Medizinprodukte Gm

l-lerstellung unci Veririeb von
Arzneimitteln, Medizin
Sonde ranfertigungen und

ln den Faltern 13 - 652321

Telefon +49 (6128) 91717-7
Telefax +49 (6128) 91717-9
Telefax +49 (61i28) 4 47 4?
e-mail: info@holtbch-med.

Ust.-ldent.Nr. C,/AT) DE81 i

nformitY

We herewith dec are

;lrovisions of the

amended by tve

Dr. MichaeI Gl
Head of Regulatory
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ailabie in three different sizes,

MINIPAD@ Q

50x50x50

50

44x44

1

44

AD@

x80

BIGPAD@

r52 x 62x
75

100

58x58
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conforme allAllegato III della Direttiva 98179lCE I

according to Annek III of the Directive 98/79/ECIn

' ROLL S'a.s' di Fino
- articoli Per laboratori analisi

data 27110116

DICHIARAZIONE DI
a

NFORMITA CE

EC DECLARATION CONFORMITY
Medico-Diagnostici In Vitrct e s;m'i,

tro Diagnostic lvledical Devices as ramernded'

M, & c:,

- disposable lah'ware

fabbricante

manufadurer

indiri;lzo
addre:ss

Via Leonardo da Vi 24/a
35028 Piove di Sacco PD) - Italia

roll@tracnomeus.iJtelelbncr +3g-o4g-gTrgslI
Dnone

Identificazione dei Prodotti

product identification

numero di

'catalogo 18288
pztft number

classifi cazione dei Prodotti
p r od u ct i d e niti fi cati o n

luogo e data
plac:e and date

firma
cinrtah tre

Tax +gg-049'9vInx

Piove di Sacco, 27 ILOI2OL6

ROLL S.a.s. di Fin

posta
elettronica
e-mail

ANSE IN POLISTIROL
PZ

DA 10 MICROLITRI STER.ILI CF. 2

STERILE LOOPS 70

numero di
lotto 620

batch number

dispositivi diversi da quelli nell'Af fegato II dellar Direttiva 98l79lCE e s'm'i'

devices other then those in Annex II of the Directive 98/it9/IiC as a

ara
ncati rispettano ler disPosizio

ed ico-D i ag n ostici I n V itro'

I succitata Direttiva, e comPr

declare
; meet the applicitbte provisions of t:he Directive ae/7Q/'tr'

rnostic Medical Devices'

. IN BAGS OF 20 PCS

scadenza

38 exPirY 3OlO'4l2O2L
date

sono conservati a cura del Fabbricante

g8/79/EC Directive, in order to prctve conformity to \he
under the premises of the Mttnul'acturer

sotto ra propria responsabiriti 
;ir"rttT J:i'J::Bffi1iri;

.. 

Jvl

Tutta la documentazione tecnica richiesta dallAllegato III
Essenziali di cui all'Allegato I della Diretti

uncler our sole responsibility that the above mentioned devir
as amended on In Vitro

AI't the supporting documents, as required by Annex III of
Essentiat Requirements as listed in Annex I, are

Assicurazione Qualitd
M. &C.

(data di stampa)
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SI CERTIFICA CHE IL SISTEMA QUALITA' DI

WE HEREBY CERTIFY THAT THE QUALlTY SYS TEM OPERATED BY

CERAGARTA SP,A
vtA sEcoNDO CASADEI142.1. VILLA SELVA - 47122 FORLI' (FC)

UNITA'OPERATIVE I OPERATIVE UNITS

V|ASEcoNDOCASADE|14Z-,|'V|LLASELVA-47122FoRLl,(Fc)

E'CoNFORME^LLANctRMAttstNC)MPLIANCEiWITHTHESTANDARD

EN ISO 13485:2012

PER LE SEGUENTI ATTIVITA' I FOR THE FOLLOWING ACTIVITIES

r medical use

ulteriori informazioni riguardanli l'applicabilitp dei requisiti EN lso 13485:2012 possono essere ottenute consulterndo I'organtzzaztone

