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Authorization Letter

To whom it may concern

We, LIOF.I_LCH EM S.R.L., manufacturer of diagnostics for microbiology,

18O 13485, located in Via Scozia, Zona Industy
do he:reby'authorize the company
GBG-MLD SRL

65 Tighina Str. Office 607

MD-2001, Chisinau
Moldova

to distribute our following products in Moldova
The medical devices manufactured by Liofilche
198/79/EC for invitro diagnostic devices (IVD).
A Quality Agreement'is attached to this letter a

This authdrizati(jn‘] is valid to 31.12,2022 and is

The Coopeer.atibor] between GBG-MLD SRL and I
before 31.12.2022 through a 30 day written no

In faith,
Fabio Brocco ] ! ‘

COO
Liofilchem,

iale, 64026 Roseto degl

Annex 1.

lice,

nol automatically renewed,

Ld

Roseto degli fbruzzi, 1 ?:Januar-y_ 2020

T
g

certified 1SO 9001 and
Abruzzi (TE) Italy

(below defined as “the Territory”):

m comply with the European Union directive

iofilchem can be terminated by either Party

Liofilehem s,
Via Scozia -~ Zona Industriale

64026, Roseto degli Abruzzi (TE) Italy
Tel +39 0858930745

Fax +39 08589301330

_ * " Capitale Sociale € 825.600 i.v. |
" g REATeramo . 79331 - | ;
" Reg. Soc. Tribunale di Teramo 4124
Pl e C.E 00530130673
wwwiliofilchem,com

.

Certified 150 9001 and
18013485 by TOV SUD



Liofilchem®

DICHTARAZIONE DI CONFORMITA CE / EC DECLARATION OF CONFORMITY

DICHIARAZIONE DI (T,‘ONFORMITA CE

La societd Liofilchem® S.r.l.,, con Sede Legale in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italia, in qualita di

fabbricante del dispositivo medico-diagnostico in vifro |elencato nella ta
08.01.2016

ella allegata Revisione 31.0 del

dichiara sotto la propria responsabilita
che il dispositivo sopra indicato soddisfa tutte le dispos@.izioni applicabili della Direttiva 98/79/CE (Allegato
1) recepita nella Legislazione Italiana dal Decreto Legislativo n® 332 del 8 settembre 2000;

che il dispositivo in oggetto non ¢ incluso nell’ Allegato II, lista A e B della Direttiva 98/79/CE

che la documentazione tecnica di cui all’allegato T1T della direttiva Direttiva 98/79/CE ¢ a disposizione delle

autoritd nazionali presso

la 'sua sede e sara conservata per 5 anni dall iultima data di fabbricazione del
prodotto; [z oW

| | |
che il processo di fabbricazione segue adeguati principi di assicurazione della qualita;
| |

- di aver attivato e di mantenere aggiornato, un sistema (i sorveglianza pogt-produzione per il monitoraggio

dei prodotti;

che il dispositivo in oggetto ¢ stato messo in commercio munito di marcatura CE.

EC DECLARATION OF CONFORMITY

manufacturer of the in vitro medical-diagnostic device listed in tlie attached tdble, Revision 31.0 0f:08.01.2016

|
'\

The company Liofilchem® S.r.1., registered office in Via Scozia, 64026 Rojeto degli Abruzzi (TE) Italy, aﬁﬁ a
|

hereby certifies under its own responsibility

1. that the above mentioned device complies with all the applicable provisions of Directive 98/79/EC (Annex ‘I‘H)
and its relevant transposition into national law; :

2. the above mentioned is not included in Annex I, List A and B of Directivg 98/79/EC;

3. that the t_echnicél documentation referred to a{ Annex TII of the Directjve 98/79/EC is available for the
national authorities in its facility and that this documentation shall be k¢pt for 5 years after the last prodiict
has been manufactured;

4, that the manufacturing process follows suitable principles of quality assurance;

5. that, has implemented and keep up to date, a [post-production surveilfance system for monitoring the
products; ‘ L ' s

6. that the device in question, was introduced into the market provided with (E mark.

Roseto, 08.01.2016 Dijrettore Tecnico/ Technical Director

1di23

Dott. Silvio Brocco
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DESCRIZIONE ) .

GRAM COLOR KIT & un kit per per la coloraziona dei micrarganismi, che ne
permette la. differenziazione in due categorie; Grami-positivi (Gram+) che si
colorano In blu & Gram-negativi (Gram-), che sl colorano in rosso. Tale
colorazione costituisce, insieme con I'osservazione diretta della morfologia
cellulare, il primo livello di, classificazione tassonomica del procarioti.

CONTENUTO DELLE CONFEZIONI
| reagenti sono contenuti‘in flaconi di plastica, chiusi in termoinduzione e forniti
di tappo-gocciolatolo. Ciascuna confezione contiene:
° 1 flacone conlenente 250 ml di Soluzione Cristal Violetto
1 flacone conlenente 250 ml di Soluzione Lugol-PVP
1 flacone contenente 250 ml di Soluzione Decolorante
1 flacone contenente 250 ml di Soluzione Safranina
1 foglio istruzioni

PRINCIPID DEL METODO

La colorazione di Gram @ basata sulla proprietd che ha |l Cristal Violetto di
combinarsi con lo lodio, formando composti non decolorabill con I'alcool o con la
miscela alcool-acatone. Alcuni batteri hanho una speciale affinita per questa
reazione e, una volta colorati con il cristal violetto, non perdono il colore, se
trattati con l'alcool o con la miscala alcool-acetone, restando colorati in blu
(batterl Gram-positivi). Altri perdono il colore blu e si colorano con la Safranina
assumendo une colorazione rossa (batterl Gram-negativl).

COMPOSIZIONE | "
Le soluzioni che compongono il GRAM COLOR KIT sono tutte soluzioni
acquose ad eccezione della Soluzicne Decolorante. .

