NVEDICA

Mediga Cofporatto%

5 Qak Park Driv

Bedford, Massachusetts 0173
Tel 781 275 4892 |

Fax| 781 275 2731 |
www.madicagorp.com '

|
AUTHORIZATION LETTER

TO WHOM IT MAY CONCERN: |

MEDICA CORPbRATION, hLving facilities at 5 Oak Parﬁ( Drive, Bedford, MA 01730, USA, do hereby
authorize the company:

GBG-MLDSRL |
65 Tighina Site| |
Office 607 L
Chisinau, MD-2001 '
Repubiic of Moldova

to be our DISTRIBUTOR for tlhe éasyLyte@, EasyElectrolytes™, EasyBloodGas™ and EasyStat®
analyzers as well s associatoied reagents and consumables in Moldova.

T
GBG-MLD SRL Tis auihorizediby hrIEDICA CORPORATION to enter tenders and guote for all
aforementioned products. .

\
GBG-MLD SRL s authorized by MEDICA CORPORATION to present offers on our behalf to tenders
placed by the go‘\/ernrhent and othFr institutions for Medi&a products and consumables
P |
GBG-MLD SRL respansibilities inélude sales of the EasyLyte®, EasyElectrolytes™, EasyBloodGas™
and EasyStat® analyzers and pro;vid'ing service as well as maintaining a supply of reagents and
replacement parts. |
|
GBG-MLD SRL is also authorized to provide warranty service for the Medica EasyLyte®,
EasyElectrolytes™, EasyBloodGas™ and EasyStat® analyzers.

This authorization is effective [mmediately and is valid until Decemnber 31, 2022, unless revoked eariier in
writing by Medica Corporation,

/ L) I R
)~ L. 2400
David Hagopian /  {J | Date ST R

VP, Sales & Marketing b i
MEDICA CORPORATION B K S




MEDICA

Medica Carporation
5 Oak Park Drive
Bediord, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity Ce

Product Name: Model/Type:

Easylyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/KiLi, Na/K/CIiLi,
Na/K/CalpH, Na/K/CI/Calli

EasyElectrolytes and accessories per attachment EasyElectrolytes Na/K/Cl, Na/K/Li

Manufacturer

al Medica Corporation
5 0aKPark Diive, Bedford, Massachusetls, U1730, USKE || T

Representative

H 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 lil of Directive 88/T9/EC. These products-are
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex II, List B of Directive

~9879/ECn addition; they-are in-conformity with-the Annext-“Essential Requirements™ and-provisions of esunch-Birective
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and
Electronic Equipment, and the corresponding national faws of the Member States.

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

-— - -Signature:

Phter plls=

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs

EasyLyte Accessories

Catalog Accessory
No. EDMA Code
2004 EasylLyte 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 EasyLyte Na/K/Cl/Li Analyzer 21071102
2030 Easylyte EXPAND Analyzer, Na/K/Cl/Ca-Li 21071102
2070 Easylyte EasySampler 21071102
2101 Easylyte K+ Electrode 11040106
2102 Easylyte Na+ Electrode 11040107
2113 Easylyte Cl- Electrode 11040103
2106 EasyLyte Li+ Electrode 11040104
2150 Easylyte Ca++ Electrode 1104 0102
2151 Easylyte pH Electrode 11703102
2152 Easylyte Disposable Reference Electrode 11040401
2103 Easylyte Reference Electrode 11040401
2253 Easylyte Membrane Assembly 21071102
2120 Easylyte Na/K 800 ml Solutions Pack 11 04 04 02
2121 Easylyte Na/K/C! 800mL Solutions Pack 1104 04 02

— 2127 —Easybyte Nafi/i 800mL Solutions Pack ————— 11848482 ——

2123 Easylyte Na/K/Ca/pH 800mL Solutions Pack 1104 0402
2028 EasyLyte Na/K/C|/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/pH 400mL Solutions Pack 11040402
2026 EasyLyte Na/K/Cl/Li 800mL Solution Pack 11040402
2124 EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack 11040402
2814 EasyQC Bi-Level Quality Control Kit T 11500204
] E T 2 ty Control Kit 11500204
2843 EasyLyte Quality Control Sample 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 EasylLyte Sample Detector 21071102



Easylyte Accessories, continued
Catalog No. Accessory

2104
2100
2492
2309
2111
2577
2323
2541
2595
2596
10745
2293
2590

EasyLyte Tubing Kit

Easylyte Calcium Tubing Kit

EasyLyte Internal Filling Solution (125mL)
EasyLyte Wash Solution {(50mL)

EasyLyte Urine Diluent (500mL)

Easylyte Standard Sotution, Urine (S0mL)
Easylyte Prabe Wipers (6)

EasyLyte Printer Paper (3 rolls)

EasylLyte EasySampler Sample Cups, 500ul (500)
Easylyte Sample Cups 2.0mL (500)
Anti-Evaparation Caps {500)

EasyLyte Capillary Tubes

EasylLyte Capillary Adaptor Kit

EasyLyte Capillary Adaptor Cleaning Kit
Easylyte Red Dye Test Solution (S0mL)
Easylyte Troubleshooting Kit

Easybyte Troubleshooting Kit-{MNa/K/Ca/pH and Na/K/CH L)

EasyLyte Quarterly Operating Kit
Easylyte Maintenace Kit

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring
Daily Rinse/Cleaning Solution Kit
Easylyte C Series Prirter Paper (5 rolls)
EasyLyte Barcode Reader Kit

EDMA Code
21071102
21071102
110404390
110404 90
11040430
1104 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
11300111
2107 1102

231071102

21071102
21071102
21071102
21071102
11010127
21071102
21071102

EasyEliectroivies Accessories

Catalog No.
4002
4003
4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815
4405
4406
4404

4306

6504
6505
4506
4507
4508
7302
4522
4539
6537
6520

_EasyEl

Accessory
EasyElectrolyte Na/K/Cl Analyzer
EasyElectrolyte Na/K/Li Analyzer
Reagent Module, Na/K/Cl
Reagent Module, Na/K/Li
EasyElectrolyte/EasyStat Na+ Electrode
EasyElectrolyte/EasyStat K+ Electrode
EasyElectrolyte Cl- Electrode
EasyElectralyte Li+ Electrode
EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode
EasyElectrolyte Spacer Electrode
EasyElectrolyte Troubleshooting Kit
Daily Cleaning Solution Kit
EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution
EasyElectrolyte Urine Diluent
Bi-Levet Quality Control Kit
Tri-Level Quality Control Kit
EasyElectrolyte Na/K/Cl Demanstration Kit
EasyElectrolyte Na/K/Li Demonstration Kit
EasyElectrolyte Capillary Tube Kit

lyteSampler
EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper
EasyElectralyte Sensor Module

EasyElectrolyte Valve Module
EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate
Probe Wipers

EasyElectralyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li+
EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 3-pin
EasyElectralyte/EasyStat/EasyBloodGas Barcode Reader Kit

EDMA Code
21071102
21071102
11040402
11040402
11040107
11040106
11040103
11040104
11040401
11040190
21071102
11010127
11300111
11040490
115002 04
11500204
21071102
21071102
21071162
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102



‘.‘ i
)

T
?

i

FBESUUDR 291A4DS JDOTLOD

usig

¥ pe

Sl S i

SUIFIO¥N 1TOPUD

Cl

2147

"SUZAoup JDISASDST pup ‘SPHPO0IGASDI
a1 J0 2014438 pUp HOYD42d0 aY1 4O Suiuip.4) pajajduiod suy

P4

3-..

.,.
i

S
P

- Sl
e T

T

K,.,z' Py

-

i

T v‘-‘“y;.. =

7]
5
.'f/

<!

e

TUIDA |

1427y 3U

yeighseq senypoorgAseq o34 1Aseyq

e

1oyg dfi1i20 01 S1 S1Y ]

i

21021/

i s = Fil
m,_,_;;_%‘ _..n"‘-" I
RS R e

P s,




|
Thls is 'qo ertify that the quality management system of: Certificate Number:

‘ 0082581-01

ed ica c rpo ratio 1] Initial Certification Date:

2009-04-17

Main SIte- 5 0ak Park Drive Certificate Issue Date:
I ) -01-

Bedford, Massachusetts 01230 United States EREaL

' Certificate Expiry Date:
| ‘ 2021-04-16

has beén assessed by Intertek as conforming to the requirements of:

|
SO 13485:2016
|

The quality management system is applicable to:

The Design, Development, | l anufacture, Service, Distribution of inpvitro

diagnostic medical devices, in-vitro diagnostic test kits, in-vitro diagnostic
reagents, in-vitro diagnostic analyzers/software used in the diagnosis and
managemqlﬁtpf cancer, irm i_une status, disease status, autoimmune
status, earTiét markers, proﬁein- metabolism, endocrine disorders, blood President

analytes, urinalysis, blood gases. Intertek Testing Services NA Ltd.,
| 1829, 32nd avenue, Lachine, QC, H8T 31,
Canada

n
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SIEL

150 9001 -NF EN 180 13433

Zone Industriells - 61300 SEES ~ France
Tél, <+ 33 (()2 338121 00/ Fax: -1“'%33(0)2 33287751

|
' TO WHOM TO BE CONCERNED

of Elitech Clinical Systems reagents, having
our factory at Zone Industriglle, 61500 Sées - Frarige, confirm that our clinical reagents have
been validated on Vital Sclentific equipment. Asisuch available Elitech Clinical Systems
reagent applications for Vital Scientific instrurnents are CE-IVD compliant.

