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EC DECLARATION OF CONFORMITY Product name Identification data | REF
Vectohep A-lgM m_MMb kit for determination of 1gM to: hepatitis b.0352
ZAQ “Vector-Best” hereby ensures ::nmq own responsibility and deciares that the products ‘Vectohep AlaG ELISA kit for quantitafive and Qqualitative! . ~ans
tisted on pages 2.4 are in conformit icable visions and fulfill the assential OEIMINANONIIZN FOIEPAINS ANIIUS
recuiirements of Annex | Directive 98/79/EC of 27 October 1998 regarding in vitro diagnostic 3. [Vectohep TTV-1gG ELISA kit for determination of igG Lo TT virus D-0802
medical devices. 4. !Vectohep E-gG m.r_m> kit for determination of I9G to hepatitis E 01056
virus
Is. .,.\mﬂo:mu E-Ight mcw> kit for determination of IgM to hepatitis E 0-1058
Classification of oroducts: Other devices Am__ devices mxom_uﬂ Annexliand o - > — i _A_:o _____ = A il
. . . N S| r determination_of IgG to_hepatitis G| . . :
self-testing devices) G jifectonep:@4gS virus 4 e D-1252
ELISA kit for determination of 1gG 1o infecticus
Conformity assessment procedure; Annex Il (not including section 6). 7. |LymeBestlgG borreliosis agents < D-1452
ELISA kit for determination of IgM to infectious:
ZAO “Vecior-Best” ® Wrmammmm?_mz_ borrefiosis agents j 01454
Manufacturer, ZAQ *Vector-Best” : - — i
Address: AHC, Koltsovo, 9. RecombiBest m::vm__aca._mo\m_u___.mnu.» bitendceminalongot bt Ieooncmay D-1852
hovosibirsk Region, 630559, Russia, _ U, |
¥ T T e ...I qm_ +7 (383) 363 20 60, i 10 “_mmnaa_u,mmmmn antipallidum- ELISA kit for determination of 66_ antibodies 8_ D-1856 |
Fax: +7 (383) 363 35 55 el ik — “itotatantbodies ———— {Trepopema paffidum -~ e D8O e e
_mmnoa_u_mmnﬁ antipatiidum- ELISA kit for determination of IgM to Treponema D-4858
t1gh pallidum
European authorized representative: Bioron GmoH, ‘RecombiBest antipaliidum- ELISA kit for determination of total antibodies to D-1857
Rheinhorststr, 18, D-67071 * | total antibodies Treponema pallidum b
todwigshafer - Gemmany: i T EriSAwitford ington-otigGto-herpessimpt !
fel.. +43 (0) 621 5720 915, [T pVectoHSV-1,2 - 195 fvirus types 1and 2 | D
fax: +49 (0} 621 5720 918 : ' ELISA kit for determination of igM to herpe le
i ., i pes st mpex
m 14. “<onIm< IgM virus types 1 and 2 D-2154
o - ELISA kit for determination of 1gG to human herpes i
15. |VectoHHV-8 - 1gG irus type 8 C-2180
- ELISA kit for determination of IgG to human :m,_umw
= e o 16| VactoHHV-S - laG —— 2166, ! =
i ViUS types _.
17 Ureaplasma urealyticum — ELISA kit for determination of IgG to cammu_mmam 02254
© [IgG-EIA-BEST urealyticum antigens 1
| Ureapiasma ureaiyticum ~ ' ELISA kit for determination of igA to Ureaplasma |
: 18 hoa i REST ureaiuticum antigens BRI
Generat Director ZAO «Vector-Bast» 19, VectoParotitis-gG - - ELISA kit for determination of 1gG to paretitis virus ” D-2602
3 : 20. | VectoParotitis-igM ELISA kit for determination of igM to parotitis virus | D-2604
¢ . JELISA Kt for tc toxccara
. N.._ Wﬁoxonm_.m-_mn, m:fwmm.ﬂ il . - i — U.Nwmm
3 ST 1 Opisthorchiasis —inG-ElA= 05957
22 i gesT ]

23. { Echinococcus-1gG-EIA-BEST. | ELISA kit for determination of 19G to Echinococcus| 0-3356 |
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24, ! Ascand-ioG-Ei&-BEST ELISA kit for determination of IgG to Ascarns! . . .-, 46. | Fermiin-EIA-BEST ___mmﬂ._mﬂ_w it “for determination of concemiton OTY T.ps52 _
2 Soret : lumbricoides _ D-3452 i 7 _.
i o = Sa kit for determination of concentration-of total} g
e o L e aniibodies EIABEST | ELISA Kit for determination of igG. _@_s and IgA to o5 S 47. ‘_mm total-EIA-BEST Mm ki termination of concentratio ; Ags80 |
;i Lamblia antibodies i D-3552 S ! . 5
= ; 3 19 § i i i : i . .
ELISA kit for determinafion of IgM to Lambla, _ ___ . | 48. | 1gG total-ElA-BEST ..m.m_m_» i inaionice smmBson Aot A-8662 _“
anthodies | D-35%4 g i
”l - SR - : i 4 ‘ ¥ 1 : ] . _ - S by g e ot e —
. ; . Cosess 5. |igM total EIA-BEST m._mmmmm ii-for-deleriiation - ot-cocanlraNon- SN0 o pme
. | Helicobacter pylori-CagA- LISA kit for determination of total antibodies te = B j inati d 1
28 antigen-EIA-BEST Cagh Helicobacter pylori 03752 50. | 1A total-EIA-BEST ELISA kit for determination of concentration of tatal A-8666
ELISA ki d o w
....... 59 | TSH-ElA- ] it for determination of concentration of; — |
7@ 1A-BEST sstroidestimulating hormone ———— - o T m\r.._.mmaamq_%mqﬂngqmﬁnmmmd iz _MhmM%oﬂmﬁm:_uw:o: ..&...8:83&:0: ..... w : AR _
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30. T3 total-EIA-BEST WEodcthyromine X-3954 22 | interteukined-FIA-BEST W_MMWM:_M_» ~for -determination--of--concentration--of AB754
e i
i " ELISA kit for determination of concentration of total :
34, | T4 total-EIN-BEST " g : d oRl:  x 3056 = ELISA kit for determination of concentration of | - i
MHMM:.& — 53, | Alpha-TNF-EIA-BEST m_uzm mor necrosis factor ._ A-8756 |
7 T r determination of antibod : i m
Anti- : Y %3 : i
3 | Pi-TPO-ECEEST concentration to thyroperaxidase __ i ; 54 | Alpha-interferon-EiA-BEST WM_.U_ M%_JM»AMM :nmﬁmns_:mn_o: it no:om:»_.mrbs‘o?_ ABTSE
23 TEU CALEIA. = ELISA kit for determination of concentration of| _ fi £ =
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TELISA Kit for determination of 1gG to Mycoplasma; o e . for of|
hominis [ Bas52 S ﬂ Interteukine:2-E1A-BEST W%Wﬁmvm e iR i ..?mlﬁ._r|i!.
Mycoplasma hominis-IgA-ElA- | ELISA kit for determination of 1gA o M i _ .M
35. ycoplasma Lo [ =
%> [BEST horminis 04358 |s7. | Procaicitonin-EIA-BEST o o Wi b i Soncenteticn a: peo00¢ |
| | Mycoplasma pneumoniae- ELISA kit for determination of 1gG to M la i _
| 55, | Mycoplasm: _ gG to Mycoplasmat o oo , ELISA kit for determination of concentration of z- o *
7% LigG-EIA-BEST pneumoniae ! _mm. | NTproBNP-EIA-BEST terminal grohormone of brain natrurefic peptide | A-9102 __
- | Mycoplasma pneumoniae- ELISA kit for determination of IgM to Mycoplasma = ! B th £ T
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Cihe Warld|[Resodrce for Didgnosiie Producy
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|
i www.monobind.com
|

100 North Pointe Drive
Lake Forest, CA 92630

! TEL 949.951.2665
FAX 949.951.3539

Orange Coupty, California, January 10, 2020

IM Global Biomarketing Group - Moldova [SRL,
Tighina str.64,office 607
MB-2001,Chiginau, Republic of Moldova

Cdmmerciélization Agreement

To Whom It May Concern:

i
We, Monobird Inc., an ISO 13485 cettified company specializing in the [research,| development and
manufacturing of in vitro diagnostic progiucts for clin_llal and research application, logated at 100 North
Pointe Drive, |Lake Forest, California 92630 USA; |

Hereby autharizes and entitles IM Global Biomarketinq Group from Moldova legally registered at Tighina
str.65,0ffice §07 MD-2001,Chisinau to effiect clinical trials and evaluation of goods, regiftration of the
goods at;Health Ministry of Moldova, recdive certificate of registration and coJc!ude an[agreement on
consulting anjd examination of the documents needed ffor the registration in Moldova.

