MEDICA

Mednca Corporation
5 Oalk Park Drive |
Bedford, Massachusetls 01730 |
\ Tel 781 276 4892 .

1 Fax 781 275 2731
Www. medicacorp.com

|
|
L. |
| AUTHORIZATION LETTER |
|
To WHOM IT MAY CONCERN: | |

MEDICA CORPORATION having facilities at 5 Oak Park Drive, Bedford, MA 01730, U$A, do hereby
authorize the company; '

GBG-MLD SRL |
65 Tighina Site |
Office 607

Chisinau, MD-2001
Republic of Moldova

to be our DISTRIBUTOR for the EasyLyte®, EasyElectrolytes™, EasyBloodGas™ and EasyStat®
analyzers as well as associated reagents and consumables‘m Moldova.
\
GBG-MLD SRL Is authorized by MEDICA CORPORATiON‘to enter fenders and quote IJFr all
aforementioned products ‘ .

GBG-MLD SRL is authorized by MEDICA CORPORAT|0N1to present offers on our behalf to tenders

placed by the government and other institutions for Medica products and consumables |
|

GBG-MLD SRL rl,..SpOHSIbIIIIIBS include sales of the EasyLyte®, EasyElectrolytes™, EasyBloodGas™
and EasyStat® analyzers and providing service as well as maintaining a supply of reag?nts and
replacement parts. .
GBG-MLD SRL is also authorized to provide warranty servnce for the|Medica EasyLyte@,
EasyElectrolytes™, EasyBloodGas™ and EasyStat® analyzers. |

| |

This authorization is effective immediately and is valid until December 31, 2022, unless revoked earlier in
writing by Medica Corporation. !

S7) -

'I\"'Q;// x Y/ Nt
David Hagopian /  {J Date 20
VR, Sales & Mari{etmg & %
MEDICA CORPORATION Rk e




_MEDICA

Medica Caorporation

5 Qak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 2731

www medicacorp.com
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Product Name:

EasyLyte and accessories per attachment

_ EasyFlectmlyles and accessories per attachment

ModeliType:

EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/KICILLi,
Na/K/CalpH, Na/KICl/Calli

EasyElectrolytes Na/K/Cl, Na/K/Li

Easylyte Accessaries

Manufacturer

@l Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

EEc_rer| Emergo Europe, Prinsessegracht 20,
2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax; +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Ili of Directive 98/79/EC. These products are
self-certified since they are for professional use only and are not fisted on Annex H, List A or Annex I, List B of Directive
98/79/EC. In addition, they are in conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnestic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Efectricaland
Electronic Equipment, and the commesponding national laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, September 27, 2018

—Signature:—

% Q ‘o el

—~ Name: Photios Makris, Ph D~

Title: VP, Regulatory Affairs

= \mw“mpoﬁ‘\l#ﬂnmmmaas e -~ 7~ EDMA Code
2004 Easylyte Na/K Analyzer 21071102
2014 EasyLyte Plus Na/K/Cl Analyzer 21071102
2015 EasyLyte Lithium Na/K/Li Analyzer 21071102
2016 Easylyte Calcium Na/K/Ca/pH Analyzer 21071102
2021 EasylLyte Na/K/Cl/Li Analyzer 21071102
2030 Easylyte EXPAND Analyzer, Na/K/Cl/Ca-Li 21071102
2070 Fasylyte EasySamoler _oaor1io2
2101 . ___Easylyte K+ Electrode _ 11040106
2102 Easylyte Na+ Electrode 11040107
2113 Easylyte ClI- Electrode 11040103
2106 Easylyte Li+ Electrode 11040104
2150 Easylyte Ca++ Electrode 11040102
2151 EasylLyte pH Electrode 11703102
2152 Easylyte Disposable Reference Electrode 11040401
2103 Easylyte Reference Electrode 11040401
2258 Easylyte Membrane Assembly 21071102
T 2120 Easylyte Na/K 800 miSolutions Pack - - — - - 11040402 - —

a3 Fasyiyte Na/K/CL800mLSolutions Pack 110404 02
2122 Easylyte Na/K/Li 800mL Solutions Pack 11040402
2123 Easylyte Na/K/Ca/pH 800mL Solutions Pack 1104 0402
2028 Easylyte Na/K/CI/Li 400mL Solution Pack 11040402
2109 Easylyte Na/K 400mL Solutions Pack 1104 0402
2112 Easylyte Na/K/Cl 400mL Solutions Pack 11040402
2115 Easylyte Na/K/Li 400mL Solutions Pack 11040402
2114 Easylyte Na/K/Ca/nH 400mL Soiutions Pack 11 04 04 02
2026 EasyLyte Na/K/Cl/Li 800mL Solution Pack 11040402
2124 Easylyte Na/K/Ci/Ca-Li 800ml Solutions Pack 11040402
2814 EasyQC Bi-Level Quality Control Kit 11500204
2815 EasyQC Tri-Level Quality Control Kit 11500204
2843 Easylyte Quality I Cups (60) 21071102
2118 Daily Cleaning Solution Kit 11010127
2598 Easylyte Daily Cleaner Cup 21071102
2108 Easylyte Solutions Valve 21071102
2107 Easylyte Sample Probe 21071102

2257 Easylyte Sample Detector 21071102



EasyElectrolytes Accessories

Catalog No.  Accessory EDMA Code
4002 - — EasyElectrolyte Na/Kf{Cl-Apalyzer - —— - - —— _ 21071102
4003 EasyElectroiyte Na/jK/Li Anafyzer 21071102
Easylyte Accessories, cantinued 4102 Reagent Module, Na/K/Cl 11040402
Catalog No. Accessory EDMA Code 4103 Reagent Module, Na/K/Li 110404 02
2104 EasyLyte Tubing Kit 21071102 7205 EasyElectrelyte/EasyStat Na+ Electrode 11040107
2100 EasyLyte Calcium Tubing Kit . 21071102 7206 EasyElectroiyte/EasyStat K+ Electrode 11040106
= s Lo
P 2111 EasyLyte Urine Diluent Gcos_.w 110404 90 T =il e mmmkm_m.nn.qm__ﬁm Li+ Electrode RS
e T — N o I e i e o e M el al 6204 EasyElectralyte/EasyStat/EasyBloodGas Reference Electrode 11040401
2577 EasyLyte Standard Solution, Urine (50mL) 11040490 e R
2373 EasyLyte Probe Wipers (6] B N 4207 EasyElectrolyte Spacer Electrode 11040190 — - oo
yLyte Prol pers (6) 21071102 . y
2541 Easylyte Printer Paper (3 rolls) 210711 02 4301 EasyElectrolyte Troubieshooting Kit 21071102
2595 Easylyte EasySampler Sample Cups, 500uL (500) 21071102 2118 Daily Cleaning Solution Kit A
3536 EasyLyte Sample Cups 2.0mL (500) 21071102 4402 EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution 11300111
10745 Anti-Evaporation Caps (500} 21071102 4403 EasyElectrolyte Urine Diluent 1104 04 90
2753 oryiyie Capttary Fobes 21071109 2814 Bi-Level Quality Control Kit 115002 04
2590 Easylyte Capillary Adaptor Kit 21071102 2815 Tr-tevel Quality Controt it 11500204
2292 EasyLyte Capillary Adaptor Cleaning Kit 21071102 4405 EasyElectrolyte Na/K/Cl Demanstration Kit 21071102
2578 EasyLyte Red Dye Test Solution (50mL} 11300111 4406 EasyElectrolyte Na/K/Li Demonstration Kit 21071102
== o 9572 "~ Easylyte TroubléshootingKit ~~~ T~ C T~ 0~ T 21071102 44p4 EasyElectrolyte Capillary Tube Kit 21071102 -
2571 Easylyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li) 21071102 4306 EasyElectrolyte Sampler TUT210711020 T T T T T T
2105 EasyLyte Quarterly Operating Kit 21071102 6504 EasyBloodGas/EasyElectrolyte Pump Tube 21071102
2095 EasyLyte Maintenace Kit 21071102 6505 EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper 21071102
2076 Easylyte Sample Tray 21071102 4506 EasyElectrotyte Sensor Module 21071102
2074 Easylyte Sample Cup Retainer Ring 21071102 4507 EasyElectrolyte Valve Module 21071102
7118 Daily Rinse/Cleaning Solution Kit 11010127 4508 EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate 21071102
wf%%%%ﬁ%mﬁaéﬁ‘ 21071102 7302 Probe Wipers 21071102
934 EasyLyte Barcode Reader Kit 21071102 4522 EasyElectrolyte Daily Cleaner Sample Cups — 21071102
4539 EasyElectrolyte Sensor Module, Li+ 21071102
6537 EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin 21071102
6520 mmm<m_mnn8_$m\mmm<mnmn\ EasyBloadGas Barcode Reader Kit 21071102
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Thisis to icertl| that the quality management - &;;wf'qmm Number:
0082581:01

 Medica Corporation i cetcaon o

2009-04

Main Site: 5 Oak Park Drive‘ Certificate Issue Date:
‘ 2‘019.-!01 01

Bedford, Massachusetts 01730 United States |
Cer'tlf'cate Expiry Date:

2021-04116

o

has been assessed by Intel‘te_k as conforming to the requirements o
SO 13485:2016

The quality management system is applicable to:

The Designl,_ Development, N’lanufactu re, Service, Distribution of in-vitro ~ ™

diagnostic maj\llcgl devices, in-vitro diagnostic test Kits, in-vitro diagnostic ( g . j g .
reagentg,\..]m«vij:ol diagnostic analyzeré/toftwa re used in the diagnosis and \ _ . —" o
management of $anc;'e:, immune status, disease status, autoimmune Ea"nilﬁ'lb'laavean

status, cardiac markers, protein metabolism, endocrine disorders, blood . President

analytes, urinalysis, blood gases. lnterte!k Testing Services NA Ltd.,

1879, 32nd avenue, Lachine, QC, H8T 311,
Canada




neSphera‘”

- PART L
T q? RENTIAL

atg%agy Analyzer |

- 9 BeneSphera' TRAINING

. MrlMs Sergiu Sorocovici

b . Global Bloma_+et!ng Group

str. Tighina 851. of, 607

2001 Chisinau, Moldau

] |
f‘. has attended a 2-days training on goods manulactured or distributed by .