We, Seppim| S.A.8, rnanufacturers

reaéents, are riot validated on Vital Scientific
npact of other reagents on Vitel Scientifc

Reagents, other than:Elitech Clinical Systems
equipments, | and we also can't know the i

equipments.

i
|
. l
Noi, subsemnatii Seppim SA.S., cor
Clinical Systeims, avand %fat:rica de producere n
cé reagentil au fost testa;ti si validati pe echipam
existand si protocoale _sp'ecia\izate pentru anaiiz
reagentii cét §i echipam?'m-ele sunt certificate CE-IVD.

May 22", 2012
‘:p_aniia producatoare a regentilor Elitech
Zonze industrielle, 61500, Franta, confirmam,
entele Vital Scientific. Pentru acesti reagent
stoarele produse de Vital Scientific. Atat

Alii reagenti ﬂnzsfara de Elitech Clinical Systems, nu au fost testati si validali la echipamentsle
Vital ScientifiF 3l noi nu q:unoa$tem compatibilitatea sl impactul lor asupra analizatoarslor Yital

Scientific,

22 mai 2012

s |

/::::;, / | -
(:_‘_M-“:‘: l\g:}t }._:_“Cii_';u&: o
Signed on ﬂuehalf of {hel manufacturer |
Valérie GOURDON & | |
Regulatory |Affairs Manager ;

COMPANY SEPPIM SAS
' SEPPIM S.A.S

#A|rue Auguste Mattin
Zane induslriclle
(1500 SEES - FRANCE
ol #4402 558 21 00 - Fox +53 {032 55
SHEET ¢ EA NS 20 DROEG

L

24 7751

‘ |
Souidié par ections simplifiée au CGapital de 1219 592.14€
SIRET 313 363 228 0603 ADPE 20592
| RC ALENCON 318 3(’55!228
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Instrument Tra

' Vital Sclentific BV hereby deglares that the participant has
attended a four days seminar fer service engineers and the

partici pant is now a certified etgimeer for the declared
instruments. '
|

Participant: Mr. 8. Sarocovici

Global Biomarketing Group-Meldova SRL

Company;
\ Moldova
Instrument: Vitalab: XL Series

E Series

| Junior Series

' Dry ISE

' Micro Series
ProXS

Date of training: April 20th ~ April 23rd, 2010

System- Support N‘I'ana_ger' System Support-Engineer:
- 1 ’
o | L, j{p {‘f,,' -

e

v o
| Ll
/

/| Jan Oostendorp

b

Framk v:d, Korput



Spankeren, 17 April 2013

To whom it may concern,

Vital Scientific B.V., manuf:

headquarters and factory at:

Van Rensselaerwerg 4, |
6956 AV Spankeren/Dierer
The Netherlands

and being a company of ELITech Group, hereby ¢
a closed system. We c?n guarantee the performance of

analyzer Selectra: ProM is

the analyzer on|y§ when ELITech clinical chemigtry

\ﬂilﬁjﬂ Seientific 6.V,
[ &\

1 i
“f Al .
!\\\j\“/\// . Box 100/-
Bt 6956 AV
N Altink

- ‘Managing Director

=

CONFIRMATION LETTER

scturérs of clinical chen"r‘istry analyzers having

They Neatherlands

reagents are used.

SCIENTIFIY

RO. Box 100

6950 AC Dleran

Van Rensselasiweg 4

6956 AV Spankaran/Disien
The Nelharlands

“Tel: +31 313 430800

Fax: +31 313 427807

Email: info@vital.nl

Wabsite: wwawvitelscieniific.
Vat n6.: NLAGIEZBEEARM

onfirms that clinical chemistry’”



C 6 Declaration of Canﬁc};rmity i

Lighl
achr

We: EUTechGroup BV,
Van Rensselaerweg 4
6956 AV Spankeren |
The Netherlands

Declare under sole responsibility tha!t the product indicated below
whlch this declaration relates, conforms to the provisions of the|E

Devices (98/79/EC) of the Europear

product is registered In lmccordance with the re

marking, i
| |

! |

Product : Cilnicail chemistry analyzer ‘
Product No. : 6003-400 i

|

GMDN code 156678 |
il

i

(including all spares and accessories) and to
EU Directive on In Vitro Diagnostic Medical

parliament and the Council jgf 27 October 1998, It is certified that this

Model : Select+a P*‘DM
\
|

‘ - |
Product classificatlon

quirements of abnvié mentloned EU Directive and carrles the CE

i

i

|
| | i ‘ . "
As per Article 9, section 1 the products are categorized as other d;é,vk;:'es (“self declaration™).

Conformity assessTeent procedure

In accordance with A‘Pnex lil of thfe IV¢D
(B |

The product {includi |
countries and regions:
|

| |
*» The Netherlands (NL)

*  All other member states of t
= All other states that are part

g all spares and accessories) ma

i
H

y be marketiad without any restrictions within the following

he Eurcpean Union (EU) |
of the European EconomicArea (EEA), including Switzerland

Spankeren, March 2015

LA,

A. Altink

Managing Director

" [Version:06 | Page 10f2

[Code: 6003-400 T Doc. No.: 510



Declaration of Conformity

.l

List of applied (harmonizé,&) standards

Standard version

Dessription

Certification by

Safety

JEC 61010-1:2001

safety requirements for electrical equipment fior
measurement, control, an'?i:laboratory use, Part 1

General requirements

|EC 61010-2-010:2003

Safety requirements for eiiel;:tricéi equipment for
measurement; ccntrol,:an;ﬂ labaratory use ~

Part 2:010: Partlcular requirements for laboratory
equipment for the heating of materlal

IEC 61010-1-081:2001

Safuty requirements for elactrical equipment for
measurement, control,&ngd laboratory use. Part 2-
081; Partlcular requ‘lreme;\;ts for automatlc and
seml-automatlc laboratory equipment for analysls

and other purposes !

IEC 6101.0-2-101:2002

safaty requirements far e éctzfical equipment for
mensurement, controk, and laboratory use -- Part 2-
101¢ Particular require\me’:%ts for In vitro diagnastic
(IVD) medical equipmertt :

DEKRA

EMC

|EC 61326+1:2005

Electrical equipment for r?ieaé.urement, control and
laboratory use - EMC requirerngnts « Part 1
General requirements |

IEC 61326+2-6:2005

Electrical equipment for :fr:ieasurement, control and
laboratory use — EMC reqguirements —Part2-6:
particular requirements = in Vitro diagnostic (IVD)
medical equipment |

DEKRA

Quality
systems

150 9001:2008
|
|

Quality systems - Model for‘ quality assurance In

deslgn, development, pragduction, Installatian and

servicing, !

‘ d
EN ISO 13‘485:2012 :

Mudical devices— Qualit{% ianagement systems-~
Requirements for ragiilatory purposes.

CAN/CSA15O 13485:2003

Medical devices—Quality management systems—

Requirements for regulafory purposes.

DEKRA !

[ Code: 6003-400

Version: 06

Page 20f2 |

i l Doc. No.: 510
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taifored to your needs

ELITechGroup BV,
0. Box 100

6950 AC Diersn

Van Rensselasrweg 4
(956 AV Spanksren |
The Netherlands |

Tel.: +31 313 430 600 ‘
Fax: +31 313 427 807 |
info.ecsni@elitechgroup.com | |
wiww.slitechgraeup.com |
Chamber of Commarce 09176642 ll

| Spankeren, July 20th, 2015

| .
MANU FACTURER'S AUTHORIZATION LETTER

National Competltive B|dd|ng (NCB) No.: 15/01496 Automatlc Blo Chemistry Analyzer
For procurement of var:ow medical equipment inciuding biochemistry units.

To:
Ageritia Medicamentului i Dispozitivelor Medicale

WHERE AS

We ELITECHGROUP B.V. | | who are official manufacturé

factories at tHe Van Renqselaerweg 4 * 6956 AV Spankeren

authorize. | |

GBG-MLD SRL|
mun. Chisinau
str, Tighina 6% of. 607
MD-2001

Republica Muldova

To submit to ,,ubmlt a tendel the purpose of which is to

rs of Clinical Chemistry Analyzers having
* The Netherlands do hereby

prowde the following Goods, manufactured

by us: ; ‘
Tender  ltemS.l. No.. Description é Required Quantity
15/01496 6003-400 Bio-Chemistry Auto AnaFyner 11

Selectra ProM

(6 open systems with ISE)
(5 closed systems with ISE)

Manufactured by us, and to subsequently sign the contréct fot the supply of such goods;
We extend o \,J” full guarantee and warranty as stated unéier GCC Clause 27 of the General conditions
|

of contract with respect to Goods offered by the above Tender

|
Kind regards;‘

ELITechG B.V, ¢
echGroup = kTef‘h("*VO P B\

4(""'\ /rk/\\t yAi 100 - 8990 AG [

8 F i\.\l' \.‘pa
A, Altink i Hef\w neree 4~ 61% r\: |
Managing Director Tha Wethars! :

ey




O\J avantor’

Avantor Parformance Materials Poland $pdtka Akeyjna |
Sowifskiego 11 | '
24-101 Gliwice

Tel. 48 32 2392 000

I
Declaration of conformity

|
Avantor Performance Matari'msf Poland $.A. who Is an astéblisha‘d manufacturer of reagents and
products for diagnostic In vitro -Ho'cated al:

Sowinskiego 11 Street b
44-101, Gliwice i ;
Poland : ?