Furlher ctarific.atiort ,"g"riiig'lli;triitiiiiltii "r 
rii lso t sqas,zot z requirements rnav be obtained bv consultins the arsanization

IL PRESENTE CERTIFICATO E' SOGGETTO P.L RISPETTO DEL

REGOLAI\,IEN1-O PER LA CERTIFICAZIONE DEI SISTEIMI DI GESTIONE

THE USE AND THE VALIDITY OF 'HE CERTIFICATE SHALL SATISFY THE

aeauinEiiirs of rHE Rr/LEs FoR cERTtFtcATtoN ot- MANAGEMEIVr svsrE/t4s

wwu/.irrlq.it

CERTIFICATO N.

CERTIFICATE N. 9124.GRC4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRE:NTt:

FIRST CERTIFICATION CURRE'NT /SSUE

1999-07-20 2017-10-13

othelwise the validit\/ of this explre

Data di scadenza del precedente ciclo di cefiifjcazione:2017-10-07

Data di conqlusione dell'audit di rinnovo: 201 7-10-1 1

Data della decisione di rinnovo: 2017'10-13

SCADENZA
EXPIRY

2020-10-0'7

L'Orcanizzazione dovra ottenere la certificazione secondo la norma ISC) 1 348512016 enlro il 2019102128;
- "- __- 

i; ;aso contrarib, il preserrte certificato cesserA la pjopria vatidita ln t?lg d1t^", 
^,^,,,^".

The organization shall ootain the oertification according.to lso 13485:2016 wilhir|2019102128"

SiiQ N'0051, 56A N'0060, lic( 1"005E

551 N'OOlC, Stl fi'00n, siE d'406M,
inl^s N'oolP, PFo !'0050, Ps N'!&C

'.,,"....n1,I.:.#1'.,i:]!1[!f.i,t'il',,113199|a}.[di|ddcicd|lca|oe5ubdl^.|1:';:.:;lJ:[ii:::;j:::iT.;x?:l,i:,.,.;;:a.t.r!o.,;l Et, tAf aAn lucllutual l.@gildan AgentstB f\a F\dt, Dllh. cedfi.dt' 15 srbftln4d
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Thermal Paper for Video Printers

rinting Llltrasonic Video Irnages' Duritr-r's

renlacins Sonv and Mitsubishi papels
vrueu r4perr rr'vv uvvw'rv vvrJ vvverer "-'^T"----' replacimg Sony and Mitsu,litnifryf::

1. Grades

Medicai & hrdustpial'U

;ffi;;;;;;-l-""d ij""rrril* buaritv. Dl.rrico is successrfully expo'ti'g high i'rage coiir;1251
":'---- --. .: . ... - 

'." , i -,.-r:---^.^l:.^.],,^+-.i^l-^^'li^ofinnqth;ru"i;"p"rs to world markets for medical rbcording and industrial applications'

Superiol Quality Medical Image Printing Papdr

.HG

. OHD

a.

2. Applications

. Printing Black & White Video Images

Ultrasourid Systems
. Precision Printing Suitable for Therrnl

I

3. Compatibility

o UP-870MD

. Compatible Mitsubishi Printers
Pi70

o Pl-90

o Ff91

Fitting pdrfectly to most Sony and Mitsubishi Printerrs

Compatible Sony Printers
o uiP-8s0
o UF-880

on Medical Diagnostic Equipment, such as

I Sensitive Printing Methods
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Paper Eq ivalents

y'!TUI,STAR'1 100IJG : 1 1

ty-ULSTAR-I100HD: 1

.:
.Each roll
5 rolls in
10 inner

ULSTAR-I1005 : 110mm zufl

in a pouch
box

in a master carton
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387-A
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compliance with the standard
ucts/services:

n, manufacturing and maiketing of equipment and accessories for cardi
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Operating Officer
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Cermet ltalia contractual requirements.

