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AGENTIA SERVICIT PUBLICE
Departamentul inregistrare $i licenliere a unitl1ilor de drepl

EXlIRAS
din Re,gistrul de stat all persoanelor juridice

Nr. 399048 data 03.12.201E

I)enumirea completS: $ocietatea cu Rlspunderp Limitatl "GBG-MLD"
Denumirea prescurlatdp'nGBG-I\{LD" S.R.L.

rcietate cu rlspundere limitati'
ii codul fiscal (IJpNO): 1003600177582
1995
d.
65, rnun. Chiqi42iu, Republica Moldova.

Obiectul principal de abtivitate:
1. Comer{ul cu ridicafa al prorluselor farmacqutice
2. Cercetare Ei dezvollare in qtiin{e lizice qi naiturale
3. Comerful cu arnirngntul al llroduselor farnlaceutice 9i de parfumerie
4. FroducJia echipamgntului die control pentrrl procesele industriale
5. Fractica medicali
6. F abricarea utilajului medical gi chirurgical gi a dispozitivelor ortope dice

7. JProducJia de aparatura gi itrstrumente dc 14dsur[, verificare 9i control
8. Transporturi rutiere de mdrfuri

Capitalul social: 5400 lei,

rDNP 0971601s46960Administrator: CEAICOVSCEII TUDOR,

Asociatii:
1. COLEVA VERA.IDIW 2000048101413, cota 108 lei, ce constituie 20lo

2. CEAICOVSCHITT'UDOR.IDNP 0971601546960, cr:ta 5292\ei, ce constituie9Soto

Beneficiar efectiv:
2.1.CEAICOVSCHI TIJDOR, IDNP 09716015+6960, cota- 98%

Prezentul extr;rs este eliberat in temeiul art.34 a\

privind inregistrarea de stat a persoanelor juridice 9i

Les.1i nr.220-XVI din 19 octombrie 2

er intreprinzdtorilor indiv'id i, confi

' t r'; /'"
f4

zovanu Constantin
i

.Registrator

f)ale cu caracter petsonal. Oper:rtor: l.P. ,,Agen{ia Serv'c'i t'ubljire", IO 000005!)



Lnexa nr "7.2 la Instructir
aprobath prin ordinul I
nr. 400 din 14 martie i

CC04

CERl]IFICAT
privind lipsa sau existenfa restanfelor fa{i de bugetul public nafional

Nr. din l-rIr! or | 07'08'2019 _l
1. Destinatia / Ha:naqenne

ea

PS

t4

Pentru patticipare achizifii publicela proce[uri de

2.Date despre contrilbuabil / tr{uQopnaaqux o TUIOTONJIATEJIEIIIZI(C

Denumirea
FlauMenoeaaue

Codul fiscal / Numlrul de identilicare
(DacraarHuli xog / I,IgenruQunaquouusrii novep

Adresa sediului dc bazi (strada, numlrul)
AApec ocHoBHot-o lrecropacnoloxeHnr (y:ruqa, HoNrep)

Codul - Denumirea localitS!ii
Ko4 - HanveHoeaH14e HaceJleHBoro rlvHKTa

3. Atestarea lipsei sau existernfei restantelor conform datelor Sistemului Informa{ional Automatizat i
llo4rrepx4eul4e orcyrcrBl,Ilt uilv :aurrlqLrs, HeAovMKr.r cofJracHo AaHHbtx Illu(popnraqraonHoii asrox4ar[z3upoBaHHorz
CI,ICTEMEI

La d,ata emiterii prezentului certificat restanla ffid de bugetul public nalional constituie/ Ha garl
BbIAaqI4 AaHHofr cnpaBKH HeAouMKa nepeA Harlr4oHanbrrbrM ny6nuqHbrM 6roAxeroM cocraBJrrer
0,00 leiinefi.

4. Valabil pini f a I [efrcrsnrelor. rc 22.08.2019

eulee f ocy4apcrsenuoii Haroroeori crryrx6l,r

^/Ilofnxc6 
Nilmele gi prenunrele/OarjnnrE l H!,

Este extras din Sistemul Informalional al SFS SIA,,Contul curent al contribuabiluluf'll 07.OB.2OI9 orag:23:39
cu aplicarea prevederilor pct. 82-83 ordin IFPS nr.400 din 14.03.2014 (Monitorul oficialT2-771399, 28.cr3,2014)

NOTA (0,0q)



,, 5 ecret co m e rci o l, co nfi d e ntio I

Dlui Tudor Ceaicovschi,
Administrator al S.R.L.

MD-2001, mun, Chiginiu,

Prin prezenta,

1003 600117 582) disp une

Cg^respect,

Ex.: Victoria Ciorescu
Tel.:022-22-40-83

A6r*$me$ #sr

LD,,

tr. Tighina, 65,

CERTIFICAT

"Moldova-Agroindbank" S.A. confirmd

e urmdtoarele conturile curente:

Certificatul este eliberat pentru a fi prezentat la destinalie.

i curent, cod lBAl\
225184801542
2sL44807s42
225LL677935
251L393244

225L14804542
M D62AG000000225 19 48025+2

M D3gAG000000022s 13059583

^F'F'?.fWUb{j

#.0{, d,o,{8

cd ,,GBG-MLD" S.R,L. IDNO

GBP

iiit.r:
i rria:l

rri

sjitii,rr:ii:i}

lura5

BC'MOLDOVA AGROINDBANK' 5.A
5ir Constantin T;ndse gil], MD-2005, mun ChiSindu, Republica l\4oldova