Herewlth declares the followiné: j

Reagents mentionad In attached list are (abelad with J.T.Baker label, comply with the In Vitro
Diagnostic Medical Devices Direstive 98/79/EC and the requirements of ISO 13485 Standard.
This declaration Is the baaic;fofr CE marking of the [n Vifto Diagnostic Medical Devices.

The products are not part of List A and List B of Annax 1} of the VD Directlve 98/79/EC but are
subject to self registration. |
This declaration is valid for all the VD medical devices described above and which are placed
on the market by ourselves on or after tha date hereof and which bear the CE marking

Gllwice, Poland

January 26, 2019

Anna Szuba
Quality Director

NP AL 10 1) 07

Numwns w KRS HBOSHNI0A

Sqd zaieslrawy Sqr1 Hainsowy w Gliwe e
X Wydziol Gospadoesay KRS

Hanitai zakiadnwy 7 360 29300 71

Regon: 271563380



J,?T.Baker product

:'st for CE marked product

Pyod.ng.

[Product]

. [
[Faclk size !

Reagents for:diluting and lysing

3461 | Diluid ™ 100 Plus 20 b
34954 Priluid 390 20 lirey |
068 Dituid 610 20 Jiger |
3430L0010 | Diluicl Abacus 10 liter |
'.5_' 9020 Diluid Abacus 20 Heer |
306 1 Diluid AC 900 200 livgr |
3906901 0PE Dituid AG, 900 10 liter |
347690301 Diluie APR A0 e
3957 Diluid Azide free 21 lier
3958 (|Diluid Azide. free 10 liter |
3963.9010) FDudd TENTEF 10 e |
3963 Diluic 11T Diff 20 tirer |
3924 Diluid ITI Diff Seaccontpines 20 liter |

34599020

Diluid Tirna

20 liter

Diluid NR

20 Hirer

4\3 9020P(

Dilnid Mindray

20 litgr |

Diluid Sheath 3200-400(

20 litpr

34h

Dihuid ST} 1600/2000

20 ficer

1490 902000

Ditiid M

20 lirer

3495.9010PC

| &head 1

10 liter ¢

AR57. 100N

CyMet Micro CN free

3826 Shaeath Fluic 300073500 20 Hieer
38265000 Sheatr Flaid 3000/3500 A liter
3627 S0REIPE [ncalse 5 Hier
39‘3& CN-free Lyse Dift AC 900 5 licer
374 CyMat"™ 1000 CN free 5 liter
3773.5000PC CyMet 4500 CN free 5 lirer
R CyMer 3000 10 liter
3823,1000 CyMet 3200 CN free | litey
G825 Cyiar 3500 CN free 5 Her
RESURICSES Cyier 3560 5 liver
3975 |CyMet 530+ CN free 10 liter
KU ACyMer 590 CN free 5 liter
3990 CyMet 610 CN free 10 liter
3977 CyMet 61D CN free 5 lrer
39 L8 A00 CyMecr 9000 CN free 5 liter
34311000 ACyMer Alacus CN free 1 Jieer
3411 11000112 CyMet Abacus EO ey
USRS £yMet ABacus Baso ! | liter
.5477'(‘ 00PE CyMct APR CN free! 506
3478.1000PE CyMet ABR EO | liter
3479.1000PE CyMer APR Baso 1T 1 Hzer
3755 i CioMel Automated A liner
3i5H? Cydfet Adtomated | 00 )
4780 CyMet Automated CN Fyee 1 lieey
A46UL0E0U CyMet Erina 500 il
5841.1000PE |CyMet H12 CN Free 1 titer
4842.1000] NEO Reanen: Aurocadnter ¥ liter
3853,1000 Uy FIZ0 | Bter
1968 CaMler (T Ditf | Heer
3004 JCvMet TI1 DI fF 5 liver
“);2 1000 ACyMet 111 Dift CN free (I
5001 CyMet 1T Diff CN free 5l g e 5
e Cydiee IO CN Free sunff{ﬂ“ ésf
3852.1000 C}'?.\"fcl: Migro
38520500 CyMet Mitro

IRSTNEG0 |

CyMet Micro CN free

Fage 2 of 3

zﬁv%& ekt

JH64, 1000 C}'Me; Micro CN free 1L micros
A40.050D0PE: CyMet Mindray CN Free 500 il
J441.0500P8, CyMer Mindray SO0 ml
FAB0S000PC CyMet 81 Baso 5
3481,50001RC CyMer 8F Diff 1
3482,0500PE CyMer 8P Difr 2 308 vl
37715.1000 CyMet ST 1600/2000 1 iiter
3759.1000 CyMet ST 1600/2000 CN free
37HV.A000 CyMet ST 1600/2000 CN free 5 fer
FHE CyMet STX/STL 1 liter
3010 CyMet ST /ST S Titer
3444,1000PE CyMer NR 111 lter
 [A486.1600PE CyMet NR 11L, CN Free 1 Jicet
3485, 1000PE, CyMet NR V ] liter
349705061 E Cylviet MH CN Free S
3480.1000PE CyMoer MBA i lirer
3457.1000PE CyMer MD(D) {liver
A4BR0500PE CydMerMD{ID SO0 s
3077 LyzerGlobin ™ 306
3769 TyzerGlobin G s ml |
il LyzerGlobin PCE 6x 15 ml-
3770 LyzerGlobin 1T 1010 ml -
850 LyzerGlobin CN free Gx 15ml
Cleancrs &
37660500 DietcctoTerpe 500 my
3760 DetecroTerge & Higer
37606 DutectoTeige 1 Jicer
300 ProClean™ S liter
3768,1000 A PeaClesn 1L micros
3867 1000P1E ProClean Extra 11, micros
38021000 ProClean Extra 1 lice
3862.5000 ProClean Extin S diter
3901 ProClean Plus 100 ol
S902.0T00PE ProClean CD 100 i
3432.5000 ProClean Abacus Iltm v
A0 Blanking Solution Hyhb : '
3947 Blanking Solution 1600/2000
917 Hypochlorite 0.5% Alizer
17,5000 Hypochlorite 0.5% “Aier
3936.1000 Hypoehloyite 5% Viter
3442,5000PE Rinse Mindray 5 fiwer
3915 Rinsing Solutdon Serono 9000 200 Lieer
3941.1000PE HypoChlorite NR BIESS
A941.5000PC HypoChlorite NR 3 fiter
3498,1000PE ProClean MX5 i liter
| Reugents for 5-part WBC diff, on STKS and MaxM,
3038 RBCLyse™ | itor
2938G, 1 000PE RBCLyse G ¢ ik
1939 NWBCStabilise™ 500t ml
34920090 RetiCount MH 6x15 ml
3494,0500PL RetiClear MG SOl
3493.1000PE RetClear MELG e
AB494. (200PE RetiCount G 200 03
Feticount™ RIS

Reticount CID

15 % 35 mi
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Hematology Controls