] r\;;rﬁ 12p1 — April 13th, 2012

Pﬁ\f&rﬁt&}. The Netherlands
' -.La-ala 18.04.2012

s € BeneSpher: -JAN’T Q,R"
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To whom it may concern ‘

| CO

NFORMITY

DECLA

LA BORATO|RY REAGENTS & IN

RATION OF EUROPEAN

STRU

MENTS

l, the uridersigned!. Mrs Oget Isabelle, Regulatory Affairs Dirgctor clf BIOLABO S.A.S, certify that our

Reagents a

are manufactured by BIOLABO S.A.S i
world-wide distribution including European Union (EU)i,

nd Instruml nts (ACCORDING TO A
its Maizy facllities (L

1) These products fulfii the essential requirements (Annexe

98/79/CE.

b I.
Essential requirements
information :

2)

« | File for checking Essential Requirements of above
¢ | File for device's design

o File for performan

» Process management (BIOLABO Standard Op
13485:2004 certified) |

o | Labelling instructions and references. |
o | Package inserts instructions and references.
« File for ﬁ'batches Traceability including ousto:mer‘s i
+ | Risk Analysis, based on EN|ISO 14971, |

3) BIOLABO S.A'S Quality

and 1SO 134852004 certified under n° 2008/31601 .4,

Assurance),

| commit myself to provi
be requested related to
their foreign homologue

Lt
e

This Declaration is issued a
!u_%?”l: BIOLABL-S.A.A
: Ly i1 198 9 1\l s :
SRICH Al bt i i I g |
il ' [hs a

. OGET

IREGULATORY AFFAIRS DIRECTOR |

| declare that the above information is true and
fully comply with European DirecﬁLe 98/79/CE.
|

are reviewed by checking the

ce (techniéal specifications).

System Management is [SO 90(

sincerd

1|
de to competent French Republ

.

t Maizy, France, on 20 o'f%to‘ber 7

014.

TTACH
es Ha

ED LIST,
utes Rives, F-02160, France) for a

hformation.

. certifying the

5 PAGES)

1) of European Directive [VDMD

technical files, including the following

mentioned European Directive.

erating F-"rooeﬂliures‘ ISO 9001:2008 &

)1:2008 certified under No 1999/12367.10
by AFAQ (French Association for Quality

product mentioned above

¢ authorities any information which would
this product, whatever isjthga origin of such request which may come from

Adress | Les Hautes Rives F-02160 M
BIOLABO S.A.S with a ¢apital of 1197
WEB : hittp://www bialabo.fr

email : info@biolabo.fr

AIZY (FRANGE) - Phone. - (33) 03 23 26 15
00 € - SIRET 317 398 832 00038 {‘-VAT . FR

50 - Fax ; (33) 03 23 25 62 56
82 317 308 832 « NAF 2059Z

afao




BIOLABO - D 'Sign:

nation d

es Dispo

sitifs

/ Devices

Designation

=

REF
80351
80001
87601
80002
99029
99058
80027
80127
B0227
80327
92027
99523
99123
99223
80023
80123
B0223
49261
80025
80125
80225
80325
92026
92026
99532
99852
80403
80443
80553
97443
§7553
90004
80004
BOOD5
80106

LP8O106
87656
88656
59656

7356
90206
90406
90426
86536
88518
90416
90816
82520
g7217

DESIGNATION FR | |
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthade Uricassg
ACIDE URIQUE Méthode Uricase
ALBUMINE Méthode BGC
ALCOOL Ethanol -

ALCOOL Ethanol

ALT/TGP (IFCC.) Monoréactif
ALT/TGP (IFCC.) Monoréactif
ALT/TGP (IFCC.) Monoréactif
ALTTGP (IFCC.) Monoreactif
ALT/TGP Méthode Colorimétrique
AMYLASE CNPG3

AMYLASE CNPG3 |
AMYﬁ‘_-ASE CNPG3,
AMYLASE Méthode E-PNPGT
AMYLASE Méthode E-PNPG7
AMYLASE Méthode E-PNPGTY
AMMONIAC Methode Enzymatique
AST/TGO (IFCC.) Monoréactif
ASTITGO (IFCC.) Monoréactif
ASTITGO (IFCC.) Monoréactif
ASTITGO (IFCC.) Monoréactif |
ASTITGO Méthode Colorimétrigue
Solution Soude 0,4 N
BICARBONATE M&iimde Enzymatique
BICARBONATE Méthode Enzymatique

BILIRUBINE TOTALE Méthode DCA
BILIRUBINE DIRECTE Méthode DCA
CALCIUM Méthode Arsenazo 1if
CALCIUM Méthode CPC |
CHLORURES Méthode Colorimétrique

CHOLESTEROL Méthade CHOD-PAP

CHOLESTEROL Methode CHOD:PAP

CHOLESTEROL Memode CHQD-PAP
CHOLESTEROL h[)L Méthode Directe
CHOLESTEROL-HDL Méthode Directe
chLESTEROL-lHDL Méthode Directe
CHOLESTEROL{HDL. (PTA) Précipitant
CHOLESTEROLMDL (PTA) Frécipitant
CHOLESTEROL{LDL Méthode Directe
CHOLESTEROL:LDL Méthodg Directe
CHOLINESTERASL Butyrylthiocholine

CHOLESTERCL G;HOD -PAP Liguide Prét a lpmplm

CHOLESTEROGL Non estérifié Méthode CHOD-PAP
CHOLESTEROL Non estérific Méthode CHOD-PAP

Isoenzyme CK - MB Méthode d immunoinhibition
Isgen_zyme CK - MB Méthode ﬂ mmunomhlbltion

BILIRUBINE TOTALE ET DIREF‘TE Méthode r-c;lde Sulfanilique
BILIRUBINE TOTALE Méthode Acide Sulfanilique
BILIRUBINE DIRECTE Méthodg Acide Sulfan:lllque

' DESIGNATION GB
‘ URIC ACID Uricase Method
URIC ACID Uricase Methaod
URIC ACID Uricase Method
ALBUMIN BGC Method
ALCOHOL Ethanal
ALCOHOL Ethanol
ALTIGPT {IFCC.) Single Vial
| ALTIGHT (IFCC.) Single Vial
ALTIGPT (IFCC.) Single Vial

| ALTIGPT (IFCC.) Single Vial
ALT/GPT Colorimetric Method
AMYLASE CNPG3

| AMYLASE CNPG3
AMYLASE CNPG3

AMYLASE E-PNPGT Method
AMYLASE E-PNPGT Method

| AMYLASE E-PNPG7 Method
| AMMONIA Enzymatic Method
AST?G(TT(IFCCL}SH@Ie\ﬁa

| ASTIGOT (IFCC.) Single Vial
| ASTIGOT (IFCC.) Single Vial
ASTIGOT (IFCC.) Single Vial
ASTIGOT Colorimetric Method

NaOH Solution 0.4 N

BICARBONATE Enzymatic Method
BICARBONATE Enzymatic Methed

TOTAL & DIRECT BILIRUBIN Sulfanilic Acid Method

TOTAL BILIRUBIN Sulfaniiic Acid Method
DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN DCA Method

i DIRECT BILIRUBIN DCA Method
' CALCIUM Arsenazo H Method
CALCIUM CPC Method

CHLORIDE Colorimetric Method
CHOLESTEROL CHOD-PAP Method
CHOLESTEROL GHOD-PAF liquid Ready to use

CHOLESTEROL CHOD-PAP Methodl
Non Esterified CHOLESTEROL CHOD-FAP Method
Non Esterified GHOLESTEROL CHOD-PAP Melhod
CHOLESTEROL CHOD-PAP Melhod
HDL-CHOLESTEROL Direct Method
HDL-CHOLESTEROL Direct Method
HOL-CHOLESTEROL Direct Mathad
CHOLESTEROL-HDL (PTA) Precipitant
CHOLESTEROL-HDL (PTA) Précipitant
LDL-CHOLESTEROL Direct Method
LOL-CHOLESTEROL Direct Mathod
CHOLINESTERASE Butyrylthiocholine
CK ZIMB lsoenzyma Immunoinhibition Method
CK - MB Isoenzyme Immunoinhibition Method
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REF DESIGNATION FR | IFSIGNATION GB
92207 CK- NAC IFCC Monoréactif CK - NAC IFCC Single Vial
92307 CK - f\‘IAC IFCC Mor‘m(eactlf ‘ CK - NAG IFCC Single Vial
80107 CREATININE Méthode cinétique GREATININE Kinetic method
80008 FER ( SFBC) Bathophénanthroline | ‘ IRON (SFBC) B?thophenanlhrolin
92108 FER Méthode diracte (Féréne) | IRON Direct Method (Ferene)
92308 ¢.T.F| Capacité Totale de Fixation du Fer ‘ | T.1.B.C. Total lron Binding Capacity
7408 C‘L.Fi. Capacité Latente de Fhation du Fer | U. hB G Unsaturated Iron Binding Capacity
97089 (G6-PDH Méthode cinétique UV, | | G6-PDH U.V. Kinetic Melhod
97099 G6-PDH lyophilisée (méthode U.V.) Lyophilised G&-PDH UV, Kinetic Method
30110 GAMMA GT GPNA soluble GAMMA GT Soluble GPNA
80210 GAMMA GT GPNA soluble GAMMA GT Soluble GPNA
30310 GAMMA GT GPNA soluble | GAMMA GT Soluble GPNA
31110 GAMMA GT GPNA| carboxylé I GAMMA GT carboxy GPNA
81210 GAM[\\;‘IA GT GPNA carboxylé i GAMMA GT carboxy GPNA
81210 GAMMA GT GPNI\‘ carboxylé | GAMMA GT carboxy GPNA
80009 GLUGOSE GOD-PAP . li GLUCOSE GOD-PAP
87109 GLUCOSE GOD- PAP | | GLUCOSE GOD-PAP
§7408  |GLUBOSE GOD-PAP I ' \ GLUCOSE GOD-PAP
16GLB GLUCOSE GOD-PAP | GLUCOSE GOD-PAP

LP80209 GLUCOSE GOD-PAP Ligulde Préta lemplai | GLLUCOSE GOD-PAP qumd ready for use
LP87809 GLUCOSE GOD-PAP Liquide Prét a femploi | GL UCOSE GOD-PAP anmd ready for use
3502200 HEMOGLOBINE Méthode Colofimétrique {Cyanméthémoglobine) | I HAEMOGLOBIN Colorimetric Method ((‘y‘anmethernoglobm)
82250 HEMOGLOBINE Méthede Colcr,imétnque {Cyasméthémoglobine; 1/50) HAEMOGLOBIN Colorimétric Method (Cyanmethemoglobin; 1/50)
92011 L.D.H. (LDH-P) Méthode SFBC modifice | L.D.H. (LDH-P) SFBC Modified Method
82111 L.D.H. (LDH-P) Méthode SFBC modifiée | L.0.H. (LDH-P) 5FBC Modified Method
92511 L.D.H. (LDH-P) Méthode SFBC modifiee | L.D.H. (LDH-P) SFBC Modified Method
99881 Lipase Méthode cinétique ' | LIPASE Kinetic method
90891 |Lipase Méthode cinétique ' l LIPASE Kinetic methiod