Numerul inregistr;rii d€ slat 1 0C2 6C,0 0C3 778 NlArimea capiralului 5ocial - 207 526 800 lei
NlrnlelA Dra<p.lintAl"i |.^milarr,l'ri.le annl{r,.orc - (a.dhAi aah^l:ri

iii 
"1



ONDATORTLOR "GBG-MLD" SRL

1. TUDOR AICOVSCHI - B.I. - A 03148654 din 13.08.2009. of. 03

2. COLEVA RA - B.I. - A 48058559 din 14.06.2000. of. 48

irector,
T. Ceai



DATA EMITERII l07augtrst20l9 | TI DOC: 1ORDIN DE PLATA 4085

PLATITI: lZeO:-OO I LrI poua Mii Opt Sute rrei LF)I $i 00 Ban

PLATITOR (R) GBG-N4LD SRL CODI]L IBAN

COD FISCAI,:

PRESTATORUL PLATITOR: BC,MOLDoVA-AGROINDBANK'S.A, suc.,N4iIai Eminescrr'

BENEFICIAR (R) USMF N.Testemita [[ CODT]L IBAN

COD FISCAL:

PRESTATORULBENEFICIAR.: BC.MOLD VA-AGROINDBANK'S.A.

DESTINATIA Garantie oe
PLATII: 12.09.2019

)

DATA PRIM

;-

-SEl
SEMNATURAPRESTATORULUT i-

07 august 20 12:37:00

/NATU RILE EMITENTIJLUI

MOTIVUL REFUZULUI

('dry
B.C. "Moldova Agroindbank" 5.A.

MhIB
Moldova Aqroindbank

Sucursala MIHAI EMINESCU
mun, Chipin6u, 5tr. Tighina, 49

1
(otcip.bnienl

3r2l}Eot



d)

e)

D

s)
h)

Nume: Tudor C

X'ormularul ofertei (F3.1)

Data depunerii ofertei "72" auglst2079

Cdtre: IP USMF N. Testernitanu

"GBG-MLD"SRL declar[ c[:

erviri fatd de documentele de atribuire.
sd furnizezelpresteze, in conformitate

specificaJiile tehnice gi pre!, urmdtoarele

nstituie: 280 26L,33 Lei.
fdoua sute optzegi mii doua sute saizeci si unu] Lei 33 bani.

Licitalia Nr. : 2 1 0098 84

Alternativa Nr; nu sunt

sau a
rPo5.5.

ln calitate de: dirEctor

..(iBG-MLD''SRL

Aclresa: mun. Chisinau, str. Tighina 65 of.607

Data: "I2" ausust 2019

iziliilor publice, in conformitate cu

cu documer
bunuri gi/sau

cu
va

Nu sintem
Compania

in nici un conflict de interese, in confonnitate cu punctul IPO5.4.
afiliafii sau sucursalele sale, inclusiv fiecare partener sau subcon ce

fac parte ract, nu au fost declarate neeligibile inbaza prevederilor legislaliei in v re
cu incidenfd in domenr nctul

'6f'!.${:
ilf' s.Lr,,
r "li; ^ rr ro fi
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Data:"72" august 2019

Licitalia Nr. : 2 1 0098 84

Formular informativ despre ofertant (F3.3)

Pagina 1 dirr 3

A. Ofertan{i individuali

I Informafii generale

Ll Numele juridic al rf'ertantului ,,GBG-MLD,, SRL

L2.
Adresa juridicd a

inregistr[rii
fertantului in\ara

Mun. Chisindu, str. Tighina 65, of.607

13. Statutul iuridic al rfertantului
Persoand. iuridicd

o Proprietate Privatd

c Formd de orgc izare juridicd Societate cu Rdspundere Limitatd

o Altele

r.4. Anul inregistrdrii fertantului 06.01.1995

15. Statutul de afaceri al ofertantului

c Agent local/Dit
oroducdtorului

ribuitor al
;trdin

Distribuitor

o Intermediar

o Companie cJe a, trepozit

o Altele

1.6.
Informalia despre r

attoizat al ofertan

'eprezentantul

tului

. Numele Tudor Ceaicovschi

o Locul de muncd Sifunclia ,,GBG-MLD,, SRL, Director

o Adresa Mun. Chisindu, str. Tighina 65, of.607

. Telefon / Fax 022 54 73 73

o E-mail ffice@gbg. r n

t.7. Numdrul de inregis trare pentru TVA l\ p"i]. .e*
1\ !J -.q.

\\ a. "t.
0205086

1.8.

Numdrul de identit
pentru impozitul pt

ofertanfii strdini)

te al ofertantului
venit (pentru



1.9.
Ofertantul va ane

urmltoarelor doc

.a copiile

mente:
in conformitate cu FDA3.

) Informa{ii de calificare

21
Numdrul de ani d

a ofertantului in I
servicii

experienld generald

rzr[ri de bunuri gi 24 ani

2"2.

Numdrul de ani d

a ofertantului in I
bunurilor gi/sau s,

experienfl specificl
,rarcalptestarea
-viciilor similare

24 ani

Valoarea monetar

bunuri/prestarea s

i a livrdrilor de

rrviciilor similare
"Nu se aplicd"

2.4.

