Formularul ofertei (F3.1)

Data depunerii ofertei: 26.11.-29.11.2019

Licitatia Nr.: 21015054

Alternativa Nr.: nu sunt

Citre:

IMSP Penitenciar 17 Rezina

“GBG-MLD’;SRL declara ci:

a)
b)

g)
h)

Semnat:
Nume: Tudor Ceaicovschi

in calitate de: director

Au fost examinate si nu existd rezervari fatd de documentele de atribuire.

“GBG-MLD”SRL se angajeazi sa furnizeze/presteze, in conformitate cu documentele de atribuire
si conditiile stipulate in specificatiile tehnice §i pref, urmatoarele bunuri: Achizitionarea de
consumabile pentru sectia medicala pentru 2019.

Suma totald a ofertei fird TVA constituie: 4500,00
[patru mii cinci sute ] Lei 00 bani.

- Suma totali a ofertei cu TVA constituie: 5400,00.

[cinci mii patru sute | Lei 00 bani.

|
Prezenta ofertd va rimine valabild pentru perioada de timp specificatd in FDA4.8., ?nceg‘)*nd cu
data-limitd pentru depunerea ofertei, in conformitate cu FDAS.2., va rimine obligatorig si va
putea fi acceptatd in orice moment pind la expirarea acestei per |oade !
In cazul acceptirii prezentei oferte, “GBG-MLD”SRL se angajeaza sa obtind o Garantie de buna
executie Tn conformitate cu FDA7, pentru executarea corespunzitoare a contractului de achizitie
publica.
Nu sintem in nici un conflict de interese, in conformitate cu punctul IPOS.4.
Compania semnatard, afiliatii sau sucursalele sale, inclusiv fiecare partener sau subcontractor ce
fac parte din contract, nu au fost declarate neeligibile in baza prevederilor legislatiei in ylgoare
sau a regulamentelor cu incidentd in domeniul achizitifler. pubhce in conformitate cu Punctul
IPO5.5. - , ST UNDERS |

g M(}L:m\’f\ {\

Ofertantul: “GBG-MLD”SRL

Adresa: mun. Chisinau, str. Tighina 65 of. 607

Data: 26.11.-29.11.2019



"§L §L ¥S (220) X0f121 °L09 S0 S9 ‘DUIYSIL 43S ‘MPUISIY ) UnW :DSoAPY 1 o imunliajJo

[BI9UAL) 103IIL([ 3P L[ Uy

IYJSA001BI)) dopn |, :dpuwnud.ad ‘Qppuin L\ SY

Nm, S

¥
[ w3

[eHqudl 5.._?

[BD 11190 [eNPIAIPUI BIR[EQRUIR B[112)S B1OOUR] onq | Q00¢ BISy BoJseusolads
OSI ‘9D 10193aqnuds earepodsuen n-d snssyoad op Jsureiuc) onq I eIsmy pawIUIA] Jojazijeue gaiepiodsuei) n-d Jourejuo))
OSI ‘90 mzzed ‘01 11 “Wo ¢ G nose 3doip [BrSInaygd 909J180,] onq € AN fea) | TUIZZB g w6 | 93doip eeo1Sinamgo 90010
OSI ‘4D DS/1£9¢ ‘eorSo[oyod eLIdg amq 0S el | eoeldy [osnag ea13070310 BINLISJ
OSI ‘4D DS/159S W eawLIRL B0150[05IUIS EPUI[SO ong 0T eryel] eoeydy 7T ‘N 098N e[euISeA BPUL[SO
OSI ‘40 100°£119%'90 preurq uuj op dossoyalg g I BlUBWISD SMED e[ uip [eoLna1sqo doosorelg
v 3071
OSIdD 00" £££°80 /doosepuouol no proieue nuswouewowIAydg ong % eiel u1zzeq nmpe ngued SIUeISI NOOWOUO T
dBdIpow JIGEWNSUO)) € 107]
Io[ode0osopus 9[o[eLIeJeW NJ 1S BIILIXS ayeiiqeduwos ary-arzioard =
op 9AIIE}O1
) JIO[JUSLINLSUL B IS 9IBJU3p/9[edIpalll J0[oJUWNYSUI BIIRIIJJUIZIP B I BIUBULIOL) o1dyy STESIPSUL SUANSH]
OSI'H0 L F : : p : nnuad eprder SUNIOL NO JUBIOAJUIZO
1S Jopauyojoad ealexiy erey eoreremo /d 5y : J :
1S [OUR)‘OPTYSP[E BIEY PIYDI] IBNUUOD/AN-TLE “T 1 ‘099 940§ dId
VUEHUIZ( T 107]
Jo19p - ue).i9j0 3p esndoad go1uya) LIIANIISI wn | % duISLI0 10)83-Npo. =R UTLLE
Jo19p "PIS JuE)IdjJO 3P B Id ga1uya) ealaliosaq / uesy|  op waeg 1ed-npoad I d