3784 /358575686,

"TADV-Diff Control L/N/H

Page 3 of 3

3721/3722/3723 |8 PMC Low/Normal/High 8.ml 3690/3691/3692__|ADV Retic 1/2/3 * L
5724/3725/3726° - |8 PMC Low/Normal/High | 2.5 ml 3828/3828/ 3830 CD;Diff Control 30 mt |
5693/363473635 |8 PMC Tow/Notmal/High'ext| 2.5 ml © - (3838 - |C1=Diff Control 2x LN\ 65 30ml |
T701/3702/5705 |8 PMC Tow/Normal/ligh A5 mi | 3687/3648 CD 4K Retic 1/2 : AT
922/3923/3924 8PMC 1./IN/H Swelab] 45 ml 3892/3893/3894._|AC-DIflf Control 1 2.5 ml
3746 TEPME T x Lil.x NI x H 3% 2.5 ml . [3896/3897 /3898 - KEDIfE Control - % 2.5 ml
3747 BTMC, 4 x Normal Ax2.5m 36963657 WBC reduced Plt (,onnol L/H 3.(} in
3748 8 PMC 4 x Normal || 4x & mi! 3&‘7%/'5(199 WEC ILducu! RIRC (,nmml 3.0 m
3749 BPMC 4x Low - .| "4 x 2.5 ml 574 S 3
3751 BPMC 1x L, 4x N, 1x 4" 6x25ml Lasel conlruls for Ccmlter Man Gt nS and STKS |
$734/3735/3736._|3-Dift Control L/N/H . 2.5 111 3681/3682/3683 _|5D Conurol Low /N, z’” | 50ml
3630/3631/3632 | |3-Diff Control L/N/H ext 25 ml | “[Calbration Set for Cell Analysers, T,
3820/ 3821 /3822 | |5-Diff Control L/N/H| - A ml | 3940 - |CalSer 1 !
3752 [3-DIiff Contiol 4 % Low 4x 2.5 ml 3720 Piatelet Contral Ext valoe
3753 3-Diff. Cpntrol 4 x Norm 4 x 2.5 ml Phosphate, Buf'!'er.ed‘ Sql;nm =,
3754 "13-Dift Control 4 x Higl 4x2.5ml 3059 PBS, diluting fuid for
378273783/3784 | CA-DiffIControl L/N/H 35 ml - o blocdprouplug
3607/ 3608/3609 | CA-Diff[Control L/N/H 2.5ml 3059.9010PC PBS, dituting fluid for
1610/3611/3612 - |DIA Diff 5 Control L/N/H 45ml | | bloodgrouping
1731/3732/3733 | XE-DiffCantrol L/N/H 45 ml | ; i
3693/3694/3695 | |SE-Diff Cantrol L/N/H 45 ml
[5613/3614/3615 | |BG Diff § Control L/N/H 45 ml | : _
SIS | L1 S (L) e WA T T -
[Number Pradudt SR Content .3864.1000, Papanicolaou 2A OGO 1 liter
© | Staing and Dyes it | 3864.2500 | Papanicolaou 2ZA*0QG6 2.5 liter
3554.1000PE | | | Papanidoluou Solution 2A 1 liter 3865.1000 Papanicolaou 2B Orange 11 1 liter |
3554.2500PE ¢ | Papanidolaou.Solution 2A “2.5 liter 3865.2500 Papanicolacu 2B Orange IL - 2,5 |
3554.9200PK Papanidoliou Solution 2A 200 liter | 3866.1000 #| Papanicolaou 3B [ZA 50 kel |,
3555, 1000PE Papanidoliou Sojht'lon: 2B 1 litcr_" 3866.2500 Papanicolaou 3B £1.A 50 | RS lieer
3555.2500PE Papanidolion Solution 2B 2.5 liter | '3876.1000. “Shot 1 liter
3556.1000PE Papanicolaou Solution 3B | TTer | | 3678.1000 “Wright [iter
3556.2300PE Papanidolaou Sclugion 3B 25 fiter | | ‘ Clearing agent '
3556.9200PF Pa]:):miqolnou,Solu;10n1.3B =200 litex 390.‘3.2500PE | UliraClear 2.5 liter
3800.1000PE EosinelY Alcoholic ' 1 liter 3905.5000PE UlteaClear 5 Jiter
3800.2500PE Fosine-Y Alcoholic ' 2.5liter 3905.9010PF OltvaClear 10 liter
3801.1000PE Eosio ¥ 0.5% /\q_dcmj's 1 liter 39059200 UlteaClear 200 litc I:
3801.2500PE Eosin Y 0.5% /\qucou's 2.5liter ] Mounting media |
38711000 Fosine Soluuon 0. 2"/)I|L..||y to 1 liter 3921.0500 Ultral<ite 500 ml
use. . 3921,0600 Ultralitt 6% 100
3871.2500 Eosine Solutlon 0: 2% '1carly to - | 2.5 liter 1 y ml
£ use \ | / Fixatives |
28008 Giemsa ! 0. liter T033.1000. [0% v/v Butfered i
38560500 Giemsa .0.5 liter | g Formaldehyde 5
3856.1000 Giemsa | | Jiter 3933:5000PC 10% v/v Buffered i EiLuL'ﬁ
3856.2500 i 1 2.5 Tieer 1 Formaldchyde
3870,1000 Hematoxyline cr (Mayer) | T Ticcr 3933.9010 (RE), | 10% v/v Buffered 10iter
3870,2500 Hematdxyline er (Mayer) 2.5 liter T fg[;lﬂaldchy_dc . {1Jff.)
3873,1000 Fematgxyline (Hafris[Gill 1) | 1 liter [ 5 Fotﬁn‘;,/(“{cﬁ\‘fjim‘Cd égrl g
3873.2500 Hematoxyline (qus GillTD | 2.5 liter 3360.1200 Cervix Frrative 1'2'1?125
3879.1000 Tcishmhn ; T Titer i nl |
3855.0500 May Giiiawald : 0.5 liter 3880.1000 Bouin’s Fixative | liter I
3855.1000: May Gelinwald ' 1 liter . ‘,}QSB o110 Immuno PBS 20x 10 liter
3855.2500 May Guiinwald __;_\ concentrated
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tificate of Completion
| /3 This is to ceﬁ%

Mr. Alexei Legun

Has successfully completed

i

14

e technical Wéﬁiﬁtﬁﬂ@nc& trainiig cw?sa' -
On |
iy Automatic ®Blood Celf Counter
_@CE—ZIO |
Particle(Blood Cell)Counter
POE-170/POE-170N
Vil ém-og[o bin meter

?{6«205\(

e Hiroshi Shimosaka
' _@resiH]zni




BaneSphera”

i@.--B_eneSphera* TRAINING

"1"" LMs Sergrlu E!Iom?pyl? I
| Global Biomarketing Group

str. Tighina 68, of. 607

2001 (:hi$lnqu. Maldau
|

~ hasatiended a 2-9 fs training o) gonds manufactured ar distributed by us, )
0. I ; y -
 April 12th ~ April 13th, 2012 L L, e

Deventer, The NetrJer-land»s
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C]{F.TIFICADO DE EXAMEN CE|DE DISENQO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

ﬁL ¢ DESIGN-EXAMINATION CERTIFI CATE
in accordance with Annex IV, Section 4, irective 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima prorroga/ Last extension date: 27/11/2013

Certificado n“/C;ertiﬁcaté Ho Fecha de validez/Date jof vulicjlity ONN/NAB o
2003 :,_12 0390 ED Desde/From 19/11/2018 I%Iasta/To 18/(11/2023 | 0318
T T T

A favor de /In favour of: '

Fabricante/Mamiifacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l. | |
Direccién/Address: Via G, Carducei, 27 -20099- Sesto San Giovslmni - Milauu (Ttaly).

Representante autorizado :'m te 1a UE/Authorized EU representative:
Nombre/Name: Idem Direccion/Address: Idem

Para el producto/For the product: | :
Categoria/Category: Productos Sanitarios para Diagnobstico “In Vitro™ / It Vitro iagnostic Medica] Devices |
Grupo genérico/Generic gm‘ ip: Diagnostico de enfermedades inl'eq'ciusas /| Diagnaostic of infectious disectses |
Tipo/Type: Especificados en[{knexos de este Certificado/Specified in Annexes (o this Certificate.

Elaborado en/fn the ﬁwﬂitﬂe : : |

=

Dia. Pro Diagnostic Biopmihes S.r.l |
Via G. Carducciy 27 -20099- Sesto San Giovanni — Milano (Italy). |

Este certificado éicbe it acompariado por el certificado CE de Sistema de Garantia de Calidad Total N
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance Systen
Ceriificate N° 2003 12 03&' CT. | |

Este certificado ¢s consecuencia de la evaluacién de la documentacion técnica :del disefio contenida en el
expediente N 2003 05 0240, y garantiza que ol diseiio de los productos descritos cumple los rcqﬁisitus de
la Directiva/ 7 /w's; certificate is issued on the assessment of the design documentation contained ip dossier
N" 2003 05 0240, and guar|dmezes that the design of the described products fulfil the requirements of the

Directive. i

| Madrid, 19 de noviembre de 2018 i |
DIRECTORA DE LA AGEN:‘FJA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITAPJOS

aQGnCia els = | |
| 3 Span |
ﬂ; W’ll! med"’amen:g‘;dye |

" .
p uductos, Sanitariog

Fdo. M® Jesus l.amas Diaz |
‘ : |

Localizador| B2YB2AGEED

Eirmado digitalmente por: Agencia Espafiola de Madicamentos y Productos Sanitarios
| i

Fecha de la firma: 19/11/2018

Puede comprobar la aulentiéid;id del dosumento en la aplicacion Localizador de la W

eb de la AEMPS
1

OR Ly Pagina 1 de 2 : CI CAMPEZC], 1 - EDIFICIO 8
E-%f——REO ELECTRONICO | SprPREp | 28022 MADRID
on0318@aemps.es ‘ Tel.: (+34) 902,101,322r5+$4 91.822.54.97

ORGANISMO NOTIFICADO 0318 | Fax: (+34) 91.822.52.89
| |
|




ERTIFICADO DE EXAMEN CE E DISENO !
de acuerdo con el Anexo IV, punto 4, de la | irect‘iv;a 98/79/CE

EC DESIGN-EXAMINATI ON CERiTIFI CATE |
ordance with Annex 1 V, Section 4, Directive \98/79%EC |
frzitial date: 11/12/2003 '
date: 27/11/2013 |

ON *ll °/NB I:L;b

in arJe
PRORROGA/EXTENSION — Fecha inicial/
Fecha deultima prérrogal/ Last extension

Certificado 11”7(Tertij‘ica f¢ no Fecha de valid%:z/Datel% of vall;idity
2003 12 0390 ED Desde/From 19/11/;2018 iHasta/zTo 18/11/2023 | 0318

A favor de/In favour of

Fabricante/Manyfucturery
Nombre/Namej Dia. Pro Diagnostic Bioprobes Sl ‘
Direccion/Address: Via G, Cardueei, 27 -20099- Sesto San Giulvanni — Milang (Italy).

