ORDIN DE PLATA NR.: 881 TIP.DOC. 1
DATA EMITERII:26 august 2021

PLATITI: 7000-00 LEI: Sapte Mii lei 00 bani
PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD" S.R.L. MD95ML000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:

BC"Moldindconbank"S.A. fil."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) Centrul pen CONTUL DE PLATI/CODUL IBAN

tru achizitii publice central MD23TRPCCC518430B01859AA

izate in sanatate CODUL FISCAL :1016601000212 /
PRESTATORUL BENEFICIAR CODUL BANCITI:
Ministerul Finantelor - Trezoreria de Stat : TREZMD2X
DESTINATIA PLATII:/P102/7000,00 Pentru g: TIPUL TRANSFERULUI

arantia pentru oferta la procedura de ac: NORMAL/URGENT :N:
hizi?ie publica nr. ocds-b3wdpl-MD-16281: :
62883392 din 31.08..2021 :

CODUL TRANZACTIEI:101:
DATA PRIMIRII:26/08/2021 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGYwYJKoZIhveNAQcCoIIGVDCCBIACAQEXCZAJBgUrDgMCGgUAMASGCSQGSIb:

DQEHAaCCBGwwggRoMI IDUKADAgGECAhNHAACibilrgFksQO0G4AAAAAKNUMAOGCSg:
STb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLUlvbGRpbmRjb251YW5rMB4 :

DTIxMDEyODExMzgwNVoXDTIOMDEyODExXNDgwNVowgZ8xCzAJBgNVBAYTAKIEMRA :
gYDVQQIEWdNb2xkb3ZhMREwWDWYDVQOHEWhDaGlzaWShdTEWMBQGA1UEChMNQm1

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MITIGZwYJK0ZIhvcNAQcCoIIGWDCCBIQCAQExXxCzAJBgUrDgMCGgUAMASGCSgGSIb3:
DQEHAaCCBHAwWggRsMIIDVKADAGECAKNHAAC)cahRKgbJeg8QAAAAAKNXMAOGCSgG:
STb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLUlVvOGRpbmRjb251YW5rMB4X @
DTIxXMDEyODExMzkxOFoXDTIOMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAW

YDVQQIEwdNb2xkb3ZhMREwDWYDVQQHEWhDaGlzaWShdTEWMBQGAIUEChMNQml1v
Digitally signed by Poiata Vitalie
oy i y AR (2 EEST

L.S. (semnatura elecg¥oAdaay 20 12:0U:40
€ason: dSign Signature
CONDUCATOR: Location: Moldova

(semnatura manuala)
CONTABIL-SEF':

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.




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

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
Nr. | A2114136 din | 18082021

1. Destinatia / Haznauenue

Pentru participare la proceduri de achizitii publice

2. Date despre contribuabil / MH(bopMaIis 0 HANOTOITATENBITHKE

Denumirea Codul fiscal / Numirul de identificare
HanMeHoBaHHES GuckanpHbl kop / MaeHTH)HKATHOHHBIH HOMED
BIOSISTEM MLD S.R.L. 1010600028048 |
Adresa sediului de bazi (strada, numérul) Codul - Denumirea localitatii

AJipec OCHOBHOTO MECTOPACHIONOKEHHA (yIuLa, HoMep) Kon - HauMeHOBaHHE HACEIEHHOIO TyHKTa

Albisoara nr.16 bl.1 of.7 {0150-SEC RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/

[ToaTBepsaeHNe OTCYTCTRHA MIIH HANMIHA HEAOMMKH COIVIACHO JaHHBIX WndopMaurHoHHOH aBTOMaTH3HPOBAHHON
CHCTEMEI

La data emiterii prezentului certificat restanta fatad de bugetul public national constituie/ Ha naty

BELAYH JAHHOMW CIIPaBKY HeJONMKa Mepe]] HALMOHABHEIM IO IMYHbIM OFOKETOM COCTaBIIACT:
0,00 lei/nei.

4, Valabil pini la / Teitcreurenen no 02.09.2021

5, Autentificarea Serviciului Fi enue I'ocynapeTBeHHOM HaNoOroBO#H CITysKOBI
Sef DDF Riscani |. Viorica CAUS
a DGK‘F nnxqiiCﬁ.Chi {e Numele i prenumele/®anmamis i ung
L.S/MIL

exeetor: Svetlana Slonovseg,

Numele §i prenumele/@animis i ums

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 18.08.2021 ora 14:54:53
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (3,52)



CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 16/1 of.7
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