This is also tq confirm that IM Global Biomarketing Grq!JUp is the exclusive disﬁributor oyr AccuBind®
ELISA and Adculite® CLIA products and jaccessories in Moldova./IM Global Biomarketirjg Group is

authorized to| promote and supply our products, to contract for their delivery and take part in tenders
with our products. f
| |
This authorizgtion is valid until January 1} 2021. |

On behalf of the Monobind Inc.
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MEDICA

Medica Corporation
5 Oak Park Drive
Massachusetts 01730
Tel 781 275 4892
Fax 781 275 2731

Mww.medicacorp.cocm

‘Bedford

TO WHQM IT MAY CONCERN:
MEDICA CORPORATION, having facili
authbrizg the company:

GBG-ML
85 Tighi
Office 6
Chisinay
Republig

D SRL

a Site

7

; MD-2001
of Moldova
to be our| DISTRIBUTOR for the EasyL)
analyzers

GBG-ML
afaremer|

D SRL is authorized by MEDIC
tioned products.

GBG-ML
placed by

D SRL is authorized by MEDI(
the government and other ins

GBG-MLD SRL responsibilities include
and EasyStat® analyzers and providing
replacemgnt parts.

GBG-MLD SRL is also authorized to pre
EasyElegtrolytes™, EasyBloodGas™

This auth
writing by

hrization is effective imMediate]
Medica Corporation. '

']
i

0

David Hagopian ,
VP, Saleq & Marketing
MEDICA CORPORATION

i i i

lies at 5 Oak Park Drive, Bedford, MA 01

s as well as associated reagents and consum?bles in Moldova.

AUTHORIZATION LETTER

|
ite®, EasyElectrolytes™, EasyBloodG

A CORPORATION to enter tenders and
|
|

A CORPORA#‘ION to present offers on
itutions for Medica products and consur

service s le" as maintaining a supply

vide warranty service for the Medica Ea
and EasyStat® analyzers.

y and is valid until December 31, 2022,

730, USA

as™ and

our behalf
1ables

sales of the E:jsyl.yte@, EasyElectrolytes™, Easy

of reagent

syLyte®,

.

quote for gl

do hereby

EasyStat®

to tenders

Y BloodGas™
5 and

inless revgked earlier in
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Easylyte, EasyBloodGas, and EasyStat analyzers.

Technical Service Manager




To whom this may concern
Date: March 18, 2019 Letter of Authorization
Avantor Petformance Materials Polapd S.A., reg; No. 0000010108 who is an ¢stablished
manufacturgr of Hematology- Reagents, Stains, Controls and Calibrators and products for
Histology Iqcated at: '
Sowinskiedo 11
44-101 Gliwice
Poland
herewith canfirms that:
|.M Global Biomarketing Group Moldova S.R.L |
Republic of Moldova '
MB-2001, Chisinau
Tighina str, 65, 607 office
Tel (373 22 ) 549 120Q, 549 121
Fax (373 22 ) 547 373
is authorized to act as our distributor] for our hematology/histology reagents anf controls
(Products) jn Mo|dova '
We declard that we will supply the Products for the needs of tenders.
We declarg that We will supply the Pfoducts for tenders with warranty|as per the Avantor
General Conditions of Sale.
Furthermore .M ‘Global Biomarketing Group is duly entitled to:
« Registgr, promote, offer, negotiaje prices and sell our Products in|Moldovaj
e carry olit the required product trgining of the medical and technical personiel who will use
these products.
The produdt spegialists of .M Globa Biomarketing Group have been duly trairled and are

qualified fof providing all services in fregards to consuiting, sales, maintenance{ and training.
In all the apove activities .M Global Biomarketing Group is acting in its own ngme and on its
own accoupt.
This authofization letter is valid untiliabout 1 year after date.
Avantor Performance Materials S.A.
Poland
(1 \ I T “_C
X’ \.3@(\\ DR
i i
L i i
H van den [Berg,

Marketing

Product Manager Diagno

stics




larch 24, 2005

v Hiroshi Shimosaka
Bresident 550
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ate Qf Comp[etz'(
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; ﬂ[é;éfz' Legqun

FHas lsuccessfully completed
| |

The technicq

Fully Ay
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{ maintenance training c

toz’mric Blood Cell Count

PCE-210

fe(®Blood| Cell)Counter

BOE-170/PCE-170N

FHemoglobin meter
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Intended use
Diluid* Eyma is a specially filtere
counting|and sizing.
The reag
part WB(
adjusted
used in ¢

Suminar
The read
and WB(
counting

" differential, based on
to operate at an osmol
ombination with CyMet

. Content of the reage|

Diluid* Erma is water
2SQ,, procaine HCI an

Content
NaCl, N

Warningd and precautions

Harmful |f swallowed. Avoid con

and stability: Diluid* B
ns of deterioration

2 No visible detericratio
nce. The reagent can i
nce. No guarantees to

Indicati

There ar
performa
performd

ons for use

rma should be used un
ns for use and should
may be used with Hyp(
ore reagent may be us
.yzerglobin* PCE.

I )
Diluid* E
instructid
Reagent
Furtherm
Diff and
Pack siz
REF 345

(<3

2.9020 I

* Trademark of Avantor™ Perfo

eC

C€ivo

18°C Jf
ntor ™ Peiformance Raterials

ANTOIR

FRFQRMAMNCE MATERIALY

ent is designed for autgmated instrumentation, capab

ent is used to dilute wiole blood prior to counting an

QMCJ.T_EI_"_E

d, non-steljiile blood diluting flu
| |

the aperture impedance princif
blity of 330+ 20 mOsm/kg. Dilu
k ERMA 111 Diff and Lyzerglobir

|
It maintai Is stability of RBC, |

pased and contains:
i preservatives in an inorganic

fact with ey),es, skin and clothin

|
rma is stable for three years af

|

| |
hs; otherwise the reagent shou
e used through out shelf life, g

Feagent pefformance are given

Hiluted according to instrument
e conneotﬁd as listed in the O
pchlorite 0.5% or Proclean* as
bd with next lysing reagents: w

Diluid* Erma 20 litres cuk

|
| ] !
mance Ma‘terlals - Deventer —

Ay

u | Teligseweg 20 — 7418 AM Devente
. Tel +31(0y570 87500

Thi devices as mentioned in this sf

In Y/itro Diagnostic Medical Device

|

—The Neth erlpn ds
|

aet comply witﬂ\ the
Directive 98/79EG

VERSIO

d for us
e to mo
sle and

lid* Erm
" PCE.

d sizing
PLT and

buffer ¢

d.
18-30°

ldn’t givi
iving op
after th

a cleani

itainer

ith CyMg

B in cell

hitor a three-
lectronically
should be

of RBC, PLT
WBC during

pmpound.

b optimised
limised
e expiry date.

manufacturer’s
perators

manual.
hg agent.
et* ERMA 11

e

The Nefherlands

N: 2011-08-12
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CyMet! Erma Il Diff is a specia
use in pell counting and sizing.
The repgent is designed for auf
part WBC differential, based on
Diff'is glso used to analyse Her
Diff'shpuld be used in combinaf

Summiary and principle
The re
RBC tq
WBC f

release Hemoglobin pri
bi counting and sizing.

nt: CyMet* Erma Il Diff i
nary ammonium compol

Conte
Quater
Warning and precautions
Harlmft

Storage and stability: CyMet*
Indichicns of deterioration
There @re no visible deterioratig

performance. The reagent can
performance. No guarantees to

Instrugtions for use

CyMetl Erma Il Diff should be
manufacturer’s instructions for
Operators manual.

