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APTACA sp.a.

ég Regione Monforte, 30 -14053 Canelli {Asti) 1TALY

3 el (+39) 0141 83.50.75 - Fax: [+39) 0141 83.52.92

: ?"_3‘ e-moll; info@aplaca.com

%ﬁ www.aplaca.com - www.vacuaplaca. it

Eg PIVA: 00862050960 - CodlFise.: 07520900155 - R.EA MB 1.16/248
TO WHOM IT MAY CONCERN

Letter of Authoriz

We APTACA SPA, with head offices and

Regione Monforte n
|

14053 Canelli ( At) |
"LBG—MLD‘-! 8.R.
Ti-ghmé str.65, offj

Confirm that the below Company :

*-200L Chisina
Repl‘ubl.ic of Molc

Web:

Ph. +373 22 54

+373 22 54 91
|

Is authorized to prepare price quotations,
in tenders and to sell our whole range ofiproduct on.exc

This letter is valid until 31/12/2020 and mﬁiiy be prolonged

ON BEHALF OF NUOVA APTACA S.R.L.
Veronica FERRARI

Export Manager

APTACA SP.
Reg. Monforte n, 3.
Tel. 0141/835075 r.a, ~ F: 0141{'335292
14053 CANELLI (AT),
CF. 07520900155 - PI. 00862050960
Cod, Unlvoco SUBM?(GN

Canelli 25/11/2019

plant located in :

www. gbg. md
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in the territory of MOLDAVIA.
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arlicoli per laboratorio analisi
disposable labware

www.ima.il Messrs

“GBG-MLD" SRL
STR. TIGHINA 65
2001 CHISINAU
MOLDOVA

Piove di Sacco, 25/02/2019

DISTRIBUTOR AGREEMENT

To whﬁm it may concern, we hereby declare that:
- KIMA sas - Via Leonardo Da Vinei 22 — 35028 piove di Sacco - (PD) - ITALY

appoints “GBG-MLD" SRL — STR. TIGHINA 6% ; 7‘ 2001 CHISINAU -MOLIDOVA

as authorized distributor of KIMA plastic labware products in the territory of MOLDOVA

GBG MLD has the right to import and distrib tel KIMA plastic|/labware prpducts.
l i

This Agreerhent is valid one (2) years from the bresent date.

The Distributor does not have any possibiliﬁly to oblige the company KIMA sas with quantities or
delivery time as well as prices without prior written authorization from KIMA sas.

KIMA sas keeps the right to modify the prices according to the market of the raw materials.

Gon
35028 PIOVE DI 5ACGO (PD)
_ParialVA 01466290283 |

D) Italy - e-mail: info@kima.lt - Cap. Soo. € 50.000,00 L.v

KIMA S.r.l. = Via Leonardo da Vinci, 22 - Z.1. Tognana - 35028 PIOVE DI SACCQ
Codice Fiscale e Partita IVA 01466290283 - REA PD 160069

Tel. +39 049 9710541 Fax +39 049 9719542 - 9719543 - Regjglro Imprese Padavé,
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CERTIFICATO n.
- CERTIFICATE No.

4264/4/C

" & CERTIFICA CHE IL SISTEMA DI GESTIDNE PER LA QUALITA D

WE HEREBY CERTIFY THAT THE QUALITY. MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERAT! \)E UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale T
Italia

E CONFORME ALLA NORMA [ IS IN COMPLIANCE WITH THE STANDA

|
UNI EN 1SO 9001:2015

Sistema di Gestione per la Qualita / Quallty Management Syster

PER LE SEGUENT| ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,

terreni di coltura per microbiologia, articoli ir}] plastica per la
provette con vuoto predeterminato e aghi ste

Trading of the products of the Group: diagnostic kits, culture media for mic

plastic disposable labware, test tubes with predetermined vacuu

Rilarirsi glla documantazicae dal Sisiama ol Gestione per la Qualita sziaudaleiper I'applicabllita el requisit della nerma.di rifarimentg,
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ognana - 35028 Piove d

