Anexa 2 Sistem de impregnare (inclurionare) in parafind, ECS00

Amplasare Pe mash

Mod de operare Manual

Tip suprafagi Anticoroeivi

Material de impregnare a probei Parafing

Construclia dispowitivalui Modular

Sistemul de parafinare

Rezervor de parafina

Minimum 4 litri, co ajustare & tempearalurii

Interval de temperaturil a rezervorului de parafini

50 =T70°C

Compartiment de depozitare a matricilor

Dra, cu ajustare a temperaturii

Interval de temperaturi & compartimentufui pentru matrici
50 =T0eC

Compartiment de depoitare a casetelor cu fesu

[a, cu ajustare g w@mperairi

Interval de temperaturd a compartimentulul pentru caste
cu fesut 30 = T0°C

Suprafata de lucru Incalzita

£ond de ricire a matricei Da

Sursd de lumind Da, integraii in dispensor

Mod de tumare Cu pedalii/buton funcfional comode
Ajustarea fluxului de parafing Da

Interfata cu utilizator Ecran

Sistemul de riicire a blocurilor de parafind

Modalitate de ricire Automat sau ajustat de utilizator
Suprafata efectivi Pentru minimum 60 Mocuri
Temperatura minimi de ricire Maximum -6 *C
Functionalitifi speciale

Setarea timpului de lucry Da

Setaren temperaturii

La, pentru rezervorul de parafind, zona caldi a
dispensorului, #ona de ricie & blocurilor,
compartimentul de depozitare a casctelor cu fosut,
compartimentul de depozitare 8 matricilor

Posibilitate de conectare a pencetelor incilzite electric
Da

Sursa de alimentare

Tensiunea de alimentare 220 V, 50 Hz

Cablu de alimentare Tip Schuko

LIPS Minimum o oré de funciionare

Aceesorii si consumahile

Parafind in granule 15 kg

Pencetd incilzia electric | buc

Pencete din metal 3 buc

Matrice din ofel inoxidabil para free, adincime de 11-14
mum, dimensiuni laterale 22 % 22 mm + 2 mm 20 buc
Matrice din ofel inoxidabil para free, adincime de 11-14
mm, dimensiuni laterale 32 x 25 mm £ 2 mm 10 buc
Matrice din ofel inoxidabil para free, adincime de 11-14
mm, dimensiuni laterale 38 x 25 mim < 2 mm 20 bue
Pedald de comandi 1 buc

Amplasare Pe masi

Mod de operare Manual

Tip suprafatd Anticoroziva

Material de impregnare a probei Parafind

Constructia dizpozitivului Modular

Siztemul de parafinare

Rezervor de parafing

Minimum 4 litri, cu ajustare a femperaturii

Interval de temperaturd a rezervorului de parafind

40— 70 °C

Compartiment de depozitare a matricilor

[, cu ajustare a temperaturii

Interval de temperaturi a compartimentului pentru
matric

40— T =

Compartiment de depozitare a casetelor cu fesut

Da, cu ajustare a temperaturii

Interval de temperaturd a compartimentului pentru caste
G fesut 40 =70 °C

Suprafata de lneru Incalzit

Zond de ricire a matricei Da

Sursdl de lumind Da, integratd in dispensor

Mod de turnare Cu pedald/buten funcfional comode
Ajustarea fluxubui de parafind Da

Interfaa cu utilizator Ecran

Sistemul de réicire a blocurilor de parafind
Modalitate de ricire Automat sau ajustat de wtilizator
Suprafaja efectivd Pentru 60 blocuri

Temperatura minimd de ricire Maximum -12 °C
Functionalitifi speciale

Setarea timpulul de lueru Da

Sctarea temperaturii

Da, pentru rezervorul de parafind, zona caldi a
dispensorului, =zona de ricire a  blocurilor,
compartimentul de depozitare a casetelor cu [esut,
compartimentul de depozitare a matricilor

Posikilitate de conectare a pencetelor incilzite electric
Da

Sursa de alimentare

Tensiunca de alimentare 220V, 50 Hz

Cablu de alimentare Tip Schuko

LIPS Minimum o ord de funcfionare

Accesorii si consumabile

Parafini in granule 15 kg

Pencetil inciilziti electric | buc

Pencete din metal 3 buc

Matrice din otel inoxidabil para free, adincime de 11-14
mm, dimensiuni laterale 22 x 22fnm £ 2 mm 20 buc
Matrice din ofel inoxidabil para free, adincime de 1114
mm, dimensiuni laterale 32 % 25 mm < 2.mm 10 buc | |/
Matrice din ofel inoxidabil para free, adincime d¢ 1144 |
mm, dimensiuni laterale 38x 25 mm 2 2 mm Ii husc ¥

Pedali de comand | bue it

=" 1.2



Rezervor pentru evacuarea reziduurilor de parafind din
gistem 1 buc

Cerinte fajd de produditor si farnizor

Garantie Minimum 5 ani

Certificate CE certificat european

Standarte [S0 9001, 150 13485

Lopisticid

Manuale de utilizare Da, in limba roméns sau rush
Manual de service Da, englexi

Transportare 1a locul necesar Da

Instalare D

Testare [Ja

Training pentru utilizatori

D, pregiiire de lucru, mod de wtilizare a dispozitivelui,
intretinerea zilnica

Training pentru personal tehnic

Ajustarca, calibraren, inliturarea defectiunilor minore,
[ parole de acces

Rezervor pentru evacuarea reziduurilor de parafind din
sistem 1 buc

Cerinte faid de producitor yi furnizor

Garangie 5 ani

Centificate CE certificat european

Standarte [SO 9001, ISO 13485

Logistici

Manuale de vtilizare Da, in limba romfnd sau rusi
Manual de service Da, englezs

Transportare la locul necesar Da

Instalare Da

Testare Da

Training pentru utilizator

[, pregitire de lueru, mod de utilizare a dispozitivalui,
intrefinerea zilnicd

Training pentru personal tehnic

Ajustarea, calibrarea, inliturarca defectiunilor minare,
parobe de acces
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Especiafdadas Madices MyprS.L

EC Declaration of Conformity / Declaracién de Conformidad CE

Manufacturer [ Fobriconte Especialidades Médicas MYR 5.1
C/ Lleida 17-23 - 43712 Llareng del Penedas - Tarragona - Spain

We declare under our own responsibility that the product / Declaramos bafo nuestra responsabilidad que el producto

Tissue Embedding Center EC 500 / Centro de Inclusién EC 500

meets all the requirements of the following European Directives that are applicable
cumple todas los requisitos aplicables de los sigulentes Directivas Europeas