Disponibilitate de

(bani lichizi sau cr

de resurse creditar

bancar etc.). Enun

copiile documente

resurse financiare
pital circulant, sau

:, extras din cont
erafi gi anexafi

lor justificative

"Nu se aplicd"

2.5.
Detalii privind ca1

producere I echipe

ncitatea de

nente disponibile
"Nu se aplicd"

a Informa{ii financ are

3.1
Rapoarte financiar

auditorilor pentru

Se anexeazd pen

e sau extrase din bilanful financiar, sau declaralii de profit / pierderi, sau

rltimul an de activitate. Enumerafi mai jos gi anexati copii:

tru a.2018

roartele

J.Z.
Denumirea, adresa

ofertant in cazul cc

Denumirea.' BC ,,.

Adresa: Mun. Ch

Telefon: 022 54 8l

Fax: 022 54 88 4!

, numerele de telefon, telex gi fax ale bdncilor care pot oferi caracteristic
rntact[rii de cdtre autoritatea contractanti:

Moldova - Agroindbank,, SA, fil. M. Eminescu

isinlu, str. Tighina 49

t49

despre

a.t InformaJie privind itigiile in care ofertantul este sau a fost implicat:

a) Orice proces rc parcursul ultimilor 3 ani:

Cauza litisiu I

4.'"i.4
Pii

\ r, "it
+' ,l



te, pe parcursul anului fiscal curent:

Situa{ia curent[ a procesului

Notd: Alte cerinle Si ii potfi addugate de cdtre autoritatea contractantd, dupd caz



Declarafia privind uita etic[ qi neimplicarea in practici frauduloase gi de corupere @3.4)

Data: "12" august 2019

LicitatiaNr. : 2 1 0098 84

Cdtre: IP USMF N.

"GBG-MLD"SRL confi prin prezenta cd:

Nici unul dintre a

sau asociaJi ai lor
Ljafii, companionii, agenlii, acfionarii, consultanJii, partenerii nogtri sau

u este in relalii care ar fi putut considerate ca un conflict de interese, co
prevederilor din do
nn cazul in care v

umentele de atribuire.
afla despre faptul unui conflict potenJial, vom raporta

1.

2.

3.

AT.

respectivd citre
Nici unul dintre
sau asociafii ai lor a fost angajat in practici de corupere, escrocherie, complotare,
sau alte practici ren{iale in procesul pregdtirii ofertei din cadrul prezentei licitalii,
prevederilor din
In legdtur[ cu p ura respectivd de licitalie gi cu orice contract cate, eventual, ne va fi adj

tele de atribuire, punctul IPO10.

itatea contractant6.

ia, nu au fost, nici nu vor fi efectuate nici un fel de pl[fi cdtre
actionarii, consultanfii, partenerii nogtri sau rudele lor, care sint impl
lementarea contractului gi aprobarea plStilor contractuale in numele au

-MLD"SRL

ca rezultat al
companionii,
achizilia pu
contracta

Semnat:

f.?.lo rno

aI

form

form

ja\ii,
lm

ta

le

itatrii



Subsenmatul Tudor

toate informatiile si
veridice gi autentice;

nu suntem inclugi in

inleleg ca in cazul in

Data completdrii: 12

Operator economic,

..GBG-MLD"SRL

Semnbtura

L.$.

DeclaraJi

..GBG-MLD"SRL

privind situafia personali a operatorului economic (F3.5)

schi, reprezentant imputernicit al "GBG-MLD"SRL (denumirea
economic) in calitate de
din procedura de achizi\

fertantlofertant asociat declar pe propria rlspundere, sub sancfiunea excl
publicd 9i sub sancJiunile aplicabile faptei de fals in acte publice, c[ nu

in situafia pr evdzltd, 7a . 18 din Legea privind achiziliile publice nr. 13 1 din 03.07 .2015, respect
ultimii 5 ani nu am fost
participarea la activit[1i

at prin hotdrAre definitivd a unei instanfejudecdtoregti pentru
organizalii criminale, pentru corupfie, fraudd gi/sau spdlare de bant.

Subsemnatul declar c[ i formajiile furnizate sunt complete gi corecte in fiecare detaliu gi inJeleg cd
autoritatea contractantd
documente doveditoare

Subsemnatul, Tudor C
economic), in calitate
atribuirea contractului
cPV 33100000-1, la
propria rdspundere cd:

nu am intrat in faliment

mi-am indeplinit obliga!

nu am fost condamnat,
faptd care a adus atinge

dreptul de a solicita, in scopul verificdrii gi confirmdrii declaraJiilor, orl
care dispun.

icovschi reprezentant imputernicit al "GBG-MLD"SRL (denumirea ope

ofertanVofertant asociat, la procedura de licitatie publica nr. 21009884
achizilie publicd av6nd ca obiect achitionarea utilaj medical de labora
de 12 AUGUST 2019, organizath de IP USMF N. Testemitanu,

le de platd a impozitelor, taxelor gi contribuJiilor de asigurdri sociale;

ultimii 3 ani, prin hotilrdrea definitivd a unei instanje judec[toregti, pentru
eticii profesionale sau pentru comiterea unei gregeli in materie profesiona

prezentate pentru procedura de achizilie menJionatl mai sus sunt

de interdicfie a operatorilor economici.