87212 MAGNESIUM Calmagile I MAGNESIUM Calmagite
98212 MAGNESIUM CALMAGITE Halte Stabilite - Haute Lingarilé ! MAGNESIUM CALMAGITE High Stability = High Linearity
92214 PHOSPHATASE ALCALINE (DEA) | ALKALINE PHOSPHATASE (DEA)
92314 PHOSPHATASE ALCALINE (dEA} ALKALINE PHOSPHATASE (DEA)
82560 PHOSPHATASES ACIDES Méthode Cinétique ACID PHOSPHATASE Kinetic Meathod

3300080 PHOSPHATASE$ ACIDES Méthode Point Final (PNPP) ACID PAOSPHATASE End Foint Method (PNPP)

99105 PHOSPHOLIPIDES Méthode golorimetrique enzymatigue PHOSF’HqJUPIDES Colorimetric enzymatic Method
99110 PHOSPHOLIPIDES Méthode colorimétrique enzymatique | PHOSPHOLIPIDES Colorimetric enzymatic Method
80015 PHPSFHORE Ind)rganique Méthade UV, iincrganic PHOSPHOROUS UM, Method
80016 PROTEINES TOTALES Méthdde Biuret !; TOTAL PROTEIN Biuret Method

LP87016 PROTEiNES TOJ[ALES Meth&de Biuret Pret‘ a lemploi TOTAL PROTEIN Biuret Method Ready o use

97018 PROTEINES U.S, Méthode Rn$uge de Pyrog%llol U S, PROTEIN Pyragaloll Red Method
80019 TRIGLYCERIDES Méthode GPO I TRIGLYCERIDES GPO Methad
87319 TRiiGLYGERiDES Méthode G a TRIGLYCERIDES GPO Method
80221 UREE Méthode colorimétriqu | UREA Colorimetric Method

80321 UREE Méthode q:otoflmélrlquj | UREA| Colorimetric Methad

92032 UREE U.V. Méthiode Cinétique . | UREA U V. Kinetic Melhad

92132 UREE U.V. Méthode Ginétique UREA U.V. Kinetic Melhod
98032 UREE UV, Méthode Cinétique Haute Linéarité | UREA U.V. High Lméamy Kinetic Method

99132 UREE U.V. Méthode Cinélique Haute Linéa}ité | UREA U.V. High Linearity Kinstic Methaod
92315 K!?l‘ CALCULS URINAIRES néthode qualitative chimique | STONE ANALYSIS SET Chemidal qualitative melhod]

62330 | STONE ANALYSIS SET Chemical qualitative msthod

KIT CALCULS URINAIRES Méthode gualitative chimigue
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25010
95011
95015
95020
95403
95406
95806
95508
95516
965528
55801
95013
95023
95089
95289
95012
55315

BIOLABO EXATROL-N Taux norMaux

BIOLABO EXATROL-P Taux pathologiques

BiOL/‘\BO MULTIC‘ALIBRATOR Calibrateur Multiparamétrique
BIOLABO EEQ Evaiuatlon extemle de la quallté

BIOLABO CONTROLE PEDIATRIQUE ‘
CALIQRATEUR CIHDLESTEROI.i-HDL

CALIBRATEUR CHOLESTEROL-LDL

CALIBRATEUR HDL/LDL/CK-MB

Sérum de controle HDULDLICK-II\:?Q:'Lipides "Taux 1"

Sérum de contrle HDL/LDL/CK-MB/Lipides "Taux 2"
Calibrant LIPASE
ContAéle Normal AMMONIAC / ALCCOL / BICARBONATE
Connj‘CsIe Patho. AMMONIAC / ALCOOL [ BICARBONATE
GB6-PDH Contréle Normal (hémolysat humain lyophilisé)
GG~P{DH Contréle E?éficient (hénqolysat humain? lyophilisé)

Controle urinaire "Taux 1" et "Talx 2"

KIT CALCULS URITNA!RES Gonlréles Positifs et Négalifs

PelholongI Control ANMMONIA / ALCOHOL / BICARBONATE
G6-PDH Nogmel Control| (Lyophilised human hemolysed blocd)
G6-PPH DeﬂTent Control (Lyophilised human hemolysed bload)

;Biou\Bo EXATROL-N Normal values
BIOLABO EXATROL-P Pathological values
BIOLABO MULTIdﬁLiBRATOR Multiparametric calibrator
| BIOLABO EQA External Quality Assesment

BIOLABO PAEDIATRIC CONTROL
HDL-CHOLESTEROL CALIBRATOR
LDL-CHOLESTEROL CALIBRATOR

| HDL/LDL/CK-MB CALIBRATOR
Control sefum HDLALDL/CK-MB/Lipides "Level 1"
Control sefum HDLILDL/CK-MB‘/LipiC&eS ‘Level 2"
LIF’A E Calibralor
Normpl Control AMMONIA / ALCOHOL |/ BICARBONATE

Urinary Control’ ‘Level 1" and "Level 2"
g FONE ANALYSIS SET Positive and Negative Conlrols

13880
13885
13881
13702
13704
13712
13883
13560
13670

13860

13670
13565

13450
13451
13456
13980

13965

13970

13861
13962
13965
13210
13211
13212
13302
13309
13307

BIO-TP Temps de Quick Taux de Prothrombine (TP)
BIO-TP Temps de Quick Taux de Prothrombine (TP)
BIO-TP Temps de Quick Taux de Prothrombine (TP)
BIOLTP LI {Low 1S) Temps de Quick Taux de Prothrombine (TP)
BIO-TP L) {Low ISI) Temps de Quick Taux de Prothrombine (TF)
BIO-TP LI {Low 1S1) Temps de Quick Taux de Prothrombine (TF)
TAMPON OWREN KOLLER

BIO-CK Temps de Thromboplastine Partielle activée (TCA)
BIO-CK Temps de Thromboplastine Partielle activée (TCA)
BIO-SIL Temps de Thromboplastine activée (TCA)
Méthode sllice

BIOwSIL Temps de Thromi:mp!afstme activée (TCA)
Meathode silice

CHLORURE DE CALCIUM 0.025M

BIO-FIBRI Dosage Chronomelrlique du Fibrinogéne
BIO-FIBRI Dosage Chmnomémque du Fibrinbgéne
TAMPON FIBRINOGENE

BIO-TT Temps de Thrombine |

TP-CAL/SET |
SET de Plasmas de Référence
Délermination du|Taux de Prothrombine (Temps de Quick)

BIQ-CAL I

Plasma de raférence

Pour la calibration lors de la d {ermmahon du fibrinogéne
et du Temps de Quick (Taux dja- Prothrombing %)
PLASMA CONTROLE TAUX NORMAUX

PLASMA CON’ FROLE TAUX F‘ATHOLOGIQUES HAUTS
PL‘ASMA CON TROLE TAUX ITATHOLOGIQUES BAS
D- IT)IIT‘IF.'K

D- blmer Control ‘1 ‘
D- D|mer Control\Q

Fa}ctor - Plas,ma Déficient

Factor V — Plasma Déficient |

For ug

i BIO-TP Prothrombin Time (PT)
| BIO-TP Prothrombin Time (PT)
| BIO-TP Protfirombin Time (PT)
BICLTP LI (Low ISN) Prothrombin Time (PT)
BIOTP LI (Low IS1) Prothrombin Time (PT)
BIO-TP LI (Low 1S) Prothrombin Time (PT)
| OWREN-KOLLER BUFFER
BIO-CK Activated Partial Thrombaplastin Time (APTT)
BIO-CK Activated Partial Thromboplastin Time (APTT)
BIO-SIL Activdted Partial Thromboplastin Time (APTT}
Silice Method
B|O-SIL Activated Partial Thromonlastm Time (AFTT)
| ‘ : Silice Method

| GALCIUM CHLORIDE 0.025M
!B10~FIBRI Chronometric determihalion of Fibrinogen
BIO-FIBRI/Chronometric deterrnination of Fibrinoge

| FIBRINOGEN BUFFER

| BIO-TT Thrombin Time

TP-CALSET
Standard Set

For use during the détermmahon of Prothrombin Time (if to be
expressed as %)

BIO-CAL
| Reference Plasma
e as calibralmn plas[na during the determination of F%brmuger;
and Prothrombin Time (if to be expressed as %

CONTROL PLASMA NORMALVALUES

COMNTROL PLASMA PATHOLOGICAL HIGH VALUES
CONTROL PLASMA PATHOLOGICAL LOW VALUES
D-Dimer

| ‘ D-Dimer Contral 1
| i D-Dimer Control 2
i Factor |l - Deficient plasma
I Facton V - Deficient plasma
Factor VIi

- Deficient plasma

Factor VI - Plagma Déficient
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13308 Factor VIl - Plasma Déficient Factor VIII - Deficient piasma
13309 Faclor IX -~ Plasma Déficient : Factor IX - Deficient plasma
13310 Factor X - Plasma béficient Factor X - Deficient plasma
13971 _Contrf}! N - Plasma fde controle Niveau 1 pour [hémostase Contral N I: Control plasma level 1 for coagulation
13972 Control P - Plasma de contréle Niveau 2 pour I'hémostase | Control P Control plasma level 2 for coagulation
GO05TH |5 TyphiH (dH) | | S. Typhi H (d.H)
9905TO S, Typhi O (8,12-0) 5! Typhi O (9,12-0)
9905AH S, Paratyphi AH (a-H) | | 5. Paratyphi AH (a-H)
9905A0 5. Pa;ratyphl AO (‘f.i2,12-0) S, Paratyphi AO (1,2,12-0)
9905BH 8. quatyphi BH (b-H) S. Paratyphi BH (b-H)
9905B0O S, Paratyphi BO (1,4,5-0) S. Paratyphi BO (1,4,5-0)
9905CH 5.\R fatypba CH {c«H] S. Paratyphi CH (c-H)
4905C0 8. Paratyphl co (6 7-0) | §. Paratyphi CO (6,7-0)
9905BA  |Brucella abortus ' Brucelle Abortus
4905PK Proteus OXK | Proteus OXK
9905P19 Proteus OX19 | Proteus OX19
9005P2  |Proteus OX2 Proteus OX2
99058M Brucella Melilansisl Brucelia Melitensis
9905RB Rose Bengal (B. Albar‘ius) | Rose Bengal (B. Abortus)
3901PC Con!ﬂblg Positif Polyvalent | Positive Polyvalent Control
G01NC Ccn:tréle Négatif Piomalant | Negative Polyvalent Control