98/73/EC: In Vitro Diagnostic Devices Directive
Classification: General IVD [Other), nelther listed in Annex Il of IVD 98/79/EC nor
IVDs for self-testing purpose

2014,30/EU: Electromagnetic Compatibility (EMC) Directive

2014,/35/EW: Low Voltage Directive

2011/65/EL: Restriction of the Use of Hazardous Substances in electrical and electronic

equipments (RoHS) Directive
The product Is designed and manufactured according to the relevant parts of the following International Standards
El producto estd disefiado y fobricodo de ocuerdo con los partes relevantes de los siguientes estdndares
IECE1010-1: 2010 + A1:2016  |EC 61010-2-010: 2014
IEC E100L0-2-101: 2015 EN §1326-1: 2013
EN 61328-2-6: 2013 EN 150 14971: 2012

In addition, the following standards are applied:
Ademds, ia empresa trabajo de ecuerdo con los sigulentes normas;

150 S001-2015: Quality Management system
150 13485-2016: Medical Devices - Quality Management system
/]
.-l-l-. 'II _I'f
Lloreng del Penedés, 13/06/2019 Lid
-i'lﬁ_.-r"l ¥4 :Il
] [
I rr_-’:' e ?

Francisco Ruiz Robles |
Meznaging Director f Director General



Anexa 3 Colorator de lamele, 85 30H

Configuratia

Amplasare pe masi

Tip suprafah Anticorozivi

Mecanismul de translafie a suportului cu lamele

Sistem cu transfer robotic

Sigtemul de colorare

WNumdrul de containere

Minim 40 conlninere

Volumul containerului Minim 310 ml

Mumérul de lamele pe rack Minim 20 de lamele
Capacitate totald de colorare pe ord

Minim 280 de lxmebe

Useator de lamele integrat Da

Managementul proceselor

Posibilitate de modificare a programelor de colorare

Da

Numirul de programe de colorare concomitent
Minimum 10 programe

Posibilitate de fnirerupere manuald a procesului de
colorare Da

Funetie de eficientizare a procesalor Da

Interfata cu utilizatorul Ecean tactil incorporat
Functionalititi speciale

Sistern de filtrare a vaporilor toxici Prin filins de ciirbune
Existenta unui sistem automat de montare a lamelelor pe
lamidi compatibil Da

Sursa de alimentare

Tensiune de alimentara 220 'V, 50 Hz

Cablu de alimentare Tip Schuko

Consumabile 5i accesorii

Rack pentru lame (26576 mm ) de multipld utilizare

10 buciiti

Chit de conectare la sursa de api Da

Chit de conectare lo sursa de canalizare Da

Cerinte fatd de producitor 5i farnizor

Garantie Minimum 3 ani

Certificate CE certificat curopean

Standarte 1SC 9001, 150 13485

Lagisticd

Manuale de utilizare Da, in limba romand sau rusa
Manugl de service Da, englezs

Transportare la locul necesar Da

Instalare Da

Testare Da

Training pentru utilizatori

Da, pregitire de lucru, mod de otilizare a dispozitivalui,
intrefineren zilnich

Training pentru personal tehnic

Ajustarea, calibrarea, inlfiturarea defectionilor minore,
parole de acces

Deservire in perioada de garaniie Da

Configuratia

Amplazare pe masd

Tip suprafafi Anticorozivi

Mecanismul de translatie a suportului cu lamele
Sigtem cu transfer robotic

Sistemul de colorare

Numiirul de containere

20 containere

Volumul containerului 300 ml

Numérul de lamele pe rack 30 de lamele
Capacitate totalil de colorare pe ord

Minim 280 de lamele

Usecator de lamele integrat Da

Managementul proceselor

Posibilitate de modificare a programelor de colorare
Da

Mumiirul de programe de colorare concomitent

20 programe

Posibilitate de intrerupers manuali a procesului de
colorare Da

Funetie de eficientizare a proceselor Da

Interfata cu wilizatorul Ecran tectil incorporat
Functionalitifi speciale

Sistem de filtrare a vaporilor toxici Prin filtru de
cérbung

Existenfa unui sistem automat de montare a
lamelelor pe lamd compatibil Da

Sursa de alimentare

Tensiune de alimentare 220 V, 50 Hz

Cablu de alimentare Tip Schoko

Consumabile si aceesorii

Rack pentru lame (26x76 mm ) de multipld utilizare
10 bucéi

Chit de conectare |a sursa de apd Da

Chit de conectare |a sursa de canalizare Da
Cerinte fati de producfitor si furnizor

Garantie Minimum 3 ani

Certificate CE certificat europsan

Standarie 150 9001, 150 13483

Logistics

Mlanuale de utilizare Do, in limba romEnd saw rusa
Manual de service Da, englezd

Transportare la locul necesar Da

Insialare Da

Testare Da

Training pentru wtilizatori

Da, pregitire de luera, mod de utilizare a| -
dispozitivalui, intretinerea zilnicd i
Training pentru personal tehnic /
f\jmlﬁ:ﬁ, calibrarea,  inlaturarca  defectiuni lnr"} J
minore, parole de acces i
Deservire in pericada de garauue Da f A Wy{

—l

__\_\_—..
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Esposigiidadas Midicas My S.L

EC Declaration of Conformity / Declaracion de Conformidad CE

ranufacturer / Fabriconte Especialidades Médicas MYR 5.L.
Cf Lleida 17-23 - 43712 Llerang del Penedis - Tarragona - Spain

We declare under our own responsibility that the products f Decloramos bajo nuestro responsabilidod que los productos

Slide Stainers 55-30 and 55-30H [ Tefiidores de Tejidos 55-30 y §5-30H

meet all the requirements of the following European Directives that are applicable
cumplen fodos los requisitos aplicables de los sigulentes Directivios Furopeas

ag/T9/EC: In Vitro Diagnostic Devices Directive
Classification: General WD (Other), neither listed in Annex Il of IVD 98/79/EC nor
VD for self-testing purpose

2014/30/EU; Electromagnetic Compatibility (EMC) Directive

2014/35/EL: Low Valtage Directive

2011/65/EU: Restriction of the Use of Hazardous Substances in electrical and electronic

equipments (RoHS) Directive

The producis are designed and manufactured according to the relevant parts of the following Intermational Standards
Los praductos estdn disefiodos v fobricados de ocuerdo con las partes relevantes de jos sigulentes estdndores

IEC61010-1; 2010 |EC 61010-2-010: 2014
IEC 61010-2-101: 2002 EM 61326-1: 2013
EN 61326-2-6: 2013 EM IS0 14971: 2012

In addition, the following standards are applied:
Adermds, id ermpress frabajo de ocuerdo con los siguientes normas:

150 8001-2015:; Clality Manazement system
150 134852001 6: Pdedical Devices - Quality Managemant system
/]
Lloreng del Penedés, 19/06/2019 .
I:I 'Ir:.ll.- : ; § _.:.":;:r
'I."I rﬂr
i " |

Francisco Rulz Robles If
Managing Director [ Director General ¥



Anexa 4 Microtom de precizie tip "rotatie™ inclusiv aceesorii si consumabile, M240

Modul de operare Manual

Tip suprafata Anticorozivd

Material de impregnare a probei Parafind
Girewtatea Maximum 30 kg

Sistemul de tiiere

Crosimea feliei thiate 0,5 — 60 jum

Acuratetea de thiere a feliei

0,5 -2 pm / Maximum 0,5 pm;

2—10 pm / Maximum 1 pm;

FO— 20 pum / Maximum 2 g,

20— 60 pm / Maximum 5 pm.