Representante ‘au_tggiz‘ado ante la UE/Authorized EU representative:
Nombre/Nanre: Idem  Direccién/Address: Idem

|
calibradares y materiales de control

Tipo de produc*o | Devicé type: Reactivos Yy productos reactivos,
tucts, calibrators|and conirol

para el diagnastico de enfermedades infecciosas / Reagents, and reagent prog
malerials for diagnostic ofhk man infectious diseases.
| |
|

s 1 ' :
Clasificacién/Classification; Lista A, Anexo I1 | List A, Annex IT ih 1]
: ! | 5 S
Reactivos y productosi reactivos para la determinacién,
humanas de marca(iq:'es{ de infeccién por Hepatitis
enzimatica (EL{SA)/ Reagents and reactive products for the cr’eré_rminatﬁon. conflrmation and quantification
in human specinens Qf'mar kers of Hepatitis B infection, by Enzyme-linked immunosorbent as§ay (ELISA)
| I l .
.‘
|

confirmacién y cuantificacion ep muestras
B, mediante técnicas de Inmunoabsorcion

[NANDO: IVD 0203] ' || |
| o | |
|

HBs Ab} ELTSA? chalitativo-cuantitativo / ELISA quaszrar:'ve-wcmrff.'mzr.'vc

- SAB.CE (96-tea| s)
|

- s o | " . . "
Este certificado ampara fodas las marcas de estos productos incluidas por el fabricante en su

declaracion de cnuntm'mldﬁd. | This certificate covers all trademarks of these products included by the
jon of conformity. o

manufacturer in his declara

L | | | Madrid, 19 de noviembre de 2018
DIRECTQRA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
3 | 11 |

|
a ! |
/ (]u»ﬂ/l.'" mod)eacsPafola de |
| me |
‘ pfﬂductos| Ntos y
| |

e g

Sanitariog

Fdo. M? Jesus Lamas Diaz
il

Locallzador|82Y62AG55D ‘

\imﬁdn digilalmente por: Agencia Espaiiolg de Medlcamentos y Productos Sanilarlos [

Fecha de la firma: 19M11/2018
= : 1 ey
hrito en la aplicacion Localizador de la Wab de la AEMPS | 1

Puede comprobar la autenticidad del docum

| G/ CAMPEZC| 1 - EDIFICIO &
28022 MADRID

[CORREO ELECTRONICO |
on0318@aemps.es | |

Pagina 2 de 2

Tel: (+34) 902.101,322 1(+34) 91.822.50.47
[ Fax: +3_r.{ 91,822.5:.89

ORGANISMO NOTIFICADO 0318
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EC DESI GN-EXAMINATION CEB TIFICATE
[n accad

PRORR(
Fec

agancia espafioia ds
moedlgamontos Y
productoe sanitarles

“

i m
]
A

NO

TIFICADO DE EXAMEN CE DE DISE
/79/CE

LR
| 1 Anexo IV, punto 4, de 14 Directiva 98

ective 98/79/EC

|l 2/2003
13

rdance with Annex 1V, Section 4, Dir

)bA;’EXTENSIO — Fecha inicial/ ];nitial date: 11
13 de altima prorroga/ Last extension|date: 27/ 11/20

2003:12 0393 ED

Certificado n®/ Certificate

n"/IVB .rio
0318

Fecha de validez/.Datel\of validit)) ON

Desde/From 19/11/2018 fIasta/To 18

|
no

11/2023

A favo'llr'de [In favour of:

Fabricante/Manufuactuier:

Nombre/Name: DIA. Pro

Representante autorizado

1
Direccién/Address: Via G.t%

iagnostic Bioprobes S.rl :'
arducci, 27 -20099- Sesto San Giovanni —

Milano"(ltaly).
1te la UE/Authorized EU pepresentative! ,

Nombre/Nanie: Idem Dir}u

-citn/Address: 1dem

Para el producto/For the p.

pduct:

|
F |
]

Categoria/Category: Produc
Grupo genérieo/Generic gro,
Tipo/Type: Especificados en

os Sanitarios para Diagnostico “In Vitro” / Inn Vitro Diagnostic Medical Devices'
p: Diagnostico de enfermedades infecciosas / Diagnostic of infectious c_}_is.ea.vex
Anexos de este Certificado/Specified in Annexes to this Certificate. | |

t
.I
|

Elaborado en/In theﬁscitiqlz :

v

La

Dia. Pro Diagnostic Biopr

bes S.r.L |
Via G. Carducei, 27 ~20099-

Sesto San Giovanni — Milano (Ital:yL

Este certificado debe ir ac
2003 12 0388 CT/ This

Este certificado es consecu
expediente N” 2003 05 024
la Directiva/ This certificate
N?2003:05 0240, and guar
Directive. ;

DIRECTORA DE LA AGEN

/

s

ce
Certificate N° 2003 12 038§ CT.

]' y garantiza que el diseiio de los pro¢

3 i |
npafiado por el certificado CE de Sistema de Garantia de Calidad {Total N°
riificate must be accompanied by the EC Full Quality Assurance System

acion técnica 'ldel disefio contenjida en el
juctos descritos cumple los requisitos de
nlation contained in dossier

ents of the

Lncia de la evaluacion de la document

. is issued on the assessment of the design docume

antees that the design of the described products fulfil the requirem

Madrid, 19 de noviembre de 2018
CIA ESPANOLA DE MEDICAMENTIOS Y PRO

lowsrelT)

DUCTOS SANITARIOS

agencia e
Medican
Productosg

i

SPafiola dp
hentog
Sanita'l’fOS

Fdo. M# JesUs Lamas Dia? ! |
| 0 Lalel g

———

Firmado digitalmente por: Agencia Espafiol
Fecha de la firma:.19/11/2018

PR
de Madicamentos y Produclos Sanitarios Localizadorj GJECH2900C8

Puede comprobar la autenticidad del docum

[CORRED ELEGTRONICO |
on0318@aemps.es

G/ CAMPEZQ, 1 - EDIFICIO B
128022 MADRID

Tel: (+34) 902,101,322 /(+34) 91.622.58 17
| Fax: (+34) 21.822.52.09

Pagina 1 de 2

ORGANISMO NOTIFICADO 0318
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EC DESIGN-EXAMINATION CERTIFICATE |

Fccllls

L Al
ERTIFICADO DE EXAMEN CE DE DISENO
-do con el Anexo IV, punto 4, de la Directiva 98!’!?3’(313

ordance with Annex IV, Section 4, D;rective;{98/79/:|€ C

GA/EXTENSION -- Fecha inicial/ f'nitial date: 11/12/2003

 de iltima prorroga/ Last extension date: 27/11/2013

Certificado n’/Certifica

2003 12 0393 ED

lTe

Fecha de Va]i(iéz/Daté of validity
Desde/From 19/11/2018 [Hastw/To 18/11/2023

ON n'/NE 1o
0318

no

A favor de/In favour of:

Fabricante/Manufacture
Nombire/Name:|Dia. Pro
Direccion/A d(lr;ess: Via:G
Representante autorjzada

b

lagnostic Bioprobes S.r.l.

Carducci, 27 -20099- Sesto San GioLanni —'Milanp (Italy).

Nombre/Name: Idem Di

-occion/Address: 1dem

ante la UR/Authorized EU re?presem'r:tive:
i |

Tipo de producto / Device

para el diagnostico de enfe

|

materials for diczg{nostic of h

Clasificacion/Cldssification
\

Reactivos y productos re
humanas de marcadores

!
{

{1

enzimatica (ELISA)/ ]?ng:
in human ._vpecz'm‘

(NANDO: IVD (203]

HDV Ab ELISA ¢
DAB,CE (96 te|

wJS)
todas las marcas de estos productos incluidas

i

|
Este certificado| ampara
declaracion de donformid
manufactirer in /{is declara

DIRECTORA DE LA AGEN(

ens of mai

1

.‘
A

-kers of Hepatitis D infection, by Enzyme-linked in

. |
calibradores y materiales| de contral

" f ]
type: Reactivos y productos reactivos, _
ducts, calibrators land control

| s i . : | P

medades infecciosas / Reagents, angd reagent pro
) . . |

nan infectious diseases. |

Lista A, Anexo 1L/ List A, Annex I | ki

| |

cuantificacion cn rauestras

hicas de Inmuioabsoreion

firmation and guantification

munosorbent assay (ELISA)

‘ ‘
ctivos para la determinacion, confirmacién y
de infeccién por Hepatitis D, mediante téct
\ts and reactive products for the determination, co?

ialitativo / ELISA qualilativie

por ¢l fabricante en su
products included by the

1, / This certificate covers all trademarks of these
on of conformity.