69054 Antigénes Fébriles Pour Tests de Widal Félix (4x5ml) alained Febrile Antigens For Widal Felix Tests (4xEml)
99056 Antigénes Fébriles Pour Tests de \Widal Félix (6x5ml) Slained Febrlle Antigens For Widal Fellx Tests {6x5mi}
99058 Antigénes Fébriles Pour Tests de Widal Félix (8x5ml) Stalned Febrile Antigens For Widal Felix Tests (Bxhrnl)
081050 ASLO-LATEX | ASLO-LATEX
097100 CRP-LATEX CRP-LATEX
098100 FR-LATEX FR-LATEX
3800100 RPR-CHARBON | RPR-CHARBON
3800150  |RPR-CHARBON RPR-CHARBON
4500100  |TPHA TPHA
4500200  |TPHA TPHA
085100 HCG-LATEX | | . HCG-LATEX
RFO50E Facteurs Rhumatoides (RF) - h‘est Immunoty hidimeétrique RHEUM!:\TOID FACTOR (FR) - Turbidimetric Immunoassay
RF520E Facteurs Rhumatoldes (RF) — Test immunolprbidsmétnqué RHEUMATOID FACTOR (FR) — Turbidimetric Immunoassay
RF/CAL_SET51 [BIOLABO RF « Kit de Calibration » BIOLABO RF « Standard Set »
RF/CAL_SH1 |BIOLABG RF Calibrant Super Haut BIOLABO RF Standard Super High
RF/CONT1  |BIOLABO RF Controle BIOLABO RF Control
RFICONT5  |BIOLABO RF Controle BIOLABO RF Control
CRPOS0E CRP - Test Immunoturbidimeélrique CRP Turbidimetric Immunoassay
CRPG20E CRP - Test Imn‘unoturbidimétrique CRE Turbidimetric Immunoassay
CRPICAL_SETH1|BIOLABO CRP « Kit de Calibtation » BIOLABO CRP « Standard Set »
CRP/CAL_SH1 | |BIOLABO CRP Calibrant Super Haut BIOLABO CRP Standard Super High
CRPICONT_LY |BIOLABO CRP IContrb!e Bas BIOLABO CRP Control Low
CRP/CONT_LS B#OLAE'.O CRP Controle Bas BIOLABO CRP Control Low
CRP/CONT_H{  [BIOLABO CRP Controle Haul : BIOLABO CRP Control High
CRPICONT_HS |BIOLABO CRP Con!rﬁ!e Hau ¥ BIOLABO CRP Contral High
ASLODS0E | |ASLO - Test Immunclurb|dimemque ASLO Turbidimetric Immunoassay
ASLOB20E AfSLO - Test Immunoturbidimétrigue | ASLO Turbidimetric Immuncassay
ASLO/CAL_H1 [BIOLABO ASLtg‘ Calibrant Haut | BIOLABO ASLO Standard High
ASLO/CAL_SH1 {BIOLABO ASLO Calibrant Super Haut ' BIOLABO ASLO Standard Super High

T
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REF DESIGNATION FR ' i DESIGNATION GB
ASLOICAL_SET41|BIOLABO ASLO « Kit de Calibration » [ BIOLABO ASLO « Standard Set »
ASLO/CONT1  [BIOLABO ASLO Controle | BIOLABO ASLO Control
ASLO/CONTS  |BIOLABO ASLO Contréle | BIOLABO ASLO Controi
APOA1620E APO[LIP'DPROTENE A1 - Test Immunoturbidimétrique POLIPOFPR ITEINE A1 Turbidimetric Immunoassay
APOBG20E  [APOLIPOPROTEINE B - Test Im munotumidim'}étrique APOLIPOPROTEINE B Turbidimetric Immunoassay
APOA1050E APOLIPOPROTEINE A1 - Test Immu noturbidimétrigue POLIPOPROTEINE A1 Turbidimetric Immuncassay
APOBOSOE  |APOLIPOPROTEINE B - Test I munoturbidimétrique APOLIPOPROTEINE B Turbidimetric Immunoassay
A1BICAL_SETS1 [BIOLABO A1B « Kit de Calibration » | ‘ | BIOLABO A1B « Standard Set »
AIB/CAL_H1 [BIOLABO A1B Calibrant Haut | BIOLABO A1B Standard High
A1B/CONT1  |BIOLABO A1B Controle ‘ BIOLABO A1B Control
A1B/CONTS BIOL?ABO A1B Controle BIOLABO A1B Control

P

>

|
|
MicroaIbumin—Turbidimetric [mmunoassay

23010 Micrqaibumine-Tes.t Immunoturbidimétrique

23011 Microalbumine-Test Immunoturbidimétrique Microalbumin-Turbidimetric Immunoassay
23012 Microalbumine Calibrant Super Haut Microalbumin Standard Super High
23013 Microalbumine "Kit de calibration” Microalbumin "Standard Set”
23014 Micrealbumine Controle Migroalbumin Control
22010 HbA1c-Test Immunoturbidimétrigue ‘ HbA1c--Turbidimetric Immunoassay
22011 HbATc-Test Immunoturbidimélrigue | HbA1c--Turbidimetric immunoassay
22012 HbAfG "Kit de calibration” | ! HbAlc "Standard Set"
22013 HbATe "Kit de controle” HbA1c “Control Set”

' ' KENZA MAX BioChemisTry PHOTOMETER

KENZA MAX | |PHOTOMETRE KENZA MAX BjoChemisTry | |
KENZA 120TX  [KENZA 120TX - ANALYSEUR /£ UTOMATIQUE DE BIOCHIMIE KENZA 120TX - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240 TX |KENZA 240TX - ANALYSEUR AUTOMATIQJE DE BIOCHIMIE KENZA 240TX - AUTOMATIC BIQCHEMISTRY ANALYSER

I |
KENZA 2401SE - ANALYSEUR AU fOMATJQUE DE BIQCHIMIE KENZA 24DISE AUP’OMATIC BIOCHEMISTRY ANALYSER
| with ISE Module

KENZA 240 |SE |avee module ISE
| ‘ ISE Module

720 ISE Module ISE |
BIOSOLEA 2 |BIO SOLEA 2 - CpAGULDMEE"RE 2 CANAL;&X BIO SOLEA 2- COAGULOMHTER 2 CHANNELS
BIO SOLEA 4 - COAGULOMBTER 4 CHANNELS

BIOSOLEA 4  [BIO SOLEA 4 - CDAGULOMETRE 4 CANALiIX
SOLEA 100 |SOLEA 100 - ANALYSEUR AUTOMATIQUE D'HEMOSTASE SOLEA 100 - FULL AdTDMATED COAGULATION ANALYSER
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|
MAGHEREY:NAGEL GmbH & Co. KG { Neumann-Nean|
Amisgerichi Diran, HRA 1164
CGmbiH melrfgdn M_Amlsnen’_:_hl Diiran, HRB 626

Filtration + B
Filtration - Schneliteste - Wasseranalytik

TO WHOM IT MAY CONCERN

This declaration tjas beene

We, MACHEREY—N‘?AGEL GM
are OriQi_nal Manufécturers of

MEDI-TEST

®« & @ @

Our Aulhorized / (Non-)Exclu.

for the above mentioned products under MACHEREY-NA

"GBG-MLD" S.R.L.

Tighina str.65, office 607

|
MD-ZE’M,ChisiL]au,
Republic of Moldova

Explicitly, GBG-MLD is allowéd to take part and submit b
manufactured by us in GBG-MLD's own name, risk and
the fulfilment of any signed ¢

gives no warranty regarding
GBG-MLD

This dqclaration w

termination or expiration notice given. In|no event shall this decla

Diren,|20.01.2020

MACHEREY-NAGEL GMBH &.¢0KG

CADNRII Qgﬁp‘

Fiftration products
Rapid Test products

Chromatography products

roducts |

sive Distributor in Moldova

stablished for GBG-h‘ﬂLD Moldova

BH & CO KG, Neumann-Neander-Str, 6-8

on their
ontract

Il remain valid up to 31.12.2020 and will autom

Dr. Chifistos Evangelakakis | e

Interna;tional Sales Manager

st

Hor-Str, 6--8 - 52385 DOren + Garmany * Tel.
dir: DE 122277751

MACHEREY-NAGEL GmbH, Diiran
Geschatistihrann: C. Wagner

Postbank Kin

4924 21 9§9-0 - Fax: i«s 24 21 6891

(IBAN DEBG395700810802078800) (SWIFT-Coda DEUTDEDK39S)

Deulsche Bank AG, Diren  (BLZ 395 700 81} BO20788 7 ;
(IBAN DED4370100500022795602) (SWIFT-Code PENKLEFF)

{BLE 370 100 £0) 22798-502

Commearzhank Diren

Sperkasse Duimn

(BLZ 395 400 52) 4370300
(BL7 395 501 10} 42300608

GEL brand, is

the compa'ny

il Tests - Water Analysis - Chromatography - Bioanalysis

¢ Chromatographie - Bioanalylik

52355D0ren, GERMANY,

wn account. MACHEREY-NAGEL

ds in of}i}ciai tenders for the goods
or conditions granted by

aticailg!( end this date without any
ration be extended automatically.

(IBAN DES53054005204371
(IBAN DES8395501100042:

39 - E-mail: Info@mn-nek.com -+ www.mn-net.com

) (SWIFT-Code COBADEFFXXX)
8) (SWIFT:Code SDUEDEIINIK)




B2 Declaration of €

EC Declaration
Rroducts

Thi procadure for EC dac!arat{c
acgording to EN (80 9001:2008
Annex |V, except chapters 4 4n

We
Name of manu
Address!

facturer

| | 5

confirm that the following test stirips for profaiss‘iionm use
Name of product

Medi-Test Gluci;se PN

Medi-Test Glue

Medi-Test G1ucpsa 3
Med!-Test Glycose/Keton
Med|-Test Proteln 2
Medi-Test Keton
Medi-Test N}lrltL

2

Medi-Test Com
Medl-Test Urbi

‘Medi-Test Cole 3
Medi-Test Combi 3A
Medi-Test Combi 5
Med|-Test Comb
Medi-Test Combl 55
Medi-Test Comb[ 5]
Medi-Test Compi BA
Medi-Test Combi 7
Medi-Test Combi 7L
Medi-Test Compi 8L
Medi-Test Compi g
Medi-Test Combi 10
Medi-Test Combi 10L
Medi~Test Compl 10 SGL

Medi-Test URY]

Medi-Test Combl 11
Mecls'r-Tast Mikroalbumin

onformity

of Conformity for

nof conforrr#xty was established on the
and EN ISQ 13485: 2012+AG
8. |

88

| BN

ON Stick 10

2012 acg

g€

MACI—I{ERE-Y-
MACF;{EREY-N
Neumann-Nea
D - 52355 Due
Germany

Reference nur

93017, 830865
03001; 93024
93003; 93026
93020; 93025
93004: 93027
93008; 93028
93006; 98029
93015; 93037
9301