GRAM COLOR KIT

CONTROLLO QUALITA' | |

Ogr)i lotto di GRAM COLDR KIT viene sottoposto al controllo di‘ qualita
utilizzando una coltura di Esgherichia coli ATGC 25922 per il controllo dei batteri
Gram-negativi (colore rossof} ed una coltura di Staphylococcus aureus ATCC
25923 per il controllo dei batleri Gram-positivi (colore blu). ‘

LIMITI |

1. La colorazione di/ Gram fornisce una preliminare identificazione ma
non sostituisce i fprmali studi colturali del campione. ‘

2. Terapie antibiolighe possono rendere i balteri gram—posiitivi pit
sensibili alla decdlorazione ed apparire di colore rosa-rosso invece di
blu. ‘

3. Le cellule preleate da colture giovani di 18-24 ore hanno una
maggiore affinita||per i coloranti rispetto alle cellule prelevate da
colture vecchie. ‘

4. La colorazione d Gram viene alterata dalla distruzione fisica della
parete cellulare o|del protoplasmay infatti la parete cellulare dei batteri
Gram-positivi intérpone una barrlera che impedisce |l rilascio del
complesso Cristal Violetto-lodlo dal citoplasma e la parete cellulare
dei batteri Graminegativi contiene lipidi solubili in salventi organici
che permettono |la 'decolorazione del citoplasma. Pertanto |
microrganismi distrutti fisicamente da un eccesso dl calore non
reagiscono alla cglorazione di Gram come atteso.

PRECAUZIONI

La |confezione di GRAM

}:OLOR KIT contiene sostanze classificat;e come

pericolose ai sensi della legislazione vigente; per il suo,impiego si consiglia di
consultare la scheda di sicurezza. » ‘

GRAM COLOR KIT & un Kit|[per la colorazione batterica, da usare solo|per uso
diagnostico in vitro, & destinpto ad un ambito professionale e deve essere usato

Tabella n®1
GRAM COLOR KIT
Contenuto
Cristal Violetto 2%
Soluzione Cristal Violetto 1 | Alcool etilico 20%
Ossalato d'ammonio 0.8%
lodio 1.3%
Soluzione Lugol-PVP 2 | loduro di potassio 2%
PVP(Polivinilpirrolidone) 7%
F . | Alcool 95°C 50%
Soluzione Decolorante 3 Acotone A
! y Safranina 0.25%
Soluzione Safranina 4_ ZAlcool atilico 0%

RACCOLTA DEI CAMPIONI .

| campioni da sottoporre alla colorazione di Gram sono costituiti principalmente
da materiale clinico e da colture microbiche.

Le colonie da sottoporre \alla colorazione di Gram devono essere prelevate da
colture giovani (18-24 ore) preferibilmente da terreni agarizzati.

PROCEDURA DEL TEST

Preparazione e fissazione

Utilizzando vetrini puliti, \eseguire uno striscio della coltura o del materiale
patologico. Lasciare essiccare all'aria e fissare al calore con passaggi rapidi
sulla fiamma. Eseguire la fissazione del campione evitando un eccesso di
riscaldamenta. Si passone adattare anche altri metodi di fissazione.
Colorazione §7

e Ricoprire il vetrino con la Soluzione Cristal Violetto. Attendere 1
minuto, quindi lavare delicatamente con acqua.

e Ricoprire il vetrino con ia Soluzione Lugol-PVP. Attendere 1 minuto,
quindi lavare delicatamente con acqua.

. Decolorare con la Soluzione Decolorante finché il preparato libera
colarante (circa 30-60 secondi), quindi lavare delicatamente con
acqua.

. Ricoprire il vetrino con la Soluzione Safranina, Attendere 30-60
secondi, quindi lavare delicatamente con acqua.

e Asciugare.

e Osservare il preparato al microscopio con obiettivo per immersione.

INTERPRETAZIONE DEI| RISULTATI

| microrganismi Gram-negativi appaiono di colore rosso.
| microrganismi Gram-positivi appaiono di colore blu.

La colorazione di Gram permette di differenziare:

. | bacilli Gram-negalivi da quelll Gram-positivi;
. | cocchi Gram-negativi da quelli Gram-positivi;
. | coccobacilli ‘Gram-negativi da quelli Gram-positivi;| diplococchi

Gram-negativi da quelli Gram-positivi.

Liofilchem®

\lia Scozia-Zona industriale - 64026 Roseto degli Abruzzi Tel. +30,085.8930745 - Fax +3%,085.8930330
Weh site: htto:/fwww.liofilchem.nat E-mail: liofilchem@liofilchem.net

in laboratorio da operatorl #deguatamente addestrati, con metodi approvati di
asepsi e di sicurezza nei confronti degli agenti patogeni. ' bt ;
CONSERVAZIONE | . =

Conservare GRAM COLOR(KIT a 10-25°C nella sua confezione originale. Non
conservare vicino a fonti di dalore ed evitare eccessive variazioni di temperatura.
In gueste condizien! il pro btto GRAM COLOR KIT & valido fino alla} data di
scadenza indicata In etichelfa. Non utilizzare oltre questa data. EIimineye se vi
sono segni di deterioramenty (cambiamenti di colore delle soluzioni o presenza

di precipitati grossolani).

ELIMINAZIONE DEL MATERIALE USATO
Dopo l'utilizzazione, i vetrini colorati con il GRAM COLOR KIT ed |l materiale
venuto a contatto con il campione devono essere decontaminatl e smaltitl in
accordo con fe tecniche irj uso in laboratorio per la decontaminazione e lo
smaltimento di materiale potenzialmente infetto.

BIBLIOGRAFIA ' >
. Kruczak-Filipov, f, and R.G. Shively, 1992, Gram stain procedure,
p.1.5.1-1.5.18. In|H.D. Isenberg (ed.) Clinical Microbiology |
Procedures Handpook, vol. 1. American Society for Microbiolﬁbgy,
Washington, D.C|| |
. Murray, P.R. (ed.}|1999. Manual of Clinical Microbiology, 7th ed.
American Society|of Microbiology, Washington, D.C.

| | 7

4 %250 ml |

PRESENTAZIONE

Pradotto

GRAM COLOR KIT | 80293 ‘

TABELLA DEI'SIMBOLI | IS FEE :
VD Dispositivo medicg ‘ @ Non riutilizzare

.

diagnostico in vitrg
“ Fabbricante |

Contenuto sufficiente per <n>
|REF Numero di cataloge | I

Fragile, maneggiare con cura |

saggi

i'j Attenzione, vedere le

istruzioni per f'uso
|:LOT Codice del lotto

Utilizzare entro
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Dehydrated culture medium
Rev. 0 - 34 Ed. 2004
Page 1 of 1

S

- PHENYLALANINE AGAR
Medium for eneterobacteria differentiation.