Excursia frontalda maximd a sistemului de  tdiere
Mlinimum 25 mm

Dimensiunile maxime ale probed Minimum 45 x50 mm
Functionalititi speciale

Retractia probei in procesul de taiere Da

Sistem de oprire sau de alarmare la finalizarcn tiiem
probei Da

Blocares rofii de actiune Da

Posibilitate de modificare a unghiului de tiiere a
cufitului Da

Accesoril 5 eonsumabile

Lame de unicd utilizare de profil ingust din ofel
imoxidabil cu unghiul lamei de 35° (pentru fesut moale)
1 CH0 b

Lame de unich utilizare de profil lat din ofel inoxidabil
cu unghiul lamei de 35° (pentru fesut dur) 400 buc
Supart pentru cufit de profil ingust 1 bue

Suport pentru cufit de profil lat 1 bue

Husd de protectie | buc

Ulei pentru lubrifieres angrenajelor 200 ml

Cerinte fatfi de produciitor si furnizor

Garantie Minimum 5 ani

Cerificate CE certificat suropean

Standarte 150 0001, 150 13485

Logisticil

Manuale de utilizare Da, in limba romind sau rusi
Manuval de service Da, englesi

Tranzportare la locul necesar Da

Instalare Dia

Testare Da

Training pentru utilizatori

Da, pregiitire de lucry, mod de utilizare a dispozitivalui,
intretinerea zilnich

Training pentru personal tehnic

Ajustarea, calibrarea, inliturarea defectiunilor minore,
parole de acces

' Modul de operare Manual

Tip suprafad Anticoroziva

Material de impregnare a probei Parafind
Crreutaten Macimum 339 kg

Sistemul de tdiere

Crosimea felied thiate 0,5 = 100 jum

Acuratetea de thiere o feliei
0,5 -5 pm / Maximum 0.5 pm;

5 =20 pm [ Maximum 1 jm;

20— 60 pm / Maximum 5 pm.

Excursia froniald maximd & sistemului
Minimum 72 mm

Dimensiunile maxime ale probei Minimum 28 x28 mm
Functionalititi speciale

Retractia probei in procesul de tiiere Da

Sistem de oprire sau de alarmare la finalizarea tieri
probei Da

Blocarea rofii de actiune Da

Posibilitate de modificare a unghivlui de tdiere a
cutitului Da

Accesoril i consumabile

Lame de unici wutilizare de profil ingust din otel
inoxidabil cu unghiul lamei de 357 {pentru fesut moala)
1000 b

Lame de unici utilizare de profil lat din ofel inoxidabil
cu unghiul lamei de 35° (pentru fesut dur) 400 bue
Supart pentru culit de profil ingust 1 bue

Suport pentru cutit de profil lat 1 buc

Husa de protectie 1 buc

Ulei pentru lubrifierea angrenajelor 200 ml

Cerinfe fatd de producitor si furnizor

Garanfie 5 ani

Certificate CE certificat

Stundarie 150 0000, 180 13485

Logisticii

Manuale de utilizare Da, in limba roména sau rusé
Manual de service Da, englezi

Transportare la locul necesar Da

[nstalare Da

Testare Da

Training pentru utilizatori

de thiens

Da, pregiitire de lucru, mod de utilizare a dlspﬂztm'ulul,

intrefinerea zilnick ;
Training pentru personal tehnic .:p'
Ajustarea, calibrarea, inl&turarca defeciiunilor minofe,

parole de acces {




Spin Tissue Processor

STP 120
for tissue infiltration
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In andtomical pathology, tissue processing is a decisive factor. MYR has been offering
formare than 25 years o brood range of histology equipment te perform the processing,

the embedding and the staining of tissues. Many loboratories are already benefitting

from the proven technology, the high reliability and the professionol approach of a

dedicated team. We meet your requirements, Becouse we are devoted to Histalogy.

Power requirements Programming

Wominal vaage |1ﬂﬂ-ﬂ.w |E0-240VAC £ 10%)  Numbercprograms | 10 {sclactable)

Betwark's frequency | 50/60 Kz Infiltration time per station | from 1 m to 90 h 59 m

Cansumptian 00 YA otaonalaghation | selectabile

Fuses 115V (BT4A) | 230V [2aT24) Shaking sedectabile

Bartry Nihel-Cadurn |12V 600mA Contiituging time selectable
Programstartdelay | selectable withoet time limit:

Capacity

Resgent stuthom Démanslons

Mumies of yessels | 10313 paratin baths are used] Dismete: #50mm

Wolume per wessel ‘181 Helghit S0 - 708 mm

Paraffin stations ﬁjiﬂﬂh‘ﬂhhl[ﬂ"&_dfd_l: EMmm

Neenier 2| optionaly3) Weight

Volume E¥:1} Induding packaging & T IR

Mol voltage [:uw; Net (fully equipped) T kg

Mominal pawer per station | 100 V4

Temgperature seingrangs. | 45 - 70°Cin 1%Cincremants
Cveremperature release | 75°C [+ 4%C)

Casdethe bagkats
Mumiber of baskets 1 {aptionally 2} :
Baskat caga oty 120 casseties (optionally 240)

2
Dptional equipment
+  Epiral supportfur 3 second cassette baskat [doukda processing “Addibional parafin bath inecessany when Mﬂtm
sepaity] mmfnﬂhtﬁimﬁmﬂ ;
« Addional maskat = Fume :nmm.:n mmmﬂmtm

blail. esp.medicas@ myr.oom.es

WL T OO

Especialidades Médicas Myr 5.1 g
150 8001 / 13485 certified company
Lieids, 17-23 - P, 1. UEmpalme £ )
43712 Lioreng del Pemedés - Spain A -,.F'I