Reagent may be used with Pro
Furthermore reagent may be us

ize
160.0500 CyMet* Err
mark of Avantor™ Perfd

Pack s
REF 3
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30°C

Wt ce

Ayvantor™ Performance Malerials
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the aperture impedance princip
hoglobin byl optical measuremen
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and contains:
(<0.1%).

5 water basfd
nds and KCN

Il if swallowed. Avoid comtact with eyes, skin and clothing.

ns: otherwise the reagent shoul
be used through out shelf life, gi
reagent performance are given

ised undiluted according to instr
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|
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Intended use
ProClean* is a specially filtered
counters.

The prpduct is designed for ser
to clea

Summiary and principle
The repgent is used to clean bl

the insjrument.

Contel
ProCle
Proteo
in an in
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an* is water based and ¢
ytic enzym, poly-oxy-eth
organic buffer compoun
Wafhlr
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hg and precautions

Storade and stability

ProCle

ions of deterioration
ire no visible deterioratig
nance. The reagent can

1ance. No guarantees to

Indica
There
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Instruc
ProClelan* should be used undi
instructions for use and should
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tions for use
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J.T.Baker product list for CE marked products

Product _ Product number Pack size
Diluid ™ 100 Plus 3961 o
Diluid ™ 22 2990 9010PC 10L
i 3989 0L
- Declaration of conformity: iluid ™ 50 56900 =T
3430.9020 204
Diluid™ Abacus 34303010 1L i
3430-00 oL |
Diluid ™ AC GO0 3596 20L
Qiluic™ APR 3476 GNRAPC 304
Diluid ™ Azide free 3957 20L
13963 20L
Avantor Performance Materials Poland S.A. wha is an established manufaciurer of reagents and Ditestd ™ 111 Diff |3963.8010 0L
products for diagnostic in vitre located at: i 3963-00 20L
# ® Ditiid™ Erma 24599050 0L
345500
Sowinskiego 171 Streel
Tars i ™ Wi 13439.9020PC 200
ﬂubw‘_o.,_u. Gliwice Diluid™ Mindray 3435.00 oL
olan i |3483.9020PC —20L
Diluid ™ NR 24860 L
Herewith declares the following: % Diluid ™ Ruby 2987.9020PC 200
Reagents :.ﬁi%ma in attached list are labeled withr J ,_lexmq label, comply with the In Vitror 7 Diluid ™/Sheath 3200-4000 138329020 20L
Diagnostic Medica! Devices Directive 98/79/EC and the requirements of SO 13485 Standard. Dilyid™ ST1600/2000 3576 oL
This declaration is the basic for CE matking of the In Vitro Diagnostic Medical Bevices. Sheath D 3495.9010PC 1oL
The products are not part of List A and List B of Annex Il of the [VD Directive 98/79/EC but are |Sheath Fluid 3000/3500 3471.9020PC 200
subject to self registration. . . :
This declaration isvalid for ail the VD medical devices described above and which are placed = _M A 3908 - 5L
es on or afler the date hereof and izo: bear the om Bm%: Cvllet™ 29 CN Free 2986.0500 500 mi
s Igmgﬂumﬂ_nmnﬁv(lcﬁ_ﬁg S — e —— e S & S —— L CyMet™ 3000 1548000 10PC- TeL === S
[CyMet™ 3200 CN free 3823.1000 1L
|ICyMet™ 3500 2838 5000PC 8
|Cybet™ 3500 CN free 2825 aL
3970 10L
Gliwice. Poland CyMet™ B10 CN free 357000 101
3977 SL
Cubot ™ Ahaeis ON fag 3431.1000 1L
323100 L
January 25, 2019 |Cyet™ APR Baso |l 3479.1000PE il
! |Cviviet™ APR CN free 3417 0500PE 500 mi
CyMet™ APR EQ 3478.1000PE 1L
% m [CuMet™ ASA 2650 2500PE 351
CyMet™ ASB 12651.0500PE 500 mi
w \Ja:mw &»\m CyMet™ AS CN free 2952 6010PC 0L
CyMet™ BS3 CN free 2982.0500PE | 500 mi
Dcm__Q Director £ |H D 3668 il
Eive 396800 500 ml
™ 35111000 L
CyMet™ |1} Diff CN free ST 5
CyMet™ Ema 3416-00 500 mi
2416,0500 | 500 ml
Ctidet™ H20 3853 1000 1L
o bint T 0 S Erae A5G0 500 il
: 3425 i 500 mi
= Cybet™ Wicro = 3852 7000 i LBl
CyMet™ Micro CN free .
JEE;_ ?___.ﬁ@ﬂ =




J.T.Baker product list for CE marked products

J.T.Baker product iist for CE marked products

Product Product number Pacik slre Product [ Product number Pack size
Tyhisi™ WR G 3484 1000PE 1L
e AN 3485-00 T, N ARk 3800.1000PE 1L
CyMet™ NR il CN Free 566 10005 i Eosin-y Alcoholic 3500 S500PE SEL
CyMet™ NR V 3485.1G00PE Tii 3856.1000 L
CyMet™ Ruby CN Free 2988 5000PC Rl Giemsa 38562500 251
CyMat™ ST 1800/2000 CN free 137525000 5L B 3856 618057 8L
Leucolyse 3475.5000PC 5L Hematoxylin er {Mayer} mmwc.uooa N._m_._.
Leucolvse Ruby 2088 5000PC AL mmw@mmwﬁm =
[Hematoxylin Modifea (Haris, G Wm% o > |_.r
Elznking Soiution 1600/2000 3647 0L uwmw,aoo &
- 3783 5L Aoyl i =
BeectoTorgo™ —= =T : 3855,2500 25L
DetectoTerge™ BS 2970.GS00PE 900 m e. Etanis 2N 3554.1000PE 1L
3500 5L S 3554.2500PE 251
ProClean™ 3900-00 51 Papanicolaou 98 3565.1000PE 1L
3768 1000 11 micres - 3555,2500PE 251
PreCleanl™ Abacus 3432 5000 Sl 3556, 1000PE 1L
2432 1000PE 38 5 Papanicotaou 38 ”mmooﬁm PEL
FProClean™ CD 3502, 01C0PE 00 mi -
3862,5000 5L =
3862 9020PC 20 L 3921,0500 500 ml
ProClean™ Extra 3B62-00 SL. S + Mw“ Mwwmw.ﬂ = xmmcw 3_
= T
286700 o e Mounting medium High 3882,0500 500 m
3567.1000PE 1L micros 3
ProCiean ™ Plus 3901 100 m Mounting medium Low 3883.0508 500 mi
Rinse Mindray 3442 .5000PE 5L
oEe 3059 20L
e Con ol 3427/3478/3420 Sml | 3053.9010PC 0L
§-Parameter Controi L/N/H T T St
__ |B-Parameter Control 4xN 3747 452 5ml L - — - —
e B8-Parametar Control 1xL+4xN+1xH 3751 Sx25ml
&P, r Control exterded L/N/H  |363373634/3635 2.5 ml
) 7 3433/3434/3435 25ml
-Diff Control L/N/H -
Sy 3502/3503/3504 45
3-Diff Control extented LINMH 3421/342213423 2.5 ml
CO-Diff Control Lid/H 345%/3453/3454 30ml
CD-Diff Control 2xL+2xN+2xH 3838 Sx30m
Tt -SomtroHhit nTReI ST 75
Platelet Coniral- Extended value 3424 5x3.0ml
WEBC Reduced RBC LH 3696/3699 30mi
XE-DIiff Contral LIN/H 373137323733 4.5 mt
Cervix Spray Fialive 3889,1200 12x12%5m
39331000 i
3933.5000rPC FL
3833,9010 10L
o 3533,8020 201
% (3% wi :
110% v/v Buffered Formaldehyde {4% wiv 3523 1000ME 000 L
3533.8020PE 20L
3933.90100L 0L
S833.8020J1 = 25 L
3905 2500PE 261
UitraClear™ 3805.5000PE Bil:

13905.9010PE

6L
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Maizy, Qecember 18, 2017

OUR REFERENCE : RMC 000 137 /AGENTIA MEDICAMENTULUI SI{DISPOZITIVELOR

| IMEDICALE
YOUR REFERENC E:
SUBJECT ! LETTER OF AUTHORIZATION

=

LETTER OF AUTHORIZATIO!

|
| |

We, BIOLABO SAS, having our factorips at Les Hautes Rives, 02160 MAIZY, FRANCE having-a

registrated office it R.C.S of Saint-Quentif with the number 317 398 832, assign “GBG-MLD"SRL, having

a;regist}ated offite at Str. Tighina 85, (hisinau MEb -2001, Moldova, as authorjzed representative in

correspb‘nden'ca with the conditions if direftive 93/42/EEC, 98/79/EEC and 90/385/EEC.

We declare that the company mentionedl above is I;authorized to register, notify| renew or modify the

registration of meglical devices on the terrifory of the Republic of Moldova.

waiattlh e 5 1 K

YELENE GHARPENTIER

MARKE‘EI_NG & COMMUNICATION MANAGER

BIOLABO SAS

Address: Les Hautes Ries F-02160 MAIZY (FRANCE) - Tél. : (33) 03 23 25 1550 - Fax : (33) 03 23 45 62 56 afag Z
BICLABO §/A:S. with a rapital of 119 700§ - SIRET 317 £98 832 00038 J VAT: FR 82 317 398 832 - NAF 20592 150 13485

WEB: hitpi/lwww biplabo.fr email: info@bielhbo.fr e
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BiOLABO REAG
www.biogiab

MANUFACTURER:
BIOLABO SA,

BIO-TP
Prothrombin Time (PT)

Reagenl for delermination of Prethro:

02160 Maizy, France ==

REF 13885 R1 10x2
Rt 6 x4 mL
RY & x12mL

TECHNICAL SUPPORT AND ORDERS
Tel :(33)03 23251550

IN VITRC DIAGNOSTIC USE

Fax : (33} 3 23 256 258 Alternatively use & reference piasma with a 100 %. PT. Indications
Use Calculation board —
P = s = = = == — — = : # “ _ D _11<1“a D D D D m: o Praperatn._ g G._“.__:..__.c surgery
= — S = - S - o _L Alat-o Tk ol LT E m “Cabe sigmend
S iy i S i

MA mm 1AL REG c_mmm BUT NOT PROVID

1

2 Um neralised Em,mﬂ for .mm@m nt preparalion

3 Owren Kéller buffer 1o estatlisk the Thivelle line (resuils in %) is
(RREFNAIERE, 1238001388 oedeg REF SEF 13087
4. Normai and pathelogical Conlrol nlasmas.

mm.‘mu,:um.uma

0>_|_mx>¢_oz

Reference plasma
Plepare @ pou of at jesst o
patiert nen.
plasma (100 %)

EXPECTED VALUES (2 (5]

Normal PT (ir sec.

¥ Usually Uom%ms 1% and 15 seconds (dcpending on ¢
thromboplasting

v Newborn : prolonged by 2-3 sec

v Premature . prolonged by 3-5 sec

PT (in sec.) reaches ad vei by day 3 or 4,

Normal PT (%) :

¥ Ranging beetwer 7C lo 100 %

+Vaiues over 100 % have no sign:

Oral anticoaqulant therapy (CAT)

1_:..43_533__.:1 activity_referming 1o a normal plasma (100 303

.z%ézé.
_mm mZ._.w mv)mbﬂoz
Thromboplastin (Vial R1)

Use a non-sharp instrument io remove aiumin

= Reconstitution buffer (Vial R2)
th

nce—opened—add-—promptiy—to—the—comtents—of —the—viat-R+t

Dilute the pool of pilasmas or lhe reference plasma, at 25 % In Owren

Kotier Butier REF| 13883 as follows :
| _100% 25%

Plazma | 1 mL .26 mL

i Crwran-KillorBuffer 1 - 07omb |

Veneis thrombasls praphilids

Evolutre phiabila, pulmenir erooiism,
recurrent phiebilis

Arterial prophyless. mecharical
ot valves

A deficienl prothrombinic activity has been observed in the following
clinical states

« Hemorrhagic disease of the newborn

Liver failure (cirrhosis, hepatitis. ..}

Vitamine K deficiency or lreatmen! with vitamin K antagonists.
Congenital deficlts in one of the factors associated with the
prolhrombinic compiex, real prethrombin (factor. I1), proaccelerin
(factor V), _u_.nnD:<m:_: {factor Vli) and Stuart's factor (faclor X)

Circuiating anticcag
Fibrinolysk
« DIC (disserminated intravascular coagulation),

;\cE_o q of treatment with vitamin K anlagonists :

) rmay be converted into INR {intemationai Nomm
that case, the origin of the thromboplastin has no incidence
on _lhe Qmam«_j nation _of ‘he expected values. An _inlernalional
ation aboutl INR reference Intervals has been established
for the lreatmenl and prochylaxis of veinal and arteri

romboemb:

results in

.

in the case of pre-operative chek-up or
r diseases.

o S ]

PRINCIPLE )

Suicx and al_me

amount of ditution buffer (vial R2) staled on the abel
Mix gently untit complele dissolution before using reagent
(approximalively 30 min.).
» OWREN KOLLER Buffer [REF] 13883 (Ready for use)-
To establish the Thivolle line :‘mmc:m in %)

STABI -|_._|< AND 5TO ﬂ>m m

Prior 1o reconstitulion :

= Stable until expiry date stated an the iabel

nce opened

1_(once reconstituted) at ieast for & hours at room
__lemperaiure and 5 days a! 2-8°C.__ - . -
« Vial R2 : al least for 5 months when free from contamination

- IREF! 13883 : free from conlamination at ieas!
any cloudy reagent).
Discard any reagent which controi

for 3 months (reject

values are oul of lhe range,

ERNE R RIS,

m_umO__st COLLECTION AND I)Z_U_LZO (2) (8)

Careful i

SRS

De not use diluent such as s
concentration of anliccagulant

5 mL plastic tubes are suggestecd for dlutien (according la Lhe above
board)

Plol on a regutar grach, on the X-axis the mean of a triplicate clolling
time (in seconds} and on the Y-axis (1/d) each reciprocal dilution for
L10C % ﬁa =1)and 25 % (1/d = 4). Draw the Thivolle line.