TYPICAL FORMULA (/)

Yeast Extract 3.0
Disodium Phosphate: 1.0
Sodium Chloride 5.0
DL-Phenylalanine 2.0
Agar 15.0
Flhal pH = 7.3 F-‘:)2at25"b
DIRECTIONS

». Suspend 26.0 g of powder In 1 Iner of distilled or delomzed water. Heat until completely dcijssolved. Distribute into final tubes.
" Sterilize in autoclave at 121°C for 15 mmutes Allow the meclum to solidify in a slanted pgsition.
DESCRIPTION - S . ' wh el e
PHENYLALANINE AGAR is a medium recommended for the differentiation of members of the Proteus and Providencia groups
from.other enterobacteria.
TECHNIQUE . LA oh
inoculate the slant with test organisms and incubate at 36 = 1°C for 18-24 hours. Add 3-5|drops of Ferric Chloride 10% (code
80272) and 3-5 drops of a 0.1 N HCI solution to a 24 hours culture. Rotate the tubes to wet and loosen the growth.
‘A'positive test is indicated by the formation of a characteristic green color. Proteus and Providencia groups give a positive
reaction in 1-5 minutes. Other members of Em‘erobacrenaceae give negative reactions.

QUALITY CONTROL
Dehydra ium
Appearance: free-flowing, homogeneous.
Colot: light tan,
Prepared medium
Appearance: slightly opalescent without precipitate.
Color: light amber.
Incubation conditions: 36 = 1 °C for 18-24 hours.

Microorganism ATCC Growth Reaction

Escherichia coli 1 [1 25922 good s

Enterobacter aerogenes 13048 good

Proteus mirablilis 25033 good +

Proteus vulgaris 13315 good +

STORAGE ’ i .

The powder is very hygroscopic: store the powder at 10-30 C, in a dry environment, in itg original container tightly closed and
use it before the expiry date on the label or until signs of deterioration or contamination are evident.

Store prepared tubes at 2-8 °C,
REFERENCES

1. Ann, Inst. Pasteur. (1854) 87: 375-386.
2. Pub. Hith Lab. (1957) 15: 1583.

PRESENTATION =
Product 2 REF _ W
| PHENYLALANINE AGAR (19.2 ) 610039 500 g
PHENYLALANINE AGAR (3.8 1) 620039 100 g
TABLE OF SYMBOLS - Hiikn

\1:
) Caution, consult N3/ Containssullicient | ~S#& Koep away from
Batch ' e ? f ¥
i [E accompanying decuments “ Manalaciyber for <n=ests .{-L\ heat source

Catalogue Fragile, Temperplure
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‘To Whom It May Concern

sifin diagnostics gmbh | Postfachi 26 | %3061 Bertin

We, sifin diagnostics gmbh, having a regi
321, 13088 Berlin, Germany, assign ,GBC
fice at St. Tighina 65, Chisinau MD - 2001
tive in correspondence with the conditions

We declare that the company mentioned above is authorized to reg

renew or modify the registration of in-vitro n
Republic of Mcldova.

This authorization is valid till 31 December

sifin diagnostics gmbh

e

stered office at Berliner
Moldova, as authorized
of directive 98/79/EEC.

nedical devices on the te

2021,

b,
ische G
rt Manager

‘Berfin

3 Degember 2019

Allee 317 =

3-MLD" SRL, having a registered of-

‘representa-

yister, notify,
yrritory of the

diagnostics|
with pagsion

|
sifin diagnostics gmbl
Berliner Allee 377-321
13088 Berlin, Gerrmany |

T +4930927030-0
F: +4930927030-30
infe@sitin.de
wwwisifin.de

Commerzbank AG Berli

Kto.-Nr. ‘088888300 :

BLZ 120400.00

1BAN DE141204200000088888300
BIC COBADEFFAXX

Postbank AG Nt Berlin
Kto.-Nr. 6676100103
8L7 10070010 .
{BAN DE4610010010 0676100103
BIC PBNKDEFF

Amtsgericht 8erlin Charlottenburg
Register-Nr. HRB 43922

Ust.-IdNr. DE 137230234

Steuer-Nr. 37/004/56702
Geschafisfubrer:

Dipl.-Ing; Alexander Seefranz




ficate

mdc medical device certification GmbH
" certifies that

sifin

sifin diaghostics gmbh

Berliner )lklle‘e 317-321
13088 Berlin

Ge

for

~ Invitro diagnostic medica
blood grouping, bacteriological t

development, manu}acturing and distribution of

rmany.

the scope

devices for the product/groups:

manufacturing of raw materials for manufacturing of

in vitro diagng

- has introdu

stic medical devices

ced and applies a

Quality Management System

The mdc audit has proven that this quality management system

meets all requirements of the following standard

EN ISO 13485

Medical devices — Qu
Requirements {

EN ISO 13485:2016

Valid from
Valid until
Registration no.
Report no.
Stuttgart

=
7
A

"Head of Certification Body

madical devics cerfification

mdcmedical device certification GmBH
- 1. ' KriegerstraRe 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49+(0)711-253597-10
Internet: http://www.mdc-ce.de

ality management systems —
or regulatory purposes

+ AC:2016 - SO 13485:2016

2018-10-23
2021-10-22
D1058700042
P18-00745-121758
2018-07-16

i "

Ll

(( pAx

- Deutsche

st reagents and culture media as well as

kS

Akkreditierungsstelle
D-ZM-16002-06-00




st

)

erti

Icate

mdc medical devt:-e certification GmbH

certifies that

sifin

sifin diaghostics gmbh
Berliner Allee 317-321
13088 Berlin
Ge:rm;a_ny

forithe scope.