QSN nue nayuad a:ﬁom LY Ae1uaIus g uo_sﬁ.mooo: E.:a:eo

,thﬁhQQﬁ— :.H—:OQ ho—o—:—ﬂsuwm:co Is ho—0>~woﬁo.— ﬁ@hﬁﬂ@ﬂ-—N—ﬂQ< ﬂoﬂ‘mﬂoﬂ— NO.EESQOQ

61071162~ 11°9T WP $SOSTOIT JOD [IgmnN
(I'vA) ADINHAL ILLVIIAIDAIS




"§L §L ¥S (Z20) x0f/121 L0940 ‘€9 ‘DuryS1] 43S ‘mpurSiy)-unui :vsaipy

[BI3UIN) J10JOAIL(] 3P 3je[ed U]

IY3SA02183)) Jopn [, :3dwnudad ‘dpawny

TIS «dTH-HDID “

)

\n..__ A...V.
e :
,dmﬁ_ww \
3 A J

5/

Jymuvlf0

AREAANS TN S

=~ ¥ 3
B s
00°00vS | 00°‘00SY 3
sxepdnos el 00°9LS 00°08% 61°0 91°0 °nq | 000€ | EISNY ©ojseusolads SouET]
arejIos B | 00°091¢ 00°0081 | 00°091Z | 00°0081 ong ! BlsTy PauIuA lojazl[eue earepodsuen n-d teureuo)
2IeIIOS B[ | 00°88T 00°0¥C 00°96 00°08 ong £ elelf lurzzeq wwi(g | 91da1p S[EISIMIIYD 250120
axeydIos el 00°081 00°0S1 09°¢ 00°¢ onq 0s el eoerdy [osnig eor30[010 ejnLIeg
areidIos e[ byl 00021 0Z'L 009 onq 0¢ BIE eoedy T ‘N 09sn)) B[RUISEA BPUISO
AIENINOS B[ | 00°081T 00°0ST 00°081 00°0S1 ong ! EIUBUITT) Mey uwS] uIp [BoL1315qo doasolarg
SILYIDI[OS Bl vioq
aIejdLoS B | 00°00CT 000001 00°00€ 00°0S2 ong 14 | uizzey BOpE nyuad SIUEoAUI NIOWOUO ],
QIRJIDI[OS B 3[BdIpaW d[IqeWnsSuo)) ¢ 0
a1e)Iol ¢ i ¢ i ) BIURULIS oxd Sl S
BIDIOS B[ | 00 CLY 00°09¢ 002L9 0009¢ B 1 L D v nnued epides sunoe no JuRYUIZAC
nuelsguiza( T 307
SJBIAL VAL VAL |VAL&%g B3)E) | JUISLIO .
3p UIULIJ) AT ple) IS [no nisag| [miaag e -fue) | Ip eie], e e s

6107 [ue nyuwad eUIZY LY ..Eunoﬁnnm J0[1)B}IS3I9U ULIOJU0D
.Sﬁﬂonw_ EEoQ uo_ﬁ.auE:m:oQ IS ._o_oiwo«o._ «ou.w:o:ﬁio< : T21jB)I01] BITWNUR(]

“610TTT°6Z-"TT'97 WP $SOSTOTZ dOD [nigwnN
(Tvd) La¥d Ad ILLVIIAIDAS







Anexa nr.7.2 la Instructlmjxea
aprobatii prin ordinul TWPQ
nr. 400 din 14 martie 20 l4