1. Vitalie Poiata 0983103892591
2. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362




Data npepocTtaBnenus 11.05.2021 10:00:47 3.5. inventar si mobilier 085
Anexe la SNC "
“Prezentarea situatiilor financiare” 3.6. alte mijloace fixe 086 4458 2000
Aprobat de Ministerul Finantelor
P ol Republici Moldova A 4. Resurse minerale 090
SITUATIILE FINANCIARE 5. Active biologice imobilizate 100
pentru perioada 01.01.2020 - 31.12.2020 6. Investitii imobiliare 110
Entitatea: BIOSISTEM MLD SRIL. 7. Avansuri acordate pentru imobilizari corporale 120
Cod CUIO: 40717392 Tota P .
: ‘otal imobilizéri corporale
Cod IDNO: 1010600028018 (1d.060 + rd.070 + rd.080 + rd.090 + rd. 100 + rd.110 + 1d.120) 130 2208593 2793637
Sedil: " financiare pe termen lung
MD: 1. Investitii financiare pe termen lung in parti neafiliate 140
Raionul(municipiul): 106, DDF RISCANI
::::::':""m;: )SEC oo 2. Investitii financiare pe termen lung in parti afiliate, total 150
o :
Strada: SECTORUL RISCANI STR Albisoara nr.16 bl.1 of.7 din care: 151
2.1. actiuni si cote de participatie detinute in partile afiliat
Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice 2Sctluni 51 cote de parficipatie cednute In partlle affilate
Forma de proprietate: 16, Proprietate colectiva 2.2 imprumuturi acordate partilor afiliate 152
Forma organizatorico-juri 530, Societéti cu raspundere limitata 2.3 imprumuturi acordate aferente intereselor de participare 153
Date de contact: 2.4 alte investifii financiare 154
Telefon: +37322808719 Total investitii financiare pe termen lung 160
wes: (rd.140 + rd.150)
E-mail: zmiil3@mailru IV. Creante pe termen lung si alte active imobilizate
Numele si le al contabilului-sef: DI (dna)Tel
umele si coordonatele al contabilului (dna)Tel 1. Creante comerciale pe termen lung 170
Numérul mediu al salariatilor in perioada de gestiune: 3 persoane. 2. Creante ale partilor afiliate pe termen lung 180
Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr Inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190
4. Cheltuieli anticipate pe termen lung 200
5. Alte active imobilizate 210
Total creante pe termen lung si alte acti 20
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
BILANTUL Anexa 1 TOTAL ACTIVE IMOBILIZATE 230 2209080 2793637
s nexa (rd.050 + rd. 130 + rd.160 + rd.220)
Sold Ia ACTIVE CIRCULANTE
Nr. cpt. Cod rd. inceputul perioadei de ul perioadei de 1. Stocurl
gestiune gestiune 1. Materiale si obiecte de mica valoare si scurta durata 240 54051 51978
1 2 3 a B .
2. Active biologice circulante 250
ACTIV
< 3. Productia in curs de executie 260
ACTIVE IMOBILIZATE 4. Produse si marfuri 270 5710647 7221203
! Imobilizari necorporale 5. Avansuri acordate pentru stocuri 280
1. Imobilizari necorporale in curs de executie 010
{re 240 1 £ 250 + 10,260 + 14270 + rd280) 20 5764698 7273181
2. Imobilizari necorporale in exploatare, total 020 487 - - - -
din care Il Creante curente si alte active circulante
211 concestunt, licente st marci 021 487 1. Creante comerciale curente 300 4337729 3912218
- 2. Creante ale partilor afiliat t 310
2.2. drepturi de autor i titluri de protectie 022 reanie ale pargilor afiliate curente
23, programe informatice 03 inclusiv: creante aferente intereselor de participare 311
2.0, alte imabiizr necorporate oo 3. Creante ale bugetului 320 166486 74631
3 Fond come 030 4. Creantele ale personalului 330
5. Alte creante curente 340
4. Avansuri acordate pentru imobilizari necorporale 040 v
6. Cheltuieli anticipate curente 350 4 2
Total imobilizari necorporale 050 187 B
(16010 + d.020 + d.030 + d.040) g 7. Alte active circulante 360 1647908 5756117
mobilizari corporale Total creante curente si alte active circulante
1 mobiizar corporale n curs de executie pos (rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + rd. 350 + rd.360) 370 e1s2127 9742068
P —— - o0 1. Investitii financiare curente
i te in parti 380
3. Mijloace fixe, total 080 2208593 2793637 nanciare curente In pai
e 2. Investitii financiare curente in parti afiliate, total 390
081 din care:
3.1. cladiri 301
32 constract speciale pes 2.1. actiuni si cote de participatie detinute in partile afiiate
22,10 o date parilor afiiat 302
3.3. masin, utilaje si instalatii tehnice 083 2204135 2791637 Imprumuturi acordate pargllor afliiate
34, miloace de transport oo 2.3. imprumuturi acordate aferente intereselor de participare 393
2.4. alte investiti financiare in parti afiliate 304 din care:
721
financiare curente 200 2.1. imprumuturi din emisiunea de obligatiuni
(rd.380 + rd.390)
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722
IV. Numerar si documente banesti 410 8911899 3942779
2.2. alte imprumuturi pe termen scurt 723
TOTAL ACTIVE CIRCULANTE
(1d.290 + rd.370 + 1d.400 + rd.410) 420 20828724 20958928 3. Datorii comerciale curente 730 1331928 3252667
4. Datoril fata de partile afiliate curente 740
E i Y
P 430 23037804 23752565
(rd.230 + rd.420) inclusiv: datorii aferente intereselor de participare 741
PASIV 5. Avansuri primite curente 750 159545 188105
CAPITAL PROPRIU 6. Datorii fata de personal 760 2013 50
1. Capital social si neinregistrat 7. Datorii privind asigurarile sociale si medicale 770
1. Capital social 440 5400 5400 8. Datorii fata de buget 780 434590 187676
2. Capital nevarsat 150 ( ( 9. Datorii fata de proprietari 790
B ) )
10. Venituri anticipate curente 800
3. Capital neinregistrat 460
11. Alte datorii curente 810 81963 58541
. ( (
4. Capital retras 470 ) ) TOTAL DATORII CURENTE
(1d.710 + d.720 + rd.730 + rd.740 + 1d.750 + d.760 + rd.770 + 820 2010939 3687039
5. Patrimoniul primit de la stat cu drept de proprietate 480 1d.780 + rd.790 + rd.800 + rd.810)
Total capital social si neinregistrat PROVIZIOANE
(rd.440 + rd.450 + rd.460 + rd.470 + rd.480) 490 5400 5400
ne pentru beneficiile angajatilor 830
. Prime de capital 500
ane pentru garantii acordate cumpératorilory 840
Rezerve
3. Provizioane pentru impozite 850
1. Capital de rezerva 510 F.
4. Alte provizioane 860
c 2. Rezerve statutare 520
g TOTAL PROVIZIOANE 570
3. Alte rezerve 530 (1d.830 + rd.840 + rd.850 + rd.860)
Total rezerve TOTAL PASIVE
4
(rd.510 + rd.520 + rd.530) 40 (1d.620 + rd.700 + rd.820 + rd.870) 880 23037804 23752565
V. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550 X SITUATIA DE PROFIT Sl PIERDERE
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 21021465 12085295 delapina la N R
nexa
3. Profit net (pierdere neta) al perioadei de gestiune 570 x 7974831 Perioada de gestiune
. Indicatori Cod rd.
4. Profit utiizat al perioadei de gestiune 580 x } precedenta curenta
" 1 2 3 a
Total profit (pierdere)
500 21021465 20060126
(rd.550 + rd.560 + rd.570 + rd.580) Venituri din vinzari, total 010 27319617 25963175
V. Rezerve din reevaluare 600 din cares
o1 26856566 25044358
VI. Alte element ital propri 1
te elemente de capital propriu 610 venituri din vinzarea produselor si marfurilor
"rg:;:; T F R 1,590 + 1d.600 4+ rd. 610) 620 21026865 20065526 ver n prestarea serviciilor si executarea lucrarilor 012 263051 918817
DATORI PE TERMEN LUNG venituri din contracte de constructie 013
1. Credite bancare pe termen lung 630 ver n contracte de leasing 014
2. Tmpramutr pe termen lung 620 venituri din contracte de microfinantare 015
din care alte venituri din vinzari 016
2.1 imprumuturt in emisiunea de obligatiunt 641 Costul vinzarilor, total 020 15672962 15186814
o P— e . din care:
inclusiv: fmprumuturi din emisiunea de obligatiuni convertibile 642 021 15672962 15186814
22, alte impramutari pe termen lang 643 valoarea contabila a produselor si marfurilor vindute
D. 2. Datorl comerciale pe termen lung 650 costul servicillor prestate si lucrérilor executate tertilor 022
4 Datori fata de partile aflate pe termen lung 660 costuri aferente contractelor de constructie 023
inclusiv: datorii aferente intereselor de participare 661 costuri aferente contractelor de leasing 024
5. Avansari primite pe termen lung 670 costuri aferente contractelor de microfinantare 025
6. Venituri anticipate pe termen lung 680 alte costuri aferente vinzarilor 026
7. Alte datoril pe wermen ang 60 Profit brut (pierdere bruta) (rd.010 - rd.020) 030 11646655 10776361
TOTAL DATORI! PE TERMEN LUNG Alte venituri din activitatea operationala 040 28586 247603
700
(1d.630 + 1d.640 + rd.650 + rd.660 + 1c.670 + rd.680 + rd.690) Cheltuieli de distribuire 050 16306 19740
DATORII CURENTE Cheltuieli administrative 060 964136 1259776
1. Credite bancare pe termen scurt 710 Alte cheltuiel din activitatea operationala 070 417304 640169
2. Imprumuturi pe termen scurt, total 720 Rezultatul din activitatea operationala: profit (pierdere)
(1d.030 + 1d.040 - rd.050 - rd.060 - rd.070) 080 10277405 9104279