9305

93007; 93030
saoog;ascsz
gauag;esoae
9305

9301

93013;
93010;
.9303}
93021

-93011 [3024
93056
93058:
93087;
93088;
93080;
930874

193078
83034
93022

93079
93077
930872
930871

|
NAGEL GmbH & G¢

In-vitro

basis of & full qual
ording to the VD

AGEL GmbH & Cq
en
|

nbers

'der'—SlTas'se 6-8 |

Diagnostic

ity assurance system
directive 98/79/EC

). KG
D, KG

NPT 20T

DEJ Imwnmiunal

[Tol:  +a0 24 21 969-0
Fox: +a9:24 21 B60-189
E-mail: info@mn-net.com

her e

MAG%{EHSV NAGEL GmibH & (o, KE« Kaurmann Haande Gt &-B- 5235 L -

CH:
Tel.:
Fax:

+41 62 988 55 00
+4| 62 48855 05

E-mail: saJes-cW@mn-net,co’m E-maity.
|

\ FR:

‘ Tel: [+333886

‘ Fax: |+33388 61
sales-fré

Us: |
2268 Teli 41
7688 | Fax
-net.com|

E-mail: seles-us@mn-naet.com

|
484 521 0989
+1/484 821 1272

k1



" 000 "MeaniaoH”
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MELVIKNOH |
127276‘ Mocksa, BotaHmndeckas ya, 35 , T\d (496) 251-2272, (499) 502-12-14
e-mail : Mediclon¢@mediclone.ru ' ‘

WHH 7719191607 P/c 407028100380401069;‘5 B MAO C6epbaHK I'.L\/lOCKBCI. K/C
30101810400000000225 KN 771501001 BIAIK044525225 OKMNO 51‘205590 OIPH
| 1027700153766

Viex 74-19
24.12,2019

CBUAETEALCTBO

HA 3KCKNO3MBHOE MPABO MPOAANN

ObwecTBO ¢ OrPAHNYEHHON OTBETCTBEHHOCT «MEAUKAOH» 127276
Poccus Mocksa ya.botakueckas, 35, OFPH 1027700153766 -
NPOU3BOAUTEAL PEAreHTOB A TPAHChy3MoAorum (LoAMKAOHOB) B AuLE
reHepaALHoro AupekTopa Bukroposa H.A. OPULIMAABHO YAOCTOBEPSIET, HTO
dupma IM «GBG-MLD» SRL , pacrioroxeHHds no aapecy : MD-2001 r
Kumuée, ya.TuruHa , 65 , op. 607 , Pecnybanika MoAAOBd , sIBASIETCS
OhULIMAABHBIM AUCTPUBLIOTOPOM (AIBTOPU3OBAHHLIM AUASPOM) BCe
npoAykuMm npoussoacTea QOO «MEAUKAOH» Ha Beelt Tepputopun
PecnyBanki Moaaosa,

IM «GBG-MLD» SRL MMeeT MpaBo Ha PACNPOCTRAHEHWe (PeaAu3aLmio),
npoABwKeHme [peI(AGM)!!] a TaOKe NOAASPIKKY NMPOAYKLMM, BbINyCKAEMON
dowpmpm OO0 «MEAUKAOH~ B Pecny‘ﬁAM@e MonaoBal.

II\/‘I «GBG-MLD» SRL 1MeeT MpaBO yHAGTBOBATE OT UMeHU chrpMbl OO0
«MeAVKAOH» B YACTHBLIX U [OCYACPCTBEHHBIX TEHASPAX U TEM CAMbIM
ASCTBOBATL KAK ODULMAALHBIN NpeacTaBuTeAs chripMsl OO0 «MeAVKAOH» HO
BCen Tepputopun Pecrnybavkm Moasosa

OO0 «VeAUKAOH» pacrnpocTpaHaeT cscf.um MOAHbIE rAPCUHTUN HA
NPOAYKLMIO, NMPOAAHHYIO oupmoi M «GBiG-MLD» SRL .

FeHepaAbHbIM

Avpektop OO0 «MeAnKAOH» H.A.Bukropos




@ @
MEZINKNOH

127276 Mockaa, BOTaRMISCEaR YA, 35, T%

AACNOPT-CEPTUPUKAT RPOUIBOAUTEAA
Ha tHaGop peareHToB AAf ONPEAESACHUS TPYNIN KPOBH YEAOBEKA CHCTEM
ABO, Pesye m Kellh no TY-9398-101-51203590-2009

( LOAMKAOHbI AHTM-A, AuTn-B v AHTH-AB)
PerucipaumoHHoe yaoctosepenne Ne PCP 200%/06043 or 05 HosOps 2009 r

Haumenopanne: EEEE—ON >m.§ > BO euﬁommw no 5 MIC @»omrnﬁ_

@ : R ey ——————
Cepua: 096111 Eqimemna: 100 v
_Hsrotosaeds” 05 11020197 _ Kommuecrso enqunnn. 40 . =
Fopen no: 05.11.2021 Obsem ceprn: 10000 yn.
Hacnopr: AN26111 0T 05 11 2010
HowmenceaHis Hopro o T Pesyasrarsl
NOXAATEAS HCOBTOHIA
1. BHElLHMRA Bra
1.1 LoAMKACH QHT-A MNPO3PAHHAR KMAKOCTE KPGCHONO LBSTa. CoorsetcTayet
1.2 UoavKAcH aHmm-B MPO3PaYHOR KMAKOCTE CUHEND LBETA.
1.3 Uoamukaok artl-AB Npo3payras BECUBSTHOR MAKOCTE,
2. Cepoaonmeckme LIOAMKACH QHTM-A  HE AGAXEH ACBTTL QITAIOTUHGLM )
- E ~ ChOMCIBO | cepyipcuvTami ipynn B W O} | CocimeTcTeyer |
2.1 CrneumdpmyHoCTs LoAmKACH QHTM-B  HE ADAKEH ACEQTE QITAIOTUHOLIMKM C
aputpoumtasu rpynn Aflll] v Off) CooTseTcIByet
LloAMKACH QHTH-AB HE ADAKEH ACBUTL QITAIOTUHALIMA
C 3PUTDOLWTaMI TRYNINGI ) Cooreercisyer
i 2 TEAMOITAOTRRVDYIONIGY | ATTAOTHHOLIR HO TIACCKOCTH SpMTpOlEnes AT w B ™ v B
chocobHoCTy C  COOTBEICTEYIOLMMM  LLOAMKAOHOMM  ADAXHO | COOTERICTBYET
NOABMIBCH He NosaHee 10 Cek. NOCAS CMELLIMBAHMR 10 ceryra
TATED LLOAMKAOHT OHTM-A B DEOKLMN QITAKTMHOLMW HO
NAOCKOCTH C 3pMTpOLMTAMe rpynnal Alll) 1:32 - 1164 CooTeeTcieyer
3 Tmp Ty ﬁD.:r.cSIn aHti-B 8 Umﬁb._.ss QITAIOTAHOLMM HO | 1:32-1: 64
CootseroisyeT
Tvtp UoamkacHO aHTM-AB B pEOKLMK QITAIGTHHG-LIMKM 1:64
Ha _._>00on: [ muxﬁosﬁg Tpynn Ay 1:32-1:64
Cooresicrayer
1:82-1:84

M.C. Opaocsa




000 ‘Megpxaon”
27554

SBEKE,; BOTERIISERE VA, 35 | TN #7495 231:2272. #7499 5021214

Lt

NMACHNOPT-CEPTUPUKAT MPOUIBOAUTEAA
Ha (Ha60p PeareHTOB AAS ONPEASASHHS FPYNN KPOBU HEAOBEKA CUCTEM
ABO, Pe3yc u Kelln no TY-9398-101-51 203590-2009

( WOAUKACHb!  Autu-A, AHTH-B 1 AHTH-AB)
PercTpoumonHoe yaociosepeHmne Ne PCP 2009/06043 o1 05 HoAGpsA 2009 1

Haumenopanne: 1lomxion Aute-B so duaxonax mo 10 M ¢ CHHMMM KPEITIKAMA

Cepua: 095810 Epmanna: 100 Mx

Hsrorosnen: 21.10.2019 Konugectso eaunun 40

“Fomenno: 21102 = —— —Ofbem cepni: 10600151
IlacoopT: B095810 0121.10.2019
HaumeHosaxne Hopma no TY Pe3yAbTaTH!
NOKQ3ATEAS MCNLITOHWA
T. BHemHmir-sma -
1.1 HoamraoH aHTW-A NPO3pPAYHAR KMAKOCTb KPQCHOTO UBETa. CoOmeTCTBYET |
1.2 UOAMKAOH QHTU-B Npo3pa4Han KMAKOCTb CUHENO LBETC. |
1.3 LLOAMKAOH QHTUM-AB MNpo3poyHas 6eCLBETHA KUAKOCT. o
2. Cepoaomieckne LLOAMKACH OHTU-A  HE AOAKEH AQBATL QITAKTUHALUAK
TEOHCTEO +o spurTpotmramia rpynn-B{ill}w O CooTseTcTRyer
2.1 CneundbyiHoCTs LLOAMKAOH QHTM-B  HE ACAXEH AQBATL QITAIOTUHALUAM C
sputpoumTami ipynn Aflll) v Ofl) CootsetCrayet
LLOAUKACH GHTM-AB HE AOAKEH AGBATH ATAKTMHALMM
¢ apurpauMTasmu rpynns Oll) Coomercrayet
L2 TEMOFEAIDTRMDYIOLLLER o S ATTARSTUHOLLME WL RADCKOCTH. 3RMITCLAIOR Al B i Frrveeem.
CMOCOBHOCTE . (G COOWSETCTRYIOUWMA  LIOAMKADHGMI — AGAKHG CooTeercreyer

10 cexyHA

Ty LLoAMKACHO OHTH-A 8 PEaKLMW GITATMHALMM HQ
NAOCKOCTH € 2PMTROLIMTCMIA FPYTINBl A{ll} 1:32 - 1:64- | “Cootsercmayer
Tutp LOAMKAOHQ AHTK-B B peakumu QiTAIOTMHAUAN HO L 1:32 - 1: 64

2.3Tutp

MAOCKOCTH C IpMTPOLMTCMM rpyrirnst Bl

T of — TOCTESTC T ST
Tutp LloAMKACHQ oxﬂx.}u_..m...vm\ow‘rg: nﬂ.,g‘w.\....n.m_.&‘._‘._ 1:64
HQ MACCKOCTA © wbxqwm&mn\w’s,aﬁn»%u.mmmn 1154
| B} 1: 64 £iro o N CootBeTcTayeT
1:32-1: 64