RD
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m and ster

Relor to ha documentation of the Qualily Managermen! System !urdeiar‘.'% of appl

Il presante carliicatn & sogostin al rispetto del dogumenta ICIM “Regolamento per |a cotlilicazlons del sislémi o gastione” e &l relalivo Schern:
I 1 "Rulgs for the cerdiication of company managemunl sysiems” ang

i-al présente cerlificald,

Tha use and the validily of (s cerdificale shall salisly the req I af i IGIM o
Per iriformazioni puntuali & aggiornala cirsa svenluall variazion! Intervenule ne'pla slato detla carlificazione dic
DR - ai prega df contatiare Il n* telefonic +38 02 725341 p Indirizza e-mail info@icim.il.
For timely and updated information-aboul any changes In (ha cerificalion sfalus rafgerad o in (his
5 & please confact the number +39 02 725341 or erall add_r&ss infedicimil

Data di scadenza

Data emissiona
First issue .

18/01/2007

Emissiornie comente
Current issue

17/01/2022

\
| Expiring dale
18/01/2019 1

oL

ICIMS.p.AL 7 e
Plazza Don Enrico Mapelli, 75 } 20099 Sisto San Giovanni (M)
wvnleimil |
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5 SGG Ne 004 A

2 I
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<& . =2 ] 4 ;

g Membro degli Accordi di Mutuo Riconoscimenta EA, IAF & ILAC

Slgnalory of EA, IAF and ILAC Mutual Recognition Agreements

4!

certificale,

CISQ is a member of
R S s BER
P Y i
—— &l ¥ ;f‘ﬂ%\q P .
EREY
W gk -
e WTERNATIONAL GER IFIGATION RETWORK
www.lgnet-certification.com

1QNet, the association o! the viorid’s first closs
cartification bodies, Is the largust provider of management
System Certification in the world,
IQNet Is composed of more than 30 bodies and counts
over [50 subsidiarles alf ovar the globe:

i Sacco (PD)

nalisi,

robiology,
e needles.

4 specifica.
specific Scheme,

FEDERAZEON

cisq

wiwvw.elsg.com

CISQ & la Federazione ltallanadi Organismi di

Certificazlone del sistami di gestlone azlendsle,

CISQ Is the itallan Federation of management
system Certification Bodies,




CISQ is a member of

AN .
THE lmENNAYIONAL CEATIFICATION NETWORK
www.lgnet-certification.com

. 7QNet, the association of the world’s first class
certification budies, Is the {argest provider of management
Systemn Certification in the world,
1QNet Is composed of more thea 30 bodies and counts
over 150 subsidlaries all over the glabe.

CERTIFICATO .  42e504C
 CERTIFICATE No. |

sl CERTIFICA CHE IL SISTEMA DI GESTIGNE PER LA QUALITA DI ;
WE HEREBY CERTIFY THA7 THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERA?J'VE UNITS

Via Leonardo Da VInCl 22 - Zona Industriale Tbgnana 35028 Piove di|Sacco (PD)
Italia

& CONFORME ALLA NORMA LIS IN COMPLIANGE WITH THE STANDARD
|
UNI CEI EN ISO 13485:2016
; ‘ |
Sisiema di Geslione per la Qualita { Quality|Menagement System

PER LE SEGUENTI ATTIVITA/ FOR THE FOLiLOWING ACTIVITIES
EA:29 |

Conimercializzazione di prodotti del Gf¢|pp0' Kit diagnostici,
terreni di coltura per mlcroblologla articoli in blastll,a per laboratorio analisi,
provette con vuoto predetermlnato e aghi steril].

Trading of the products of the Group: diagnostic an‘s culture media for micrabiology,
plastic disposable labware, test tubes with predetermmed vacuum| and sterile| needles.