Lk

I AT
Phone, +34 077 66 8020 [t f
Fax. +34 977 66 8030 / /
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Especalidades Midicas Myr 5L

EC Declaration of Conformity [ Declaracion de Conformidad CE

Manufacturer / Fobricante Especialidades Médicas MYR 5.L.
Cf Lelda 17-23 - 43712 Uoreng del Penedés - Tarragona - Spaln

We declare under our own responsibility that the product / Declaramas bafo nuestre responsabilided gue el producto

Microtome M-240 [ Microtomo M-240

meets all the requirernents of the following European Directives that are applicable
curmnpie fodos los requisitos opiicobles de fos siguientes Directivas Europeas

98/79/EC: In Witre Diagnostic Devices Directive
Classification: General WD (Other), neither lisbed in Annex 1l of WD 98/793/EC nor
VD5 for self-testing purpose

2014,/30/EU: Electromagnetic Compatibility (EMC) Directive

2014/35/EU: Low Voltage Directive

2011/65/EL: Restriction of the Use of Hazardous Substances n electrical and electronic
equipments (RoHs) Directive

The product ks designed and manufactured according to the relevant parts of the following International Standards
El preducto estd disefado y fabricode de acuerdo con los partes relevantes de los sigulentes estdndares

IEC61010-1: 2010 + A1:2016 |EC 61010-2-101: 2015
EN B1326-1: 2013 EM 61326-2-6: 2013
EN 150 14971: 2012

in addition, the following standards are applied;
Ademds, o empresa trabajo de ocuerdo con las sigufentes normos!

150 9001-2015: Cuality Managerment syatem 2
g
150 13485-2016: Medical Devices - Quality Management system FA A
F N
Lioreng del Penedés, 19/06/2019 I- P
| = !

Francisco Ruiz Robles
Managing Director f Director General



Anexa 10

Specificatie tehnica completata

Ventilator:

Specificatie tehnica deplina solicitats

Hamifton C6, Producdtor: Hamilton Medical, Tara: Elvetia.

Specificatie tehnica :l:l.épl_i.ﬁé prﬂpu_s_ﬁ

Tip pacient: nou-ndscut, prematur

Mobil, pe suport cu rotile

Brat pentru tuburi, ajustabil

Miner de transport

Umidificator activ, cu temperatura ajustabila
si masurarea temperaturii in tubul respirator
Ecran min. 15 inch, color, touch screen

Parametrii de ventilare:

Mod ventilare: HFO, SIMV, A/C, CPAP, PC
Farma de unda flux: dreptunghiulara,
descendentd

Presiunea de insipartie: 2 80 cmH20
Timpul de inspirate: 0,1-3 5

Volumul tidal: = 2-300 ml

Fluxul de inspiratie = 30 lpm

PEEP/CPAP = 0-30 cmH20

Frecventa respiratorie in regimuri de
ventilare conventionale 2 1-150 rpm
Frecventa respiratorie in regim de ventilare
HFO 2 5-16 Hz

Amplitudinea HFO z 0-150 cmH20
Trigger presiunga

Trigger volum

Concentratia de oxigen 21-100 %

Flush 02, ajustabil 21-100 %

Alarme:

Alarme vizuale si sonore

Alarme cu prioritate mica, medie si inalta
Buton anulare alarma

Lipsa alimentare gaz aer, oxigen

Lipsa alimentare electrica

Ercare de sistem

j‘._‘l.ﬂ; Eroare de sisterm’ -

DA Tip pacient: nou-ndscut, premature,
adult, copil

DA Mobil, pe suport cu rotile

DA Brat pentru tuburi, ajustabil

DA Miner de transport

DA Umidificator activ, cu temperatura
ajustabila si masurarea temperaturii in tubul
respirator

DA Ecran 17 inch, color, touch screen
Parametrii de ventilare:

DA Mod ventilare: HFO, SIMV, A/C, CPAP, PC
DA Forma de unda flux: dreptunghiulara,
descendenta

DA Presiunea de insipartie: - 100 cmH20
DATimpul de inspirate: 0,1-12 5

DA Volumul tidal: 2-300 ml neonatal si 20-
2000 ml adult

DA Fluxul de inspiratie = 30 Ipm

DA PEEP/CPAP - 0-50 cmH20 Adult, 0-25 cm
H20 neonatal

DA Frecventa respiratorie in regimuri de
ventilare conventionale: 1-150 rpm neonatal
DA Frecventa respiratorie in regim de
ventilare HFO: 5-16 Hz

DA Amplitudinea HFO = 0-150 cmH20

DA Trigger presiune

DA Trigger volum

DA Concentratia de oxigen 21-100 %

DA Flush 02, ajustahil 21-100 %

Alarme:

DA Alarme vizuale si sonore

DA Alarme cu prioritate mied;medie 5:Jﬁatté
DA Buton anulare aiarm& " ;;
DA Lipsa alimentare g,al aer, [}IIEEJ\}:_/{F
DA Lipsa alimentare| Electri‘r:a

.-'.:
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Apexa 10

Alarme ajustabile, parametrii ventilatorii
Parametrii masurati:
Presiunea inspiratorie de virf
Presiunea medie

PEEP

Rata IE

Frecventa respiratorie
Volumul tidal

Minut volum

Scurgerile

Complianta

Concentratia 02

Vizualizare grafice:

Presiune

Flux

Volum

Presiune-volum
Presiune-flux

Flux-volume

Conditiile de functionare:
Tensiunea 220V, 50 Hz
Presiuena gaz 3-4 bar
Furctun cu conectori 02, Aer, tip DIN
Accesorii 5i consumabile:

Circuite respiratorii reutilizabile nou-nascut,

3 buc.

Camera de umidificare reutilizabild 2 buc.
Filtre antibacteriale 50 buc.

Senzor de debit 2 buc.

Plamén de test 2 buc.

Cerinte generale:

Termen de garantie minim 24 de luni
Timp maxim de interventie postgarantie 24
ore

Certificat de la producétor CE

Certificat de la producdtor 1S0O 13485
Trainingul personalului medical 5i tehnic
Instalarea si punerea in functiune la sediul
beneficiarului de catre reprezentantul
autorizat al producitorului .

DA Alarme ajustabile, parametrii ventilatorii
Parametrii masurati:
DA Presiunea inspiratorie de virf

| DA Presiunea medie

DA PEEP

DA Rata |E

DA Frecventa respiratorie

DA Volumul tidal

DA Minut volum

DA Scurgerile

DA Complianta

DA Concentratia 02

Vizualizare grafice:

DA Presiune

DA Flux

DA Volum

DA Presiune-volum

DA Presiune-flux

DA Flux-volume

Conditiile de functionare:

DA Tensiunea 220V, 50 Hz

DA Presiuena gaz 3-4 bar

DA Furctun cu conectori 02, Aer, tip DIN
Accesorii 5i consumabile:

DA Circuite respiratorii reutilizabile nou-
nascut, 3 buc.