Subsemnatul declar c[ i iile furnizate in scopul demonstrdrii indeplinirii criteriilor de califi
seleclie sunt complete gi in fiecare detaliu gi inJeleg ca autoritatea contractanti are dreptul
solicita, in scopul verifi ii gi confirmirii declaraJiilor, orice documente doveditoare de care dispu

ie nu este conform[ cu realitatea sunt pasibil de incdlcarea
prevederilor legi slaf ier in declaraJii.
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Republica Moldova
mun. ChiSindu, MD-

str. Tighina 65, of. 607
tel/fax. : (37 3-22) 54-9 I
tel./fax: (37 3-22) 5 4-7 3
tel: (373-22) s4-9I-20

REF: LP 21009884

Compania "G

achitionarea utilaj ului

DECLARATII OFERTANT

MLD" SRL, care participd la Licitatia

ical de laborator:

In atentia Grupul de

Publicd nr. 21009884

r 542

catre

ce

beneficiar;
bunurilor si conectrea acestora la sediul indicat de

din anuntul de

garantiei si post garuntiei, in conformitate cu specificatiile

de experienta in liwarea specifica a bunurilor similar.

Director
..GBG MLD'' S

Tudor Ceaicovsch

GLOBAL BIOMARKETING GROUP

Rechizitele bancare:
Cod fis cal/ 1 00 3 600 I I 7 5 B

Cod TVA: /0205086
BC "Moldova-Agroi

filiala M.Eruinescu
cod: AGRNMD2X864

cod IBAN: MD I 4AG0000002 2.J I BCLOBAL BIOMARKETING GR()UP. ]I{OIDOVA

ry*'/,q.
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Anexa 4 Autoclav. NC r00

Farametri ceruti I'arametri oferiti
Caracteristici tehnice
- model vertical; - 1 10 litri

- constructie interioara si
inox;
- functionare automata

din otel -

- control al temperaturii mtcroprocesor;
- purJare aulomata a uri controlata prin

- buton pornire/oprire.
- siguranta absoluta a steri se obtine prin
controlul simultan al ilor de
temperatura si presiune ;
- orice eroare aparuta este
LCD al aparatului;

isata pe ecranul

- sistemul de blocare a lui nu permite
desohiderea acestuia atit p cit in interiorul
incitei de sterilizare exista
- blocarea capacului este na dependenta
de temperatura din interzicand
deschiderea acestuia cand mperatura este
periculoasa pentru fiiliza

iedica aparitia unor

-protectie la supraincalzire

- la sfirsitul ciclului de re alimentarea cu

-valva de suprapresiune i
presiuni prea ridicate ;

curent se intrerupe in mod
- Alimentarea 380V

tomat.

Caracteristici tel

- model vertica.
- constructie intr
inox;
- functionare au

- senzor de temp
- control al temp
- purjare automa
microprocesor; -

- afisaj digital cc

aftseaza date cu
(temperatura , til
erori de function
- 10 programe di
apasarea unei tar
control
- Parametri de st
setabila I -99 mir
setabila 105-136
- timer pentru du
- manornetru;
- buton pornire/c
- siguranta absol
controlul simulta
temperatura si pr
- orice eroare api
LCD al aparatuh
- sistemulde blo
deschiderea aces

incitei de steriliz
- blocarea capacl
de temperratura d
deschiderea aces
periculoasa pentr
-protectie la supr
-valva de suprapr
presJ

-IEA

mice generale :

; - volumul 100 litri
rrioara si exterioara din otel --

tomata prinmicroprocesor;
,eratura PT 100, clasa A;
eraturii prin microprocesor;
ta a aburului controlata prin
garnituri siliconice

rlor, cu diaginala de 4,3 inchi, ce
privire la statusul aparatului
npul numarul prograrnului ales,
are);
ferite ce pot fi selectate prin
fe; plus 5 prestabilite, plus 2 de

erjlizare: durata de sterilizare
rute, temperatura de sterilizare
oC;
rata sterilizarii;

prire.
uta a sterilizarii se obtine prin
.n al paramehilor de
esiune ;
ruta este afisata pe ecranul
ri;
Jare a capacului nu permite
tuia atit timp cit in interiorul
re exista presiune ;
rlui este deasemena dependenta
in interior interzicand
fuia cand temperatura este
u utilizator;
aincalzfte ,
'esiune impiedica aparitia unor
cate :

rare alimentarea crl
automat.
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REI-IABLi: AND PCWERFUL CONTROL
5Y5-i[:M : il,I -5r*art'*
. Maximum information with highly visible 4,3,,colourful LCD display
. Four context-sensitive function keys for versatile & easy use
. Password protected menu to secure run parameters and data
. With 5 0anguage options: Turkish, English, French, Russian, Spanish

' lcons to make the operations easir=r for immediate understandinq

EA9''{ STf:RILIZAT,ON

'Five pre-set programs which guarantee safe sterilization of thetreated material
Uni'versal

Solid rubber material

Prion

Quick, unwrapped

Sensitive material

134"C

134"C

1 34"C

1 34'C

121"C

4 rninul.es
'l 0 minu res

20 minutes

4 minutes

20 minul:es
. Ten programmable free programs:

Ternperature : 105'C - I36"C
Sterilization time: 1 - 99 minutes
No, of pre vacuuntr : 1 - 4
Drying time; 0-30 minutes

. Two special programs for liquid sterilization and drying

. Progranrmable pre-heating



PftOe[-Ss tr\,tp".L,{"}f,,T te}N ANJD SF.L.$: DIA{;NJOSTIC s\'STHM
. Compare the preset values with operating parameters using; the process evaluation system

'When the operating parameters do not match the preset values, the sterilization cycle is cancelft:d and the
user is warned

' Cornprehensive self-diagnostir: system for 19 possible failures surch as power failure, heater failure, low wa1:er
level, higlr pressure and temperature, sensor lrailure...