Madrid, 19 de noviembre de 2018
|A ESPANOLA DE MEDICAMENTOS

Y PRODUCTOS SANITARIOS

4 ;

mgee(;mcaa eSpanola de |

pmdicamentos '
uctos Sanitarips

aanel T}

Fdo. M2 Jesus Lamas Diaz

{a Medicamentos y Productos Sanitarios 1

irmado digitalmente por: Agjencia Espai’min
Fecha de la firma: 19/1 1/'201:8

Localizador: GIECBZS0CE \
. ]
|

Pueda comprobay la aulenticijdad del documa

[CORREQ ELEGTRONICO _|

on0318@aemps,es

|
Gl GAMPEZO,|1 - EDIFICIO 8
»8022 MADRID

(+34) 902,101.322 /{+34) 91.622.59 97
Fax: (+34) 91.822.52 89

1o en 'a aplicacion Localizador de la Web de la AEMPS
Pagina 2 de 2

|

|

| ‘I'@I.I
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yLORNE

LABORATORIES

Date: 21-01-20

To Whom It May Concern
Letter of Authorisation

This is to confirm that GBG-MLD SRL of str. Tighina 65, of 607, MN-2001, Chisinau,. .
Republic of Moldova is an authorised distributor for Lorne Laboratories Limited in
Moldova.

GBG-MLD SRL is authorised to present proposals, offer quotations, accept orders
and participate in tender number 18/0003 for the National Blood Transfusion Center
for products on behalf of Lorne Laboratories Limited. This authorisation is valid until

31,12.2021. |

The undersigned herewltth states that the abdve is true and correct.

w2 |

<~

.\1*.__ T ’ o g g
- WINE | it ; SORATORIES LIMI{TED
' - LOANE LABOR o
/] w4 Cutbugh Park industrial £

W | Unit 1 panehill
Lower Eatley
lan John | Berkshire RGE 4UT
N . R PROF I Ve PP T
Mana_g[q\gijlﬁ)trector

And duly authorised to sign this Authorisation on behalf of Lorne Laboratories Limited

Lorne Laboratories Limited | Tel:+44 (0) 118 921 2264
‘ Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
‘ Danehilt, Lower Earley | Email: info@lornelabs.com

Berkshite RG64UT United Kingdom | www.lornelabs.com

' UEAS
RFERED S

L
Flla Ko A2241; ) .
180 134852000; 180 150112066 Registered office as above. Registered in England No. 04340797, VAT No. 800 3655 66
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Filo No Af2241;

1S0 13485:2003; 150 500 1:2008

LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Labora}tories Ltd

declares that the following in vitro diagnostic reagent:

Product name

Catalogue number |

\_C

850100A

RP|Latex kit

has been classified as
and complies with the
98/79/EC of the Europ

| |
noh List A, non List B (Directive 98/79/EC, Annex |l)
i|ass{»ential requirements and provisions of Directive
ean Parliament and of the Council (also SI 2002

No.618 whicq transposes the requirements of Directive 98/79/EC).
|

and is in conﬁormity Wi
standards: |

The conformity assess
Annex lll of Directive §

This delclarat%ic»n of éor
Laboratories;Ltd an:d i

th the national :standards; transposing harmonised

BS EN 980:2008
BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 182

sment procedure performed was in accordance with
)8/79/EC.

formity is issued under the sole responsibility of Lorne
s valid from 13 April 2016.

| | as===Tl

Eddy Velthuis '
Technical Director

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.loenelabs.com

Lorne Laboratories Limited

Unit 1. Cutbush Park Industrial Estate
l Danehill, Lower Earley
Berkshire RGE 4UT United Kingdom

Registered office as shove. Registered in Enpland No. 04540787 VAT Ne. 830 3655 66
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HLORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd

de‘clares that the following in vitro diagnostic reagent:

Product name

Catalogue number

RF Latex kit

830100A

has been classified as/n

and complies with the

List A, non List B (Directive 98/79/EC, Annex II)
essenhal requirements’'and provisions of Directive

98/79/EC of the European Parliament and of the Council (also SI 2002

No.618 which transpose

5 the requirements of Directive 98/79/EC).

and is in conf0|rmity with tbe national standards transposing harmonised

standards:

BS EN 13641

BS EN 980:2008
BS EN ISO 1348512012
BS EN 13612:2002

BS EN 13640: 2;002

:200:
BS EN ISO 14971;
BS EN ISO 1811 3[ parts 1&2

2012

The conformlty assessment procedure performed was in accordance with
Annex Il of Dlrectlve 98/79/EC.

This declarat;ion of éor
Laboratories:

f?

rformity is issued under the sole responsibility of Lorne

Ltd and is valid from 13 April 2016.

Eddy Velthun‘s
Technical Director |

File No A12241;
180 13485;200%: 150 §001:2008

Tel: +44 (0) 118 921 2264
Fax; +44 (0) 11B 9864518
Email; info@lornelatis.com
www.lornetalbs.com

Lorne Laboratories Limited

UnitiL Cutbush Park Industrial Estate
‘ Danehill, Lower Earley
Berkshlre RG6 4UT United Kingdom

Registered office as above Registered in England No, 04530737 UAT N, 800 3655 B&



@ LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Labora%to'ries Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex 1)}
and complies with the essential requirements and provisions of Directive
98/79/EC of tpe European Parliament and of the Council (also SI 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in comJ;ormity with the national standards transposing harmonised
standards: oK

BS EN 980:2008
BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure peﬁoﬁwned was in accordance with
Annex Il of Directive 98/79/EC.

st . | S | -~
This declaraﬂlon of éor1fc>rm|ty is issued under the sole responsibility of Lorne
Laboratories|Ltd anb is valid from 13 April 2016.

= |

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118§ 921 2264
Unit l Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com
Berkshire RG6 4UT United Kingdom www.lornelahs.com

Registered office as ahove. Registered in England No_ 04540737, VAT No, 860 3659 B

File No A12241;
180 13485:2003; 150 8001:2008




LORNE

LABORATORIES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION
Product name Catalogue number
TPHA Microtitre plate kit ‘ 043100A
MANUFACTURER
Name Lorne Laboratories
A‘Tddress Unit 1 Cutbush Park Industrial Estate
| Danehill

i Lower Earley
Berks, RG6 4UT |

Country United Kingdom

MEANS OF CONFORMITY

| hereby declare that the products listed above comply with the essential
requirements and pro isions of Directive cl8/79/EC of the European
Parliament and of HTP Council (also SI 2002 No 618 which transposes the
requirements of Directive 98/79/EC). |

\ ! |
This declarahon is vaI d from 17 May 2015. |

| |

| L]

Eddy Velthuiis |
Technical Director |

|

| i Lorne Laboratories Limited | Tel: +44 (0) 118 9212264
lJmt 1 Cutbush Park Industrial Estate Fax: +44 (0) 118986 4518

‘ Danehill, Lower Earley Email: info@lornelabs.com

‘ Ber’kshire RG6 4UT United Kingdom | wwwi.lornelabs.com

\

\

|

1

Fite Mo A12241; . 41 3 I
lslg 1:?435:2003: 150 9007:2008 ‘ Registered office as above. Registered in England No, 04540757, WAY No. £00 3655 66




LABORATORIES

@ LORNE

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Caialogue number
RPR Carbon kit ' 044150A
. 044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berks, RG6 4UT
Country United Kingdom |

- MEANS OF CONFORMITY

[ hereby deblare thfat the products listed above comply with the essential
requirements and provisions of Directive 08/79/EC of the European
Parliament and of the:t Council (also SI 2002 No.618 which transposes the
requirements of Directive 98/79/EC).

This declarT\tion is valid from 17 May 2015.

j
Eddy Velthuis
Technical Director

Lorne Laborataries Limited Tel: +44 (0) 118 921 2264
o, Unit 1 Cutbush Park Industriat Estate | Fax:+44{0) 118 986 4518
\; } ‘ Danehill, Lower Earley Email: info@lornelabs.com

Berkshire RG6 4UT United Kingdom | www.lovnelabs.com

........

File (30 A12241;

(50 13485:2003: 1SO 9091:2008 Registered office as above. Riegisterad in England No. 04540797, VAT Mo, 860 3695 66



Beem zauHmepecosaHHbIM fiuyam

ABTOpPU3aLUOHHOE MUCBbMO

Hactoawmm, mbl, KOMNaHus «HELENA LABORATORIES (UK) Ltd», Toprylowas Kek
«HELENA BIOSbIENCES EUROPEDY, ¢ LUeHTpansHbIM ohrcom no agpecy: Queensway
South, Team!' Valley Trading Estate, Gateshead, Tyne & Wear, NEI 08D,

BenunkobpuTanusi, NOATBEPXKAAET, YTO:

KomnaHua "GBG-MLD" SRL pecny6nuka Mongosa, r. Knwunés, MD-2001, yrnmua
ChisinauTighina, aom 45 ocbuc 607 SIBNAKOTCA YNOMHOMOYEHHbIMY ANCTpUGHLIOTOPaMU
BCeW npoayKuim Komn#HMM «HELENA BIOSCIENCES EUROPE» Ha Tepputopun

Pecny6nuku Mon,qosa n Emmpnsoaaﬂa I'lpI/IHVIMETIb y4acTue BO BCEX TeHAepax.