COSMED S.r.l.
Registered Headquarters
- Viale Bruno Buozzi,77 00197 Roma ltalia
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COSMED S.r.l.
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- Viale Bruno Buozzi,77 00197 Roma ltalia
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HHCTPvKI-114ff

no Hcnonb3oBaHHrc peaKTHBa a3OnHpaM

Anfl KoHrponn Ka q ecrBa n peAcrepHr H3a qHo H H o i oq 14crx A us4lenutr.

'1.2 flpo6a c asonnpauoM no qyBcTBrTenbHocTl4 ttd, YcrYnaer OeH3[AtlHoBot4 n e lCr pa3 npeBbtluaer

aMfiAonfipfiHoBylo.

1.5 Konrponb npeAcTepilnu3aLlrOHHOti O,lucrxr npoBoAnT caHfiTapHo-enhAilMt/onoTuqecKre

u gesnr,rSerllktoHHble cTaHLll4t4 I pae a KBapran' Cfrnroronrponu a fleqe6Flo-npoQnnarrfivecKtlx

yqpe4eHuex npoqoAilrbcF He pexe'l pa3a B neAbnro, opraHil3yelcff fi KoHrponlApyelcfl crapue14

MeAhLlt4 HcKoil cecrpoil (aryuLeproft ) or4enen rn.

nPhroToBnEHnE MCXO.qHOTO PACTBOPA

1. Cyxne KoMnoHeFitrbl - nopol.xot< <A> (6onuuan ynaKoBxa) n nopoulox <CA> (tuanert

cMeur4Baor B cyxgLl nocyAe.

2. Crraecu 3anilBarclT 95% erilnoebtM cnilproM (pacreopnrb ronbl(o B cnhpre

peKThqnKare) Ao oobeMa '1 00 nl1n il Tu.larenbHo pa3MetxilBarcT cr-eKflf Hnofi nanoqxom Ao

pacrBopeHilF fi HrpFAileHroB.

3, l-oroeurtl pacTBdp MOXeT XpaHhTbcF B nnoTHo 3aKpblTolvl Snarqne El TeMHore npr r"4' C

(a xonogunuHilKe) 2 MeceLla, B reMHore npil KoMHarHoft reMneparype (+'18-23'C) ner6onee 1 ue9:rUa

Vruepennoe nOxerirenNe peaKTfiBa B npoLle6ce XpaHeHuF 6eS eutnageHue ocaAKa He cH'4xaeT eTo

oa60Ltvtx KaLlecTB.

NPHTOTOBNEHhE PAEOLIEI-O PACTBOPA

Henocpe4crBeHHo nepeA npOBepKo14 KaqecrBa oLlt4cTKt4 t43Aenrfi ToroBfiT pa6ovrut palcrBop'

oaBHbte o6reunurd KonilqecrBa rcxoAHoro pacrBopa ra 3% nepexL4ctil BoAopoAa

cMeu..lhBaff

l-lprroAnocru pa6dqero pacrBopa a3onfipaMa npoBepqercfl B cny'!{ae neo6xoguHlloctut',2-3 Kanrlfi 3ToTo

pacrBopa HaHocFt1r Ha KpoBeHoe nFrHo. Ecnn He no3xe qeM qepe3 1 rvr,tnyry noFBJ'lFercF Snoneronoe

OKpaUrBaHhe, nepexoAqulee 3aTeM B cupeHeBoe, peaKTHB npilfo,AeH x ynorpe6nelHLl|o, ecnil B refleHile

1 Unnyrur OrpaLurapanrae He nOflBnFeTCF - peaKThBOM ngflb3gBalbCF Henb3fl.

METONhKA NOCII-AH OBKI4 PEAKLIhH

Pa6oqru pacTBopbM o6pa6arutearcT hccneAyeMble H3Aenilfl: npor'lparcT raMnoHaM|/l' cMoqeHHblMt4

oeaKTuBOM Hnil HaHOCflT HeCKOnbKo Kanenb peaKTilBa Ha llccneAy'eMble h3Aentlfl c nc)MolLlbn nilnqlKu'

bKAR vnaxoaIa)

nonHoro

1,3 C eaeAeHileM .qaHHbrx yxasanratZ 6ensngrnOaai ra opronony'qllHoBaF npo6ut oTMeHfllorcF'