CC 04 "r\lE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national

Ne. | argass70 | 7 9B 27012000

Ne 4{GCS% or

1. Destinatia / Hasnauenune

Pentru participare la proceduri de achizitii publice

2. Date despre contribuabil / iHQopmanus o HaJIOronjare/bllinKe

Denumirea Codul fiscal / Numiirul de identificare
HanmeHoBaHHE Duckanbubiit kon / UnenrdmcauioHumii nomep
|GBG-MLD S.R.L. 1003600117582 |
Adresa sediului de bazi (strada, numérul) Codul - Denumirea localititii

AJNPEC OCHOBHOTO MECTOPACTOIOKERNS (YauLa, HOMEP) Kon - HanMetoBaie Hacenenora nyHkTa

| Tighina 1r.65 |0130-SEC.CENTRU |

; . . . . \
3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/ }
TToATBePIKAEHNE OTCYTCTBHS UM HAJIMHUMA HEJOMMKH COrNAacHO aHREIX MH(OpMALMOHION ABTOMATH3HPOBAHHON | |
CHCTEMBI ‘

|

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BmmmnumﬂmﬁCHWBKHmeHMKquwnHmanmemMHy®HMHMM6mammnmcomammet
0,00 lei/neit. |

4, Valabil pina la / JeitcTenrenen o 12.12.2019

@{Q\

: {/ngfa %
(A

Nina GHENCIU

Numele gi prenumele/@asmi o nus

L§/MIL

Executor: A. Creacico )
Tel, 82-34-27  Numcle si plenumcle/dimmmm 7~|@}

—— A
Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 27.11.2019 ora 14:50: 54J

cu aplicarea prevederilor pct. 82-83 Ordin IFPS n. 400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (538 226,

\
i
\7}7)
|




;;SéCret_meérthI, confidential” | ‘ '
Moldova Agroindbank
Dlui Tudor Ceaicovschi, L WO A
Adminis,_tr.ato_r al S.R.L. »GBG-MLD” § C 4 g(}/ £ ‘Gd M
MD-2001, mun. Chisindu, str. Tighina, 65, 05 wonde Aot

CERTIFICAT

- Prin” prezenta, BC "Moldova-Agroindbank” S.A. confirmd c3 ,GBG-MLD”

1_00-3'600117582)’dispUne de urrmitoarele conturile curente:

S.R.L. (IDNO

Numarul contului curent, cod IBAN Valuta
MD14AG000000225184801542 MDL
MD64AG000000225144807542 EUR
MD81AG0O00000022511677935 CHF
MD70AG000000022511393244 UAH
MD17AG000000225114804542 RUB
MD62AG000000225194802542 B usD
MD35SAG000000022513059583 GBP
MD81AG000000022582080147 MDL

Certificatul este eliberat pentru a fi prezentat la destinatje.

Ex.! Ivan Buga
Tel.; 022-30-33-64

BC“.MOLDO\/AAAGROINDBANK” SA.
Str-Constantin Tanase 5/1, MD- 2005, -mun. Chisindu, Republica Moldova

. 5 5 o P 2 oyt B pen o . % ¢ e :
. Numdrul inregistrdrii de stat - 1 602 600 003 778, Marimen capitaluiul sogizt - 207 526 oG isf,

Numele Presedintelui Comitetului dé Condycere - Serghel Cebotar,
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Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q5 029056 0069 Rev. 00

Holder of Certificate: ALPRO MEDICAL GMBH

Mooswiesenstrale 9
78112 St. Georgen
GERMANY

Facility(i . ALPRO MEDICAL GMBH
y(les) Mooswiesenstralle 9, 78112 5t. Georgen, GERMANY

Certification Mark:

tuv-sud,comips-cert

Scope of Certificate: Design and Development, Production and
Distribution of Hygiene Agents, Cleaners
and Disinfectants for the General Medicine,
the Odonthology and Laboratories as well
as Special Products for the Water and
Waste Water Technique in Medical
Treatment Units And Dosage Devices for
Decontamination Agents in Medical Devices
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Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes

L 2 (ISO 13485:2016)
¢ I..I..l DIN EN ISO 13485:20186
_ E The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
P above has established and is maintaining a quality management system, which meets the
Remii requirements of the listed standard(s). See also notes overleaf.
o1 Report No.: 713140812
= P
e Valid from: 2019-01-18 P
o Valid until: 2021-12-31 :
/ -
’ .f; > 3=
. g [} 7
! : ‘ il
— Date, 2019-01-18 Stefan Preilt N
(-
E Page 1 of 1
~N TOV SUD Product Service GmbH « Certification Body + Ridlerstrale 65 « 80339 Munich » Germany Tov®




Zertifizierverivay

Grundlage fOr die Zertifikatsertellung ist die Prif-
und Zerimziarordmﬂg von TUV SUD Product
Service.

Mit Erhalt des Zertifikates erkennt der
Zertitikatsinhaber die jewells gliltge Fassung der
Prif- und Zertifizierordnung an {(www.iuey-
sued.de/ps_regulations) unid wird somit Pariner im
Zertifiziersystern von TUY SUD Product Sarvice.

Prinzipielie Voraussetzung 1ir die Giltigkeil

des Zertifikates:

» Glltigkelt der zitlerten normativen
Prifgrundlage(n) ist gegeben

und zusatziich bei Zertifikaten mit Berachtigung

zur Verwendung eines Priffzeichens bzw. bel

Zevifikaten Hir OM-Systemas:

s Voraussstzungen flir vorschrifisméBige
Fartigung werden eingshalisn.
Die Fertigungs- bzw. Belriebsstétien
regelméaflig tberwacht,

werdarn

Certification contract dl .
Certification is based on the TUV SUD Product
Service Testing and Certification Regulations.
On receipt of the certificate the certificate holder
agrees to the current version of the Testing and
Certification Hegulations (www.tuv-
sud.com/ps_regulations) and thus be
in the TUV SUD Product Service Ce
System,

mes partngr
ahon ‘

Requirements for the validity of the certificain

in principle:

o Validity of the quoted test standard(s;

in addition, for certificates with the right to use 4

certification mark and for QM certificates:
Conditions for an adeguate manufaciuring ao
maintained

= Reguiar surv

eillance of the faclity is performed

WSS
INEEF TOV SUD =SS (s &m&%m>o
RIBTHNBHEFIHE R Y R MERN <<}11J~i§m

HIHT PR EREGEUER
o TAULERRIBPR AR B
A, W TR SRR RRE

RN (L www.tav-sud.comips_regu cifi()ﬂ&; Yy OERFRILES
FRR TOV SUD RS IVEREANEERE, » RERSOETRAG

o EFFHMENERNEE
ARG PRHBOENMNCRT RN SEREE
FETE I TOV SUD Product Service O E) r*asz&i?#g%: o BlEALTLVIBERESSSHTHL
BIL, RERSELNINEETHEY a_Lé:LIZa‘K “565’:2"% B - AR N CRIEY G
V) B O B B RRRE SR A (www Ty~ BIRDA L NREEE

3!.,.:51‘comfps; r@qulz-zf}o|'1;,|h &
TUV SUD Prc

=05 D,

& U "Jal;."} 1""((‘
T o 1
ON—k

& '...ah) \}@' flw':

o BEUIBHEBEORGEHEFLTLD
« EHNLTSE TN

[t R R A

Contrato de certificacéo
A certificagiio se basela nos Regulamentos de |
Testes_ e Certificagéo do Grupo TUV SUID.

o receber o certificado, o Fornecador, tiiulardo
icorda cor i l
Regulamentos de’
TOV SUD (www.tuv-
assim, tormea-se ir
de Produios

& ;’l’;t i'\_w ikmi W QOS5

| 828

Frg
LW i

Requishos para a validade de certificado {an)

principio}:

+ Validade dals) norma(s) de ens
referenciada(s).