090 490609 519239 2. Profit nerepartizat (pierdere neacoperita) al 130
anilor precedenti
din care: .
091 3. Profit net (pierdere neta) al perioadei de 140 X
venituri din interese de participare gestiune
inclusiv: veniturile obtinute de la partile afiliate 092 4. Profit utilizat al perioadei de gestiune 150 X ( ( (
: ) ) )
venituri din dobinzi 093 25612
- — Total profit (pierdere) 160
inclusiv: veniturile obtinute de la partile afiliate 094 (rd.120 + rd.130 + rd.140 + rd.150)
venituri din alte investitii financiare pe termen lung 095 V. | Rezerve din reevaluare 170
inclusiv: veniturile obtinute de la partile afiliate 096 VI | Alte elemente de capital propriu 180
venituri aferente ajustarilor de valoare privind investitile 097 Total capital propriu
financiare pe termen lung si curente (rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + | 190
Venituri din iesirea investitiilor financiare 098 rd-180)
venituri aferente diferentelor de curs valutar si de suma 099 490609 493627
Cheltuieli financiare, total 100 686605 597528 SITUATIA FLUXURILOR DE NUMERAR
de la pina la
din care: Anexa 4
101
cheltuieli privind dobinzile Indicatori Cod rd Perioada de gestiune
inclusiv: cheltuielile aferente partilor afiliate 102 precedenta curenta
cheltuieli aferente ajustarilor de valoare privind investitiile 103 l 2 3 b
financiare pe termen lung si curente Fluxuri de numerar din activitatea operationala
cheltuieli aferente iesirii investitiilor financiare 104 incasari din vinza: 010
cheltuieli aferente diferentelor de curs valutar si de suma 105 686605 597528 Pl pentru stocuri sl servich procurate 020
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 -195996 -78289 /3ti catre angajati si organe de asigurare socials si
ti catr tis s 030
Venituri cu active imobilizate si exceptionale 120 medicald
Cheltuieli cu active imobilizate si exceptionale 130 Dobinzi platite 040
Rezultatul din operatiuni cu active imobilizate si 140 Plata impozitului pe venit 050
exceptionale: profit (pierdere) (rd.120 - rd. 130) Alte incasari 060
II"(:;ZI&(}IQIJI din alte activitati: profit (pierdere) (rd.110 + 150 195996 78289 Alte plati 070
Profit (pierdere) pina la impozitare (rd.080 + d.150) 160 10081409 9025990 e e o to0) 080
Cheltuieli privind impozitul pe venit 170 1178993 1051159 Fluxuri de numerar din activitatea de investif
Py " (pierdere netd) al perioadei de gestiune (14,160 - 180 8902416 7974831 Incasari din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
F Dobi incasate 110
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la pina la Dividende incasate 120
Anexa 3 N
inclusiv: dividende incasate din strainatate 121
N Sold la inceputul Sold la sfirsitul —
dlo Indicatori Cod rd perioadei de Majorari Diminuari perioadei de Alte incasari (plati) 130
gestiune gestiune Fluxul net de numerar din activitatea de investitii 140
1 2 3 a 5 6 7 (rd.090 - rd.100 + rd.110 + rd.120 + rd.130)
| si neinregistrat Fluxuri de numerar din activitatea financiara
1. Capital social 010 incaséri sub forma de credite si imprumuturi 150
! nevs ( ( ( ( Plati aferente rambursaril creditelor si imprumuturilor 160
2. Capital nevarsat 020 |} ) ) )
Dividende platite 170
. 3. Capital neinregistrat 030 inclusiv: dividende platite nerezidentilor 1”71
4. Capital retras 040 " ; : " incasari din operatiuni de capital 180
5. Patrimoniul primit de la stat cu drept de 050 Alte ncasari (plati) 190
propriet Fluxul net de numerar din activitatea financi 200
Total capital social si neinregistrat 060 (rd.150 - rd.160 - rd.170 + rd.180 * rd.190)
(rd.010 + rd.020 + rd.030 + d.040 + rd.050) Fluxul net de numerar total
210
o | Prime de capreal 070 (2 1d.080 + rd.140 + rd.200)
Rezerve Diferente de curs valutar favorabile (nefavorabile) 220
1. Copital de rezerva 080 Sold de numerar la inceputul perioadei de gestiune 230
Sold de numerar la sfirsitul perioadei de gestiune
. 2. Rezerve statutare 090 (% rd.210 * rd.220 + rd.230) 240
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100) x 1
D sate - Nota
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X
Bepar s nevamm Bepar s nevamm
CoxpaHuTb CoxpaHuTb
Pacnucka 2 Pacnucka
Pecnionient Pecnionient
®uckanbHbli ko1: 1010600028048, nanmenosanue: BIOSISTEM MLD S.R.L. ®uckanbHbli ko1: 1010600028048, nanmenosanue: BIOSISTEM MLD S.R.L.
Ipenocrasmn oruér: RSF1 21 Ipenocrasmn oruér: RSF1_21
Ha ¢uckansusiii nepuoxa: A/2020 Ha ¢uckansubiii nepuon: A/2020
Jlara npenocrasnenns: 11.05.2021 Jlara npenocrasnenns: 11.05.2021
BpemenHast MeTka oTuéra 3apeructpupoBanHoro B Mxdopmarmonnoit Cucreme HBC : 11.05.2021 Bpemennas meTka otuéra 3apeructpupoansoro B Cucreme DnekrponHoit OT4éTHOCTH M
12:26:31 ornpasieHHoro B Madopmaumonnyro Cucremy BHC : 11.05.2021 10:00:47

National Bureau of Statistics (NBS) received the electronic version of the report, sent by you. The
data provided is verified by NBS.




BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: str. Albisoara 16/1 of.7, or. Chisinau
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Catre Grupul de lucru pentru evaluarea

Procedurii de achizitie nr. ocds-b3wdp1-MD-1628162883392
Din 20 aug 2021, 11:54 - 31 aug 2021, 11:54

din cadrul CAPCS

Declaratie

Prin prezenta, SRL ,,Biosistem-mld”, declara ca :

e Termenul de valabilitate restant (la momentul livrarii) va constitui minim 80% din
termenul total al produsului, dar nu mai mic de 12 luni.

e Vaprezenta mostre pentru produsele noi sau necunoscute pentru medici, in termen de 5
zile de la solicitarea autoritdtii contractante.

e Vainregistra in Registrul de Stat al Dispozitivelor Medicale a Agentiei Medicamentului si

Dispozitivelor Medicale bunurile contractate pina la momentul livrarii acestora.

Vitalie Poiata

L.S.



RUBBER LIMB
& THORACIC
STRAPS

For attaching electrodes - the special
the rubber when exposed to the sun or air -
available in different sizes: for limbs use - one
hole (15 mMm x40 cm/ 25 mm x45 cm), - two
holes (32mm x 45cm) - for thoracic use - one

hole (32mm x 135cm), six holes (100mm x

135cm).

ELECTRO
SURGICAL
PLATES

Made of FOAM suitable to obtain perfect
results with all instruments - manufactured and
tested in compliance with EN 60601-1/ EN
606012/ AAMIHF 18 - available with one
zone and two zones and REM alarm for adults
(adhesive surface 215 sqg cm), for children (sur-
face 129 sg cm) and for new born (surface 63
sq cm). All the models are available even
equipped with cables.

PULSE
OXIMETER
SENSORS

“ant- -
aging” treatment retards the crystallization of

l ELECTRODES
FOR TENS AND
L 8

=€
Super‘lor‘ quality -

a\rculable with a single or
double helix - free terminal lead wires or with
safety CAP - individual bags - package with 50
bags - manufactured in compliance with EN ISO
9001 and AAMI standards.

DEFIBRILLATION

Produced using a high quality material - flexible
foam - bio-compatible akrylic adhesive - con-
ductive hydrogel - maintain a stable conductivity
to temperature, humidity and time - awoid the
direct contact between metal paddles and
patients skin - do not contaminate the metal
paddles and do not corrupt future defibrillations
- packing: 2pads/ bag - 50 pads/ box

A broad range of sensors to monitor and detect the arterial oxygen saturation.
Excellent quality and proven accuracy are the characteristics that better describe a whole series
of disposable and reusable sensors.

Suitable for all the main fittings spread on the market and perfectly matching with adults/ children
and newborn needs, these sensors do ensure the best performance and the top reliability
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ELECTRODES &
ACCESSORIES
FOR EEG & EMG

BH_ECTRAODES|& ACCE

A serie of high guality/ performing EEGEP accessories enrich our range:

A) BRIDGE ELECTRODES Made of silver/ silver chloride to optimize signal transmission. Available
in three colours (red, blue, yellow)- Slightly curved support to improve head adaption. Three diffe-
rent types of connection (horizontal, vertical, with clamp electrode];

B) SILICONE HEADCAPS With 2 or 4 adjustable bands to fit for various requirements.
Anatomically-designed earmuffs. Available in three sizes (SmalldMledium-Large];

C) SPECIAL INK FOR EEG Suitable & excellent for all devices (Siemens excluded), allowing a per-
fect trace without blurs. Black colour- 1 litre bottle with graduated scale- (6 bottles per box- 4
boxes per carton);

D) DISK ELECTRODES Available in silver/ silver chloride or gold - 10 mm diameter- With 120-
150200250 cm lead wire & DIN 42802 safety plug - 10 electrodes per set with coloured lead
wires (available 10 colours);

E) DISPOSABLE CONCENTRIC NEEDLES FOR ELECTROMYOGRAPHY Easy to use thanks to
an ergonomic handgrip and an extremely sharp point - Recording area marker - Equipped with
wings for automatic unfastening -Shielded, light & flexible lead wire with 5 pole DIN 45322 con-
nector and entirely shielded handgrip. Available in different diameters (from 0.35 to 0.60 mm) and
different lengths (from 20 to 70 mm) - 50 pcs per packing.

Made of material particularly resistant to saliva or manipulation, perfectly hygienic, without resi-
dues and non-allergic - can be used on most spirometers of the most important brands present
on the market - available in the external diameters 22-26-28-30 and 34 mm, but in the case of
large orders the customer can reguest a specific diameter - boxes of 500 pieces - an extremely
handy dispenser is available on customer’s demand.

c E COHPANY WITH QUALITY MAMACIMENT
SYSTEM CENTIFIED BY DMV
Erremm 0 B Comacoria E EEE

Via Secondo Casadei N.14
triale Villa Selva - 47122 Forli (Italy) tel. +39.0543.780055 - fax +39.0543.781404
www.ceracarta.it - e mail: export@ceracarta.it



ELECTRODES &

ACCESSORIES

Maximum result both in terms of stability and precision, also under
the most difficult conditions.

The line of electrodes is extremely complete and makes it possible to
meet any monitoring requirement.

- For adults or for paediatric use

- With solid gel or liguid gel

- For normal monitoring or for stress tests

- FOAM or TNT/ TEXTILE or MICROPORE base

- Round-shaped with different diameters, oval or rectangular

This line of accessories enables to provide excellent customer servi-
ce, offering complementary or similar articles that are in great
demand. Also in the case of accessories, the continuos research and
exchange of information with the final user have allowed us to manu-
facture high-quality and extremely reliable products.




TOP TRACE LINE FOR NORMAL MONITORING

NM 350 RFI NM 50 TNI
250 mm. Dimensions  ©&50 mm.
Foam Backing TNT
Solid Gel Solid
Ag/AgCl Sensor Ag/AgCl
30 pcs / pouch - 600 pcs / box - 7200 pcs / carton Packaging 30 pcs / pouch - 600 pes / box - 7200 pcs / carton

The most typical sizes. The most demanded supports. A proved quality always useful.

NM 42 DFI NM 3642 OFI
45%42 mm. Dimensions 42x36 mm.
Foam Backing Foam
Solid Gel Solid
Ag/AgCl Sensor Ag/AgCl
30 pcs / pouch - 600 pcs / box - 7200 pcs / carton Packaging 30 pcs / pouch - 600 pes / box - 7200 pcs / carton

Two multifunctional models: suitable for adult and pediatric ECG's [low stock availability - smallscale investment).