,,,^ a,,^t,-L,v ^nan^rr un^ar/ rnTnnhle Mornu ocTa-rbcfl
1.4 Peaffira asOnnparrl ficnonb3yeTcA AnA BblgBneHrH cKpblrblx cneAoB KpoBt4' l(oTopble Mornfi ocrPrbcJ

Ha noAroToBneHHbtx K cTepilnh3aLlilyl MeAHtlt/HcKr4i( U3Aenil9X B pesynL'TaT€ He,{oc'laTrrLlt-lo TqaTenbltol'4

npeAcrepfinH3aqfioHHofi C)qhcrKl4. cornacHo foc\ 42-21-2-85 crept'tntii€LJw Aon)KHbl noABeprarbgJa

uSEenrF, conpilKaqa|oulhecF c paHeBoft noBepxHocTbo, KoHTaKTupyloLqre c KpoBblo l/nul

unterqnonnblMhnpenapaTaMilfioTAenbHbleBhAllMeAhLlt4HCKt/tXl4HCTpyMeHTOB'KOTC|pble'Bnpoller:)ce

gf:(lnnyaTaqilfi conpilKacalgTcg Co Cnn3rcroil o6onoqroi il MoryT Bbl3Barb ee noBpe)VleHr'lr (n 3 1)



B unpnqur HanilBa|or 3-4 xannn pa6overo pacrBopa il HecKonbKo pa3 npoABhraloT nopu-lHeM Arltl rcio'

qro6u cMoqt4rb BH){rpeHH;610 noBepxHocrt, Unpuqa, ocofeHHo Mecra c;oeAhHeHilfl cTerKna c MerarfoM'

fAe qartle Bcero ocTaeTct KpoBb, peaKTylB rocTaBJ'lFloT B unphLle Her 0,5-'1 '0 wtl'tHyrut, llr3cne qero peaKrrB

BbrTecHFlor Ha MapneBy|o canQerKy.

KaqeCraO oqfiCTKt4 KaTeTepoB nnt1 ApylLAx noflblx V3AenVil oqeHilBEltoT nyTeM BEleAeHil:n peaKrilBa BH/rpb

n6,nblx trcAen1h C noMolLlb,l6 tll4CTOTo Unpilqa VnV ntAneTrxA' Pearrlts ocTaBnqtg'r BHyTFrtl t/3Aenfifl

BTeqeHile 0,5=1 ,0 Ml4HyTy, nogre qeTO e5o CnilBaOT Ha MapneBylo can+eTKy' Kon!4qe'oteo peaKTilla'

BHOCI4MOTO BHyTpb t43Aenrlg, 3aBlACtAr oT efo BenhqhHbl'

KoHrponro noABepiapT 1ok or oAHOBpeMeHHO O6pa6oTaHHblx us,qenufi oAHOTO HailMeHOBaHhs'

Ho He MeHee 3-5 eArnrq.

14 HAh KAql4F 3AF,PF3 H EHVIA

B npilCyrCraru KpOBt4 HeMeAneHHo AnAHat no3AHeeqeM qepe3 1 HluHyry nocne KoHTafia peaffifiB1

C 3arpF3HeHHbtM yqacTKOM nOFBflJ4eTCF OKpauJhBaHile, BHaqane Smoneroaoe' 3aTeM 6utcrpo' B Teg(rrHile

HeCKOnbKTX CeKyHA nepeXoAFU-lee B po3oBo-ctlpeHeBoe rnn 6ypoEraToe OKpaLUhBaHt,le' HacTyn14B5l-lee

nO3Xe, qeM qepeg tl l rrrnyry ngcne o6pa6Orru ncgneAyeMblx npeAMeTOB, He yt{l'1Tb'lBaeTcfl' AsOnngau