, development, manu ;actur-ihg and distribution
in vitro diagnostic medical devices for the product

manufacturing of raw materials for manufacturi
in vitro diagnostic medical devices

has introduced and applies a
Quality Management Syst

The mdc audit has proven ti‘pat this quality manageme
meets all requirements of the following standa

EN ISO 13485

Medical devices - Qu
Requirements f
EN ISO 13485:2016

Valid from 2018-10-23
Valid until 2021-10-22
Registration no. D1058700042
Report no. P18-00745-121758
Stuttgart 2018-07-16
/ /’"";‘ PR
C—-/('" A
Head of Certification Body

madical device cartilicalion

mdc medical device certification GmbH
Kriegerstralle 6
0-70191 Stuttgart, Germany
Phone: +49-(0)711-253587-0
Fax: +49-(0)711-253597-10
Internet: http://www.mde-ce.de

or regulatory purposes
+ AC:2016 - [SO 13485:2016

v | i z.
i_z}%w‘é'@?z_ s BUD

of
groups:

blood grouping; bacteriological test reagents and culture rﬁedia as well as

g of

em

t system
d

ality management systems —

(( DAKKS

A - Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00




ELITech Distribution
13-15 rue.Jean. Jaurés .

92800 Puteaux - France :
Tél ; +33 (0)1 41 45 07 13 fﬁq J ELlTPCh ' reup

Fax : +33(0)1 41 4507 14
www.elitechgroup.com

Puteaux, 29 March 2017

Letter of Authorization

To whom it may concern:

: |
ELITech Distribution, a company of the ELITech|Group distributing laboratory diagnostic products with
headquarters at 13-15 rue Jean Jaures, 92800 Putedux - France, hereby confirms that the company GBG-MLD
SRL, located at Mun. Chisinau, Str. Tighina 65 of. 607, MD-2001 - Moldova (the “Company”), is authorized to
market the products as listed below {the “Products”), in Moldova (the “Territory”):

All products manufactured by ELITech Clinical Systeins SAS
All products manufactured by ELITechGroup B. V.

Company hereby accepts (i) to market and promote products in Territory as per the provisions set out hereunder
and (i) to be subject to General Conditions of Sales of ELITech Distribution.

Compan\'j is'<nqt entitled to assign nor transfer, totally or partially, its respective rights and obligations arising out
of this Letter of Authorization, and particularly, it is npt entitled to market Prodlicts through the intermediary of a
sub-distributor'and/or an affiliate without the prior written consent of ELITech Distribution,

This Letter of Authorization is (i) valid for a period of three (3) years unless terminated with a written notice by

the issuer, (ii) subject to the signing of the Regulatgry and Quality assurancel Agreement signed by the above-

mentioned company and ELITech Clinical Systems SAS and ELITechGroup 3.V. on 29 March 2017 and (iii)

governed by and construed in accordance with French law.
ik

y .r\./\..)/\
The Presigent

ELITech Group S.AS. UT‘ON

Represented by Romaln Bergeaud ‘“
) S“{ »\0\\(\6(3

3(,“0 “10 0 EUTOj (25
@
Jeah
ue

U‘

_A\6

Sogielé par actlons simplifiée au capital dg 500 000€ — SIREN : 538 673 716 — BCS NANTERRE
ED-LOA-v004-03/2017




ELiTech Clinical Systerns SAS

Zone industrielle

ELITech Clinical Systems SAS

Zone industrielle

61500 Sées - France

Tél: +33 (0)2 33 81 21 00 Fax: +33 @N 222877 5%
www elitechgraup.com

61500 Sées - France

-
Tél : +33 (0)2 33 81 21 00 Fax - +33 (0)2 22 28 77 51 Al -7k .&m m_u_.mwn_.dmac_u

wiswefitechgroup.com

GROUPE 12 - SOLUTIONS DE LAVAGE pour les équipements ELITech Clinical Systems
DECLARATION DE CONFORMITE CE GROUP 12 - CLEANING SOLUTIONS for ELITech Clinical Systems Equipments

GRUPO 12 —SOLUCIONES DE LIMPIEZA para los equipos ELITech Clinical Systems
Nous, ELITech Clinial Systems SAS, zone industrielle 61500 SEES France, dédarons sous notre seule

R.hvo:wmv____no que _ﬂ dispositifs muum_.wm:mzn au groupe 12 «SOLUTIONS DE LAVAGE pour équipements ELITech Cinical NOM DU DOSSIER
i-jninte,_snot conformes aux exigences essentielies des annexes T et T11 de 3 P e i : ’ i - i = TR A, Cade-GNEBR i
Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnastic iz wiro et au code de 1a santé publique. DESGHATION DO REACTRT R RRENCES] CEf:
Celte déclaration est basée sur le contenu d de chague dossier technique DOS-CE-XXXX et s'appuie sur la REAGENT U.N___w:uz.oﬂcuﬂ REFERENCIAS EC EMUH ZHW_W.H\ Mouﬂcz AW.HMMP
cortification de natre systéme qualité selon la norme NF EN SO 13485 : 2016 (Certifcation valable jusqu’su 27 julllet DEQIGUACISIY DE RAACTIVO, NOME ige
20Z0T.
(Voir lste ci-jaite). ACID SOLUTION for ELITech Clizical
SLHC-5900 |
= Systems Analyzers . |
5 NG SOLU S |
SYSTEM CLEANL ' TION for .
DECLARATION.OF EC CONFORMITY ELITech Clinical Systems Analyzers © | SA-5900 DOSCESOLYS ! _
. ' . |
We, ElTech Cinical Systems SAS, Zone Industrielie 61500 SEES France, hereby certify, under our own SYSTEM SOLUTION for ELITech Nt ane | 58235
responsibility, that the devices belonging to Group 12, "CLEANING SOLUTIONS for EllTech (linica! Systems | Clinical Systems Analyzers

| |
Equipments”, such 3s listed heretp, conform to the essentisl requirements of sppendices T 5nd IIT of European Directive
98/78/EG, relating to in vilro diagnostic medical devices and. (o the public health code.
This dedaration is bastd upon” the content of each DOS-CEXCON tedhnical fife and is supported by the

certification of our quality systerm acrording to the standard NF EN 150 13485 : 2016 (Certification valid untit July 27th ,
2020).