T

ine solulion that modifies the

PROCEDURE

Manual procedure
PT (sec.) measurement in lest Wbes at 37°C.
before pipetiing.

Plasma

Incubate far 2 minutes at 37°C

37°C prewarmed (atleast 15 ¢ ,Emmﬁ,

oo T o

*m 13951 | Normal Costrol Plasma | Bx1mL
[REF| 13862 | Pathoiogical High Control Pizsma Bx1mL
[REF| 13583 | Pathological Law Cantro! Plasma Bximl

assayed control piasmas referring 1o the same methed
program
G

owing cases ©

= At least once arun
= At least once within 24 hous

= When changing wial of reagen!

= After maintenance operaticn on the instrument,

Simultaneously start a

EEE for nm:u,‘m:o curve}.
horizontat
raer sulficient

Assay each plasma
Adding thrombopla
pasition, until a sofid mm_ clat mﬁ_umua Operate
lighting.

Automated instrument procedure

thrombopiasiin are  suiiable
systems. Refer to the instrume

CALCULATION (s

With enclosed calculation boara :

The clotting time I1s measurec at 37°C in the presence of tssular
thromboplastin and nm,nEE The PT (in sec.) so measured is then
converted into PT (%) ori

SR

REAGENTS

——

F THROMBOPLASTIN

Freeze-dryed Thromboopiastun (Ranoit cerebral tissue)

Vial R2 RECONSTITUTION BUFFER

HEPES Buffer
Stabilizer

G TR IO o s 0 8 e s S S e -
SAFETY CAUTIONS
BIOLABD reagems s'= casigraied for

diagnostic use
UEe SEgUaE prosnr oS

= Blood/anticoagulant ratic : 4.5 mL of bload for 0.5 mL of sodium
citrate 2 HzO 0.108 M. Avoid blood drawing with a syringe that could
result in the formation of micro-clots. Centrifugate for 5 ules at

2500 o
2500 g

= Run the assay within 4 hours after collecuon, stornng plasma at
room temperature (15-25°C),

» Collection on citrate Hepes ‘ube increases 'he spe
up to & hours.

_quw_nmﬂmzomm E D_

The presence of an heparin inhibitor :» the reagent allows to perform
this lest without influence of this factor

Due to activation of factor Vil by coid, long storage of plasma al
2-8°C may shorten the result of PT (in sec.}

Contamiration by Thromboplastin ar remoiysed soecimens may also

shorten the result of PT {in sec.;
Apply the above mentionned w,oon‘m.:, oRpula

IT control s out of range. apply foliox
1.Repeal (the lest with the same control plasma.

control § aut of range, prepare 2 fresh centrol pla:

out of range use a new vial of reference plasma
and repeal the test

5.1f controi is still out of range. oiease contact BIOLABO technical
support or your local Agent

SRR

PERFORMANCE OI)N)OAnm_md_ﬂm

B L e =
§ WIthin o rmal Patho-H  Patho-L
o level Jevel levet
123 251 me
[ = 53

1.02 Loe 20

RETEr 10 e Anensed (<1251 B [t 3L = - L =
corresponding to the current batch numger to caicuiate PT (%) and

Section 1: Selecl the caiumn corresconding o the measured tim
for 100 % PT reference alasma.
Identify the patient's PT (sec
Section 2: On the same |
INR
With Thivolle line « PT in % » (see § CALIBRATION} :
Plot the clotling time measured for the paten: on the Thivolle line and
then read on the Y-axis the re esponding
Reverse and multiply by 100 to obtain tne DT %, for satient
Patients under OAT:

detel

this catumn
e, refer t0 the corasponcing PT (%) or

iNR vaiues are racommieroeg for a betler
cal ranges

Do not pipelte by meu'n
Avoid-contact with skin and avns

AOLST e volume of anbcosgdian n case of wery aonommal
hematocrit,
Fot-a more gt lue raview ol faniors affecting this assay

. : mc h pienty of water.
tration < 0,1%) which may
iush wiln plenty of waler

.
o
@
o
©
@
2
A7
(]
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| BIOLABO CONTROL PLASMA Level 1

. lwww.biolabo.fr
|MANUI'AC'I'URER:

. BIOLABO ®AS, For Interial Quality Control in Haemostasis
Les Haules|Rives ‘
- 02160, Maity, FFrance 13961 R1 6lx 1 mL
| |

T AND ORDERS IVO| IN VITRO DIAGNOSTIC USE

RSN e ., S -
ASSIGNED VALUES AND RANGES

CONTROL PLASMA Level 1 [LOT]
Make sure that the batch numiber stated on the label of the vjal corresponds Eto the batch number indicated here aboye. Ty
Semi-attomated Method BIOLABO SOLEA 100

. LS el _ BEHNK THROMBOLYZER™' Series
Target valie (Confidence [ntervals) Targpt value (Confidence Intervale)

BIO -TP LI: INR

Low ISl Prothrombin level or PT (%)

BIO-TP:  INR

High ISl Prothrommbin level or PT (%)

BIO-CK: Activated Pajtial Thromboplastin Time (sec)
BIO-SIL: fA'cHifalEd Partial Thromboplastin Time (sec)
BIO-TT: ‘Thrombin Tithe or TT (sec)

BIO-FIBRI: ;Flbr_inog_en {thgfdL)

R S A £ S ST )

mmw I i : . I SR M d i ] WS
PRINCIPL. AND INTE \ITED USE PROCEDURE
This Control Ffa'sma is inlended for use to monitor the reproducibility Euntlnlcl'ccordancE Wlltdh e packadge Inse:_ﬂ etnck;sed WiFh ihe redgent,
and accuracy of methods #ind techniques performed with BIDLABO kits Sopirolplasmasisnoulda assaye ‘fs PAUCOYSE mmenfj«;
It is recommended to include at leasf one control plasma‘ |

for the fu!lnw[{‘lg analysis: i

REF| 13702, 18704 afid 13712: BIO-TP LI ’ 8”°e P

13885, 13860 and 13881: BIO-TP | Y=g pceitninte i hourss
| o A E’HCh calibration,

IREF] 13980: BIO-TT W RS (S TR
REF 13560 and 13570: BIP-CK REAGENTS PREPARATION

I il =i T e

13660 -SIL |
RER!158 b gl e 5 « Open the vial carefully and add gxactly the volume of demineralised
REF] 13450 3nd 13451 BID-FIBRI water stated on the label (usually 1 mL)
S:J(t)()l;:aBtSd ﬁ?ﬁlﬂ*&ﬁmas AP [ g onjmanus! precitiie S B ¢ Recap and let stand for 10 to 20 nfinttes at room temperature.

- ST e . « Gently jnvert the vial spveral timeg to ensure homogeneity hefore use
[FE./‘\%EWT e R (avoid the formation of/foam).

= i . WARNING DO NOT SHAKE. STORE AWAY FROM LIGHT.

13961' Frﬁeza-dn td, human citrated plasmas. -
0 .. R — 2 RESlER A NatEE=atE

SAFETY CAUTIO STABILITY AND STC N
L : ) - i . Before reconstitution, [store lyophilisate at 2-8°C or — 20°C, well
BIOLABO raagents are designated for professional, in vitrg diagnostic cap in the original vial st

e « Unopened, lyophilisate are stablefuntil expiry date stated in the label

+ Verify the Integrity cf the contents before use. of the Kit when stored ind used ag described in the insert.

* Use adequale protections (overall, gloves, glasses). » Once reconstituted, plasma is staljle for 3 hours at room temperature,

« Do not pipatte by m?u_th. | Do notstore at 2-8°C, [do not freede.