Adicionalmente, para s ¢ Cf

ao uso da marca da {;mig@ wzc ety cefifivay

de SG: silialing.. ¥4

alofs)

iy

- Audi%@i la de monitoragdolréalizadad
raguiarmeants, il
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ZERTIFIKAT e CERTIFICATE ¢

lalia

CERTIFICATO

Si attesta che / This is to certify that

IL SISTEMA QUALITA DI
THE QUALITY SYSTEM OF

FAZZINI S.r.l.

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:

STRADA STATALE PADANA SUPERIORE 317
IT - 20090 VIMODRONE (MI)

E CONFORME Al REQUISITI DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI CEI EN ISO 13485:2016

SISTEMI QUALITA — DISPOSITIVI MEDICALI
QUALITY SYSTEMS — MEDICAL DEVICES

QUESTO CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERTIFICATE IS VALID FOR THEE FOLLOWING SCOPE

VEDI ALLEGATO 1
SEE ANNEX 1

Per I'Organisme di Certificazione Validita fVa!;d;!y
For the Certification Body R i
TUV ltalia S.r.l. Dal / From:

ACCREDIA X,

L'EMTE MALIAND £ ACCREDITAMENTO

SGQ N° D49A

2018-10-01

Al To; 2021-06-14

Membro degh Accardi di Mutuo Riecnoscimanio
EA, IAF & ILAL
Signatory of EA; IAF and ILAC Mutual

Hepogrition Agreemenis ‘
I o > METRS Data emissione / Prfnﬁng:Da.r?
Andrea Coscia OB b0

Direltore Divisions Business Assurance

PRIMA CERTIFICAZIONE | FIRST CERTIFICATION: 2006-07-02

DATA DI SCADENZA DELL'ULTIMO CICLO DI CERTIFICAZIONE 2018 -06-14
EXPIRATION DATE OF THE LAST CERTIFICATION CYCLE 2018-06-14 \
“LA VALIDITA DEL PRESENTE CERTIFICATO € SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA o]
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE"

"THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MCJN’THS AND ON' T‘HF CGMF'I_ETEREWFW aF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE- YEARS o .

TOV Italia S.1.I. « Gruppo TOV SUD » ViaCarducci 125, Pal. 23 « 20099 Sesto San Giovanni (MI) « Italia » Wwww.tuy.it

TUV®
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ALLEGATO 1 AL CERTIFICATO NR .50 100 5990/B - Rev.006
ANNEX1:TO.CERTIFICATE NO 50 100.5990/B"- Rev.006°

S pagina 1.di 1/page 10l 1 B

1L CERTIFICATO NR 50 400 5990/8 - Rev/006 £ VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE:

THE CERTIFICATE N 50 100 5990/8"- Rev.006 S VALID FOR THE FOLLOWING:SCOPE;

Progettazione, gestione della fabbricazione, imrnissione in commercio e assistenza
post vendita di dispositivi attivi chirurgici (aspiratori chirurgicl),idispositivi non
attivi per terapia intensiva (aspiratori chifurgici manuali); dispositiviattivi per la

' respirazione (aerosol).e loro accessorl. Gestione della progettazione e della

fabbricazione, immissione in' commercio e assistenza post vendita di dispositivi

non attivi con funzione:di misura (sfigmomanometri, bilance), dispositivi non attivi