(See attached fist)

DECLARACION CE DE CONFORMIDAD

Nosowros, ELITech Qinical Systems SAS, Zone Industriele 61500 SEES france, dedaramos bajo nuestra linica
responsabilidad que los dispositivos pertensdentes al grupo 12 = * SOLUCIONES DE LIMPIEZA para los equipos ELITech
Clinica} Systems”, referepdados en la lista adjurts, son conformes con Jos reguisitos esenciales de los anexos Iy 1T Qm L2
Civective. Etropes S8/79/CE sobre dispositives médicos pars anaouunua witro'y el codigo de salud pitiics,

Esta dedlaracion estd dox /2 por su %%Eﬁgﬁgﬁwﬁ?%&ﬁnﬁgw\m

cevtificacion de nuestro Ssisterna’ n.m aldad segin i3 norma NF EN ISO ;G%m. 201§ (Certificadidn vilidz hasta el 27 de
Julio 2020).

. (Ve stz adjunta)

Sées, le 28 Juilet 2017

- <w_mq.,.n mccﬂcoz‘ )
Responsable des Affaires mmm.mﬂmzﬁ:mm
Reglatory Affalrs Manager
Responsable de los Asuntas Redlémentsrios

LTl i G
¢ s

Sociétd par actions simpliiée au capita 08 1 219 552,156 - SIREN . 315 365 228 - RCS ALENCON Société par actans simplifide au copilal do 1 219 582,14¢ — SIREN * 212 365 228 ~ RCS ALENCON

DOCE-GI2 0% — Juiller Muly 2Tulio 2007 12 DOCE-GI2 V3 - lailfet thuby ulio 2017



arlicoli’ per laboraloria analisi
disposable labware:

wWW.[dhwi;jté Messrs
“GBG-MLD” SRL
STR. TIGHINA 65
2001 CHISINAU

MOLDOVA:

Piove di Sacco, 25/02/2019

DISTRIBUTOR AGREEMENT

I

T ‘ol:\'évfﬁdr:ﬁ ’fit&%rhay corcern, we h:'e,r'eby declﬁa‘re tha
KINA sas — Via Leonardo Da Vingi 22 ~ 35028 piove di Sacco - (PD) - ITALY

ap’boiﬁis “GBG-MLD" SRL ~ STR. TIGHINA 65. -2001 CHISINAU ~MOLDOVA

as authorized distributor of KIMA plastic labware products in the territory of MOLDOVA
BG MLD has the right to import and distribute KIMA plastic labware products.

This Agreement is valid one (2) years from the present date.

The Distributor does not have any p033|b|hty 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 agcording to the market of the raw materials,

Leona :
. 35028 PIOVE DI EACG
\_PailfalVA 01466290283

KIMA §.r.]. - Via Leonardo da Vinci, 22 - Z,1. Tognana - 35028 PIOVE DI SACCO (PD) ltaly - e-mail: info@kima.Jt - Cap. Soc. € 50,000,00 L.v.
Tel. +39 049 9719511 - Fax +39 049 9719542 - 9719543 - Regislro Jmprese Padova, Codice Fiscale|e Parlita [VA 01466290283 - REA PD 160089
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ICIM

CERTIFICATO n.
CERTIFICATE No.

_ SICERTIFICA CHE IL SISTEMA Bl GESTIONE|PER LA QUALITA D
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA QPERATIVE | OPERATIVE UNITS

4264/4/C

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove d
i 5t Italia

& CONFORME ALLA NORMA / IS IN COMPLIANCE WATH THE STANDARD

UNI EN 1SO 9001:2015

Sistema di Gestione per la Qualita / Quality Ntnagemem System

PER LE SEGUENT! ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29
- Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni‘di coltura per microbiologia, articoli in plastica per laboratorio a
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic Kits, culture media for mic
plastic disposable labware, test tubes with predetermined vacuum and steri

Rilér_iysi‘alla_doc,umentazione del Sistema dj Geslione per la-Qualits aziendale per |

Refer o 1he documentation of ihe Qualily Managemant System for telails of

o B -1l presente cerificato & soggatta-al rispetio del documentd ICIM *Regolamento per la cerlificaiuna del sisiémi di gestiorie” e al relativo Sthema
The use and (he validily of this cerlificale shafl salisfy the requirements of ihe ICIM docurient"Rules for the cegfification of comparly management syslems” and

lication lo relerence slandard requitemnents,

Per informazioni puntuali & aggiornale viroa eventual variaziani infervenule nello stily della cerfilicazione di cui al presente cerbiicatl,

) siprega di contatiare il n* telefonlco +38 02 725341 o indifizza e-mail info@icim,t,
. Forlimely and updalad information aboul any changas i lhe certificalitn status refsired fo fn this cerlificale,
plosse contac (e nomber +39 02 725341 or email ajfdress info@icim.Jl

Data emissione Emissione corrente Dala di scadenza
First issue Current Issue Expiring dale
18/01/2007 18/01/2019 17101/2022

iy

ICIM|S.p.A.
Piazza Don Enrico Mapeli, 76 |- 20099 Ses(o an Giovanni (M)

wiwnv llm i

ACCREDIA &

LEMTE FEALWNOLTE ACCREDITAMENTT -

5GQ N° C03A

0443CM_03_IT

Membro degll Accordi di Mutuo Riconoscimento EA, LAF e [LAC
Signatary of EA, TAF and ILAC Mulual Recognition Agreements

pplicatiita del requisiti daita norma di nferimentd,

CISQ is a member of

i L S s 1 e LA

K ¥ d
** **?% i

* * fg;

*, KR 45 ¥

hedy iR
*

P S ——

THE INTERNATIONAL GERTIFICATION NETWORK

www.lgnet-cerlificalion.com

s\j'ms:ﬁs/:

1QNet, the associdtion of the world’s first clags
cartificution bodies, Is the largest provider of management
System Certification in the world.
1QNet is compased of mare than 10 bodies and counts
over 150 subsldiaries alt over the globe.

| Sacco (PD)

nalisi,

robiology,
e needles.