SAf ITY SVE:R 5Tl\NDARDS
. Password protected control system, service and calibration menu
. Lid safety systenl

. Colour of the display changes to red in case of any alarm condition
along with an audible alarm
. Reminder for gasket and filter replacement
. Remote failure diagnostic by rneans of NriveCloser.. sofltware
. Sending e-mails up to firre e-mail addresses with the details of faih.rre

. Optirrnal AlerText'" SMS alarm system for ultimate security

. Safety valve ag;ainst over pressure

. HEPA filter at air intake line

. Chamber and generator manufactured according to pED) 2014/68!::C

. Validation port as standard



ABoRAT iliznsvott ci trUnefimi, g SoNRAS!,s

GenelMiidiir

: M 8215

: 28 Nisan 20 l0

: 19 $ubat20l9

: 18 $ubat2022

SertifikaNo

ilk B elgelendirrne Tarihi

Sertifika Tarihi

Son.Gegellilik Tarihi

ITOSB 9, CaddeNo. 15

Tcl: + 90 216 593

Web:

Scrtiftkalar pcriyodik ara

ruUVE SANAYI MALZEME'LER.i
r vE TIGARET ANONIM $inrceri

SARAGALAR MAHAL I-ESI SARACALAR KUM EEVLE R I NO;4/2
AKYURT _ ANIGRA . TURKIYE

kapsamrnda

lS,O 9001 :2015
U luslara rasI :kalite sistem standard r na uygu n

bir kalite yonetim sistem kurmugtur.

" Standar&n aga{tda wttle1:mqdda leri harig luwlnqlur t'

"HgrlQ tuln7 yoktur: "

Detaylr bilgi igin

Tadhi : 19 $ubat2019 -R



kiwti

ru Uve sANAvi rtln LzEMe lnni
IM LAT ve ricARET ANoNiwl ginrceri

ISO 9001:201 5

SARACALAR MAHATI-ESI SARACALAR KUMEEVLERI NO:4/2
AKYURT-ANKARA-TURKEY

with a seope of

DESIGN, MANUFACTURE, SALES AND AFTER SALES
CES OF LABORATORY AND STERILIZATION EQUIFMENTS

established a quality management system in accordance
with international standard.

" Folloting elernenrc otthe,standar.d arc excfuded "

"None"

Certificate No

Initial,Certifi cation Date

Certification Date

E4piration Dale

General

Klwa

ITOSB 9i CaddeNo. 15

Tel:+90216 59325'1:i

Wcb: rl-1r_g!ryr,.c L:m, tr'

: M 8215

: 28 April20l0

: l9February2019

: 18February2022

ts valid lill ewiralion date, subject h
Pl€ase cdntact above numbersfor

LostModified: 19 February,20l9 - R



u uve snunvi MALZEMELeR|

Sertifika No

ilk Belgelendirme Tarihi

Sertifika Tuihi

Son Gegerlilik Tarihi

Genel

Kiwa Belgelendirme

ITOSB 9. Cadde No, 15 Tcpedrqn

Tql:.+ 90 216 593 25 ?5 Faks : + 90

Wcb: \tiiiw.himcryo.ir, Eimail:

Scrtifikalar periyodik ara dsnetinlerin b+tarrh lle

Dgtay!r bilgi iqin yukand{&i nurnflralara ba$vurulabilit.

LAT VE TICARET ANON|TU $inKETi

SARACALAR MAHALLES I SARACALAR KU M EEVL ER] N O:4/2
AKYURT _ANKARA - TURKIYE

LABORATUVAR VE STERI L|ZASYON C IHMLARI
Mt, uRETiMi VE SATI$ SONRAST SERV|S l-riZrUerleRi

kerpsamrnda

EN ISO 13485i2016
- Kalite yonetim siStemleri- DUzenleyici arnaglar igin

" Standardln aEafitda verilen, nuddeteri harig lutulnuyur "

" 7.s.5 " " 7.5.7 " " 7.5.9,2"

: M 8216

: 28 Nisan 2010

: 19 $ubat2019

: 18 $ubat2022

/i,:

D

Senifrlia Son Guncillsme Tarihi : 19 gubat 2019 - R



NUVE SANAYI MALZEMIELE:RI
T vE TIcARET ANoNi:M $inrcrri

SARACALAR MAHAL LESI SARACALAR KU IVI EEVL ER I N O:4/2
A](YTJ RT . ANKARA . TU RKEY

with a scope of

DESI N, MANUFACTURE AND AFTER SALES SERVICES
TORY AND STERILIZATION EQUIPMENTS

ical devices - Quality management systems - Requirements for
regulatony purposes

"Fbllawing elenlenls pJ the:ttandord are exclgded!'

" 7 5.5 u " 7..5,7 " " 7,5,9,2"

EN ISO 13485=2016

CertifioatsNo

Initial Cprtification Dater

Certification Date

Erpiration Date

: M 8216

: 28 April20l0

:19February2019

: l8February2022

Kiwa Certification

ITOSB 9. Cadde No, 15 Teoeuren

TeL + 90 216 593 25 Ti Faks r +

Wob I nttr-kir}.ar_e-tp.t :E-m qil :

iswlid till expiration date, silbJect to niccessful

Fleade contact above numhers:for detailed informatibn.