DA Camera de umidificare reutilizahila 2 buc.
DA Filtre antibacteriale 50 buc.

DA Senzor de debit 2 buc.

DA Plamén de test 2 buc.

Cerinte generale:

DA Termen de garantie minim 24 de |uni

DA Timp maxim de interventie postgarantie
24 ore

DA Certificat de la producator CE

DA Certificat de la producator 150 13485

DA Trainingul personalului medical si tehnic
Instalarea si punerea in fu,nn:‘tlune la aedluj_
beneficiarului de citre rew;ezentantm 2
autorizat al pmducatmuml

.l
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HAMILTON-C6

Technical specifications for SW version 1.1.x
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= Standard configaraton-and opticns (in alphabetical orges)
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WERMErNg parameter (contnued)
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Physical characterstics
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HAMILTON-C6
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The next generation of intelligent ICU uemﬂamﬁ

Swiz
Quallty

Intelligent Ventilation since 1983



We live for ventilation technolcgy

Wiz ive for ventilation technofogy that helps caregivers improve the lives of their crtically il
patients. We belimee that innovation is essential to meet the demands of critical care. To us,
innavation is about realizing visionary new ideas and contineoudy Improving existing products,
afwiays keeping patient safety and ease of use in fozus,

Wi learn Tram our customers and from mult-disciplinany experts. And we Invest in long-term
raseanch and development. We cevelop intelligent Ventilation solutions: devices and consurables
for the ventilation of all critically ill patierits — fram neonstes to adults.

~

‘ql:ﬁ.c:. S Fef KE :
fans Hidlek Bab Hamilton
Frazident Member of the boand
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heet the HAMILTON-CE The HAMILTON-CS represents a new generation
of high-end ventiators. The combunation of
modularity, ease of use, mobility, and advanced
features allows you to individuahze your
panent’s Yertilation therapy:

v Slate-ot-the-art ventilgtion modes Tor adult,
pediatne, and necnatal patients

v Adaptive, lung-protectve ventilation mades
ST and INTELLIVENT®- A5V

Vo ImtelliSync+ rea-time patsent

synchranization

High-performance ponirvasive ventilation

High flow oaygen therapy .

PA Tood Pro forlang assbasrnent and

recruibmeni

RN

Transpulmonary pressure measuremernt
Integrabed IntelliCuff® pressure controler
Imegrated HAMILTON-H20D humidifizsr
controd

L




Slender, flexiplz, convenient

Flezibsle device configuiation
The HAMILTON-CE adapts to vour indivdugd user environment, Mot [t on 3 trolley, with the

front, of usé the shill-mounted version with the interackion parel an

siteraction panel an top or = fron
tne sice ar mognied on the pendani system.

Far intrehospital transpor
Thanks to the siender frams, an integrated O2 cylinder carner, and thie high-performance turine,

e HARAILTON-CE Cen slay at your patient’s side for intrabospital transports

Erganomes maneuverability
Witk & compact footprint and high-quality rolley wheels he HAMILTON-C6 15 designed Tor easy

haridiing amd maneuerahility

L

aeeli
30
I

bt
FERD) BE~if 51

S

=

aEr}
-

]

et e CaiCa)
t;._.l TR s [ BABMLFR L a

=LA RANT TR






Ease of usp

4

In sy experienge the Dynamic Lung i

very helpful,
Al nderst

L ot everybady Can
e The nurmibers, sspechally

inexperienced therapists They canngt abways

understand the
the picture.

Craig ok Sduls £

UE S e el L 0 T

1 A R TR

data, but they can understand

Imicai Brlcaion Cnoeadrg e

Mo it1 ST o hpr = Sl 0 N

I chose cocperation with users and wentilation
Experis, Our enginesrs have designad & user
interfoce that iz partiqulady intuitive, Switcheng
between the HAMILTON-CG-and all other
Hamiltan Medica wentilators s easy hecause
they areall operated accodding to the same
principles;

The Ventation Cockpit of the HAMILTON-C&
consalidates the monitaring data and displays it
as intuitree graphics. They giw- a quick oenew’
af the patient’s current ventilation status and
provide a rekable basis for therapy decisians.

The 17-mch, high-resolution montor with
capactive touch sceen was designed for
smonth-and Tast operation,




The Ventilation Cockpit

E flain miforng parameters
All o1 e maln manitoring paramslars at 3
;,'|._'|||r e |l Laege ._||.:|:'.-:-:'!:'|h Al o 1o ok

them even from a distarce,

ﬂ Dhymarmie Lun

O Uik ook shows you tidal volumi, lung
rompliznce, patient triggenng, resistance m
real-tirme, ourt prascure, and pules. The lurgs
gxpand and contract in synchroey with the
getual breaths

n went Status

The Yent Siatus pang displays six parameters
||_'|._'|I_|_'|| (D THiE 'rh1..'l_i|_'|1l"_. RIS T Lo Y T
When all vabues are in the weaning zone,

the panel is framed in green, indicating that
wnntanaous bresthing t

iz o exlubaetion can

be comsidered.

ﬂ Deect access 1o main controls
Acciess and adiust the most inportant conirals
for the current mode dirsctly on the mair

aisp

Evemnis

HAMITOMN -Ch




individualized, lung-protective ventilation

The Teatures available on the HAMIETON-CE help yvou indwidualize vourl pattent's ventilavon and to
impieme 3 lung-protecive vemmidation strategy.

belaptive, lung-protective ventllaton with 254
¥ Supports the earliest possible spontaneous breathing by the patient’*
o Shbrtens the weplﬂaﬂm time in various patient growps™? {

Adaptive, lung-protective ventilation with INTELLIVERT-A5W

v Rated best.ameng 2l evaluated mades in terms of capabilties relating o safety, comfart, and
wwaaning”

¥ Follows the current recommendations for lung-protecive ventibation in terms of tidal volumes
and drving pressare®

Lung assassment and recruitment with the P Tool Pro

v Hysteresis of the pressumsfvolume tunve can be used for assessing the reeruitaallity of the lung at
the bedside® _

¥ Has been shawn to cpen the lung in the magority of patients with early ARDS®

Synchromizatian based on waveiorm analysis with IntelliSyncs

¥ Wavsform analp.ls is a raliable, accurate, and reproducible method for -a.i.ﬁrji.hg patient-
veniiator interpction”

o In terms of cycling, intelliSync+ performs at keast as wall as ETS nptin*u:ed by clirictans?