» In case of cantact with skin and eyes, thoroughly wash affgcted areas « Don't use reconstituted plasma affer expiry date stated on tne label of
with plenty of water jand geek medical advice. the Kil., i

« Material Safety Data Sheet is available upon reguest. HEaW T L e e | [t =

Waste dispesal: Respect legistation in force in the country. INTERFERENCES
Each donor unit uged ty manufacture this product was [tested and
found non-reactive for HbsAg, antibody to Hepatitis C andfantibody to
HIV-1/HIV-2, However, rlo test method can offer completd assurance
that infactiols agenls arg absent.
All specimens ar rea;l_enls from biological origin should be handled as
potentially infeetious,

Factors which may interfere with the|resull are:
« Bacterial contamination.
« The volume measured|to reconstithite the plasma
» The setting of the instryment.

in hocordance with good laboratory practices + Temperatures

using appropriate piecaufions. Respect legislation in fgrce in the Discard any plasma if cloudy, If confrol values are out of range, refer to
country. ] § Quallty Control of the package in ,art enclosed with the reagent.
ERaNBESE R R e : = TS W SN YR
MATERIAL REQUI BUT NOT PROVIDED REFERENCES

1.Basic medmm analysis lgboratory equipment. (1) Occugal/ona/ Safety |and Healthl Standards, Bloodhcrne. pathogens
| (29CFR1910.1030) Federal Register|July 1, (1998) , 6, p.267-280
2.Reagents, qlher conjirols 1_':] 13962 and 13963 and calibrators (2) Directlve du conseil de I'Europe (PO/G79/CEE) J. O. de la gommupaute
européenne n°L374 du31.12,1990,p{ 1-12
(3) SMQ BIOLABO Documpnialion

—~ | =
‘- Q (vo) JR REF] i LoT g 7 -
Marlulﬂﬁ_lgr'él Usig by | In vilro diagnoslic Temperature limitatiofi  Catalogue numbeir See inserl ! Balch number | Store away fripm light sufficient for dilute with

Made in France Latest Revigion: www.biolalM Revision] 17/09/2014




Declaration of Conformity helena

HL-74n673DC DOl 2015/08 (1)

h Application 'of the Council Directive 98/79/EC on the|approximation of
he [laws of the; Member States relating to In Vitro Diagnostic Medical -
evices & CE marking. .

eclaration of conformance to applicable sections of Amnex | 4 Essential :
equirements and Annex |lll (EC Declaration| of Conformity) injposed by :
ections 2 to 5. The below listed products are not/classified under Anpex |1 Lists *
ol B. Access to the appropriate technical files will be made availgble to the

appfopriate body in the event this is required.

Product Description GMDN
Cod Classification Code
564 APTT Si L Minus 55981

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

Full Name:  M.J. Stephensor, Title: Managing Pirector
L s
Signied: M/é Date: 11 Aug 20/15
/ .
Tel |+44 (0)191 482 8440 Helena Biosciences Europe
Fax |+44 (0)191 482 8442 Queensway South, Team Valley Tjading Estate,
nto@helena-biosciences.com Gateshead, Tyne and Negr, NE11 0SD,

wwwihelena-biosciences.com United Kingdom
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Declaration of Conformity

HL-74{022%DC DOl 2015/08 (6)

the [laws of the Member States relating to /n Vitro Diagnosgtic Medical

In App\Ecation of the Council Directive 98/79)EC on the approximation of
Devices & CE marking. ‘

' |
|

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

appfoptiate body in the event this is required.

Product Description GMDN
Code Classification Code
5394 Thrombin Time 55987

= g

|, the yndersigned declare that the devices registered against the jabove GMDN
Classifitation Code conforms to the said Directives. |

Full Narne:  M.J. Stephenson Title:|Managirg Director
Sigried: % M / L Date; 06 Aug 2015
/ SN
/ |
Tel | +44 (0)191 482 8440 Helenad Biosciences [Europe
Fax | +44 (0)191 482 8442 Queensway South, Team Vallgy Trading Estate,
Info@helzna-biosciences.com Gateshead, Tyne and Wear, NE11 08D,

wwwi.helgna-blosciences.com United\Kingdom
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Declaration of Conformity | helea

HL-7{051{DC DOI 2015/08 (4)

In Application of the Council Directi{le 98/79/EC on the approximation of =
the |laws of the Member States relating to i/n Vitro Diagnogtic Medical
Devices & CE marking. )

Declaration of conformance to applicable sections of tﬁnnex - Essential
Reduirgments and Annex Il (EC Déclaration of Conformity) |imposed by
seciionc:. 2 to 5. The below listed products are not classified under Annex Il Lists
A of B| Access to the appropriate techhical files will be made avilable to the

approptiate body in the event this is required.

Producit Description GMDN
Code Classification Code
5376 Clauss Fibrinogen 100 55997

|, the (ndersigned declare that the devices registered against the jabove GMDN
Clagsifi¢ation Code conforms to the said Diﬁ‘ectives. \

Full Name: M.J. Stephenson Title:Managing Director
| \
Sigred: ,/(/7 M /ﬁ Datei 12 Aug|2015
¢ o~
Tel | +44 (0)191 482 8440 Helend Biosciences [Europe
Fax | +44 (0)191 482 8442 Queensway South, Team Vallgy Trading Estate,
info@helkna-biosciences.com Gatestiead, Tyne and Wear, NE11 08D,

www.helgna-biosciences.com United|Kingdom
i
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117276 Mocksa, BoTaHudeckas YA, 35 ‘T\Cb (495) 231 2272, (4
¢-mail : Medmlond@]mdmlone ru

19191607 Plc 40702810038040106975 5 [1AO Cept
10400000000225 KM 771501001 BYIK 044525225 OK
1027700153766 |

CBUAETEABCTBO
HA 2KCKANO3MBHOE MPABO MPOAANKN

}CTBO C OrpPaHUYEHHON OTBETCTBEHHOCTBIO «MEA
bekea yA.boraHuieckas, 35, OIPH 1027700153
fTEeAb PEAreHTOB A TRPAHCHYBMoAOTM (LloAria
joro AvpekTopda Buktoposa H.A. ochLimc/\bHo

1 «GBG-MLD» SRL , pOCI‘IO/\O)KE‘HHGﬂ no aapecy|:
yATurvna , 65, odp. 607, Pecny6/\w<q Monaosa |
HbIM AMCTpI/l6blOTOpOM (OBTOpM3OBOHHbIM AVAES
1 npomnzsoacTsa OO0 «MEANUKAOH» Ha Bcelt Te
(1 MoasoBa. |
BG-MLD» SRL nmeert npaso H¢ PACNPOCTPAHEH

Al

G

Q00 «MEAMKAOH» B Pecnybanke Moaaosa.
BG-MLD» SRL wnmeeT npaso yHOCTBOBbTb OT UM
H» B Y4ACTHbIX U [OCYAQPCTBEHHbIX TEHASPOX U T¢
Tb KK OPULIMANBHBI NPEACTABUTENL <:bmpr| @)
utopum Pecnybamkm MoaaoBa |
«MeAMKAOH» PACMPOCTPAHSET CBOU I'IO/\HbIe rag

D, NPOACHHYIO OUPMON

b4
D00 «MeAUKAOH»

199) 502

OaHK .M

HUe (PEeKAaMY) O TAIOKE MOAABRIKKY NMPOAYKLIAN,

IM|«GBG-MLD>» SRL |.
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127276 Mockea; BoTarmeckar YA, 35, TNdo—+7495 2332790 #7499 502=1 24—

 NACNOPT-CEPTUPUKAT NPOUIBOAUTEAS
Ha «HaBop peareHToB AAR ONPeAEASHUS TPYTIN KPOBU YE€X0BEKA CUCTEM
ABO, Peszyc u Kelln no TY-9398-101-51203590-2009
({ LOAUKAOHBI  AnTu-A, AHTH-B u AHTH-AB)

PernctpaumonHoe yaoctosepeHme Ne PCP 2009/06043 o1 05 Hoabps 2009 1

HaumeHnosanue: llommnon AHTE-A Bo pnakoHax 1o 10 mMn ¢ KpacHEIMH

KPHIIIKaMHA

Cepun: 096111 Expemana: 100 v

sroToBaen:  05.11.2019
Tonen no: 05.11.2021

K nahﬂ._, gecTBo. eannann. 40_.