LLoAMKAOH CooTBETCTBYET TPEOOB

3aseayolnas  OTK OO0 «MeAUKAOHY



000 ‘Megwnxron”

4952319070 +7499 502-1204

NACNOPT-CEPTUS MKAT MPOUIBOANTEAS
Ha tHa6op peareHTOB AAA ONPEAEAEHMA TPy KPOBU YEAOBEKA CUCTEM
ABO, Pesyc u Kell» no TV-9398-101-51203590-2009

( LOAUKAOHBI  AHTH-A, AHTH-B u AHTH-AB )
PeMCTPQUMOHHOE YAOCTOBEpeHUe Ne PCP 2009/06043 ot 05 Hos6ps 2009 ¢

Haumenosanue: lommion Anta-AB

Cepusi: 098611 Epueana: 100 ma

Msroroenen: 05.11.2019 KonmgecrBo exuuun 10

Topen go: 05.11.2021 O6bem cepun: 10000 M.
Hacnopr: AB098611 oT 05.11.2019
HaumeHosaHwe _ Hopma nio TY PeaynsTaTsl
- NOKQ3IOTEAR MCNLITaHWM
1. BHeLuHWUA BUA _
1.1 LOAMKAOH QHTU-A Mpo3payHas XUAKOCTE KPQCHOTO LIBETA. Cooteercrayer

1.2 ULOAMKAOH QHTU-B
1.3 LLOAMKAOH QHTK-AB
2. CepoacHeckne

MPO3paHHA SKMAKOCTb CMHETO LIBETA.
Npo3pouHAag GeclLBeTHas XMAKOCTb.
LLOAMKAGH QHTM-A  HE ADAXKEH AQBQTE QITAIOTUHALMM

CBOWCTBA ‘& apurpolmami rpynn Bl v Off) Cootsercisyet
2.1 CneumdomyHOCT LLOAMKAOH QHTU-B  HE AOAXEH AQBQTh QITAIOTMHAUMM C
aputpoumtamu rpynn Aflll) n Ofl) Cootsercisyet
LLOAVIKACOH QHTU-AB HE AOAXEH AQBQTL GITAIOTMHALWM
¢ apurpowTamm rpynnk Ofl) CootseTcTsyer

%ﬁgggg.hls.w et e 31
] | CooTeeTCTsyET —

MOSBMTHCA HE NO3A ) anms 10 cekyHa
TTP LLOAMKACHG GHTU-A B PEAKLAW QITAIDTUHOLIAM HG
NAOCKOCTM C apmTpoLmMtamm rpynnel Al 132 ~ 1364 | Cootserctsyer
23 Tutp { Tutp LloAMKaOHa QHTU-B B pEaKLMM QITAIOTMHALMM Ha | 1:32-1: 64
b  IAOCKOCTM C-3pUTPOLMTAMM-YARLIBIIN]——— —— —
i 1:64 . COoOoTRETCTBYETY
| TTD LloAkKACHG OHIM-ABE B KL DR AOTHHG-LM 1:64
| HO NADCKOCTH € 3 BATOME LRI AN 1:32- 1184
T B Tz 84 . e Cootsercreyet
1:32-1:64
= :
LLOAMKAOH COOTBETCTBYET TpEBaRaHMI M- JY < 9398:101-51203590-20C9

3aseayiowias OTK OCC aZmbxﬁ,oIm,. B3 .H..

a C.Opacsa
£
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000 ‘Megnxaon”

127276 Zonxwo boTaruieckas ya., 35, T\ (495) 231-2272  (499) 502-1214

MACHNOPT-CEPTUPUKAT MPOUIBOAUTEAA
Ha tHaGop peareHToB AAR ONPEeAEACHHUS IPYNN KPOBH YeAOBEKA CUCTEM

ABO, Peayc u Kelly no TY-9398-101-51203590-2009

{ WOAUKAOH  AHTH-D Cymep )
PemcipaumorHoe yaoctoseperre Ne PCP 2009/06043 ot 05 Hos6pa 2009 1

Hawmvenosanne: 1lonmknor Anti-D Cynep Bo dnaxosax no 10 mi ¢ 3eieHbIME

KPEINKAMH

~_Cepus: 292711

Enpaana: 100 Mn

“~‘Marorosnen:  05:11:2019- -
Tonen ao: 05.11.2021

=mn=$: Hc292711 ot oM : NOG

KonmuecTso eqpanan, 40

O6rem cepru: 10000 MIL.

arrmoTHEHpopaTs D{-) spHTpOmMTEL

Hawmerosamme XapaxrepacTaka EOpME 0o TY PesynsTath
{———Tmokazarems— — —HCHHLPr AT —
1. Baemmmii By, TIpospauHas KHTKOCTE CBETIO-GEREBOTO IBETA
CooTBeTCTBYET
2. Ceponormyeckae
e R e ; T e
2.1 CrenpdaaEocTs gom .DEE.U Cynep Be flomkern____ | COOTBETCTEYET

2.2 TemarTmOTHEHpYOIAs Yerkas peaxiis artOTHEANNE JOIEHA CooTRETCTEYET
ST cmoco0HOCTL HACTYIATS B TedeHEe 30 cex. mocne cMenTHBanuS

pearcerreB-aprrpomerestr—

2.3 Turp Tarp Homaxrnosa ), Oﬁmm..wﬂgﬁux: COOTBETCTBYET
2ITIOTHTER \_E.Hmaﬂﬂcﬂn.ﬁaﬂrwv spR-
uﬁoﬁéﬁnm.ﬁx f.. e 1:32
Turp Dnugnu Arma-D nu.nqm & u«pﬁs&
ApEMoR ﬁaﬂqﬂuﬁmﬁo bmﬁ dwﬁmﬁﬁuﬂwﬁ 1:256
B Enﬂmﬁ mnw.nua 1256

e \\ 775
Hoauscaon ¢ syem mpeb: w TV— S&v 1- m:&uw_w&% “
3asemyromas OTK OO0 «Megukinomy ) M.C.Opnosa




127276 Mocksa, BotaHmieckas yA. 35, T\ ?G& 231-2272  (499) 502-1214

NMACHOPT-CEPTUPUKAT NPOUIBOAUTEAR
Ha «Ha6Gop PeareHToB AAR ONPEASACHHS FPYIIN KPOBH YEAOBEKT CHCTEM
ABO, Pe3yc u Kelln no TY-9398-101-512035%0-2009

( WOAMKAOH  AnTH-D (IgG) )

PernctpaumonHoe yaoctoseperne Ne PCP 2009/06043 o 05 HoaGps 2009 r

gnmcwum__n thaomg Uﬁmmv

Cepusi: 292110

Hsrorosnen: 28.10.2019

HE::E» 100 E

Konuuecreo eanuny 10

121 Oﬂﬂﬁﬂxnmaﬁu

Tomen no: 28.10.2021

HMacnopr: J1x2921

10 o1 28.10.2019

O0Bem cepan: 10000 m.

Haumenosarne XapakTeprCTHKA HOPMEL Peaynprarst
TOKasarein HCITBITAHWA
1. Beemnnii sug Ipospaunas EHIKOCTE CBeTNO-GexeBOTO NBETR
CoorTBercTEYeT

22 ﬂazﬁdgﬂmm:vusﬁ
an  cmocobHOCTE

Bath D{-) apurpoiiursl.

ArTFoTHHAUES 3puTponuTor DF ¢ Lonakno-
HOM E HpobHpoYHOoM TecTe C KeNaTHROM
SIOIDEHA ﬁgg;ﬂa..mn.ﬂshm—om 15 MIH.

| Tlonmmnon AnTu-D He Jomkes arrmoTHHUpo- | COOTBETCTEYET.

2.3 Turp

Tutp Homrxnona axru-D 8 zmgsw%zg
TeeTe ¢ xenaTBoM 1:128;

Turp Homuxsona 8 W&ﬁ%
mmuuﬂ..omwuxmowoﬁdn&w\ 1512

Coorsercrsyer
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MERVKNOH -

127275 Mocxsa, boTtanuieckan YA, 35, T\cp (495} 231-2272  {499) 502-1214

AACNOPT-CEPTUPUKAT NPOU3BOAUTEAS
Ha «HaGop peareHTOB AAd ofipeAeAeHUs TPYNN KPOBKM YEAOBEKO CUCTEM
ABO, Pesyc u Kelln no T¥-9398-101-51203590-2009

( WLOAMKAOH AWTH-Kell Cynep)

PeructpaumonHos yaocToseparye Ne PCP 2009704042 or 05 Hosbps 2009 £

-Haumenonane: ﬂoﬁuﬁoﬁ AsrrKell Ownﬂu

Cepua: 196410

HMsrorosnen: 21.10.2019
Fonen me:-21:102021- - - --- -

Eauanua: 100

Komuagecrso eapnnn 10
O6uem ceprm: 10000 M.

Hacuopr: K196410 or21.10.2019

Hammenopanne Xapaxrepacraka Hopuel o TY Pesymetarsl
TIOKA3aTeNA Mnmv:mﬁnm
TiBremEwi B [LIpospadaan AeATOBAIaT HIH DOS0BEIas KHIKOCTE | COOTERICIEYRT |
2, Ceponormuccxne
cEOlicTRa
Sl e crh Lisa A allosepneao L e
ATTIIOTHEMPOBETE SpRTpommTE K{-)
2.2 Femarrmoresmpyiomas | Jetkax peaxis STHOTHHAGE &ﬁrégﬁnﬁm_u
cnocofHocTs HACTYNaTs B TeuenHe 30 (um.\n,mn \nﬂ.ﬁn&ﬁ_ﬁm/ CooTseTeTBYST
AL 7 x.ﬂ. Y
2.2 ARTHBROCTS Tarp Loanrnona ARTH- m.nn Cyuep s vﬁﬁ?g@ CouTaeTeTRYET
SFTTIOTHHAIH B %&&n 8¢ %M\ww } :i6

3amenyiomas OTK OOO &Smu:ﬁomv




spaborka, np :
- uafopop pearenTon

DEJEPA

Y e
i

PHASION.