: 
"t';J"

Iiast Modified: 19 Fobruary 2019 - R



.'Iehnologia de testare: Ooagulare, cromogenicS,
irnunoturbidimetricd

.lBloc de incubare: 12 poz probe; 3

pozilii tei:mostatate pentru ozilie cu
agitator magnetic; 2 canale d

.'Volurn de reaclie: lvlirrirn 75 pl, maxim 500p1

.Calibrare: Curbe de calibrare editabile cu pana la 5 puncte de
c,alibrare pentru fiecare metoda

.,A.figarea rezultatelor: Opfional : Sbcs INR, 0%. nglml, mg/dl,
gll,Ulml,IE/ml

.'Iesle preprogramate: PT (+/- deqived); APTT; Fibrinogen;
T'hrombin Factor Deficiency (II, V,
\TI- X); In (VIII, IX, XI, XII); Protein
Cl; Protein DRWT Screen; DRWT
Clonfirm (including automatic calculation of Lupus Ratio);
A.ctivated Protein C

Anexa 9 Coagulomet portabil

.lfempelatura: 18 grade C panala2 grade C

.l-Irniditate: < 80ya unriditate relati

N(anasementul datelor:,

.l-CD (4 linii x 20 caractere)

.lfastatura: Test, Func{ie si taste n

..f x interfatlRs23z

Ctptionai se poate ata;a irnptimanta
slart si scanner pentru cod de bare.

ica, pipeta automata de

.Sistem de m[surare: 2 canale optice de
independente (LED 405 nm)

.Tetrrnologia de testare: Coagulare, cro
imunoturbidimetricb

.Bloc de incubare: 12 pozilii
probe; 3 pozilii termostatate penlru reactivi,
o pozilie cu agitator magnetic; 2 canale de
termostatate

.Volum de reacfie: Minim 75 pl, maxim 500

.Calibrare: Curbe de calibrare editabile cu
puncte de calibrare pentru fiecare metoda

.Afiqarea rezultatelor: Oplional : Secs
ngl ml, mg/dl, gll, U I ml, IEI ml

.Ter;te preprogramate: PT (+l- derived);
Fibrinogen; Thrombin Clotting Time;
Factor Deficiency (II, V, VII, X); Intrinsi
Deficiency (VI[, IX, XI, XII); Protein C;
Antithrombin (ATIII); DRWT Screen;
Confirm (including automatic calculation o
Ratio): Activated Protein C

Resistance; Quantitative D-dimer;
(Thrombin); Ecarin (Hirudin); Venom Time;

Condijii de operare:

.Temperatura: 18 grade C pana la25 grade C

.Unridrtate: < 80yo umiditate relative

Managementul datelor:

.LCD (4 linii x 20 caractere)

.Tastatura: Test, Func-tie si taste numerice

.1 x interfa.ti RS232

Op{ional se

automata de cod de ba

Specificatia tehnica ofertata C-2 (Ilelena
Bioscience. Marea Britania

Sipecificatia tehnica solicitata

6surare

nala5

APTT;
xtrinsic
Factor
tein S;
WT

Lupus

Ecarin

pipeta

rt ,!:j;

Fi'i: r ' "rlij'iil,;i.i.Lr\tr:-:.u.]
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ficate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:200t3 & EN ISO 13485:2012

This is to ceftify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 OSD

United Kingdom

Holds Ceftifi cate Number: MD 69326

and operatr:s a Quality Management System which complies with the requirements of iSO 13485:2003 & EN ISC)

13485:20112 for the following scope:

The design, manufacture, supply, senvicing and reprair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

rain, Head of Compliance & Risk - Medical Devices

Effective Date: 2018-04-14

Expiry Date: 2019-02-28

^-..'./ /Ub d(a,n
rain, Head of Compliance & Risk - Medical

Effective Date: 20:

Expiry Date: 2019.

I

i;f BSi ;;nr1 is irr:und by 1.hg cr:nrJlticrrl

ctofY

o..lii:it1, f"1il;e;r: (l:i,nes i*iKli BPP 'fo1; + +4 345 080 9(:0f
S05311 ;t JSS Ciriswick i'Ji.Jir Rilixj. lcrtt*i:r': tirll';F.1, iJK.

I

,/ rtn {ra*.

ha it:



326Ceftificate No:

Location

MD 69

Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Sunderland Enterprise Park
Colima Avenue
Sunderland
SR5 3XB
United Kingdom

Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe

Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NEl1 OSD

United Kinodom

Original Registration Date: 2002-

Latest Revision Date: 2018-04-05

'fhis ce*ificaie 'ras iss'Jed elecbcnicel|y anC
An eleclrrnic c*rtificate [an be i.iuihentilated
Printed capies can i:e validateC al www.bslgr

lnforn:a*cn aird Coiltad: BSl, K.itefirafk Ccurl,
fill Assurance UK f-irnited, recistei'e.i in

Reoistered Activities

The des;ign, manufacture, supply, servicinq and repair
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equi
and consumables,

The design, manufacture, supply, servicing and repair
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory
and consumables.