Komnaruu "GBC.-MLD" RL umeeT npaso VIMI'I()pTa NPOABVXEHUA 1 NPOAAXN
BbiLLE nepeqvacnPHHow npoayKuum Ha TeppMTopvm Pecny6nukv Monposa.

HacTosuwee nuckmo AGMFTIBMTeﬂbHO ao 31 p.eKaEPpﬂ 2020 roga.

[ara: 22/01/2020

juaHeca @ cmpaHax CHI, Eeponbl u Asuu.

npe

U.K.
o

Phone:  +44 1914828462
Email: da(@helena-biogciences.com

Helena Bigaclences Europe |

Quesnsway South, Team Valley Treding Estate, | Tol +44 (01191 482 8440 Infa@helena-blosciences.com
Gateshsad, Tyne and Wear, NE11 08D, Unlted Klngdom Fax +44 (0)191 482 8442 www.helena-blosclences.com

Hatana Leboratartes (UK) Lid trading s Heling BRisciensss E'Llalu ‘ngmwbd in Bngland: 1796207, 180 13485



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading: Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Holds Certificate Number: - MD 69326

and operates a Quality Management System which complies with the requirements of 15O 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunachemistry products and medical laboratory equipment and
consumables,

J M J/ne.-\:._

For and on behalf of BSI:

Stewart Brain, Head of Compliance & Risk - Medical Devices

|

|

1

i

|
Original Registration Date: 2002-10-25 Effective Date: 2018-04-14
Latest Revision Date: 2018-11-28 | Expiry Date: 2021-04-13

|

@Q_ | Page: 1 of 2
UKA . . . oy 1M
i ..making excellence a habit!

Qo3 |

nformation i Contact: BSI, Kitemark Court, Davy Avenue, Knowthill, Milton'Keynas MK5 8PP, Tef: + 44 345 080 5000
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Declaration of Conformity helena

Bigsciances dmupuf

HL-7-0864DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EG Declaration of Conformity) imposed by
sections 2 1o 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code ' Classification Code
5267L Thromboplastin L 55983

|, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: =~ M.J. Stephenson Title: Managing Director
signed: 7/, M /% Date: 06 Aug 2015

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Quesnsway South, Team Valley Trading Estate,
info@helena-binsciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity hele

Bivan bt Bl i

HL-7-0512DC DOI 2015/08 (5)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diaghostic Medical
Devices & CE marking.

|
Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex liI (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the

appropriate body in the event this is required.

Product Description GMDN
Code | Classification Code
5556 Clauss Fibrinogen 50 55997

|, the undersigned declare that the devices regi%tered against the above GMDN
Classification Code conforms to the said Directives. |

Full Name: = M.J. Stephenson Title: Managing Director
i 5 /{ |
Signed: 7 {/’ Date: 12 Aug 2015
/ ]
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
Info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-bigsciences.com United Kingdom



Declaration of Conformity

HL-7-0136DC DOI 2015/07 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex IlI (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products afe not classified under Annex |l Lists
A or B. Access to the appropriate technical filgs will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code ‘ Classification Code

5185 Calibration Plasma 55995

|, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: = M.J. Stephenson Title: Managing Director
Signed: %HM /% Date: 28 Jul 2015

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 08D,

www.helena-bipsciences.com United Kingdom



Declaration of Conformity

HL-7:0187DC DOI 2015/07.(7)
|

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE markiﬂg..

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Confarmity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technioal files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code ' Classification Code
5186 Routine Control N 30590

|, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: =~ M.J. Stephenson Title: Managing Director
Signed: E/&(M /% Date: 28 Jul 2015

Tel w44 (0)191 482 8440 Helena Biosciences Europe

Fax w44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 08D,

www.helena-bipsciences.com United Kingdom
|
|
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Declaratiorﬂ of Conformity

HL-7-0138DC DOI 2016/07 (7)

In Application of the

the laws of the Mern

» Council Directive 98/79/EC on the approximation of
ber States relating to In Vitro Diagnostic Medical

Devices & CE marking.

Declaration of confo
Requirements and A
sections 210 5. The b
A or B. Access to th
appropriate body in th

rmance to applicable sections of Annex | - Essential
\nnex Ill (EC Declaration of Conformity) imposed by
elow listed products are not classified under Annex Il Lists
e appropriate technical files will be made available to the
e event this is requireg.

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

|, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: M.J. Ste

v Yt d [ Ehon

Tel <44 (0)191 482 8440
Fax +44 (0)191 482 8442
info@helena-biosciences.cc
www.helena-biosciences.co

phenson

m
m

Title: Managing Director

Date: 28 Jul 2015

Helena Biosciences Europe

Queensway South, Team Valley Trading Estate,
Gateshead, Tyne and Wear, NE11 08D,

United Kingdom



Declaration of Conformity

HL-7- 0640DC DOI 2015/07 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and A:nnex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5504R Calibraticn Plasma 55995

|, the undersigned declare that the devices: registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: @ M.J. Step(henson Title: Managing Director

|
f i

Signed: z(/bﬂ/% Date: 30 Jul 2015
|

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 {0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Galeshead, Tyne and Wear, NE11 0SD,
www.helena-biosciences.co United Kingdom




Declaration of Conformity

HL-7-0674DC DOI 2015/08 (1]

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Mer%her States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicablg sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex I Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5552 Auto Blue D-Dimer 400 47346

|
|, the undersigned declare that the devices/| registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Steq!he.-nson Title: Managing Director

|
f L
Signed: Z&rw/ Date: 11 Aug 2015
i
|

Tel +44 (0)191 482 8440 Helena Biosciences Eurape

Fax +44 (0)191 482 8442 | Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 08D,
www.helena-biosciences.com United Kingdom




. 000 "MeanxaoH"

- |
MEOVKNIOH |
127276 Mocksa, BoTaHuieckas yA, 35 , T\d (495) 231-2272, (499) 502-12-14
i’e-mail : Mediclone@mediglone.ru
NHH 7719191607 Ple 4970281003804010697518 NAO CbepbaHk r.Mocksa, K/C
30101810400000000225 KNM 771501001 BAK 044525225 OKIMO 51203590 OIPH
1027700153766

WUcx 74-19
24.12.2019

CBUAETEALCTBO
HA 3I<CIMF3MBHOE MPABO MPOAAKM
1 \

OBLECTBO ¢ OrPAHNYEHHOM OTBETCTBEHHOCTbIO «MEAVUKAOH» 127276
Poccung Mocksa y;x.Bow!wzaecnma 35, OTPH 1027700153766 -
I'IpOMSBOAMTe/\b‘ peoreHT:OB AAs TpaHcdysnonorn (LoAMKAOHOB) B AviLie
reHepaALHOro AvpekTopa Buiroposa H.A. OPULMAAEHO YAOCTOBEPSIET, HTO
bupma M «GE G-MLD» SRL , pacnoroXeHHas no aapecy MD-2001 r
Kunwmrés, yaTuruna , 65 , od. 607 , Pecny6Am;|<a MoAAOBA , SIBASIETCS
OUUMAABHBIM AUCTPUBLIOTOPOM (ABTOPUIOBAHHBIM AMASPOM) BCE

NPOAYKLMM MPOU3BOACTEA OO0 «MEAMK/\OH»} HQ BCel TeppUTOpum

PecryBAnku MC%AAOBCI;. .

IM «GBG-MLD» SRL  umeert npaso HA pachpOCTpaHeHme (peaanzaumio),
NPOABMKEHUE (DEKAOMY) Q TAIOKE MOAASPIKKY NMPOAYKLMM, BbiMyCKOEMOM
dupmoinn OO0 «MEAUKAOH» B Pecnybavike Moaaosa.

IM «GBG-MLD» SRL| umeet npaso yqacrsloaarb oT uMmeHu cmpmel OO0
«ME@AUKAOH» B HOCTHBIX 1 [OCYAQPCTBEHHLIX TEHAGPAX U TEM CAMbIM
ASCTBOBATL KK ODULIMCABHBIN MpeAcTaBuTeAb chupMbl OO0 «MeAUKAOH» Ha
BCelt Tepputopu Pecnybanki Moaaosa

000 <<Me£;\I/IKI\OH?> PACNPOCTPAHSAET CBOWU NOAHBIE FAPCHTAN HA

NPOAYKLMIO, MPOACHHYIO chvpmMoit  IM «GBG-MLD» SRL .