I
i
OEJEPAILHOE AT yrmrw e

|
|
|
|
|

CHOTEMA ,Z[OBF‘O’BOJI;BHGﬁ CEPTHPIKALY
CMK CTAHJAPT> 1
Per, Ne mec RU iﬂﬁ&mﬂmoq |

"5'011 ram no cepmq:mcaann el
PET" Ne SMK ST ANDAF TRU.0005
" Obuweetno ¢ Qrpaﬂﬂ‘i{eﬂl;wﬁ OTBETCTREHHOCTDI .
ALY HAPOZHBI LIEHTP CEPTHAUKALIAMY St
i ﬂfér-ﬂereprprﬁaG O6Boaro xaHanz, A 138, kopriyc [, opme 421
ten +7f(8)$ 438;}'6-‘?1 standart@iso-smk.ru
w@mfa‘m néewpﬁkm B peectp Haaaih‘e‘httyxﬂwww 130#211& ru

CTB

. : rsy ¢ orpanﬁ wennoii orbm erhio «Arat-Mew»
| apee: 105173, v, Mocksa, yi1. [“nasnaﬂ, .6, kB12
i WHH 7719187311 OT'PH 1037739078970

| Mava sepipan: 26.01.20187. Cpok Aekernmf nar 26 ,.0 1.202)x,

! o Haeros _nﬁeiﬁlrrn@'n’ﬂﬁ!r-'mocmne
| Fhaenun sgdunuicrue. Cwmemaur e‘damen_ :
F‘rfwﬂa&fﬂfii';?- H&ﬁ@aﬁﬂﬂ{f ye ' '

(npiIoKeIIC ABIACTOA HEOTHEY "f: "‘"ﬂ'ﬁka#a)

COOTBETCTBYE SOBAHISM LOCT 2011 (EN SO 13485:2003)

ITKAT ORILBALL OPFAHAIAHIO |




KIMA

arlicoli per laboratorio analis
disposable labware

www.kima.it Messrs

"GBG-MLD'" SRL
STR| TIGHINA 65
2001 CHISINAU

MOLDOVA ‘

|
Piove di Sacco, 25/02/2019 |

DISTRIBUTOR AGREEMENT

To whom it may concern, we hereby declare that:

KIMA sas — Via Leonardo Da Vinci 22 — 35028 piove di Sacco 1 (PD) :— ITAL\j/

appoints "GBG-MLD" SRL — STR. TIGHINA 65. - 2001 CHISINAU ~-MOLDOVA

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

GBG 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 havg any possibility 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 theiright to modify the prices according to the market of the iraw materials.

/M or
|
A SRL. !
Via Leonardo Da Vinc!, 22 !
A5028 PIOVE DI SACCO (PD) |

]
_PaiftalVA 01466290283 ‘

KIMA S.i.l. - Via Leonardo da Vipci. 22 - Z.1. Tognana - 350;28 PIOVE DI SAGCCO (PD) |taly - eimail: info@kima.it - Cap. Soc. € 50.000,00 i.v.
Tel, +39 049 971 95{11 - Fax +391049 971954% - 9719543 - Registro Imprese Padova, Codice Fiscale ¢ Partila IVA 01466290283 - REA PD 160068

.
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CERTlFICATO n. 4264/4/C

CERTIFICATE No.

‘ | .
SI GERTIFICA CHE IL SISTEMA DI GESTIONE PERLA QU}LLIT.‘\ ol
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMEN T 8YSTEM OPERATE

IMA S.R.L.

UNiT?\ OPERATIVE / QPERATIVE UNITS

| | |
Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028

Italia
E CONFORME ALLA NORMA [ 15 IN COMPLMNCE WITH THE STANDARD

|
UNI EN ISO 9001 :201?1

Sistema di Gastionj per la Qualita | Quality ManagamemiSysrem

PER LE SEGUENTIATTIVITA | FOR THE FOLLOWING ACTIiV/TIES

EA: 29 i il

Commercializzazione di prodotti del Gruppo: kJ_it diagn,
terreni di coltura per microbiologia, aﬁidoli in plastica per labo
provette con Vl10t0 predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic Kits, cu.ftuu!re medi
plastic disposable labware, test tubes with predetermined vacuum ¢

Riferirs| alla documentazione del Slstema di Gestions per la-Qualita azindale per applicabllits dei requisiti della no

D BY

Piove

ostici,

ratorio analisi,
|

|
a for microbiology,
and sterile needles.

rma di riIerirLsnm.

Réter to (he documantation of the Qualily Mansgement System far delais of applicalin fo refen
1l presante cerfiicatd & soggetia al rispetlo del documento ICIM “Regolamanto e 1a certificazione de sistemi i gestione & 4
The use and (he validily of (hs certificate shall salisfyrthe requirements of the 1CIM dacument "Risles for the certification of company managen
Per informazini puntuall e aggimale circa evenluall varfazion] infervenute nello slato detia ouﬂlfnr.;%ana i i al pl
sipraga di contatiare if n* telefonico +38 02725341 0 Indirlzzo e-mail infog@icim.it.

Far linely and Lpdafed information aboul any changes i the cerfificalion statiss refarrad o it this carlificate,

ploase confact the number+38 02 726341 ar emaif address infog@icim.i.

Data emissione ‘ ‘ Emissione ¢orrente Data di scadenza
First issue | | Current isste Expiring date
18/01/2007 | | 18/01/2019 1710112022

oL

ICIMS.pA. |
Piazza Don Enrico Mapeli, 76 |- 20099 Sesto San Giovanni (M
wwgicim.it

ACCREDIA

]
¥ .
~’

=

m7 LENTE MTALIAM O REDITAMENTO

o

!

2 |

(@) 5GQ N® G04 A |

o)

& |

] Membro degll Actardi di Mutuo Riconoscimenta EA, TAF e ILAC

Signatory af EA, TAF and ILAC Mutual Rt‘etognitlon Agreements

| refaliva Schema specifico.
unt syslems” and specific Scheme.

lesente certificata,

CISQ is a member of|
ﬂq
(— ﬁ;“'* "1N gy | e
iLANeU

*
i e M L T e
THE B WETWOAK

www.lgnet-gerlification.com

JQNat, the association of the world's first class
‘cartification bodfes, I5 the fargest rovider ofr}unagemen:
System Certification in the warld, |
QNet Is composed of more than 30 budies and counts
ovar 150 subsidiarias all over the globu.

di Sacco (PD)

FEDERAZIONE

CISQ

www.cisg.com |

|
€15Q & I» Federazlone Itallana di Organismi di
Certificazione del sisteml dl gestlona aziendale.
CISQ s the Italian Federallon of management
system Certification Balies.
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CERTIFICATO n.
CERTIFICA TE No.

SI CERTIFICA CHE
WE HEREBY CERTIFY THAT

UNITA

V/ia Leonardo Da Vinci, 22 - Zona

E CONFORME ALLA NOR

UNI CEI E
Sistema di Gestione per la Qualita / Qualify Management Sy
|

PER LE SEGUENTI ATTIVITA | FOR THE FOLLOWING ACTIVIT

Commercializzazione ¢
terreni di coltura per microbiolo
provette con vuo

Trading of the products of the Grou
plastic disposable labware, test tube

Riletirsi alla dogurmentazions dal Slstema di Gestion

KIMA S.R.L.

:‘-.\., .g_ " .
" i e v
| Y
i .

4265/4/C

CIsQ is a member of

-~ liNet

THE NTERNAYIDNAL CEATIFICATION NETWORK
www lgnet-certification.com

***

***

System Certification in the world.

L SISTEMA DI GESTIONE PER LA QUALITA DI
THE QUALITY MANAGEMENT SYSTEM OPERATEL

OPERATIVE / OI?ERATNE UNITS

Industriale Tognana -
Italia

MA/ IS IN COMPLIANCE WITH THE STJWNDARD

N ISO 13485:2016

stem

[1ES

EA: 29

1i prodotti @el Gruppe: kit diagne
gia, articoli in plastica per labora
to predeterminato e aghi ifterlll

p: diagnostic kits, cylture media
s with predetermined vad|uum an

Referfo the documenlation of the Quality Mang

Per Informaziani puntuall & agglamala circa aventuali varlazion| intervanute neflo stato della cerﬁicazme dicul al prass
di contaltare Il n* telafonios +39 02 725341 o indirizzo e-mail info@icm. L
in this cerificale;

i pra

Feir timely and updaled infarmation abdut any changss in the cedification slalus referred lo
please contact tha number +39 02 725341 nremad address info@icimit.

Data emissione
First issue

18/01/2007

Current lssue

Emissione corrente

18/01/2019

o pet Ia Qualith ariendale per [appiicabila dei requisit defa norma
fo

BY

35028 Piove di Sacco (PD)

|
tici,
orio gnalisi,

for microbiology,
d sterile needles.
|

di rferime nig,

\gemen| System for defals of app

Data di scadenza
Expiring data
17/01/2022

6l

Plazza Don Enrigo

ACCREDIA § X

L MTE TALIANT B ACCREDITAMEN T

SGO Ne QD4 A

Membro degll Aceard! df Mutuo Riconoscimanto EA, 1AF & ILAC
Slgnatary of EA, 1AF and ILAC Mutual Recognition Agreements

M S.p.A.
Mapelll /75 - 20009 Seslo San Giovanni (W)
www.dgimil

nle certificalo,

|
‘ FEDERAZIONE

www.clsg.com

Certificazlone del sisteml di gastions
CIS( is the Ttaifan Federation of ma

system Certification Bodies,

RGN

J(oNet, the assoclation of the world’s frst class
certification bodles, Js the largest pravider of managemaent

IQNat is compesed of more than 30 bodins and counts
ovar 150 subsldiaries sif over the glabe,

CI50Q & la Federuzione ltallana di Organismi di

azlendate.
nagemant
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APTACA sp.A.
Regione Monforte, 30 -14053 Canelli {Asti] ITALY
- (+39) 0141 83.50.75 - Fax: (+39) Q141 83.52.92

DISPOIABLE [TEMS
LABORATORIEY OF ANAIYSIS

e-mall. info@aplacc.com
| wwwiaplaca.com - www.vacuaplaca. it
|

i PIVA: 00862050960 - Cod.Fisc.: 07520900155 - R.EA. MB 1167248
APTACA % ! | | .
| ' ‘ |
| ! |
‘ TO WHOM IT MiAY CONCERN
; Letter of Authaorization

We APTACA SPA , with head offices and plant located in :

!
Regione Monfarte nr 3

At) Ita

Canfirm that the below Company :

14053 Canelli (

"GBG-MLD"
Tighina str.65, offic
MD-2001,Chisinau
Republic of i Moldoy

5.R.L.

Web: www.gbg.md
+373 22| 54 91
+373 22 54 91 21

Ph.