per I'anestesia e’ fo

_ 2 ell'emergenza e la cura intensiva (palloni, accessori per
. respirazione, anestesia ed acrosolterapia, immobilizzatori, laringoscopi - |
endotracheali, set di pronto.soccorso, barelle), dispositivi non attivi ortopecﬁci e per
la riabilitazione (ausili per disabili e riabilitazione), strumenti chirurgici non attiyvi,
' strumenti chirurgici attivi (elettrobisturi), dispositivi non attivi (dispositivi. |
ospedalieri ed ambulatoriali per il supporto e la rmovimentazione del paziente e
“accessori, stetoscopi), dispositivi attivi non impiantabili e relativi accessori.
Gestione della progettazione e della fabbricazione, immissione in commercio g
assistenza post vendita di dispositivi attivi per monitoraggio (elettrocardiografi,
pulsossimetri, monitor, bilance). Commercializzazione e assistenza post vendita di
dispositivi non attivi per 'anestesia e'l’emergenza e la cura intensiva (accessori per
respirazione ed anestesia, accessori per medicazioni e per prelievi), dispositivi
attivi per il posizionamento edjl trasporto del paziente (tavoli operatori), dispositivi
attivi per la respirazione (accessori per respirazione), dispos;itlvi_attlvi per la
disinfezione e sterilizzazione (sterilizzatrici), dispositivi attivi per'monitoraggio
! st'erm:omet'ri, misuratori di pressione); dispositivi per I'eletirochirurgia, la
‘stimolazione o l'inibizione (stimolatori), dispositivi non attivi con funzione di misura
' e (termometri) NI
Design, manufacturing management, trade and after sales service of active surgical
devices (suction pumps), non-active devices for intensive care (manual suction
pumps), active devices for breathing therapy (acrosol) and their accessories,
Management of design and manufacture, trade and after sales service of non-active
devices with a measuring function (blood pressure monitors, scales), non-active
devices for anesthesia, emergency and intensive care (balloons, accessories for
breathing, anesthesia and aerosol therapy, immobilizers, laryngoscopes | |
endotracheal, first aid kit, stretchers), non-active devices for grthopedic-and
rehabilitation (aids for the disabled and rehabilitation), non-active surgical
instruments, active surgical instruments (electrocautery), non-active devices
(devices for hospitals and ambulatory for the support and movement.of.the patient
and accessories, stethoscopes), non-active implantable devices andrelated| |
accessories. Management of design.and manufacture, marketing and after sales
service of active devices for monitoring (electrocardiographs, pulse oximeters,
monitors,;scales). Trade and after sales service of non-active devices for |
anesthesia, emergency and intensive care (accessories for breathing and
anesthesia, dressings and accessories for withdrawals), active devices for
positioning and patient transport (operating tables) , active devices for respiratf't:'n
(breathing accessories), active devices for disinfection and sterilization (sterilizers),
active devices for monitoring (thermometers, blood pressure monitors), devices for

electrosurgery, stimulation or inhibition (stimulators), non active devices with @

measuring function (thermometers) -

i Per I'Organismo’di Certificazione © Validita /V,im'idr'fy
ACCREDIA X o e e e s
VENTE [TAUAND DI ACCREDITAMENTO -~ % b | = TOV ltalia Sir.l. - Dal / From: '2018410-01

SGQ N° 049A et : Al To: 202140614

Membio degll Accordi di Mutuo Ricanoscimento I E 3
EALIAF o ILAG N T e F AR o /
Signalory of EA, IAF and ILAG Mulual 1 o b - A I X TR P
SR I b o (:- - S Q S Ao Datgemissione / Printing. Date
/) !

Recogtition Agreamenls

,42018:10-01

Andrea Coscia

-" . Direllore Dlvisione Buglnass Assurance [/ "

'PRIMA CERTIFICAZIONE/ FIRST CERTIFICATION: 2006-0
‘DATA DI SCADENZAIDELL'ULTIMO CICLO DI CERTIFICAZIONE 2018
EXPIRATION DATE OF THE LAST CERTIFICATION CYCLE ?018(0_' ;i

; s
SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E ﬂL'i’-‘;IES.i\
GESTIONE AZIENDALE CON PERIODICITA TRIEMMALE" o

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVENLANCE EVERY 12 MONTHS J'\'ND‘.?JN.'}HE‘
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS™ o

“LA VALIDITA DEL PRESENTE GERTIFICATO E

TOV ltalia S.rJ). » Gruppo TUV SUD o Via Carducci 125, Pal. 23 + 20099 Sesta San Giovanni (MI) « Italia cwwwtwit  TUV®



TI01-14/01

[talia

CERTIFICATO

Si attesta che / This is to certify that

IL SISTEMA QUALITADI
THE QUALITY SYSTEM OF

FAZZINI S.r.l.