BbtgBnFer Hannque reMOrn06ilHa, nepoKuAa3 pacrrrenbHoro npoLlcxoxqeHhF, crulpaflbHblx nopof l'iF,O
BbtgBnFer Hanhque reMOrn06ilHa, nepoKuAa3 pacrrrenbHoro npoLlcxoxqeHhF, crylpaflbHblx nopol

C OT6ent,,tBaTeneM, XpOMOBOil CMecil AnF 06pa6oTKt4 (paoTulTenbHblx OrlTaTKoB' oKtztcnllTenef

(x.nOpaUuna, XnopHofi il3BeCT!4, cTfipanbHblx nopoulKoB c OT6enHBarelleM, XpoMoElo14 cMeCil Anfl

o6pa6oTKt4 nocyAbi t4 r.n.), a raKxe pxaBt{l4Hbl (oxrcnoe t4 coneil x(enesa) n Kilcnor' Sypooaroe

oKpaunBaHile Ha6f rcAaercF nph HantngtAt/1 Ha fiCCneAyeMblx npeAMerelx pxaBt{t/lHb'l u xnopcoAepx?Lqt4x

oK:ilcnfiTenefi . B oqranuHblx cnyqiaFX OKpauilBaHne po3oBO-CnpeHeBOe

o coEEH[-locrH PEAKql4 k1

l4r:cnepyeuste fi3AenfiF AonxHbl uMerb KOMHarHyfo TeMneparypy (XenarenbHo Her BblLLle +25" C)

HenueR noABepfaib npOBepKe ropFtlile VsAenVA, a TaKXe Aepxarb pa6o\'lt/t4 p;acTlrop Ha FpKoM cElPry

tanh nph noBbtuJeHFofi revneparype (B6nh37l HarpeBaTenbHblx flpr6opoB 14 r'n ) Pa6rrLliltl pacIBoP

AonxeH 6urru rcnonb3oBaH B TeqeHne 1-2 gacos. flpr 4nurenbHoM croFHtlh noflE]rFr3Tcff cnoHTalHoe

po3oBoe oKpaluilB?Ht4e pacTBopa. Tarovr pacTBop cneAyer 3aMeHhTb r]BexilM. [lpn relrr/lnepar]pe QblLlJe

+2S" C pa6oqHfi pacrBop po3oBeer 6urcrpee, efo MoxHo l4clloflb3oB?rb 30-40 MilHyr.

l-locne npoBepKr, He3aBilcl4Mo oT ee pe3ynbraToB, cneAyer yAanltrb ocraTKyl a3ollrpailltt1

C ilCCneAOBaHHbtX h3Aellfiil, o6MblB t4X BOAOfi finH npgTepeB TaMnoHolvl' CMOqeHHt'lM l3oAof ilnil

cnhpToM, a 3aTeMtnoBTopr/Tb npeAcTephllil3aqfioHHyto otlhcTKy 3l-l4x r3Aenhtil

rMEPbr nPEAOCTOPOXH OCTll

PearrilgUl, BXOAq1gfie B a39nilpaM il e1o paCTB()pbl, AO1XHbl XpaHhTbcg B nnorHo 3aKpblBarcult4Xcfl

eMKocrFX orAenbHo or nhuleBbtx npoAyK1-oB, neKapcrBeHHblx npe'naparoB, AesilHr$rqnpyoultrx cqcAcrB'

KpenKfiX KuCnOT u u-{enoqefi. flpurorOoneHfie pacTBopa npovl3BoAhTctl Ha na6opa ropHoM cTone



B :(opouJo BeHTfinilpyeMoM noMeuleHfiil, )KenarenbHo B BbITFXHoM urKasy; cneAyef il3oeraTb

3anbtneHilF peaKrilBoB. flpn nprroroBfleHilil 3% nepexuct4 BoAopo,qa c.neAyeT nonb3onarbcfl

CCCP, Ne 885881} ]ll OPfAHil3Alll414-PA3PASOTL{HKOB METOAhqECKI4X yKA3iAHh14

h cooTB ETcTBytoT Tp E6O BAH Hfl M M ETOAH Ll EC KhX yKA:3AH t4 14 ( rOGT t;82":2-7 I
r l-oc.oAPMAKOnEE CCCP .qnfl nPEnAPATOB CT.45).