230 mm. Dimensions 23x34 mm.
Foam Backing Sillicone coated
pet film
Solid Gel Solid
Ag/AgCl Sensor Ag/AgCl
30 pcs / pouch - 600 pcs / box - 7200 pcs / carton Packaging 100 pcs / pouch - 500 pcs / box - 5000 pcs / carton
The classical and largely used electrode for pediatric ECG’s. This electrode entirely replaces suction chests and clamps to
Excellent quality ensured also on “critical” patients. patient’s advantage both in terms of hygiene and health.
/ 30 mm. 7 ; 22 mm. )
y = female 4 mm  Dimensions oo 55 mm f\]
(/ \ Eaaiin Backing Foam \ / |
3 e Ag/AgCL Sensor Ag/AgCl /
3 pcs / pouch - 120 pcs / box Packaging 3 pecs / pouch - 120 pes / box

Available also with 22 mm diameter Model RE 22 L WF
(with 4 mm female plug]

Available also with 30 mm diameter Model RE 30 LWS
(with 1,55 mm safety plug]



TOP TRACE LINE FOR STRESS TEST & HOLTER

ST 50 RFI ST 50 RLI
250 mm. Dimensions @50 mm.
Foam Backing Foam
Solid Gel Liquid
Ag/AgClL Sensor Ag/AgCl

30 pcs / pouch - 600 pcs / box - 7200 pcs / carton Packaging

30 pcs / pouch - 600 pcs / box - 7200 pcs / carton

The most suitable electrodes for ECG’s under difficult conditions.
Easy to apply and use e Strong adhesiveness ® Do not irritate the skin ® Highly conductive gel _ e

NM 55 RLI NM 55 TNI
255 mm. Dimensions & 55 mm.
Foam Backing TNT
Liquid Gel Solid
Ag/AgCl Sensor Ag/AgCl

25 pcs / pouch - 500 pcs / box - 6000 pcs / carton Packaging

30 pcs / pouch - 600 pcs / box - 7200 pcs / carton

When a larger adhesive surface is mandatory for an excellent examination.
Easy to apply and use e Strong adhesiveness ® Do not irritate the skin ® Highly conductive gel

TOP TRACE LINE RADIOTRANSPARENT

I TOP TRACE LINE
BANANA CONNECTOR

S RSORE N 2as B
*10? “ v 2 50 mm. Dimensions Dimensions 28x44 mm.
Foam Backing Backing Foam
Solid Gel Gel Solid
Ag/AgCl Sensor
30 pcs / pouch - 600 pcs / box - 7200 pcs / carton Packaging
I‘\ RT 30 LWF RT 22 LWS
— femalo 4 Dimensions  ZZAMi oo = N
BT Backing Foam F
Sl Gel Solid
Ag/AgClL Sensor Ag/AgCl /

3 pcs / pouch - 120 pcs / box Packaging

Available also with 22 mm diameter Model RT 22 LWF
(with 4 mm female plug)

3 pcs / pouch - 120 pes / box

Available also with 30 mm diameter Model RT 30 LWS
[with 1,55 mm safety plug]




MEDI SENSOR LINE

MODEL F 30 MODEL F55

FOR NORMAL FOR NORMAL
MONITORING MONITORING
250 mm. Dimensions @ 55 mm.
Foam Backing Foam
Liquid Gel Liquid

A/

MODEL FS50 MODEL W 601 L 8%

FOR STRESS TEST FOR HOLTER/
LONG MONITORING

250 mm. Dimensions 255 mm.
Foam Backing TNT
Liquid Gel Liquid

TOP RESULTS FOR STRESS TEST TOP RESULTS FOR HOLTER

CLAMP
ELECTRODES

The classical-designed clamps but with an improved quality.
Composed of 3 pieces with sensors in silver/silver chloride for
maximum reliability in signal transmission.

onsists of a single piece (all other clamps are made up of tree pieces) to awoid breaking. - Possibility of opening the clamps more
e case of particularly strong limbs. - This means that the product is practically indestructible and extremely versatile.

VER CHLORIDE SENSORS:

eliability in signal transmission. - only silver can prevent changes, distortions and disturbances which might occur with other
e the clamps are completely efficient. - only silver allows for full recovery after defibrillation as required by AAMI standards.

ONNECTION suitable for any product type
CLAMPS in yellow, green, red and black
ES ARE AVAILABLE ALSO IN THE PEDIATRIC VERSION WITH THE SAME STRUCTURAL AND SENSORIAL CHARACTERISTICS AS THOSE FOR ADULTS

SUCTION CHEST
ELECTRODES

Y

¥

3 SIZES '
-

ST ELECTRODES ARE AMONG THE BEST YOU CAN FIND ON THE MARKET TODAY

R CHLORIDE CUP SENSOR, GUARANTEES MAXIMUM RELIABILITY IN SIGNAL TRANSMISSION, PREVENTS DISTORTIONS AND DISTURBANCES. IN PARTICULAR IT

RECOVERY AFTER DEFIBRILLATION.

IADE OF A SPECIAL MIXTURE WHICH IS VERY SOFT AND THEREFORE EXTREMELY USEFUL TO CREATE A VACUUM AS WELL AS BEING VERY STRONG AND ABSOLU-

ING EVEN AFTER BEING USED THOUSANDS OF TIMES.

ANY CONNECTION TYPE
EDIATRIC USE WITH A 15 MM DIAMETER AND FOR USE ON ADULTS WITH 24 MM AND 30 MM DIAMETERS.



C=ceracorTd...

DECLARATION OF CONFORMITY

Forli, 18" January 2018

The devices named TOP TRACE & MEDISENSOR DISPOSABLE ELECTRODES
FOR ECG (including models ST 50 RFI / RT 50 RFI & MEDISENSOR FS501-S) and
the REUSABLE SUCTION CHEST AND CLAMP ELECTRODES have been
produced by the company Ceracarta Spa on the basis of the essential requirements, see
enclosure | of the directive 93/42/CEE, as prescribed in attachment VIl of the above
directive.

The writing company Ceracarta Spa located in Via Secondo Casadei n° 14, 47122 Forli,
manufacturer of above listed DISPOSABLE & REUSABLE ELECTRODES declares
under its own responsability that such devices satisfy all the requirements of directive
93/42/CEE as amended by 2007/47/EC , about medical devices and in particular that:

e the Dispositives in object satisfy the essential requirements as in enclosure | of
Directive 93/42/CEE;

e the Dispositives in object must be considered as belonging to Class I;

e the manufacturer has prepared and keeps the technical files updated in accordance
with enclosure VII, section 3 of the directive itself;

e such documentation is available at the headquarters of Ceracarta , for any reference
by the entitled bodies.