4 specificn.
spacific Scheme,

wwrw.clse.com

¢15Q & Iz Federezione Italiana di Organismi di

Certlficazione del sisteml dl gestlane azlendale.

CISQ Js the Italien Federation of managemeant
system Cerlification Bodies.



oM

CERTIFICATO n.
CERTIFICATE No,

4265/4/C

: S| CERTIFICA CHE IL SISTEMA DI GESTIONE P
WE HEREBY CERTIFY THAT THE QUALITY. MANAGEME

KIMA S.R.L

UNITA OPERATIVE / OPERATIVE

Via Leonardo Da'Vinci, 22 = Zona Industriale Togr
Italla

£ CONFORME ALLA NORMA /IS IN GOMPLIANCE Wi

UNI CEI EN ISO 1348

Sistema dI Gestione per la Qualita / Quality Mar
PER LE SEGUENTI ATTIVITA ! FOR THE FOLLOV

EA: 29

Commercializzazione di prodotti del Gru
terreni di coltura per microbiologia, articoli in pla
- provette con vuoto predeterminato

Tradmg of the products of the Group: diagnostic kits
plastic dlsp,osable labware, test tubes with predeterm

Rilerirsi alla documentaziane del Sistema dj Geslione per 13 Qualila aziendale per ap|
Refor to tha documentation of the Quality Management Syslem for details of applic

Per informazioni punfuali @ aumm?.ale pirea evenluali variazion! inervanute nello slatd.d
sf praga di contaltare il n° elefonico <39 02 726341 o indirlzz

Fur limaly aid updated informifion about any changas-n the ceditication 3

please conlact the number +39-02 725341 or emall addr

Emissjone corrente
Current Issue

18/01/2019

[ala emissione
Fitst isste

18/01/2007

ER LA QUALITA DI
NT SYSTEM OPERATED BY

UNITS

ana - 35028 Piove di

TH THE STANDARD
}5:2016
agement System

ING ACTIVITIES

ppo: kit diagnostici,

e aghi sterili.

culture media for micro
‘ned vacuum and sterile

icabilita dei requisili della norma diriterimento.
alion lo reference standard requirements.
alta certificazione di cui al prasente certificalo,

0 a-mall InfodizimiL
lalus refammed o in this certificals,
58 irfodicin. A,

Data di scadenza
Expiring dale
17/01/2022

ICIM S.p.A.
Plazza Don Enrico Mapelll/75 — 20099 Sesfo Sar
www.icimiil

ACCREDIA %

=}

Nl LENTE TIALAND D AT CREDITAMANTD

OV

<

2

L) SGQ N° D04 A

o)

D

”S Memhro degll Accordl dI’ Mutua Riconoscimento EA,.JAF e [LAC

Slgnatory of EA IAF: and ILAC Mutuat Recognition Agreements

Giovanni (1)

stica per laboratorio ang

CI8Q is a member of

k¥ ] d
A ;k * | F
%, w '?1 @f & \
* - s :

THE INTERN.MIDNM.EEHIIFH ATlON NE!WOHK
www.Ignat-certific anon com

IQNet, the-assoclation of the worid's. ﬁrst class |
curtlflr:atlon badles, is the- /arg:st provider af msnagemﬂnr
3 System Certification in the werld. |
IQNet Is composed of mora than 30 bogles and counts
over 150 subsidiarias all over the globe,

Sacco (PD)

lisi,

biology,
needles.

wiww, cist.com

c1sq & la Federazione ltaliana di Orgarnsml di

Certificazlone del sisteml di gestione aziendale,

CISQ is the Jtalian Federatlon of managernent
system Certification Bodies.
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 CERTIFICATOR.

- CERTIFICATE No. 4265/3/D

 SICERTIFICA CHE IL SISTEWA DI GESTIONE PER LA QUA
" WEMEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTE

LTADE
OPERATED BY

. VACUTESTKIMASir.l.

UNITA' OPERATIVE
OPERATIVE UNITS

. .Via dell Industria, 12— 35020 Arzergrande (PD)
S e - ftalia - )

E' CONFORME ALLA NORWA
1S IN COMPLIANCE WITH THE STANDARD

 UNIEN1SO 13485:2012

Sl i |1 PER LE SEGUENT] ATTIVITA
fid= 4 -FOR THE FOLLOWING ACTIVITIES

CERAR U s T AR

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo

ematico, liidi blologici & urine; Commercializzazione di prodotti del gruppo: kit

diagnosticiiferréni-di coltura per microbiologia, articoli in plastica per iaboratorio
~ g analisi, provette con vuoto predeterminato e aghi sterili.

~ Design and production of test tubes with predetermingd vacuum for collegtion of
haematological samples, bivleglcal liquids and urine samples. Trading of the
products of the graup: diagnostie:kits, ‘oultura media for microbiology, plastic

disposable labware, test tubes-with predgtermined vacuum and sterile needles,

isli detla

et Manvae deiia Qualtspe Taplcabil de
G s o et kst 180 14852

Wl prosente corficalo ¢ soqaet al ispelto 6ol igotamento par la erfiicazione del
mem&ﬁa-mw&mmmmsmgufremsnts.ow:a uilos for the

na 80 13485:2012
roquirements.

di gostiona perdp quallé delfe azignde.
of conpany qually managemeént systems.

i Daraemwm | Erissione corrente _ Data di scaddenza
. Firstissue | _ Current issue Expiring date
o 1B/01/2007 ~ 18/01/2016 17/01/2019

' o

[cim s.ﬁlA.

Maptlil, 75— 20094 Sesto San Gi




APTACA sp.a.