O0nbem cepmi: 10000 M.

| § P, ASDE Y P, Y 1 Lot FaY
-m-.:;ﬂ—n—_ AGOG1Y o3 05 11 2015
Mo ssncsaume

Hocmanc Y | Pesyantarh
OO AL o

M- e ) AT
1. BHelwHW\A Blra

11 Uoargaok armie-A Npo3paYHoR AMMAKOCT: KPOCHORD UBETO.
1.2 UoamracH aHw-B MpO3PaYHas KMAKOCTE CUHETO LBETA.
13 Ugorasaon gune-AB MNp 34HOE DECUBSTHOR KMAKDCTS.

ToHommercTeyer

2. Cepoagruiecsms LLOAMIAOH QHTH-A  HE AOAKSH AQBOTS QFFAKITHHAL MM
CRONCTEO T 3pHTRoUKTami pynn B} » OfY)
2.} CnewdbmiHocTs UoaeaoH aitv-B  HE ADAMEH ADBOTE QITAKITHHOLMM C
spiTpoumtamia rpynn A{lil] n Off}
LoAMEACH QHTM-AB He AOANKEH ACBOTL QITADTMHOLLMM
© IpMTpOUMTOMIM rpynns Off)
T ATTATOTRRCILIAR HO TIAUCKOC W SETDOIHTcE AT W8

CooTeeICiByer
CooTeeTCTBYET

COoCTReTCTEYET
M:.— ﬂgsqﬁqx/gslxqua&g ..... -

GHOCODHOCT, € coomerCTRYOLMMA  LIDAMKAGHOMM  aonkHo | CooTEeTCTSYeT
MOREMTECH He NosaHes 10 CeR NOCAE CMELLMBOHMA 10 cakvHa
Terp LLOAUKACHT QHTU-A 2 DEAKLUAM OITACTHHOLA HO
MIADCKOCTH © SpuTpoLbTami rpynnal All} 1:32 - 1344 CoorseTciayer
23 Tmp

Ture LLOAMKACHS OHTH-B B DEOKLMK QTARTAHCOLMM Ha | 1:32- |:44
OADCKOCTH © SpMTpoLsros rovins Billl)

{1164 CooTsaTCTaVET
| TUTD LLOAKEADHQ HTH-AB 8 PEAKLMM TITATUHO-MM 1:44
_ AU TIAOCROCTA o O R Ei P ye s F e e i e
Bl 164 CoorastcTayeT
M -
_ !

|

e

LloankAacH cootseTcTayer qvm..mm@mn.xxm?... .. %_w.owow- 19 -51203590-2009

Soseayotuas  OTK OO0 MearrAGH: M.C. OpaoBa
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zg”..,wsox 000 ‘Megymnon”

—— YR2Z2Th MOCKEC, BOTOHHNEEKOR Yo 35, Tl HTAIS2INET2 +7899 50z e
- =>0=O_v._.|0m1._.s‘.#_\_ﬂ>q NPON3BOAUTEAS J
Ha tHABOP PEareHTOB AAR ONPEASAEHHA IPYRN KPOBU HEAOBEKO CHCTEM
ABO, Pe3yc u Kell» no TV-2398-101-51203590-2009 =

( UWOAMKAOHBI  AuTn-A, AHTH-B ® AHTU-AB )
PermctpaumchHoe yaoctopepeHne Ne $CP 2009/04043 or 05 HosBps 2007 1

— HaumenoBauWe: [{ONAKIOH ABTHB B0 (Uiakonax o 10w ¢ CHERMH Kphiliama

Cepan: 095810 Egmaana: 100 mn

HMzroroenen: 21.10.2019 Komaecrtso enpaun, 40
Fomennor 21162021 — ——— —-OFsencepam10000 k-

Hacuopr: B095810 o121.10.2019

———
HaumeHosaHWe 4 Hopmano TY _u.mu«.).uaqu
L nokoloress wenbiTanin |
1. BHetHwiBA | = i
1.1 UoaukacH anHti-A NPOIDAYHOT HMAKOCTE KPQCHOID LIBETA. CooTBETCTaYET
1.2 UoaAwKaoH OHT-B | Mpo3IpOYHER KMAKOCTS CHHETD LBETC. |
1.3 LloAMKAOH aHTi-AB _ NpospouHos GeCUBeTHOR KMAKDCT.
2. Cepoaoruieckus HOAMKAOH ORTM-A  HE AOAXEH AGBOTE QITAOTMHALLM
ceolhcTea « apurpoLramu rpynn Billl) » Of) CooTsercreyer
2.1 CneumdovMHOCT LIOAMKACH QIHTIA-B  He ADAKEH ACBATL QITAIOTHHOLAW &
spuTpoLyramu rpynn A(ll) n Off) CoOTBETCTBYET
LOAMKAOH OHTM-AB HS AOAKEH ACBATE QITAIOTMHALLW
< apurpotuamu rpynnst Ol CocTReTCTayer
2.3 e AR T DY IOLLES A AOTHHOLIAS O FAGCKOTT. 2piTpoaTos Al 1. 8
cnocoBHoCT: ) C  COOTRETCTRYIOWMMM  LIOAMKADHOMK  AQAXHQ CooTtsercisyeT
NOABUTECA He NoIAHES |0 CEK. NOCAE CMELLIMEGHMS 10 ceryHA
TUTE LLOAMKACHT QHTH-A B PEOKLIMKM QITAIGTAHALIMK HO

I* AADCROCTY C SPUTROLMTCMI TRYTIE All} 1:32 - 1164~ | Coorsertcrayet

(23 Turp | Tutp LloavkaoHa aHTM-B B PEOKLLK QITAKTHHOLWAW HG 132-1: 44

| | AOCKOCTIA © BPUTPOLLATCIMM rPYNNs! B{iit)
T TSR — TOCTEICTSy ST
| TTD LLOAHKAGHG OHTHM-ARE BECRIEM DITADTIRO L 1:64
m MO AADTRDCT T 300 :;.-...b...a._h_n..”l..nr.:_._J-u,.___._ﬂ.,..b. uvu =14
By 164 7 I Coorsercrayer

1:32-1:44
! |
- — — — ia lb..n ‘ﬁh ..%
LLoAMKAOH CooTBETCTBYET TREOOBARKS 8-101-51203590-2009

3aeeayioluas  OTK OO0 «MeANKAOH)D
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NACNOPT-CEPTUPUKAT NPOU3BOAUTEAR
Ha «Ha6op peareHToB AAS ONPEAEACHHA TPYTIN KPOBH YEAOBEKA CUCTEM
ABO, Pesyc u Kelly no TY-9398-101-51203590-200%

( LLOAUKAOH!