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:

STRADA STATALE PADANA SUPERIORE 317
! IT -20090 VIMODRONE (M)

E CONFORME Al REQUISIT! DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI EN ISO 9001:2015

QUESTO CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE

VEDI ALLEGATO 1
SEE ANNEX 1
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\ Per I'Organismo di Certificazione Validita /Valldity
o, - 1
{i}?; ACC REDIA & For thﬁ Cettification Bc)dy ............. Lk R s
.1\:,. LENTE ITALIANG DI ACCREDITAMENTO - TUV Ita"a S'r.-ll Da] / From: 2018-1 0..01
e SGQ N* 049A Al/ To: 202108114
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ALLEGATO 1 AL CERTIFICATO NR 50 100 5990/A - Rev.004
ANNEX 1 TO CERTIFICATE NO 50 100 5990/A - Rev.004
pagina 1 di 1/ page 1 of 1

IL CERTIFICATO NR 50 100 5990/A - Rev.004 £ VALIDO PER Il SEGUENTE CAMPO DI APPLICAZIONE;
R A M 50 100 5090/A - Rev.004 ALID FOR TH QFE:

i1 J i\

Progettazione, gestione della fabbricazione, immissione in commercio e assistenza
post vendita di dispositivi attivi chirurgici (aspiratori chirurgici), dispositivi non attivi
per terapia intensiva (aspiratori chirurgici manuali), dispositivi attivi per la respirazione
(aerosol) e loro accessori. Gestione della progettazione e della fabbricazione,
immissione in commercio e assistenza post vendita di dispositivi non attivi con
funzione di misura (sfigmomanometri, bilance), dispositivi non attivi per I'anestesia e
I'emergenza e la cura intensiva (palloni, accessori per respirazione, anestesia ed
aerosolterapia, immobilizzatori, laringoscopi endotracheali, set di pronto soccorso,
barelle), dispositivi non attivi ortopedici e per la riabilitazione (ausili per disabili e
riabllitazione), strumenti chirurgici non attivi, strumenti chirurgici attivi (elettrobisturi),
dispositivi non attivi (dispositivi ospedalieri ed ambulatoriali per il supporto e la
movimentazione del paziente e accessori, stetoscopi), dispositivi attivi non
impiantabili e relativi accessori e di dispositivi attivi per monitoraggio
(elettrocardiografi, pulsossimetri, monitor, bilance). Commercializzazione e assistenza
post vendita di dispositivi non attivi per 'anestesia e I'emergenza e la cura intensiva
(accessori per respirazione ed anestesia, accessori per medicazioni e per prelievi),
dispositivi attivi per il posizionamento ed il trasporto del paziente (tavoli operatori),
dispositivi attivi per la respirazione (accessori per respirazione), dispositivi attivi per la
disinfezione e sterilizzazione (sterilizzatrici), dispositivi per 'elettrochirurgia, la
_ stimolazione o l'inibizione (stimolatori), dispositivi non attivi con funzione di misura

(termometri), di dispositivi attivi per monitoraggio (termometri, misuratori di
" pressione) e di arredi per ufficio (IAF 19, 29)

Design, manufacturing management, trade and after sales service of active surgical
devices (suction pumps), non-active devices for intensive care (manual suction
pumps), active devices for breathing therapy (aerosol) and their accessories. |
Management of design and manufacture, trade and after sales service of non-active
devices with a measuring function (blood pressure monitors, scales), non-active
- devices for anesthesia, emergency and intensive care (balloons, accessories for
breathing, anesthesia and aerosolltherapy, immobilizers, laryngoscopes endotracheal,
first aid kit, stretchers), non-active devices for orthopedic and rehabilitation (aids Ifor
the disabled and rehabilitation), non-active devices surgical instruments, active
surgical instruments (electrocautery), non-active devices (devices for hospital and
ambulatory for the support and the movement of the patient and accessories,
stethoscopes), active non implantable device and related accessories and of active
devices for monitoring (electrocardiographs, pulse oximeters, monitors, scales). Trade
and after sales service of non-active devices for anesthesia, emergency and intensive
care (accessories for breathirig and anesthesia, dressing and accessories for |
withdrawals), active devices for positioning and patient support (operating tables),
active devices for respiration (breathing accessories), active devices for disinfection
and sterilization (sterilizers), devices for electrosurgery, stimulation or inhibition
(stimulators), non-active devices with a measuring function (thermometers), active
devices for monitoring (thermometers, blood pressure monitors) and office furnitwi'es