Automatic cufl pressure control with InteliCudff
v Continuous ouff Pressure controd c2n decrease microaspiration and \.-'AF‘-

] o By i [
'I. i &
(o ol e T b i O
i ¥
o Eiat? _..H ] 'l.. §

""\-_i'-'n-

Transpulmonary pressure measursment 2
¥ PEEP set based on transpulmonmary pressure can improve compliance ang Mﬂ;}eﬁﬂi’ nfﬁﬂ:l:ﬁ

patiants -*-
¥ Transpulmonary pressure measurement can avoid the use of ECAO in lhe rnm; S-L-uErE |'.'|a|:nenla"' '
. ':" 5 +
.'_ -;;_ ,f ‘.-'
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BTRELLNEERT

ASY

Adaptive Sunport Ventilation {45Vt '

continuously adjusts brasth-by-breath, the rasperatory :afs- fidal wadume,
and inspiratory tire dependirg on the getient’s Jurg mechanics and
effort, 24 hours a day, from intubiation to-extubaton

IMTELLIVENT-ASY

cammuausly contrals the ventllation and cxpgenation of the patient. It
sets the minute ventlation, PEEF, and Coorgen based on the targets set oy
tie chinician, and on phisialogical input from the patient INTELLIVENT
ASY also provides tools to promete early, automated weaning (Quick
Wizan)

R Tzl Pro Tor lung assessment and recruimert

heldps you assess recrultability and set PEEF based on respiratary
mechanics. It also provides o repeatable method for quickly pertarming
recruimeant maneuyvess,

IntedliSyme+ keeps an eye on patient-ventilator synchrony

by continuously analizing wavefonm shapes hundreds of times per
second. This aliows IntedliSyne+ to detect patient efforts and cycling
immediately, and infiate inspiration and expiration in real-time,
IntefliSync+ applies te mvasive and nomrvasive ventilation, regardless of
the ventilation mode.

IntelliC T cuff pressure controlier
continuousty messures and automatically mamtamsﬂ-g user-sef
tuff pressure of an endotracheal or tracheostomy tube in real-time:

Transpulmonany pressure Messurement
dhows optirmization of PEER tidal velume, and inspiratony pressﬂgg.—Uﬁ-E =
it in cornbination with 8% Tool Pro to assess lung recruitabiligy

precisely and perform recruitment MAansers, s




Features and options

State-of-the-art ventilation modes High-performence turbine

with lifelong warranty

%]

= =igh Tow axygen therapy Integrated cortrol faor InteliCuft
'l. pressure controfler
Integratied pneurnatic nebulizer, emane | INtEQrated control for
’ é aptional Aerogen® pebulizer E HARILTON-HID0 Fumidifiar
Pulse oxlmetry =] Serial imerface for connection o
o, | 15p02 and pulse measurement) I | electronic patient data records, and
patiert manitors

malnstream folumetric) and

. On-5crean help for alarm
. ‘.- _ sidestream capnography

troubleshoating

'8

Continwous monitonng of driving

AP | pressure

H& L TR



From the ventilation specialist

E-k=arning i

Hamutor Madical College provides free and
ppen e-learning on mecharical ventdation and
ventilators. Join &t colleoe hamibor-medical.com

Univerzal vantilator consumihles

Our acoessories and consumables are specially
devedoped far the highest possible patient
safety and ease of use, Choose betwesn
reusabie and disposable parts, accordirg to
yaur insttutional palices,

Peripherai devices

Cur wenbilation portialie indudes an active
Feermidifeer, the HARILTDM-HA00, a5 well 25 he
altameatic ot prassure controfler, IntelliC ud
Both devices may be used with all kinds of
mechanical ventilators.



Moz information and free software simulation: : ‘
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HAMILTSN
AIEDICAL

Imfelkgent Vertilation since 1983

Declaration of Conformity

We, Hamiton Medical &G, Wir, Hamilton Medical AG,  La société Hamilbon Medical

Wia Crusch &, CH-7402 “fia Crusch &, CH-7402 A5, Via Crusch 8, CH-T402
Bonaduz, Swilzarand, Bonaduz, Schweiz, Bonaduz, Sulsse, confirme
confirrn that the Tollowing basiétigan, dass die que les produits ci-dessous

products felgenden Produkie

CEDCL-HAM-CG, Altachment on page 2

mest the following EC mit der folgenden EG- sont en confermitd avec le

directive (including all Richtlinia (sinechliessiich directive CE subvant (y
applicable amendmentis): aller zutreffanden compris leurs amendements,

Anderengen) Uberainstimmt:  be cas dchéant):

EC Meadical Device Direclive:
SIAXNEEC, Annex I, Ari. 3

All listed producis are
ciassified as class |1b.

TUV Rheindand LEA Products GmbH

Tillystrassa 2
80431 Nirnberg
c € 01 g? Garmany

Raogistration No: HD 60137935 0001

Validity: Giiltigkeit: Validita:

Thiz daclaration is valid for  Diese Konformitéteerkldrung  Cette déclaration est valable
products manufactured in - gilt fiir Produkte, welche 2018 pour les produits fabriqguéas en

2019, Lot numbers are procuziert werden. Dia 2018. Les numéros de jol

traceable via Losnurmmern sind dber peuvent étre refracés par les

manufacluring protocols.  Fertigungsnachweise preuves de production. Celle

This declaration is valid in  nachvoliziehbar, Diese déclaration esl valable

conrecion with the final Konformitgfserki&rung ist glitig associde au rapport

Inspection report. in Verbindung mit dem d’'Inspection final.
Endprifprotokoll.