Sincerely,

CERACARTA SPA
Bandini Alessandro

Lo Bt

Ceracarta S.p.A. Via Secondo Casadei, 14 - 47122 Forli [TALY “ m m
—€ i.:Ne —;

Tel: +39.0543780055 Fax: +39.0543781404
http:/fwww_ceracarta.it info@ceracarta.it M€D
ISO 9001:2008 EN ISO 13485:2012
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THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

& . System Certification in the world.
WWW'Imq'It IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATE N. 9190.CRC3

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

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

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

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

ISO 9001:2015
PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio
frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni elettrodiagnostiche e
ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di
piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video
stampanti, stampanti e relativi materiali di consumo ed accessori
Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID).
Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound
procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical
and ultrasound diagnostic devices and for electromedical equipment. 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 related consumable and accessories

Ulteriori informazioni riguardanti I'applicabilita dei requisiti ISO 9001:2015 possono essere ottenute consultando I'organizzazione
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

IL PRESENTE 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 CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

FEDERAZIONE
ACCREDIA IMQ
FINTE TALANO O ACRDIAMENTO IAF: 07,09, 19, 29, 12 \
o .
SGQ N° 005 A www.cisq.com
La validita del certificato é subordinata a sorveglianza annuale e riesame completo
Membro degli Accordi di Mutuo del Sistema di Gestione con periodicita triennale 5 " T g . . . ¥ ” .
R ento £4, IAF e ILAC The validity of the certificate is submitted to annual audit and a reassessment Organismo di Certificazione Federato CISQ CISQ ¢ la Federazione Italiana di Organismi di
Sigr of EA, IAF and ILAC of the entire management System within three years www.imq.it Certificazione dei sistemi di gestione aziendale.
Mutual Recognition Agreements

CISQ is the Italian Federation of management
system Certification Bodies.
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THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

. . System Certification in the world.
WWW'Iqut IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.
ALLEGATO N. 9190.CRC3+1
ANNEX N.
CERACARTA SPA

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario,
medicale e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a
lettura/scrittura in radio frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per
applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed
immissione in commercio di accessori per applicazioni elettrodiagnostiche, ad ultrasuoni e per
strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della produzione ed immissione
in commercio di elettrodi per ECG. Immissione in commercio di piastre per elettrobisturi e defibrillatori.
Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi
materiali di consumo ed accessori.

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
frequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not sterile
for electromedical and ultrasound procedures also on behalf of third parties. Trade and placing on the
market of accessories for electromedical and ultrasound diagnostic devices and for electromedical
equipment. 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 related consumable and accessories

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9190.CRC3
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ SpA. - VIAmINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

Il presente documento integra il certificato n 9190 CRC3
ACCREDIA \ This document is a part of certificate n. 9190.CRC3
VENTE [TALIANG Of ACCREDNTAMENTO L Sk

FEDERAZIONE

CISQ

o IAF: 07, 09, 19, 29, 12 ;
SGQ N° 005 A WWW.Cisq.com
Membro degh Accordi di Mutuo La validita del & subordinata a sorveg annuale e riesame completo . . s ; 5 ’ ! .
Riconascimento EA, IAF e ILAC del Sistema di Gestione con periodicita trennale Organismo di Certificazione Federato CISQ CR € la Fedetazione Italigga¥d] Orgagismi di
Signatory of EA, IAF and ILAC The validity of the certificate is submitted to annual audit and a reassessment www.imgq.it Certificazione dei sistemi di gestione aziendale.
Mutual Recognition Agreements

of the entire management System within three years CISQ is the Italian Federation of management

system Certification Bodies.




www.imq.it
ALLEGATO N. 9190.CRC3-2
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9190.CRC3
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

Il presente documento integra il cetificato n. 9190.CRC3
ACCREDIA \ This document is a part of certificate n. 9190.CRC3
LENTE ITALANG Df ACCREDNIAMENTO ' -

SGQ N° 005 A IAF: 12

Membro degli Accordi di Mutuo

La validita del € subordinata a 1za annuale e riesame completo } i o ;
Riconoscimento EA, IAF e ILAC del Sistema di Gestione con periodicita triennale P Organismo di Certificazione Federato CISQ
Signatory of E4, IAF and ILAC The validity of the certificate is submitted to annual audit and a reassessment www.imq.it
Mutual Recognition Agreements

of the entire management System within three years
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THE INTERNATIONAL CERT\FICA{'I‘ON lléMORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

System Certification in the world.

IQNet is composed of more than 30 bodies and counts

over 150 subsidiaries all over the globe.

FEDERAZIONE

CIsQ

www.cisq.com

CISQ e la Federazione Italiana di Organismi di

Certificazione dei sistemi di gestione aziendale.

CISQ is the Italian Federation of management
system Certification Bodies.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:

CERACARTA SPA

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC)
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)
has implemented and maintains a

Quality Management System

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
Jrequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not
sterile for electromedical and ultrasound procedures also on behalf of third parties. Trade and

placing on the market of accessories for electromedical and ultrasound diagnostic devices and for
electromedical equipment. Manufacture of electrods Sfor 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

related consumable and accessories
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:
ISO 9001:2015

Issued on: 2020 - 09 - 29
Expires on: 2023 - 10 - 07

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

Registration Number: IT - 112265

Alex Stoichitoiu Ing. Mario Romersi

President of IDNET President of CISQ

1QNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group US4
FCAV Brazil FONDONORMA Tenezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of [QNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

www.imq.it

CERTIFICATO N.
CERTIFICATE N. 9124.CRC4

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

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

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

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

ISO 13485:2016

PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche conto terzi. Produzione e
stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della
produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di piastre per elettrobisturi e
defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi materiali di
consumo ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third parties. Manufacture and print
of labels for medical use. Development and manufacture of creams, gels sterile and not sterile for electromedical and
ultrasound procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical and
ultrasound diagnostic devices and for electromedical equipment. 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 related consumable and accessories for medical use

Ulteriori informazioni riguardanti 'applicabilita dei requisiti ISO 13485:2016 possono essere ottenute consultando I'organizzazione
Further clarifications regarding the applicability of 1SO 13485:2016 requirements may be obtained by consulting the organization

IL PRESENTE 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 CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

FEDERAZIONE
i \IMQ [«
SGQ N° 005 A

La validita del certificato & subordinata a sorveglianza annuale e riesame completo
Membro degli Accord: di Mutuo del Sistema di Gestione con periodicita triennale
R EA, IAF & 1LAC The validity of the certificate is submitted to annual audit and a reassessment
14F and ILAC of the entire management System within three years

tion Agreements Organismo di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
www.imq.it Certificazione dei sistemi di gestione aziendale.
CISQ is the Italian Federation of management

system Certification Bodies.

www.cisq.com




CISQ is a member of
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THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

. . System Certification in the world.
www. lmq.lt IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.
ALLEGATO N. 9124.CRC4-1
ANNEX N.
CERACARTA SPA

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche
conto terzi. Produzione e stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel
sterile e non sterile per applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi.
Commercializzazione ed immissione in commercio di accessori per applicazioni
elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in
commercio di piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti,
carte fotografiche per video stampanti, stampanti e relativi materiali di consumo
ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third
parties. Manufacture and print of labels for medical use. Development and manufacture of creams,
gels sterile and not sterile for electromedical and ultrasound procedures also on behalf of third
parties. Trade and placing on the market of accessories for electromedical and ultrasound
diagnostic devices and for electromedical equipment. 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 related consumable and accessories for medical use