\ (IAF 19, 29)
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CERTIFICATE ﬂ

No. 49011 5 Cenrtification

KIRCHNER & WILHELM GmbH + Co. KG
Eberhardste. 56

71679 Asperg ;
Gearmany

has been assessed and IJound to be in compliance with the standard

ISO 13485:2016

applicable to

Development, production and sales of medical
devices for general medicine, otolaryngology,
ophthalmology, qnestheslology and dermatoiogy. |

The certificate has beei:n issued under No. 490115 for the registration
period from 16 February 2018 to 15 February 2021.

7 Ha. /L:__,/ /L \7:} ¢

Approved by Printed by

§3187

valldity code: SEEAA4LA-DD7?
Check the valldity of this certificate using this code at www.ll-¢.info

LL-C (Certification) Czech Republic s.r.o. | Pobfeini 620/3, 186 00 Praha 8




' Pinard-Stethoskop
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Pinard-Stethoskop— akyrmepckoit cTeToCKOTI pazpaboTaHHbId B 1895 rojy

| bpaHLy3CKUM aKyIIepoM Anonsdom [Tunapzrom, OH H3rOTOBJICH U3 APEBECHHE]
:6yKke M. AAeANEHO TOIXOMIUT IS BCeX aKylIepoK 1 Gy ymux pojnTeseH,

gl ofecueurBas KOHTPOIE éepx;iie6HeHHﬂ y HepOXAeHHOro pebenka.

"4+ e . UBrOTOBIEH I/IS',Z[péB@CPIﬁBi Oyxa
o gvHa mpubi. 17 oM |
o D44 mm
o BecTpubI. 45T

i

' ©KaWe




ITALCERT

CERTIFICATO N° 5055GQ03

CERTIFICATE N° 5055GQ03

Si certifica che |l
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

e e ) " messo in-atto da
sl - | " implemented by

NUOVA APTACA S.r.l.
\/Ia Monte B|anco 4 IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Reglone Monforte, 30 — IT 14053 CANELLI (AT)

8 conforme alla norma
isin: Comp//ance with the standard

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

per i seguen ti Processi
) “concerning the fo//ow/nq kinds of &1 vcesses

Gestlone della fabbrlcazwne ed immissione in commerclo dl tamponi:sterili
“per il prehevo di ‘campioni biologici in orifizi naturali e in ambito chirurgico.
Progettaznone e fabbrlcazmne di dispositivi medico dlagnostla per Iaboraton di analisi.
Commerctahzzaz;one di dispositivi'medici e diagnostici in vitro.

= Commermallzzazmne di articoli da laboratorio ~
Mcmd Jemem‘ of the manumcz‘wmg and placing on the markez‘ of sterile z‘amponc fof sa/np/// 1g of b/0/0(7/ca/ spem}nens
in natural orifice ar)d in surgical field, Désign’ and manufaa‘unng of d/agno‘"i/c medical devices for /aboraz‘or/
of analysis. Marketing of medical and drar}uost/c devices in- wtro Mdfket/ng of laboratory articles.

I| presente Certificato é soggdto al rispetto (!cllo condizioni 5tab|lltc dai Regmlamenll per la certificazione in vigore dppllcablh s
: This Certificate shall satisfy the requirements estabiished in the Rules for the centification:in force apphcable. T oy N
In caso di discordanza tra le lingue utifizzate nella traduzione del tontenuta del presente cetificato, fare riferimento alla lingua itafiana,
.’n cases ofa‘s(repa.r]cv between f.im faﬂyuﬁges uxeﬂ’.n‘n the 1 w.a’:lfmrl ol the content of this ce .rnm«m please vefer o dre ilv/n/r !ahg;(ﬁurv
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Set‘tore IAF 14 - 29
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lale Sarca, 336 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | |ta|certsrl@|ega|mall |t

ITALCERT S.r.




Sterile, dlspesable brush for endocervical cells collection, in Cytology and Microbiology. It ‘
allows 1hef001}ecl10n and laying on slides of a bigger quality of cells, preventing to damage the1r
structure < . |
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