FeHepanbHbIi | |

ampektop OO0 «MeAUKACH» H.A.Bukropos
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NACNOPT-CEPTUDPUKAT NMPOUIBOAUTEAS
Ha tHaGop peareHTOB AARl ONPEAESASHUS TPYTIN KPOBH YEAOBEKA CUCTEM
ABOQ, Peayc u Kelln no TY-9398-101-51203590-2009

( LOAMKAOHbBI  AHTM-A, AHTH-B W AHTH-AB)
PermcmpaumoHHoe yaocteeepenue  Ne PCP 2009/06043 ot 05 Hosbps 2009 1

Haumenoranne: fommuioH AuTn-A Bo dnaxoHax 1o 10 M ¢ KpacHEIMA

KpPHIMIKaMHI
Cepusi: 096111 Enpsnna: 100 M
77 "Warorosieds 05.1122019 " Konmuecrso enmunm 40
Tonen mo: 05.112021 - . __ . O6nbeM cepun: 10000 M.
ACTOPT: AQSGITT o7 05 11 2016
Hovsmenopnoqve Hobmd g Y PosyAmsorsl |
: U noKaIcTeAs pcnuredan |
1. BHewrimi Bua
1.1 LoAMKAOH QHTU-A MpO3PA4HAas KMAKOCTL KPACHOIO LUBeTa. Cootsercrsyer
1.2 LLoAVMKAOH aHT-B MNpo3payHas XKMAKOCTs CHHErO LBETA.
13 Uoaukaos anmm-AE Rpo3naUHas BECUBETHAS XMAKOCT,
2. CepoAormieckme LIOAMKAOH QHTU-A  HE AOAXEH AQBATL QITAITMHALMK
CBOMCTBA € 3puTpoumTamy mpynn B(ll) n O(l) CoOTERTCTEY ST
2.1 CneumdonyHOCTs LIOAMKAOH QHTK-B  HE ADAXEH AQEATH AITAICTUHALMM C
sputpoumrTamm rpynn Aflil] n Ofl) CogTseTCToYS?
LoAMEACH QHTM-AB HE ACAKSH ACBOTE QIFADTUHOLMK
C apuTpouMTamm rpynnst Ofl) COOTIETCTBYRT
e A ST EROTARHEY DA ATTASTHATLHE M TASSACE h SETEouwEE Al BT e
CroCobHOCL C  COOTBETCTEYIOLLMMMA  LIOAMKAOHOMM  AoaxHa| COOTEEICTRYeT
MOABUTLCS He Mo3aHee 10 CEK. NOCAE CMELLMBAHMA | 1D Cekyra
TATe LLOAMKAOHQ GHTU-A B PEAKLIMM ATTAIOTMHALMK HQ
e FIAOCKOCTH C apuTpoumramu pynnet A{ll) 1:32 - 1:64 | Coomercreyet
| £33 197D TUTP LLOAMKACHO QHTM-B B peaKUMW QTAIOTUHOUMKM HA| 1:32-1: 64
MADCRDCTH C SRMTDOLMITAMI Moyrine: Bl
P84 CoorsetcrayeT
Tutp LUoAKKACHO GHTM-AB B DSOKLMKM QITAISTHHG-LIMK 1184
HO NADCKOCTH © SDwWTROLrama rpynn Al 1:32-1: 64
Bl 1: 64 = CoomscTayer
132-T:64
1

/- 9398 101-51203590-2009

/8

3aseaypollas  OTK 000 ﬁgwg_oﬁ%_. : r.m.\ "% M.C. OpaoBa



000 ‘Megvxnon”

NIBERER Vi 35 L IND A TATE 23 12272 #7499 502:12

NACNOPT-CEPTUPUKAT NPOU3BOAUTEAS
Ha (HaBGOp PeareHToB AAS ONPEAEGAEHHS TPyNN KPOBK HEAOBEKa cUCTEM
ABO, Pe3syc u Kelln no TY-2398-101 -51203590-2009

( LOAUKAOHDI  AHTH-A, AHTU-B 1 AHTH-AB)
PerncTpaumoHHoe yaoctoseperne Ne PCP 2009 /06043 ot 05 HOsBPs 2009 1

Hanmenoranne: 1lommxion Asta-B Bo ¢axoHax no 10 MI ¢ CHEVMH KpHIITkaMH

Cepusi: 095810 Egnasna: 100 Ma

Msrorornen: 21.10.2019 Konuuectro eaumun 40

2021 ———— - -Ofpem cepa: 10000 M-
310 o7 21.102019

Tlacmopt: B09%5

HaumeHosatue Hopma no TY r PeayALTaTH!
NOKO3TTeAS i MCNBTTHMM
F.- BHELEHMMA-BMA -
1.1 LJOAVKAGH QHTU-A NPO3PAYHAN >KMAKOCTE KPACHOTO LBETA. CooTeeTcTBYET
1.2 LloAvKACH QHTM-B NPO3PaYHAA KMAKOCTE CUHENO LBETA.
1.3 LIOAMKAOH QHTU-AB NpO3pasHOs GECLBETHOR KUAKOCTD.
2. CepoaomHeckne LLOAMKACH GHTH-A  HE AOAKEH AQBATH QITAIOTAHALIAN
CBOWCTBA © spurpoiwrasmu rpynn B{llj 1 o CoortseTcTsyer
2.1 CneundomyHOCTh LioAuKAOH ariv-B  HE ACAKEH AGBOTS QITAOTUHaLMK C
apuTpoLmramy rpynn Aflll) u ol _ CooTeerctsyey
- LLOAMKACH GHTM-AB HE AOAKESH AQBQTH GITAKTHHCLLA
C DPUTPOLIUTAMM TPYTING ofl) CocTeeTCTayer

—— T T ST TAR TWAFE R A PR LR
cnocofHocTs c

~eocHsapurpomsros Al v BE L
cOOTEETCTRYIOUNAMM  LIOAMKAOHOMKW  ADAKHA CooTeeTcTByeT

nosBuTECH He noiaHee 10 cek. Nnocae CMELLIMBCHWA 10 cexyHa =
Tvip LioavKkaOHG QHT-A B PEOKLIMM QITAOTUHALMA Ha

MADCKOCTH C SPMTROLMTAMM TRYTINE Alll) 1:32 - 1:64- | CootsercTayeT

12.3Tvip | TUTp LIOAMKAOHG QHTM-B B PEOKUMW OITAOTAHTLES HO | 1:32- 1: &4
| | NAOCKOCTM C SPUTPOLITAMA TRYTINE! B{ii}
] - .- oo IseTCIEy e
TMTp LloAMKACHT usﬁ.}“mmm..bwﬂg.s. .n_._l._»x&famn.tsx 1:64
Ha MAQCKOCTM C 3P o E:ﬁﬁ&.ﬁfuﬂ& 1144
VB 1:64 - N CoomeTcTayer
_ . 1:32-1: 64
LLOAMKAOH COOTBETCTBYET TPEOOBAEMS M 8-1G71451203590-2009
3apeayiolllas  OTK QOO WMEAMKACHN WA M.C. OpAaoRa
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NACAROPT-CEPTU®UKAT NPOUIBOAMTEAS
Ha tHa6op peareHTOB AAS ONPEAEAEHMA rPYNN KPOBM YEAOBEKA CUCTEM

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

( LOAMKAOHB!  Antu-A, AuTH-B u AnTu-AB )

PerveTpaUMOHHOE yaocTosepeHue Mo $CP 2009/06043 o1 03 HorBGps 2009 1

mwszomouuan. Homknon Arre-AB

Cepmst: 098611

105.11.2019
et ﬁeunu h.r eM.EoNH

HEE:E—" 100 Mn

HEAR...wc oE—EE 5

Macnopr: ABOS8611 o1 95.11.2019

HaumenosaHwe Hopma no TV PeayasTaTsl
NOKO3CTEAR MEHEITaHMA
1. BHELUHWA BHA
1.1 LLOAMKAOH GHTH-A TMPO3PAYHTR KMAKOCTE KPOCHOFO LLBETa. Cooteercsyer
1.2 LOAMKACH QHTI-B MNpo3pa4HOs KMAKOCTE CHHETO LIBETO.
1.3  UoamkaoH aHTM-AB MpoipoyHas BecLBeTHOR MMAKOCTE.
2. Cepoacneckre LIOAMKAGH OHTM-A  HE ACAKEH AQBATE QITAICTMHOLMK
CBOWCTBA < apwpoLsmamy rpynn Bill) u Oft) CooTBeTCTayeT
2.1 CneundpiHoCTs UoamKkaoH GHTM-E  HE AGAKEH AGBCT CITAICTMHOUMM C
sputpoLTami4 rpynn Afllt} n Ofl) Cootsercisyer
LOAMKACH GHTW-AB HE AONKEH AQBATL-GITAICTMHOLMM
€ IPMTDOLIMTAMA IpYRNsl (8]{}] CoomeTcTayeT
2 TerormroTrmD ot A A TAHSAR - HO T SReSpETRoiTos-Ale R
__|cnocobDHOCTS i noo._.@o«n;«_ﬁ:.i!s LIOAMKADHOMM  AOAXHO | Coorsercrsyet
NOSBMTBCS HE Mo3AHee 10 Cak. NOCAE CMELLIMBGHMA 10 ceryHA
TvTp LIOAMKACHO QHTW-A 8 PEOKLIK QITAIOTAHALIMA HO
MAGCKOCTHA C SpUTpOLIMTaMM rpynnst Aflf 1332 - 1784 nooamdﬁmﬁﬂ
2.3 Tup THTD LIOAMKAOHG QHTM-B B PECKLWAW QITAIOTMHOLWA G| 1:32-

NACCKOCTM C SDUTROLIMTaMM rpynnst Bl

1164
Tutp LloaMKACHT OHTM-A

CooTeaicisyer
1:64

CootesTCiayer
1:32-1: 64
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