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA’ RIFERIRSI AL CERTIFICATO N. 9124.CRC4
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRC4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY

Management Systems Division - Flavio Ornago FEDERAZIONE

Il presente documento integra il certificato n. 9124.CRC4 I MQ C'SQ
ACCRED[A :‘ This document is a part of certificate n. 9124.CRC4
YENTE ITALIANO 01 ACCHIDITAENTD

o www.cisg.com

SGQ N 005 A La validita del certificato é subordinata a sorveglianza annuale e riesame completo

del Sistema di Gestione con periodicita triennale = " 5 i N f . & & .
Membro degli Accordi di Mutuo The validity of the certificate is e e o and a reassessment Organismo di Certificazione Federato CISQ CISQ ¢ la Federazione Italiana di Organismi di
Riconoscimento EA, IAF e ILAC of the entire management System within three years

Signatory of E4, IAF and ILAC

www.imq.it
Mutual Recognition Agreements

Certificazione dei sistemi di gestione aziendale.
CISQ is the Italian Federation of management
system Certification Bodies.




Attivita:
Activities:

CISQ is a member of
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T;{E INTERNATIONAL CERT\FICAT!ON’ NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
% & System Certification in the world.
WWW'Imq'lt IQNet is composed of more than 30 bodies and counts

ALLEGATO N 9124.CRC4_2 over 150 subsidiaries all over the globe.
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Produzione di creme, gel sterile e non sterile per applicazioni

elettrodiagnostiche e ad ultrasuoni, anche conto terzi

Manufacture of creams, gels sterile and not sterile for electromedical

and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA’ SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE

RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT

DATE:

HOCEN A

SGQ N° 005 A

Membro degli Accordi di Mutuo
Riconoscimento EA, IAF e ILAC
Signatory of E4, IAF and ILAC
Mutual Recognition Agreements

OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9124 CRC4

FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRC4

PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY

Management Systems Division - Flavio Ornago

FEDERAZIONE

Il presente documento integra il certificato n. 9124 CRC4 I MQ ’
This document is a part of certificate n. 9124 CRC4

www.cisg.com

La validita del certificato & subordinata a sorveglianza annuale e riesame completo

del Sistema di Gestione con periodicita triennale Organismo di Certificazione Federato CISQ CISQ é la Federazione Italiana di Organismi di
The validity of the certificate is submitted to annual audit and a reassessment www.imq.it Certificazione dei sistemi di gestione aziendale
of the entire management System within three years :

CISQ is the Italian Federation of management
system Certification Bodies.




B GIMA ULTRASOUND GEL

BLUE_|

33278+33283

33272

33274

P ULTRASOUND GEL Minithum
33269 Sterile ultrasound gel - sachet - 20ml - transp box of 48
33271 Ultrasound gel - sachet - 20ml - transparent box of 200
33270 Ultrasound gel - tube 60 ml - transparent  box of 12
33272 Ultrasound gel - tube 250 ml - blue box of 40
33273 Ultrasound gel - tube 250 ml - transparent box of 40
33274 Ultrasound gel - bottle 1| - blue box of 12
33275 Ultrasound gel - bottle 1 | - transparent box of 12
33276 Ultrasound gel - tank 5| - blue box of 2*
33277 Ultrasound gel - tank 5 | - transparent box of 2*
33278 Ultrasound gel - bag 5| - blue box of 4
33279 Ultrasound gel - bag 5 | - transparent box of 4™
33283 Pump for tank 51 and bag 5 |

*includes 2 empty bottles 250 ml

B GEL CLEANER .

¢ 33281 GEL PROBE CLEANER 250 ml
It removes the gel left over the probe, makes the PN
image clearer and extends the probe life. brwal
Thanks to the active agents contained, it prevents M

the bacteria to pass I —
from patient to patient, |

** includes 4 empty bottles 250 ml and 1 nozzle

and it ensures hygiene. e
Alcohol-free. o Al
| =%
-
S

B TECARTHERAPY CREAM

¢ 33251 TECARTHERAPY CREAM 1 |

It allows to reduce the contact impedance
between the probe and the skin.

The high conductivity ensures the best results
both in the capacitive phase and in the resistive
phase of the treatment.

Preservatives and dyes used are non-toxic.
Latex free.

B EEG PASTE

¢ 33262 EEG PASTE - 400 g

Used with EEG electrodes in EEG
application for brain mapping. Thanks

to the active substances in its content, it
allows the electrode to cling to the strand
of hair easily and provides conductivity.

It is hypoallergenic, does not irritate skin, §
soluble in water and can be cleaned easily. §
Does not contain oil and oily substances.
It has no toxic effects and odour.

281

TRANSPARENT I

33275

33277 33273 33279

GIMA ULTRASOUND GEL
Hypoallergenic, water soluble gel suitable for ultrasonography,
doppler and defibrillator applications. It ensures the

ultrasound waves come to the equipment display in a clear
and uninterrupted way. Salt, formaldehyde, fragrance free.

£ GIMA

UItrasoundI

‘ Water Soluble &
Hypoallergenic

|
i‘ DOPPLER SIZE

\uuwnzm(ﬁﬂq)
B COSMETIC GEL

33253

Cosmetic

Cogmetic |

A SN N
e

33255

KONIX COSMETIC LASER & CAVITATION GEL

Laser & Cavitation gel reduces the pain that patients
experience during depilation and makes the device last longer
by cooling the device head and window.

Thanks to the vacuum technology, its active substances and its
high viscosity it preserves probe from damages.

It is not affected by the body salt during the use, ensures an
easy application.

Technical properties: it is hypoallergenic, does not irritate skin,
is water soluble and easily cleanable.

Oily substances, formaldehyde and salt free.

No toxic effects and odourless.

i COSMETIC LASER & CAVITATION GEL Minitum
33253 Cosmetic gel - tube 250 ml box of 40
33254 Cosmetic gel - bottle 11 box of 12
33255 Cosmetic gel -bag 5| box of 4
33283 Pump for bag 5|

** includes 4 empty bottles 250 ml and 1 nozzle for easy refill



Gel ultrasuoni - trasparente

5 litri - tanica

IDROSOLURBILE & IPOALLERGENICO

SOLOPER WSO ESTERNG E PROFESSIOMALE

Campo dimpiego: prodotto per dispositivi a ultrasuoni.
Utilizzato per migliorare il rilevamento delle immagini e per
lubrificare. Pulire {o strumento immediataments dapo 'usa.

Transparent ultrasound gel

5 liters - tank

WATER SOLUBLE & HYPOALLERGENIC

EXTERMNAL & PROFESSIONAL USE ONLY

Use area: it is produced for medical uitrasound
devices. It is used to take clear image and lubricate,

Clean equipment immediatelly after use,

Gel transparent pour ultrasons

5 litres - hidon

HYDROSOLUBLE & HYPOALLERGENIQUE

PRODUIT RESERVE A UN USAGE EXTERME

ET PROFESSIONNEL

Dormaine d'application: produit pour appareils & ultrasons
Améliore la gualité de mage et assure un meiileur contact.
MWettoyer I'appareil immédiatement aprés son utilisation.