Riferirsi alla dacumanlazione del Sistema di Geslione per la Qualila aziendale pm‘ ['applic:abilita dei requisili della fiorma di riferimanto,
Refor o the documentation of the Quality Management System for defails of aopication lo reference standar requirements;

Per |nformazmn| punlua“ [ aggmmale circa evenluall variazioni intervenute nello glalo dslla verlificazione di cui al presente certificalo,

si'prega di contallare il n° telefonico +39 02 726341 o indirlzzo e-mail info@icim.it,

Fur timely and updated information about any changes in the certificafion slalus referred lo in this cedfificale,

Dlease confaci the number 39 02 725341 oramaﬂ adrass Info@ichm.il

Data emissione _ Emissione carrente Data di scadenza

Firstissue Clirent isste Expiting date
18/01/2007 18/01/2019 17/01/2022

IC M S.pA. |
Plazza Don Enrica Mapellf/76 — 20099 Seal San Giovaini (M)
www.icim.i( |

| ACCREDIA X

VENTE TTALIANG DI ACCREDITAMENTD | | )

www.clsq.com

S0 N®
SGQ N° 004 A CISQ & la Federazione Italiana di Organismi di

X Certificazione del sisteml di gestlone aziendale.
Membro dégll Accardl di Mutuo Riconuscimento EA, TAF & TLAC CISQ is the Itallan Frderation of management

Signatory of EA, 1AF and ILAC Mutual Recognition Agreements system Ceriification Bodies,
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Liofilchem®

Microbiology products since 1983

Page 1 of 3

Authori

To whom it may concern

We, LIOFILCHEM S.R.L., manufacturer of

ISO 13485, located in Vfa Scozia, Zona Industriale, 64026

do hereby authorize the company

GBG-MLD SRI.

65 Tighina Str. Office 607
MD-2001, Chisinau
Maoldova

to distribute our following products in Moldova (below defined as “the

The medical devices manufactured by Liofi

ization Letter

diagnostics for microbiolog

‘98/79/EC for in vitro diagnostic devices (IVD),

A Quality Agreement is attached Lo this lette
This authorization is valid to 31,12.2022 an

The cuopération between GBG-MLD SRL a
before 31,12,2022 through a 30 day writter|

natice,

]

chem camply w
aras Annex 1.
dis not automa

'd Liofilchem ca

In faith,
Fabio. Brocico
COO
Liofilchem

oseto deglilAbruzzj, 11:}’Jahuéry 2020

.
[
|

N

v, certified ISO 9001 and

Roseto degli Abruzzi (TE) ltaly

Territory”):
ith the Eurgpean Union directive
wved,

ically rene

n be termirated by either Party

le“lchem sl
Via' Scozna Zona Industriale-
64026, Roseto degli Abruzzi (TE) Italy
Tel +39 0858‘)30745
Fax 439 08‘58930330

]

S REA Terafno n. 79331
Reg. Soc. Tribunale di Teramo
Pl e C.F. (00530130673

www, liofild]

¥ Capitale

Saciale € 825.600 i.v.

hﬂ TLCom

ba. ¥

Certified 150 9001 and
150 13485 by TUV SUD %
K

4124




Liofilche

DICHIARAZIONE DI CONFORMIiTA CE/EC

DICHIARAZIONE DI CONI

La societd Liofilchem® S.r.1., con Sede Legale in \1/ia Scozia, 640
fabbricante del dispositivo . m¢dico-diagnostic{; in vitro elenc
08.01.2016

i a | .
dichiara sotto la propria res

I. che il dispositivo sopra indicato soddisfa tutte le disposizioni
III) rece plta nella Leg1sla21one Italiana dal Dcureto Legislativ

2, che 11 dispositivo in oggetto non & incluso nell’ AH< gato 11, lis

3. che la documentazione tecnica di cui all’ allegato 111 della dire
autoritd nazionali presso la sua sede ¢ sara Tonservata per
prodotto; ‘

4, che il processo di fabbricazione segue adegu"rlti principi di ass

5. di aver attivato e di mantenele aggiornato, un sistema di sor:
dei prodotti;

6. che il dispositivo in oggetto € stato messo injcommercio muni

DECLARAT

ito di marcat

m®

TORMITA

26 Roseto d
ato nella t:

honsabilita

applicabili
b n® 332 del
aAeBdell

sttiva Diretti
5 anni dal

curazione d

veglianza pg

[TON OF CONFORMITY

CE

egli Abruzzi (TE) Italia, in qualita di

bella allegata Revisione 31.0 del

della Direttiva 98/79/CE (Allegato

8 settembre 2000;

a Direttiva 98/79/CE
va 98/79/CE & a dispasizione delle

ultima data di fabbricazione del

ella qualita;

st-produzione per il monitoraggio

ura CE.