2of2

A Mei'cber of ihe BSI Grcup cf Cor*panier.

cni/ClicrtiD:roct0ry



Anexa 15 Soba cu mufla uve, MF 110

Corp interior din fibrd ceramic,

Temperatura maxima: 1 I 00oC,

Volumul camerei: 101

Coqtroller automat cu programarea temperaturii
si atimpului de lucru,
Timpul maxim de incllzire: 55 min,
Stabilitatea temperaturiir I "C

Gretrtatea: 30kg,
Puterea nominald: 3 kW
Sursa de alimentare: 220Y / 50Hz
Dimensiuniinterne WxDxH:200x250x200
mm
Dimensiuni WxDxH: 560x670x720

Certifrc metrologic

tempqraturii

: 50-55 min,

:200x300x133

Corp interior din fibrl
Temperatura maxima: 11

Volumul camerei: 8-91
Controller automat cu
si a timpului de lucru,
Timpul maxim de incdlzi
Stabilitatea temperaturii :

Greutatea: nu mai mult
Puterea nominall: nu mal
Sursa de alimentare:
Dimensiuni interne
film
Dimensiuni exteme
mm
Certifioato: ISO gi CE,

ie min 12 luni





Anexa 43 Agitator cu timer Intelli-$tirrer MSI{-300i

Utiluare: penhu agitarea
Caraoteristici: Placa de
inte 130 9i 140 mm,
inoxidabil acoperit cu
Dimensiuniintre 160x2
90 mm
Frecvenfa de agitare pinl
incillzke reglabiH,
Displaytip LCD cu
numIrului de rota{iilmin.
alarnd, daof placa de
50"c.
+
mzestrat cu tafner $1

temperaturii cu precizie
terrnometru extern atasat
fixatiiin aparat;
Putorea de 550 W;
Alimentare delapizade
Livrare: Conform ceri

x809i170x

de

1500 rpm
3400c;

afigarea
atemar

ntegratal
*0,2oC pri

0-240Y;
proc[torului;

e: pentru agitarca solufiilor
Caracteristici: Placa de incdlzire cu diametrul de
160lmm, confectionatl din aliaj special de
alurhiniu;
Dinlensiuni 190x270x100 mm
Fregven{a de agitare pin6 la 1250 rpm
Incllzfue reglabilI, mo<im 330oC;
Display tip LCD cu indicarea temperaturii,
nuniIrului de rotalii/min. gi afigarea semnului de
alarlnd dac[ placa de incllzire are mai mult de
500c.
inzqstrat cu taimer gi control ntegrat al
temperaturii cu precizie de *0,2oC printr-un
terniometru,extern ata$at la o bard verticald



Bion:r !;lA, (a$ti)jt.,rs 7, bLrild 2, Rig,:, LV'-tri57, Lai,ri;:.

Ptirre: i:-71 6t-4j5i 1t-, F.lx: rJ7l|7, i8l Ci,

L-irrLii: ri;rrrciirtlr')ni^s,rtr.lv, !'J.'l,i, ii.ui:i t.i.r'

Intef li-Stirrer MSH-300i, Magnetic stirrer with hot plate

d DESCRIPTION

Intelli-Stirrer M5H-300i is magnetic stirrer of the riew generation. Enclosures of $irrers are made of metal

painted with powder enamel chemically resistant t0 acids and alkali. Ihe stirrer are equipped with a

detachable $and for supporting various sensor elements (temperature, pH and others) inside the $irred
liouid.

The stirrers are supplied with a cylinder-shape magnetic stirring bar (6 x 25 mm) for univenal use covered

with Ieflon.

Units are equipped with the overheat prolection providing an automatic switch-off of the device when

overheating for the set temperature differen(e o(curs.

Magnetic stirrers with heating can be used for laboratory operations such as organic synthesis, extraction,

analpis of oil produ(s, pH-measurements, dialysis, soil suspending, preparing buffer solutions, etc,

Additionalprotectiorr disablestheheatin&ifthetemperatureofplateexceedsthesettemperaturefor30.C.

0peration temperature range +4'C to +49.6 11ror cold rooms to incubators) at maximal relative humidity

8096.

Intelli-Stirrer MSH-300i is a digital venion of magnetic stirrer with heating; it is designed for laboratories with
higher requirements. lt offers digital setting and contrLol of temperature and rotation speed.

A powerful magnet allows mixing solutions with glyterine viscosity level. Maximum volume of stined liquid
(water) is 20 litres.

An external pr obe provides direct control of the stirref liquids temperature

d CAT. NUMBI-R

B5{1030FMA 230VA( 50/60H2 Euro plug

ll5-010309M8 230VAC 50/60Hr UK plug

11H10309-A l 230VAC 50/60HzAU plug

Intclli-siirr(lr tr45H"300i, l',,{agrr(}ti( Stjrrer vrith hct plare



I ACTESSORIES

Intelli-Stirrer MSH-300i, Magnelic' Slirrer with hcl plate 3of3

i

Extemal temperature probe

BS-010309-BK

An external probe provides direct control ofthe stined liquids temperature.

The cable is covered with Teflon, mechanically strong elastic and chemically $able



Unit type

Models

Serial number

Magnetic stirrers with heating

MSH€OO, MSH.3OO|

14 digits styled XXXXXXYYMMZZZZ, where )fiXXXX is

model code, YY and MM - year and month of production,

- unit number.

Manufacturer
, LV-1067, Riga, Ratsupites str

Directive 201413AEU
LVD Directiv e 20 1 41 35 IEU
RoHS2 20111651EU

WEEE 2O12I19IEU

LVS EN 61326-1:2Q13
Electrical equipment for control and
laboratory use. EMC

LVS EN 61010-1:2011
Safety requirements
measurement, control,
requirements.

I
Particular requirements
heating of materials.