Gel transparente para ultrasonidos
5 litros - biddn

HIDROSOLUBLE & HIPOALERGENICO

S0LO PARA USO EXTERNO Y PROFESIONAL

Campo de empleo: producto para dispositivos

de ultrasonidos, Utitizado para mejorar la deteccidn

de imdgenes y para lubricar. impiar el aparato
inmediatamente después del uso.

Gel transparente para ultra-sons

5 litros - tangque

SOLUVEL EM AGUA E HIPOALERGENICO

50 PAR USO EXTERNO E PROFISSIONAL

Uso: @ um produto para apareihos médicos de ultra-sons.
E usado para obter imagens daras e como lubrificante.
Limpar o aparelho imediatamente depois do uso.

Ingradients: Deionized water, Carbomer, TriEthanol
Amine, MonoPropylene Glycol, Benzyl Alcohal,
Methylchioroisothiazolinone, Methylisothiazolinone.

UItrasound‘

ge

REF| 33277 Ce

Gima 5.p.A. - Via Marconi, 1
20060 Geszate [MI) - [taly
Made in Turkey
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Via Marconi, T - 20060 Gessate (M1} Italy
gimadgimaitaly.com - export@gimaitaly.com
www.gimaitaly.com
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Ultrasound Gel »

Konix Ultrasound Gel

In all kinds of ultrasohography and doppler applications, it cuts the air
between the skin and the probe, allowing the ultrasound waves (o come into
the device screen more clearly and uninterruptediy. The active ingredients
contained in the high viscosity and the vacuum technclogy used in its
production does not damage the probe. It provides a comfortable ultrasound
that is not affected by salt in the body during use. It is hypoallergenic, does
not irritate skin, does not contain oil and fatty substances, does not contain
formaldehyde and salt. It has no toxic effect and does not contain any odor.

Ultrasongrafi Gel Product Variations

DETAILS

:?0!: ﬁ;f S Brand Volume g::;:‘}g
Ultrasound Gel Konix 250 ml 101003
Ultrasound Gel Konix 500 ml

Ultrasound Gel Konix iﬁgﬁ(ﬂer 1010012
Ultrosound Gel Konix 60 ml 1010039
Ultrasound Gel Konix 1000 ml 101.0016
Ultrasound Gel Konix 5000 mi Gallon 1010010

Ultrasound Gel Konix 204 101.0013



GIMA S.p.A. EXPORT DIVISION
Via Marconi, 1 G I M A tel. +39 02 953854209/221/225
20060 Gessate (MI)  Italy fax +39 02 95380056

www.gimaitaly.com export@gimaitaly.com

Gessate, 7 February 2012

CONFORMITY OF GIMA PRODUCTS

According to the annex VIl of the Council Directive 93/42/EEC

as amended by the European Directive 2007/47/EEC concerning medical devices

GIMA declares that all medical devices illustrated on

GIMA INTERNATIONAL CATALOGUE
meet the provisions of the following Council Directive (when applicable)

93/42/EEC AS AMENDED BY THE EUROPEAN DIRECTIVE 2007/47/EEC

as below:

A) For all products classified in CLASS I, we have in our company a technical file as
required from annex VII, and it is available a certificate of conformity signed by the
responsible inside the EU (generally GIMA).

B) For all products in CLASS lla and llb it is available, or it will be available in one month,
a declaration of conformity signed by an official European Notified Body or the ISO
9002 certificate of the manufacturer.

GIMA S.p.A.
Q.A. Department
Nicola Manzoni

LSV

Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 —20121 Milano




CERTIFICATE

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

Via Cadriano, 23

40057 Granarolo dell’Emilia
(BO)

Tel +39.051.459.3.111

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

C=ERM=T

10164 - A

Reg. Number Valid From
First issue date 2012-10-15 Last change date
Valid Until 2021-10-14 IAF Sector

Quality Management System Certificate

ISO 9001:2015

kiwa

2018-10-01

2018-10-01

29

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI EN ISO 9001:2015 for the following

products/services:

Trade, packaging and service of medical devices (MD), in vitro diagnostic
products (IVD), personal protective equipments (PPE), biocides, veterinary

items, medical accessories furniture and aids

Chief Operating Officer
Giampiero Belcredi

The maintaining of the certification is subject to annual surveillance and dependent on the observance of

Kiwa Cermet Italia contractual requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia
Certified Sites

- Via Marconi, 1 20060 Gessate ( Ml ) ltalia

(AP ACCREDIA TS

SGQ N® 007A
SGA N° 0100
PRD N° 0698
FSM N® 0041
PRS N° 089C



CERTIFICATE

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

Via Cadriano, 23

40057 Granarolo dell’Emilia
(BO)

Tel +39.051.459.3.111

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

C=ERM=T

kiwa

2018-10-01

Reg. Number 10164 - M Valid From

First issue date 2012-10-15 2018-10-01

Last change date

valid until 2021-10-14

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI CEIl EN ISO 13485:2016 for the following
products/services:

Trade, packaging and service of: medical devices (MD), in vitro diagnostic products
(IVD), medical accessories, furniture and aids,

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 manual for details of exclusion of UNI CEI EN ISO 13485:2016 requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia

Certified Sites

- Via Marconi, 1 20060 Gessate ( Ml ) ltalia

SGQ N® 007A

ACCREDIA R Ne 0898
’ PRD N° 069B
INTE (TALIANO D4 ACCRIDITAMENTO » FSM N® 0041

PRS N° 089C




14.01.2019

DECLARATION

Turkuaz Saglik declarate that our KONIX Ultrasound Gel has the following standards;

The PH of the gel is 5.8

The gel is hypoallergenic and doesn't iritate the skin or mucous membranes.
The gel doesn't affect the sondes.

The gel is transparent, incolor and odorless.

The gel doesn't contain boules and micro-boules of air.

The gel doesn't contain any formaldehyde, stabilizator, oily substances and salts.
The gel is hydrosoluble.

The gel has a high viscosity.

Turkuaz Saglk Hizmetleri Medikal Temizlik Kimyasal Urlinler Sanayi ve Ticaret AS.

Yakuplu Mah. Birlik Cad. No: 32/1 (Beysan Sanayi Sitesi)34524 Beylikdiizii - istanbul - Tiirkiye
T. +90 212 428 68 48 . +90 212 428 68 53 www.turkuazsaglik.com.tr

o koniCARE | r:\‘lolgTAL - KLY




		2021-08-26T15:50:46+0300
	Moldova
	MoldSign Signature