Is authorized to prepare price quotations, advertising activitic
|
in tenders and to sell our whole range of product on exclus

This letter is valid until 31/;12/2020 and may be pruld!nged by
|

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 - pI, 00862050960
Cod, Univoeo; BUBM70N

Canelli 25/11/2019

a 607

/a

20

:s, watranty service, offers, to partecipate
sive basig in the territory of MOLDAVIA.

mutual ggreement.
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CERTIFICATO N° 5

CERTIFICATE N° 50556Q03

ica che

Si certifica ¢
this is to cem‘{yimar

Sistema di Gestione per

lii Quality Manageme:]r:‘ System

i
messo in atiib da
implemented by

'NUOVA APTACA

Via Monte Bjanco, 4 —‘ IT 2{])900' M

CANELLI (AT) -

rativa d
it .
14053 (

nella Sede Ope

Operative Ur

Regione Monforte, 30 ~ IT

normd
he standar

¢ conforme alla
is i compllance with t

_UNI'EN I1SO 9001-20155([50 ¢
| _pér i seguenti Flf'rocess

concetning the following kfi:nds-of Prog
| i | o

" Gestione della fabbricazione ed immissione in ¢

ITALCERT
|

)5SGQO3

la Qualita

S.r.l.
ONZA (MB)

i

001-2015)

=y
fesses |

)mmercio di tamponi sterili

per il prelievo di q!a'mpioni biologici in OFiEZi natt
Progettazione e fabbricazione di dispositivi medico di

irali e in'ambito:chirurgico.
gnostici per laboratori di analisi.

Commercializzazione di dispositivi medici e diagnosticiin itro.
Cohwmerci‘aiizzazione di articoli d ‘laboratorio

Management of the manufacturing and placing on the market of sterile
in natural otifice and in surgical field. Design and manufacr%m}?g of
of analysis. Markeling ofJ; medical and diagnostic devices in v

) | 1 T

. e ! T
/Wl presente Certificato e soggetto al rispetto delle condizioni 5
This Centificate shall satisfy the requirements establis

fabilite rlj al Regolamd
Hiedd it thhe Rules for tie

tampans for sampling of biological specimens
diagnostic medical devices for laboratories
tro. Marketing of laboratory-articles.

ont] per Fa}éeﬁifldéijq in vigore ap|

certificationin forceiy

N
Plitabi!i.

| - pplicalite. ¢
In caso di discordanza tra'le Iith@-ulitizzale nella taduzione del tontenuto del presente certificato, fare riferimento alla lingua itdliana
in cases of eliscrepaney b the 4 used in thetransiition of th content ot this certificate pleasereler to the Halian fanguage | j
" L’AMMINISTRATORE DELEGATO -
[ MANAGING DIRECTOR |
\ e . |
- j | Dr. Ing. Roberto Cusolitg _
Data di Prima Emissione - Data di Prima Emissione ITALCERT 1" Datadi Rinnovo. -~ Data di $cadenza
First Issue Date, First fs,I:e Date [TALCERT | | Renewal Date Expiration Date
| ":1’513'98~07-23 2011-10-30 | | \ 2017-10-30 .2020-_1_0—';29;.
Settore [AF 14 - 29/ . i
ACCREDIA TS |

120
arse

D234 PRD MY

G N*
SGA N 010D 159 Y

Mambre degh Accordi di Hulia Alconssd

imentn A, 1AF o

AT

Sigrattry of EA, JAF and JLAC Mirlual

ITALCERT S.r.l. | Viale Sarca, 336 - 2012:6 Milano (M) |'tel. +39 0266104876

| fax. +39

0266101479 | wwwi.italcert.lt | italcertsri@legalmail.it




|
Alcohol Swab Disp

Practical and efficien

The QUICKPAD® a
harmless, is ideal for
as an effective, "mild
allows for the single
also efficient in its us

Quality and Enduran

|
The lid of the QUIC
alcohol swabs moist

shelf life of 24 monﬂrs.

applicable.

Characteristi

Single swab t
Fill Level con
Retains moist
Physiological

Available in t
Suitable for s
Ready for use
Made in Gern

Range of Apj

QUICKPAD® is sup
specialists as well as

other users of subcutaneous sel

use of the
ce

ﬁd sterile. As aresu

! { |
ly harmless non-woven ?wab

|
e

|
nser
\

t

lcohol swab dispenser, being st
cleaning and disinfecting the sk
on skin" disinfecting agent. Th
swab. This makes QT

e,

|
cohol sw;ab dispenser
1t, the swal

AD® al

i |
Please note that for pharmaceutical UICKPlAD@, the cor

CS

r an effl
ontaine

ear-off system allows fo
itrol due to transparent ¢
ure and sterility

hree practical sizes J(only‘/ as cos
elf-application by the patient

nany Quality, CE Label
lication
plied ready for use and with its

patients for disinfecting the ski
f-injection syringes.

erile a
kin, T
e patented "swab tear-off" system
JICKI

QUICKPAD®

ind physiologically verified as
he active agent 2-propanol acts

PAD® not only economical but

- container seals air-tight, keeping tbe

b disp

enser has a particularly long

icient
r

metic

N, An

simple operation, can be used by

responding safety instruction is

and economical use

ideal product for diabetics an




Product rang

Thn:’, Quickpad® swa
MI]NIPAD@ QUIC

|
|
BIGPAD®.

SlZé dispencer
(Lx W x Hinmm)

Number of swabs pet
dispencer

size swabs(L x B in n

€

dispense

T is avail

MIN

50 x

44

{PAD® u1,d

IPAD®

50x 50

zrble i

QUI(
50>

4

CKPAL

¢ 50x 8

150

4 x 44

ilable in

| three different sizes,

® B

¢

IGPAD®

)2 X 62 x
o |

1ooj

58 x 58




MINISTERUL SANATATI AL REPUBLICIH MOLDOVA
PECTYBIIMKA MOTTAOBA
MUHWUCTEPCTBC 3APABOOXPAHEHWUA

SERVICIUL DE SUPRAVEGHERE DE STAT

Nr. 303-2/¢

\I’RDB’\I B MSIAL RM ¢ Vaneepocdvra A2 PAS 311011 Nae 828
[ mlirul de incepeiiri de laborator acreditat

A SKNATAT” PUBLICE ! Rl A ' i Sisrmnul National de Acreditare in Domeninl
CNYKEA FOCYRAFCTBEHHOIO HA30PA Evaluiirii Conformititii Produselor
3A OBWECTBEHHLIM 3N10RPOBLEM Heomrareantnii aaboparopusii uertp
CENTRUL NATIONAL DE SANATAT% PUBLICA AKRPCAUTOBAHHBIA Tl MOHAN L HEM ARKPEATRINOANRIN
HAUMUOHANBLRBIA UEHTP Lenrpoy PM MOLIAC Certificat nr. [1-044 din
OBILECTBEHHOMO 3}JOPOBI=FW ! 02.06,2{)14 valﬂbil pangd la 16.02.2018
2028, KnwuHay, yn, T.Acaki 67 4 i Acreditpt in Sistemul Ministerului Sanatatii RM
Ter, +373 22 574501, Gake 4373 22 720725 ) | \hk;»&mmnmmmu B cicteme Munereperna
IRDNO 1007601001123 | ! Fapanooxpanenda PM Certifical ar. 2293 din
e-nail: ensp@cnsp.rad; anticamera@ensp.md 24.19. "'0 14. valainl pana la 24.10.2019

AVIZ SANITAR |
PENTRU PRODUSELE ALYMENTARE $I NEALIMENTARE Nr._ J/ ¢/

C. ANWUMGPHOE 3AKNTOY UL st NUIY EGRIX Y HENULLH EBbIX VI])(JC)'\ RJ?I(JG

! ‘martie 201 8

)
7 ] e
din/om {14

Prin prezentui aviz sanitar se confirma cé producerea, importul, utilizarea si desfacerea produsetor
HacrosA(UM CAHWTaPHEIW 3aKTIHEHNEeM NOATEEMKAAETER, YTO NDOUIROACTRO, BEOR, U NotESeRaHEIMBEannSalNATTIDOAYIL I

Cutii din carton "Ecobox” T22, T23. wuiplu stratificat i |

sunt conforme Regulamentulul {lor) sanitar (e) / COOTEETCTBYIOT CaHNTapLOMY (b|M)>pernaM5HTy (am) (se va indica denumirea

cornpleta a Regulamentului {lor) sanitar (g) / yka3aTb fofiHCe HAMMEHOBAHWE CaHUTAPHOIO (kLiX) pErNameHTa (0B)

HG nr,308 din 29.04.2011, SM GOST R 50801:2005, IM 2158-80
\ t ‘

Organizatia-producatoarefimportatoare, tara de origine / Oprasusayuns r!pomaa./ww%lop'rep‘ CTpaHa NPoOUCXOMASHUA

Republica Moldova, "BELNIS”SRL _ : |

Destinatarul avizului sanitar / NenyYaTent CAHITapPHOR 3akIOYEHNS

"BELNIS” SRL, Moldova, Chisingu, 5t1 Petricani, 19/1

Ca temel pentru recunoasterea conformitatii produsélor Regulamentulyi (lor) sanitar (@) ﬁlentionat (e) au servit/

OcrosaHuUew NSt NPUSHARUS FROOYKLUL WKE3aHHOMY (bIM) CaHUMapHOMY (sit) peanaM@HmOM (aM) nocnyskuno
Demers, contracte, aviz sanitar nr.385 din 23.02.20185, raportia tncercisilor de laborator
nr,954 din 28.02.2018 !

(a enumsra documentele de insotire, buleﬂmele de analiza/nepe4ncnnTs conpoao,qmrequbre ,qox NPOTOKONLI MCGnea.)

Caracteristica sanitard a produselorlcaﬂfumaprfaﬁ X8PBXMOPUCINUKE NPOOYKYUL: |
t

Parametrii (factorii) /. noxazamenu (chakmopsi) Normativul sapitar / canumapHeiti HopMamue
conform raportului/ incercarilor de laborator nr.954 din 28.02.2018 |

[

|
\
\ |

T T

Domeniu de utilizare / O6nacme npumereHuA; 7 DI‘OdLlCCI c. colcctal ea_desewrilor infectioase
_anatomopatolog 2y %d%ae%at&l&meée&l&
Cenditiile necesare de utilizare, depozmare transportare, masurile de segurjtate /\Heoﬁxo@umme YCH08UsA (IGNOMNE308aHUS,
XPAHEHUSA, IMPAHCIPMUPDEKU, Meph! 68301acHOCnIL: l

importul, plasarea pe plata in condﬂ,ule 1cqpecm}‘n leglhlatlu ”111___§{;goarc in Republica Moldova
AVIZUL SANITAR ¢ _ 30 martie 2021

QICITIJUISJEI* SANITAR DE STAI‘ALR[;PUBLI(”H MOLDOVA 4 77
SN0 LOCYIAPCTRERHOT) CAHITTARHOUO BT #H PECITVBIHCH MOtoRs A0

sy |

(semnatura / nognucs)

ssasp | CTHO3
0048156 03

o

el e o




		2020-04-06T08:55:34+0300
	avizat