LVS EN 61 01 0-2-051: 2015
lar requirements for

stirring.

We declare that product conforms to the requirements of the above Directives

Bankovska

I
I'r "J

D"tr

NrS

';ur

.i{
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Anera 57 Aparat Piezosu{ger1', Woodpecl<er Ultrasurgen'DS II

lPu rnrnctrii ofcriti

2.2 piese de rnAnd

3.14 alse dir,erse

4.Cotnutator de Picior -l
5.Boxd pen'trll sterilizarea qi pdstrarea piesei de

mdnd qi a auselor -1

6.Panou cle cotnanda tactil (cu programele

l-buc
Garan{ie - rnittim 2lr,^-

*d posede certilicate CE (couformitate

europeand)
Parametrii telrnici:

.Putere 100 - 240V-50 Hzl60 Hz 600 rnA

(mar)
.Frecveula 24 kHz .' 36kHz
.Puterea de iegire -5W - 35W
.Greutate 3.I kg
.Dimetsiuni 330 rmn x 25'l mtn x 167 mru

.Pauou de cotnatlda tactil (cu prograruele

presetate )
Componenla setultri:
I Aparatul de ultrasLuger-v -l
2.2 piese de urdtta

3.14 atrse dil'erse
4.Cornutator dc Picior -l
-5.Box[ l]entrtt sterilizalca 9i pdstrarea picsci dc

mdnd ;i a auselor -l
6 Panou de comauda tactil (cu prograntele

presetate )
T.Suport pentrtl Piesa de rudni
8.Suport pentr ,cu ser fiziologic - I

accesoriilor - I buc

ba rusa sau rollrAni)

{
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GJ:Llttt"r'i(rcC -l.,tq,licb:lristiin*il:Cr.,:-TD,

Manufacturer

Address: lnfornraliori I

( ( s{EZ

i an'd is only valid i n with
eoncernsd bbering t

lany': Criliu \Vgoclpecker lledicat Xxstitrn:sui di*'. Liif-
clu:;triai Park, Guiliri ltationai i-ilgh-1*ci'i Zone, Guijin. G*a+i'.'ri

5,{.'tr{]S4 P.R. China

S ee $aratamn: s.f Son'f*r E.t

'.+rt;o-qr! sing,'e A*i!'t onzeC,?egresenlcf,r;e

{,i u i li n \\io rrC Arec ken' Xtii ica } ii :ist t'l; ;rti:ti i { i.>., 1,til.

We, the,manufacfurer, hltewith declare ihat the produits; :UMtJVS-Oodcj'18049

' mo$er:os-il Ds-tl,LFD

rneet tf'le provisions of Dirpctrve 53I42/EAC which appl! tc them.

The medical device has,been assigned to class lla accoiding io Annex lX ni the Direcii're'

93l42tEEC.lt bears the mark

The product concerned hFs been nranufbcturec urrrjer a quality lnasasemel-rt s,vsi*il accstdittg
t0 Annex V of Directive 93i42iEEC

Compliance of the desiglated product ivrth ihe Direotirre 93.r43rlEEC has been assessed ari
cerlified by the Noiified B$dy

tUV mfieinlhnd LGA

I TilfystraKe 2, 90431, f\l Y
Certificote No : DD 60'1 151470301

Issr;e dete. 2A16-1 1 -29

followrng the procedure
Directive g3iAZ|EEC.

This Declaration of C mity covers aii nredicai Serrices as specified in the product list
a,bateh specific Ceriiffcate ofbelonging to this decl

Compliance for all prod

The above mentioned aration of ccndormity is exciusivel'v iinder ihe respcnsibility cf

Co



roduct cletails lrttp://rru'rv. glu'oodpecker: corn/i rtder.pltp'/tn=cottte

Product Center (http://www glwoodpecker.com
Home (http://www.glwoodpecker.com/htrnl/enlindex.html)'
/index.php?m=content&c=index&a=lists&catid=32)'- US-ll

US-I

product details

I of 8



http ://rryrvrv. gltvoodpecker. co rrVindex'plp? m=co nte
roduct details

2 of 8

/2019. l2:33 PM



roduct details
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) 19. l2:33 PM

I'rtlp ://rvr'r'rv, gls'oodpecker. corl/iirdex.php?nt=conte

EXTREMELY H!GH IFFICIEhIC-Y



rodrrct details hllp://r,r,u,u'.ghi ooclpe cker'cort/inder.p hp'/ttt=cotlt cttl&c=irrdcr&

WORKING lO /,,{lN UNDER FULL POWER

TEST THE TEMPERATURE OF H,ANDPIECES

lljtli.n!?naLt:.1:ln l(' l'cr r\l'! Jl

ir:n.t [, -]. rd;r

US-IIW

-l of 8

ilt1l2019. I2.33 PM
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roduct details

(?ip,our,o)$
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,rodrrct details

t;

technical Parameter

Supply voltage: 1 00-240V- 50Hz/60H2

Frequency: 24kHz-36kHz

Max.power absqrbed: 1 20VA

Main unit weighl: 3.1k9

Dimensions: 330mmx 254mm x 1 67mm

http ://u,rvrv. gls'oodpeckei: corlVi trdex'php'?rit:co I

zhongwen.

Prod ct manual download

usf t t.paf (http://www' g lwood peckei"co

Remarks : US-llproduct manual
PDF 4.2OMB

Gi:n*nsibrs: i3ltnlrt:x254nlt$' I fiTn:!r!

7 of ti
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