1
I

EC DECLARATION OF CC

The company Liofilchem® S.r.l;, registered offi'lcé in Via Scozi
mdnufacturer of the in vitro medical-diagnostic|device listed in t

hereby certi files under its own

1. that the above mentioned device complies wlith;all the applica
and its releyant transposition into national laws

2. the above mentioned is not included in Annex II, List A and ]
| |

3. that the'technical documentation referred tp ﬁt Annex III g

national authorities in its facility and that 1;h1s documentatic
has been manufactuled |

4, that the mahufacturing process follows suitable‘principles of ¢

5. that, has implemented and \keep up to datu, a post-produc
products; |

6. that the device in question, was introduced i;%'lto‘the market pr¢

Roseto, 08.01.2016

1 di23

la, 64026 R

INFORMI

1e attached t
-esponsibilit

ble provisio
f the Direc
n shall be k

juality assur
tion survel

vided with
| b

i

B of Directive

TY

seto degli Abruzzi (TE) Italy, as a
able, Revision 31.0°0f 08.01.2016

1s of Directive 98/79/EC (Annex III)

98/79/EC;

ive 98/79/EC is available for the
ept for 5 years after the last product

hnce;

lance system for monitoring the

CE mark.

irettore Tecnico/ Technical Director
Dott. Silvio Brocco
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Dehydrated culture medium
Rev. 0 - 314 Ed. 2004
Page 1 of 3

G.C. MEDIUM -

Basal medium for Haemophllus spp and P

Veisseria spp i

solation ar

d cultivation.

TYPICAL FORMULAS

G.C. MEDIUM {a/l)
Proteose Peptone No.3 15.0
Com Starch 1.0
Potassium Phosphate, Dibasic 4.0
PotassmmPhosphate Monobasic 10
Sodium Chlorids 5.0

Agar 17.0
V.C.N. supplement (mg / vial®),
Vancomycin 1.5 mg

Colistin Sulfate 3.75 mg

Nystatin | 6250 Ul

*1 vial for 500 ml of medium

V.C.N.T. supplement (mg / vial *)
Vancomycin 1.5 mg

Colistin Sulfate : 3.75mg

Nystatin 6250 Ul
Trimethoprim 2:5mg ‘

*1 vial for. 500-ml of medium ;
VITALEX growth supplement (mjg /vial )
Vitamin B12 L 0.1 mg
L-Glutamine - 100 0 mg
‘Adenine S04 10 0 mg
Guanine HCI 0. 3 mg
p-Aminobenzoic Acid 0.13 mg
NAD (Coénzime 1) : 2.5mg
Cocarboxylase - 1.0mg -
Ferric Nitrate ‘ 0.2mg-
Thiamine hydrochlorlde i 0. 03 mg
Cysteine hydrouhlonde 259.0 mg
VITALEX REST ORING solution

Glucose | +:0.5mg

Distilled water 5.0 ml

*1 vial for 500 ml of medium

HAEMOPHILUS supp lement (mg / vial *)
Bacitracin = * | | 150.0 mg
Vancomycin ‘ 5.0 mg
Clyndamicin 0.5 mg
*1°vial for 600 ml of medium

L.C.A.T. supplement {mg / vial *)
Lincomycin 0.5 mg

Colistin Sulfate 3.0mg
Amphotericin B 0.5 mg
Trimethoprim i "3.25mg ‘

*1 vial for-500 ml of med|um i
V.C.A.T. supplement (mg / vial *)
Vancomycin - 1.0mg |
Calistin Sulfate 3.75mg
Amphotericin B ! 0.5 mg
Trimethoprim - 1.5 mg

*1 vial for 500 ml of 'medium
Final pH = 7.2 +: 0.2 at 25 °C.

LIOFILCHEM s.r.l,

Via Scozia, Zona Ind. Ie 640286, Roselo ID A. (TE) - ITA

Phone +390858930745
Website: www.liofilchem.net

Fax +390858930330
E-mail;

liofilchem@liofilc

LY

hem.net
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