AHTn-A, AHTU-B ¥ AHTK-AB)

PerMcTpaumonHoe yaoctosepenue  Ne PCP 2009/06043 ot 05 HosBps 2009 ¢

Cepun: 098611
05.11.2019
T'onen po: 05.11.2021
Hacoopr: AB098611 o1 05.11.2019

Enmanana: 100 mn

Hw_,s.owbo:" KonngecTBo exuumn 10

Obnem cepam: 10000 v

=

HaumeHosarne
OKQIOTSAT

Hopma no TY

1. BHEWHWA BHA !
i MPO3pa4HOs XMAKOCTE KPOCHOrO LBeTa.

1 HommaoH anms-A

Pegyabratsl |
MCTETaHKWA

Cooreercrayerl
1.2 UoAuxacH aHTi-B MPO3PAHHAT HMAKOCTE CHHETC LiBeTa.
1.3 UoamkaoH QHTM-AB NposposHas BecusETHOR AKMAKOCTE.
2. CepoaorHeckie LLoAMKACH QHTM-A  HE ACAKEH ACBCTE QITAICTMHT LM
CHROMCTE ¢ spuTpowmTamy rpynn B{Ill) « Ofl) CootaeTciayar
2.1 CneundbuiHoCTE LoacacH GHTU-B  RE ACANEH ACBCTE QITAKCTHHAOUMM C
sputpoLTama reynn Al n Ofl) Cooreercisyer
LLOAMKACH OHTU-AB HE AGAKEH AGBOTL OITAKTHHTLMK
C 3PUTROLHTaMM TRy Off) Cootserciayer
- S e T A AR IO — | A AT OUME HE THOCKDCT SRUTROHMTOB Al B — —
CNOCOBHOCTE o coomsercmyioilimmid  LLOAMKAOHOMW  ADAKHD | Occsmﬁﬂ&mu
nossuTeCcs He nosaxes 10 Cek. nocae CMELIMBOHME 10 ceryHA
TTp LLOAMKACHG QHTU-A B DEOKLIAK QITAOTUHALMK HO
| nnockocmu c spupotramsa rpynnel A{llf 1532 - 1584 | Coomsercreyer
23Tutp Tute LioaxaoHa aHma-B 8 PEAKLM QITAIOTUHOLMKM HO | 1:32-7: 64
QADCKOCTH C SDHTDOLMTaMM Frpyrnbl BlIll)
1:64 Cooraeiciayer
HHC-LU ._ _mi»
R Tedd
CooTeSTCIBYET
199 1- 34
1

=

3aseayowas  OTK OO0 «MeAUKAOH)

M.C. Opacea
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127276 Mocked, borarmueckas yA., 35, T\db (495)° Nmf.wmwm i.mw_ 502-1214

NMACNOPTI-CEPTUPUKAT NPOUIBOAUTEAS
Ha tHaGop peareHToB AAA ONPEeAEAEHHUS FPYNN KPOBH YEAOBEKA CHCTEM
ABO, Peayc u Kelby no TY-9398-101-51203590-2009
A =.O>=_n>0_._ >:4:.v 9;.@ y

Haumenorpause: llommnomor Asrr-D Cymiep Bo dnaxonax 1o 10 mu ¢ 3eIeHbIME

KpHOIIKAMHM
. Cepms: 29271% .
Ewﬂa,:ugmn ow E.ME@ -
Togmen po: 05.112021

Eapnana: _cogm. .
Konngecrso ennann 40

O61em cepun: 10000 mn.

ﬂ»aﬂoﬁq Nowwmq: or 05.11.2019

HaumMerosanme KapaxTeprcTHKa HOpME 1o TY Pesynsrars
IoKazarend HCHBITAREH
1. Beemmwi RET TIpospasas KHAKOCTE CRETIO-GEKEBOTO TBETA
CoOTBETCTEYET
2. Ceponormgeckae
- chgdicEa — ——— T T Tl n ..............................................
2.1 Crenuaanocts Eonnﬁﬂmnaﬁm annwmnhnﬁnm — —_ | CootseTcTBYST
ATAOTHHEPOBAT: D{—} IpHTPONHATEL
2.2 TemarmOTRERDYIOMAs UeTRas peakiis ATIIOTHEANME JOTKHa Coorsercrayer
cnocebHOCTS HACTYIATs B TegeHne 30 cex. mocns cuemuBanus | 30 cox
e
23 Tarp
Ifeawsaon coom 3 spebi

3apegyroman OTK O00 «Memaxkuom»

...n .... . Wwv .,.
_.w&mf& E@%& }
e x._& .v”..,‘.
T Iﬁ!‘\\

M.C.Opuozsa
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NMACNOPT-CEPTUPUKAT NPOUIBOAWTEAR -~ T3
Ha «tHaGop peareHTOR AAS onNpeAeAeHis ITPYNR KPOBH HEAOBEKA CUCTEM
ABO, Pe3yc u Kelly no TY-9398-101-51203590-2009

{ WOAUKAOH  AHTH-D (igG) )
PermcrpaumorHoe yaoctosepenne Ne ©CP 2009/06043 o1 05 Hoabpa 2009 1

Hanmenopanue: Ilommxnor Anrs-D(IgG)

Cepun: 292110 Enpanna: 100 mn
Haroropnen: 28.10.2019 Konuuecrso equuny 10
Fomen no: 28.10.2021 O6sem cepun: 10000 mn.

Hacnopr: JAx292110 or 28.10.2019

| Hanmenosasue XapakrepHCTHKa BOPMEL ﬁ Pesynesrars
TI0KA3ATENS MCHBITAHUK
1. Buemmwii Bug TIpospadynas HANKOCTE CBETII0-0&REBOTO IBETA
CooTBercTBYET

2. Ceponormueckue
cBolicTRa

] i ﬂonﬁﬁom AntaD He Aomken wanoﬂﬁsvo- . noswnaﬂ.mv.&.
L1 Cnemdusnocts - pgen D{S) spUTpoilNTL 5 e =

2.2 FeMarFmoTismpyIols, -
at  crocobHOCTE

ag SPRTPORATeE DA ¢ Honpkro--
HOM B nvomncoauoz TECTE C KEHATHAOM
omEAz AesRneTsed He ozmee 15 wm

2.3 Turp Coorercrsyer

BRHTHTIIO0 ...-.uﬂ.uﬂ_..w 1:512

Honuinos coorsercTryet Tpebonanmms TY — w.wumnwg.ﬁwmufwv.u

3aeegyromat OTK 000 «Meauxnonn \ - b \ Vi

r \._‘. H\

M.C.Opnosa



MEAMKAOH -

127276 Mockesa, BoTaruieckas YA, 35, T\d (495) mw_.mw.\.m

NACNTOPT=CEPTUPUKAT MNPOUIBOAUTEAA

QQQ ﬁ&ﬁx@%m

499)

5021214

Ha «kHaGop peareHTOB AAA ONPeASASHHUA FPYNN KPOBU HEAOBEKQ CHCTEM
ABO, Pesyc u Kellr no TV-9398-101-51203590-2009

( LOAMKAOH Antn-Kell Cynep)

Cepnn: 196410

Hsrorosjien:

ol Tra

21.10.2019
Fopen ao:-21.10.2021-

seoe VaocTopenedde  he ©CP 009 /04043 o1 (5 soafins 2009 £

—  Hawuvenosaupe: Honmmxror ArTr-Kell Cynep

Eaunnma: 100 mn
Konuaectso egunuyn 10

O6nem cepun: 10000 y.

TMacoopr: K196410 ot 21.10.2019

cnocobHOCTE

Hamvienosamme Xapaxrepucraxa Hopmer o TV PesymsTars
normu e HCTBITAHNH
~ mm;ﬁ:ﬁ_ BHA [Ipospagnas XeaTOBATAL HIIH POZOBATAR KMIKOCTE__§ CoOTBEICIRYET
2. Ceponorsseczne
CHONCTEA
2 oo ocTs 1L VRS S LS R L
ATARTHEHPOBATE uﬁﬁﬁoaﬂﬂ .L .u I
N Z —..ﬂ«huﬂ.ﬂgﬂnirﬂﬂ HHIES Herean PERRTES |

22 ARTHBHOCIL

i | COOTBETCTRYET

_J

3asepyromas OTK OO0 «Menuxinon»

M.C.Oprosa
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