Hamilten Medical AG

JeMs Hallek 108 . ' e/ i :
CED Bonaduz, “W‘!I / -!-'5:'

CEDCL-HARUCE ¥ 04 Fage 1 o1 E



HAMILTSMN
MIEDICAL

Intelfigert Ventilation sirce 1983

CEDCL-HAM-C6 Attachment
Product name PN Basis UDI-DI /| GTIN
HAMILTON-CA 160021 O7E30002808550

CEDCL-HAM-CH /4

Page 2 ol 2
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TUVRheiniand

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Hamilton Medical AG
Via Crusch 8
7402 Bonaduz

Switzerland

has establizhed and applies a quality management system for medical devices
for the following scope:

Design and development, manufacturing, distribution

and servicing of ventilators and ventilator systems
isee attachment for additional sites included)

Proof has been furnished that the requirerments specified in
EN ISO 13485:2016

ere fuliiled. The quality managament systam s subject toa yearly surveilance,

Effactive Cale; 2018=-0306
Cerificate Registration No.: 5X 601363805 0001
An audit was pedformed. Report No,: 21213508 012

This Cerifizate & valld ustil: 2020-07-08
Certfication Body

= _ ;

( DAKKS
S . Doutsche
S Akkredivierungsstalle
D-EM-141€5.01-03

2

Dale 2019-03-08

bépl--lnu- l. Muﬁklm. -

TUV Rheinland LGA Products GmbH - TiliystraBe 2 - 90431 Niirmberg

Tol: +48 221 B03-1371 Fao: +48 221 E06-3838 e-maltcorvaldByida fu. com Mip: e v, coinefety




TUV Bheinland s

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60136805 0001
Report No.: 21213508 012
Organization: Hamilton Medical AG
Via Crusch 8
7402 Bonaduz
Switzerland
Scope: addivional sibte:
Hamiibton Medical A3
Parc Industrial Vial 1c
TOL13 Domat /Ems
Bwitzesland
Aetdvities: Mapufacturing and Service
Certification Body
.-?“
({ DAKKS
e Deutsche

- Akbrafizierurgsitele
B-ZM-14165-01-02

Date: 20138-03-06

Dipl.-Ing. 1. Munkier

= i
TUVRheinland

1/1, Eev.d
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By,

Certificate

Standard ISO 8001:2015

Cerificate Registr, No. 01 1001710001

Cerlificate Holder: Hamilton Medical AG
Via Crusch &

7402 Bonaduz
Switzerland

including the localions according to annsx

Scope:! Design and development, manufacturing, distribution and
servicing of vantilators and ventilator systems

Proof has been furmished by means of an audit that the
reguiremeants of IS00009:2015 are miet.

Validity: The certificate s valid from 2017-07-08 until 2020-07-08.

2018-05-07 (Change) ALQ@ =i

'I'L'I'ul'ﬂhnlmﬂlf.‘.m GmeH |/ Py
Am Grausn S8R5 105 Klg) A4 /
gt b

.

?l;, » £ \._.

(( pAks A TOVRheinland®

Doz s bz
Ak e rungrisieie

OB 0 -0 PTEEISE"‘," ng ht-

WL I, Com
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Annex to certificate

Standard ISO 9001:2015

Certificate Registr, Mo, 01 100 1710004

Mo. Location

10 Hamilton Medical AG
WVia Cruzch 8
7402 Bonaduz
Switzerland

02 Hamilton Medical AG
Parc Industrial Vial 10

7013 Domat/Ems
Switzerland

2018-05-07

WL LY, Com

Scope

Design and development and distnbution
of veniilaiors and ventilator sysiems

Manufacturing and senvicing of ventilators
and ventilator systems

—/QM
T8 Rhainland Cet GmbH
Arm Granen S5ain 81105 Kbk

Page faft. ./ J

! o -
L]

II.IIIl f -l_rll:-"

A TOVRheinland®

Fracisaly Right.



Anexa Lot Nr. 15 Dispozitiv fizioterspeuntic de frecventa ultrainalta (unde seurte), UVC-60,

Medteko, Rusia

Specificatia tehnica solicitata

Specificatia tehnica ofertata

Dispozitiv fizioterapeutic cu unde scurte
Tensiunea refelel electrice: 220V, 50 Hz
Frecventa: 50 Hz

Frecventa de functionare: max 27 MHz
Puterea : max 60 VA

Ecran LED cu indicarea puterii si
timpulu

Timpul de functionare max 20 min,
pauzi max 10 min

Electrozii inlocuifi: 3 perechi de diferite
diametre

Clasa de securitate: 1, BF

 Dispozitiv fizioterapeutic cu unde scurte |

Tensiunea retelei electrice: 220V, 50 Hz
Frecventa: 50 Hz

Frecventa de functionare: max 27,12
MHz

Puterea : max 60 VA

Ecran LED cu indicarea puterii si
timpului

Timpul de ﬂmcﬁunan max 20 min,
pauza max _Lmin--.

Electrozii. ﬁﬂﬂtﬂﬁh} perechi de diferite
diameter I',E~[=!=3«Erl1',|,1:|'|‘1 e80mm; ol 20mm)

Clasa de mun"hate* Jyf]jf

J;wi/ 1’!

N



Annapat ¥YEY-Tepanuu .Ru.ﬁmf_ o B__G I Iﬁh—. .-nm _Aﬂ? NPENHAIHAYEH JNA MECTHOD NeYBiHOr0 BOINSHCTEMA JEHTPOMATHITHEIM NONSk

BLICOHON YacTeTm. T 5 I=Ea

MNpuHUMN aencTeuA

Annapat NpeaHasHAYeH ANA NPUMEHEHKS B Eﬁi::ﬂx TePANSATHUECKOrD, HERDONOrHYECHOND, XHPYPIHYECHOMD, NCHXMATPHYECKOTD, AKYILERCHD-
MHHEKOAOMHYECKOND NPOEMNA H B ADYIHY NeveBHbX YUDEMASHIARX,

MoKasaHuA K NnpMMeHeHHMIo: e
y: o

OCTPBIE BOCNAAMTENEHEE NPOUSCCH (e TR iy
TP2EMA CMIHHOTO MOAFA W NEPUHEDHUSCKHX HEpBOR __a_“. FUN 0 Hhe
DAOMKYANT __,_.,-.. : e
:mnnﬂ.ﬁi ﬁ,ﬁﬁa H.
NOAMOMHEHT o
aHUehanuT



MHEENWMT B MEPHOOH NMO4OCTRora H Hn-.ﬂ_”_.Ir_.mn_.H._u_un. TEYEHIMA

BonezHe Paiiun
CBAMTEPMPYIOLWHEM SHAAPTEPHHT

DLTRBIE W NOQOCT RS BOCAATEHHA METHH W NDMAATHOB.

lMpoTuUBONOKasaHMA:

LNOKAYSCTEEHHLIE HOBOOBPA30DAHMA
CHCTEMHBIE 3a00NEEAHWA KPOQK
cepaeyHan HeaooTartoyHooTe 1111 crenenn
AMEBMIM S00THI; THNOTOHWA

CHAOHHOCTE K KPOBOTEYEHHAM

HHbapKT MuoKap,a3

Tybepuynes nerkux B axTHBHOH drade,

OTAHnuYMTeIbHBIe OCOBEeHHOCTM

CoBpemeHHAR INeMeTHa Basa
ABTOMATMULCHAS HACTPOMMA PE30HAHCA

MHGKKE INEKTPOARDIATENH, COBMEWENHBIE C NDOBOAALIMMH DHISDAMH

COBpElEHHBIH JH3a5H

CpaBHHMTENbHO Mansia Bec W rafapMThl aNNapara

OCHOBHbIe TeXHUYEeCKUe :mﬁﬂ%mﬁz |
Pexumbl paboThbl he g :