Regiope Monforte, 30-14053 Canelli {Ast) ITALY
fol: (+39] 0141 83.50.75 - Fax; [+39) 0141 83.52,92

PIVA: 00862050940 - Cod),

email; info@aplaca.com

v apldcn, com; = www. vacudaplaca. if

o VEE

Fisc.: 07520900155 - REAIMB. 1167248

TO WHOM IT MAY CONCERN |

- Letter

We APTACA SPA , with head offices and pls

Regione Monforte nr 30

14053 Canelli ( At ) Italy

Confirm that the below Company :

"GBG-MLD"

Tighina s

MD-2001,Chisinau,
Republic of Moldova

Web|

Ph. H
+373

Is authorized td prepare price quotations, ady
in tenders and to sell our whole range of pr
This lettefis valid unti] 31/12/2020 and may

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

Export Manager

APTACA SP
" Reg, Monforte n,
Tel, 0141/835075 r.a. - F 0141/835292
‘14053 CANELLI (AT)
CF, 07520900155 - PJ. 00862050960
Cod, Unlvaco: SUBM70N

Canelli 25/11/2019

ertising activities, warral

be prolonged by mutual 3

of Authorization

nt located in :

8.R.L.
tr.65, office 607

www.gbg.md
373 22 54 91 20

22 54 91 21

oduct on exclusive basis

greement.

1ty service, offers, to partet até’;
|in the territory of MOLDIAV]A



CERTIFICAT(
Sice

Sistema di Gest

Quality

-~ mess
iy

NUOVA APTACA S.r.l.

Via Monte Bianco, 4 — IT 20900 MONZA (1

nella Sec
Regione Monforte, :

s

& confor

/s in compli;

UNIEN ISO 9001

per.i se(
-concerning the

Gestione della fabbricazione ed in

“‘per il prelievo di campioni biologici

Progettazione ¢ fabbricazione di dispos
Commercializzazione di disg

4 .Commercializzazior

/V/r)/7d_]€f7 et o) f/7€ /')(Jn(/mr{t////)g and /.')/c’i /Ng on the

in natural orifice and in surgical field, Pésign and n
of ana/yq/s Man‘(etm g of med/ca/ dﬂd d/agnc

(! presenle thl‘calo é soggei{o al rispetto delle condm
This Certificate shall satisy the reqwreme/:(s &3

‘I caso di discordanza tra le ingue utilizzate nella traduzione

fn cases of discrepancy between the langua_jas used iy the 1z

LAMMINIST

MANA

! Dr. Ing.

‘Data di Prima Emissione ITALCERT
First Issue Date HALCERT

Data di Prima Emissione
First Issue Dale

e

1998-07-23 2011-10-30
Settore IAF 14- 29 “REDIA ‘*
. w0 B ACCRITTAMENTO
SGG N*023A  PRD N® 1220
GGA N* 020D ISP N* 0758
PRS H* 092C

Membre degll-Accord!
Signatory of EA, IAF 3

ITALCERT.S. rI IVIaIe Sarca, 336 - 20126 Milano (M) | tel. +39 0

S ITALCERT

LR L

) N° 5055G

rtifica che |l
i to certify that

ione per la Q

o in atto da
amerited by

e Operativa di

berative Unit

30 -

me alla norma
nee with'the staidard.

2015 (1SO 9001-+20

guenti Processi
)ﬂomng /(/nds of Pioces cs 65

mrssnone Iﬂl commerC|
i in orifizi naturali e in
tivi medico diagnostic|
ositivi‘medici e diagng
e di articoli da laborat
market of sterile tampons
wapufactuling of diagnostic
stic devices invitro. Mch"fc'é

ani stabilite dai Regolamenti per (a cgrl
tabiishedin the Rules For the cartification’in
del contenuto del presenté cerlificato,
u-f itiow) ofthe content of lhi_r ce/ji/iwl'(:y Pl
RATORE DELEGATO

G/NG D/’?[CfO/? ;

Robel to Cuscahto _

Da

| Mutuo Ricanosclinanlo A, IAF @ ILAC
HACG Mutua] Recognition Agreenents

T 14053 CANELLI|

ﬁ’eneu al Date

207 I?-10-30

266104876 | fax, +39 0266101479

QO3

ualita

o di tamponi sterili

ambito chirurgico.

per laboratori di analisi.
ysticiin‘vitro.

orio

for sampling of bfo!og/ca/ specimens

1 med;m! devices for /aborator/es
sting of laboratory. a/[/r{es

ficazione in vxgore appllcabm
acieapphicabls, |

fare riferimento; alla Imgua |ta||ana
v refor to the ialian lnguago

Data di Scadenza
Expiration Date

a.di Rinnavo.

2020-10-29

[ vww.italcert.it | italcertsrl@legalmail.it
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LANDES

BESTATIGUNG DER UBEREINSTIMMUNG E1NES

HERSTELLERS MIT GMP
| Teil:1
Ausgestellt nach elner Inspakiion.gemat
+ Art. 111 (5) der Richtiinie 2001/83/EG

Die zustandige deutsche Uberwachungsbe
bestatigt: ‘

Der Hersteller ¢+
HOLTSCH Medizinproduikte GmbH
Anschrift der Betrm‘bsstétte
HOLTSCH:! Medizmprodukta GmbH
Leipziger $traBe 300 - .
01139 Dresden

Deutschiand

» Sonstiges:
Der Hersteller wurde im Rahmen der natig
Arzneimitteliibberwachung inspiziert in Verbindy
der HerbfeHungserIaubnis
DE_SN._01_MIA_2012_0045 geman Art.
Richtlinie 2001/83/&(3 umgesetzt in demschee
durch § 13°Abs: 1 -Arzneimittelgesetz.

Aufgrund der aus der letzten Inspektio
27. Navember 2015 gewonnenen Erkenntnises,

horde

nalen
ng mit
NT.