pe:3HHoBbtMt4 nepqdrKaMr4. flplr nona4aHWt Ha Koxy a3onilpaqa vnv Beu-lecrB, BX9IIHLLII/1 B ero cocTi:lB,

a TaKXe nepeKrcil

BC,AOf .:

do,qopoga ilx cneAyer yAanArE tlllcrofi Baroh unn uapneil lzl OMblTb MeCTO KOHTi?l('la

flpr,r nOn'a4aHril Ha KOXy asonupa6ann4 BeqeCTB, BXoAFU-lt1X B erg cOcTaB, a T'aKxle nepeKhct4

BoAopoAa hx cneAier yAanvrbqrcroft Baroh vlnv Mapnefi r o6uutru Mecro KoHraKTa BoAoft npll

nOnaAaH!t4 peaKrilLOB Ha cnh3r6Tble, nocne HeMeAneHHorO yAaneHrF BeulecTB, Heo6xoAt4Mo Mecfr)

KOHTaKTa O6fiflbH9 hpOnrutru 6OnuU.trU KOnilL{eCTBOM XOnOAHofr BoAbl PaccblnaHHble tznil nponilTbl?

peafiuBb| yAallgtol, a MecTo, rAe oHn HaXoAilnilcb, npoMb|BarcT TaMnoHaMr, cMolleHHb|e Bolqor finil

cn[4pToM,
l

Asonurpav roplor{, 1rx. a ero cocraB BXOAT4]'cnl4pr. Henuss AonycKzlrb KoHTaKr a3onHpelMa c orKpbl'rbllvl

orHeNn 14 pacKaneH 
I 

bl M h nrlBepxHocrtl M t4 HarpeBaTen uH utx n pn6op'ca'

flprn npnrorOBneHfiil uCno.nb3oBaFlnH a3OnhpaMa CneAyeT pyKoBon,CTBOBaTbcs npaBrraN4h TeXHhKlzl

6esonacFtocrkl, t43noxeHHbrMt4 B pyKoBoAc'rBax: CripaBoLrHrK no oxpaHLl rpyAa pa6orHtlKoB

34paBooxpaHeHilF. Cocraerrenb BanseBa K.H., N/legr'rqv1a,1g75, c 124-144,15!5-159' 165-170,

Bpre4nute BeqecTBa B npOMbl111neHHocTt4. PeA. H.B. Iasapea, 3.H. leeilHa, t,;.A' 7-e, <Xutuun>, '1 97'5'

r.2, c.281-283.

CyXt4E KOMnOHEHTbt npOtl3BOAnTCF nOA KOHTPOfiEM ,ABTOPOB A3OnHPAMA (A'C''

:

cyxl4E PEAI{TilBllXPAHrlTb B CvxoM Ll 3Al!l/l!EHHOM OT CBETA MECTE:

cTA6hnh3Aql4t xt4AKoro PACTBOPA

flnn cra6y1n rcaqvJ,i cnrproBoTo pacrBopa nopouJKoB <A> r <CA> B HeTo Ao6anflflerctc cralnntrcalop --
pacrBop nopotuKa kC, " 

10 un grcrunnilpoBaHHofr eogst. Cra6unrsltpoBaHHbltl pacrBopxpaHhrcf

B2 pa3a Aonbue Flecra6hnh3ilpoBaHHoro . Cta1vnustttpoeannutr pacrBop hcnonbsyercfl raK}Ke Kalf

v Hecra6vnv3ilpodaHHbli (r.e, nepeA nphMeHeHileM cMeuJfiBaetc:a c 3ok flep€Kt4cblo ao4opo4a). K ronqy

nepBorq qaca pa61Dqhfi pacraop Moxer npilo6pecril cna6oe 3eneHoBaroe oKpaLrlHBaHile, He MeHtlpt]1ee

qyBcrBt4Ten bHocTt4 pa6ol{ero pacrBopa.
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