40 der

Recht

nvom
wird tOr

die oben genannte Bettiebsstétte-des Hersteliers die

Ubersinstimmung mit den Aniorderungen fiﬁr
Herstellungspraxis festgestellt, die sich aus

+ dem: (arundsétzen und-Leitlinien der
Herstellungspraxis gemésn
chmlime 2003/94/EG

ergeben.

t

DE_S5M_01_GMP_2016_0003

Guten

Guten

’ }atschrllt: : Kialis Hartmaan

SDIREKTION
SACHSEN

Zertifikat-Nr./Certifi
DE_SN_01_GMP_|

e Freistaat

SACHSEN

cate no:
2016_0003

Aktenzeichen/Reference Number:

1.24-5117/90

CERTIFICAT

Issued following

EE OF GMP COMPLIANCE OF A
MANUFACTURER

Part 1

n inspection in accordance with

+ Art. 111 (5) of DiLctive 2001/83/EC

The competent.a
following:

The manufacturer

ithority of GERMANY .confirms the

HOLTSCH Medizinprodukte GmbH

Site address

HOLTSCH Medizinprodukte GmbH

leipziger Strale
01133 Dresden
Germany

» Other:
The manufactur
natianal inspecti

manufactur

DE_SN_01_MIA_
40 of Directive 20
national legislatio

300

or has been inspectad under the
en programme In conﬂeclion with

01 ;s's;:c,c tfanspbséé T, th following
n: Sec 13 para 1 Arzneimittelgeseiz

(German Drug Law).

From the knowledge gained during the inspection of

this manufacturer,
27 November 20

the latest of which was conducted on
15, it 1s considered that it complies

with the Good Manufacturing Pracﬂce regquiremenis

referred to in

» the principles af

Practice laid dowr|

- Directive 2003

d guidelines of Good Manufacturing
in
{94/EC

+ Seie 1 van 3




Dieses Zerilfikat bestéﬂgt den Status der Betriebgstétte
zum Zeitpunkt der oben genannten Inspektion. Es
- sollte nicht zur Bestatigung der Ubereinstimmung

herangezogen werden, wenn seit der genannien:

Inspektion mehf als drel Jahre vergangen sind, Nach
Ablauf dieser Zalt solite mit det zystandigen Behorde
Kontakt'aufgenommen werden, Das Zertifikat |st nur
bei Vorlage sémilicher Selten nklusive der Teile 1 und

g :Dle.Echtheit dieses Zertlfikates kann ggf.

- dureh dza aussteliende Behérde bssta’tigt werden

13.01,2018

DE_SN_01_GMP_2016 0003

land 2. The authe¢n

Untarschrift: Klaus Harimann

This certificate reflects the status of the manufacturing

site at the time of the inspection noted above and

'should not be religd.upon to retlect the cempliance
‘status if more than three years have'élapsed since the
|date of that inspegﬂon after which time the Issuing

authority should be consulted. This certificate-ts valid
only when presen} ed with all pages.and bothiparts 1
hticity of this cartificate may be

verified with the isguing authority.

I
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Tell 2

+ Humanarzneimittel |

1 HERSTELLUNGsTATIGKEITEN |

- Dig ariaﬁb . ‘rstellungst&tlgkalten umtassen vollslénﬂﬂge und
teilweisa; fiurig (éinschtieﬂlich yerschiedaner Prozesse wie
UmfUlien;Abproken oderKennzslshnen), Chargenirelgabe und

-zertll atewng. Lagerung; nd Vertrleb der genannten
Darrelehtrgstormen sofern nicht anters angageben;

olle und/oder Freigabe undigdar Chargen-
¥ _e' unter den

- Dig Qualitétskon
zertifizierung ohne Heratéliung
entsprechenden Punkten spezltiziert warden;.

- Unter der relevanten Produktar ung Darreichungsiorm solite
auch angegeben werden, wenn der Hérsteller Produkte mit
speziellen Anfordaringen herstell t, z.B. radioaktlve Arzneimittel
oder Arznslm:itel die Penleilline, Sulfonamide, Zytoatmfka,
Caphalospatine, Stofte mit hormaneller Wirkung ader andere
potanziel getahtliche Wirkstoffe enthalten (anwendbar 10r alle
Béreiche des Tells T mit Ausnahme 1.5.2 urid 1.6).

1.1 Sterile Produkte
1.1.3 AusschlieBlich Chargenfreigabe
1.2 Nichtsterile Produkte

1.2.1 Nighisterile Produkte

. 1.2.1.147  Andere nichtsterile Produkte
Alkoholtupfer

» Human Medicina

Part 2

Products

1 MANUFACTURING CPERATIONS

- authorised manufad
manufagturing (incl

turinig operations include total and partial
Lding various processes of dividing up,

packaging or presentation), batch release and certification, storage

and distribution of spe
contrary;

- quality control test
activities without
specitied under the r

» | the ¢ompany.is ¢
special requirement
comtaining penicillin, §
aiibgtan¢es with Horm
active ingredients this
type and dosage farm)
from sections 1.5.2 an

1.1 Sterile Prod
1.1.3 Baich

cified dosaga forms unless informed to the

ng and/or release and bateh certification
manufaciiiring operatiéns shauld be
plevant llems;

ngaged in manufacture of products with
5 8.g. radlnpharmaceutlcals of products
ulphonamides, eytotoxics, tephalosporing,
1nal activily or other or potentially hdzardous
should be statéd under the relevant product
i (appiicable to all sectlons of Part:1 apart
41.8) -

licts

certification only

1.2 Non-sterile products

1.2.1 Non-sterile products

1.2.1.17)

Other non-sterile medicmal
product B
alcoholic pads T

13, Januar 2016

Name und Unterschrift des Bearbeiters der zustéindigen

W2 s

Klaus Hartmann

Landesdirektion Sachsen

Referat 24, Phartazie, GMP-Inspekiorat
Braustrafe 2

04107 Leipzig

Deutschiand

Tel.: +49(0)351 825-2411
Fax; +49(0)351 825-9201

DE_SN_01_GMP_2016,0003 - 13.01.2018

13 January 2016

Name and signatur

Competent Authiority

Klaus Hartmann

g of thé authorised pefspn,o_f the

Landesdirektion Sachsen
Referat 24, Pharmazie, GMP-inspektorat

BraustrafBe 2
04107 Leipzig
Deutschland

Untarsehrilt: K’agsiHaﬂmann

Tel.: +49(0)351 B25§-2411
Fax: +49(0)351 825-9201
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