HomeHansHoe CONPOTHBASHKE HAMPYIKRK, O

a0



ONTHMANEHEN 33300 3NEKTROGOR, Kk

Bpoma Boixoaz annapara Ha pabouui pENMM, MIHH

Bpema paboTel aNnapata & NOBTOPHO-KPATHOBDEMEHHOM DEMHME, Y
BPERMA PAGOTEE, MHH

BPemMA Nayisl, M

AMANAI0H YCTAHOBKH TAHMEPE, MKH

XapaKTepUCTHUKHU BO34ENCTBUA

Fafiouaa wactorta annapara, My

BrixogHan MOWHECT, peryaMpyeman cTynesyaro, Br

MuTanue
Hanpasende nkiTaknA, B
Yacrora nuramwen cetH, My

NoTpebareman MowHOCTE, BA

MaGapuTsl
FaGapuTer 623 ynakosre, MM
FabapHTel 8 YNAKOBKE, MM

Macca, ur

AononHuTeNLHO

KNaco 3aMTsl 0T NORaHaHMA MEETEHYSCHMHM TOROM

15
He-Bonee 1
£

0

10

(0...99)25%;

4712 2 0,163

(10 F15 £ 20 /30 F40 ¢ 50
{ 60) +20%

220
50

He bodes 250

He Gonee 42%%.285 x 170
g

He Gones 520 w2y 210

He'Bofes 7,5

I d,...a BEnpfDET R
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B HoOMMAeHT AOCTARKK ANNAPETA BXOOMT:
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AEKJAAPALINA O COOTBETCTBHH

OfugcTB0 ¢ OTpanHYeHRo OTReTCTREHAOCTED "Men Teko"
(OO0 "Mexn TeEao")
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Anexa Lot Nr. 16 Dispozitiv fizioterapeutic pentru amplipuls terapie, Ftius, Astar, Polonia

"‘_';'-pecifil:atia tehnica solicitata | Specificatia tehnica ofertata
Dispozitiv de fizioterapie cu curenti de | Dispozitiv de fizioterapie cu curenti de

joasa si medie frecvent3

Forme de curenti: galvanici,
diadinarnici, sinusoidali modulat]
Ecran LED

Taimer incorporat

Control automat al curentului
pacientului

Tensiunea retelei electrice: 220V
Frecventa: 50 Hz

Puterea: max 40 VA

Clasa de electrosecuritate: ||

joasa si medie frecventa

Forme de curenti: galvanici,
diadinamici, sinusoidali modulati
Ecran LED

Taimer incorporat

Control automat al curentului
pacientului

Tensiunea retelei electrice: 230V
Frecventa: 50 Hz A
Puterea: max 70 VA

Clasa de electrosecuritate; I
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Electrotherapy

& Etius

www.astar.eu ASTAR. physiotechnology




Etius

Technical specification

ERGOHNOMECS

twio independent treatment channefs
operation mods: programdmianuz
easy-to-read display

operation in graphic mode

preset treatrment program base
treatment prograrns chosen by name
treatmant timers

electrodes fast

stafistics - the number of performed treatrents
buzzer volume setting

L [} [ L] + 4 - - [ -

® STRUCTURE

» graphic LOD display

»  heavy-duty and reliable kevboard

« modern design

« operationin OC stabilized cutput current] and CV
[stabilized output voltage) modes

» complete galvanic isolation between channels ineach
miade

» generation of unidirectional {unipolar) carrents
ininterrupted mode

o salf-fest - systemnatic contred of the unit

TECHMNICAL SFECIFICATIONS
controdler — maximum constant current in patient’s circuwit
{00 model

gahvanic 40 rrd,
diadynamic, pulse B0 P
inferferencial, Kotz', unipolar sine surge 100 mA
TEMS 140 rridy
tonodysls 100 iy
microcurrents T 000 A
maximum voltage In patient’s circuit (CV mode) 140
mains supgly 230%, 50 Hz, 50, 70WA
weight max & kg
WaRRANTY
Etius 2years
STANDARD ACCESSORIES
maing cable
-« patlent leaad (2 pes)

= electrotharapy electrode Gx& cm (4 pesk 75559 ¢m (2 pes)
= wisoose electrode cover S5 om (8 posk: 7,525 cm (4 pos)

= yelorg fixing belt $0x010 om (2 pos); 100470 om (2 pos)

« spare fuse T ALZE0V (2 pos)

= user guide

HF'I'IEH'-IHL ACCESSCRIES
= disposable seff-adhesive electrodes 354 o 5.525.5 £
551125 com

« point electrodes 5 rmm, 10 mm, 15 mm, 20 mm

< crocodile clip

« sand-filled bag 21x714 cm, 271:28 om

= Ebag for the unit and accessories

« Versa trollay

»  patiant’s switch

www.astar.eu

ASITAR . physiotechnology
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TOVRhainland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby cerifies that the organization

"Astar ABR" _
Aleksander Jedrzejowski, |
Robert Dziendziel Spolka Jawna
ul. Swit 33
43-382 Bielsko-Biala
Poland

has established and appiies a quality management systam for medical devices
for the following scape;

{see attachments for scope included)

Proof has been furnished that the requiremants specifiad in

EN ISO 13485:2016

ara fuifiled. The quality management system is subject to yeady survedlance.

Effective Date: 2018-01-12
Certificate Registration No.. S B0125636 0001
An audit was performed. Repart Mo, s 26300254 005
This Certificate is valid until: (= 2nz0-1Ean /1
y _.'l p Certification Body
Ir'/{. Jﬁ" if
. b
([ DAKKS T
i Deutiche to | Ir_u'] i
== Akirod stele , .
B-20-14165-01-02 if 2
W/
Date 2018-01-12 f‘—ﬂm :

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 80431 Niimberg

Tk w3 221 BOG-1371 Fa: +40 221 BI6-008 . a-maltrervalidh ios v esm hitg: s v, convsaleny

e T T L e g L E Fl e T




JAN

+ %
TUVRheinland

TUV Rheinland AREs b

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.: SX 60125636 0001
Report No.: 26300254 005
Organization: "Astar ABR™
Aleksander Jedrzejowski,
Robert Dziendziel Spolka Jawna
ul. Swit 33
43-382 Bielsko-Biala
Poland
Et:npe: Degign and development, manufac turs; digbribution,
installatien and servicing of atbive medical devices
for electyotherapy, laser therapy, light’therapy,
ultrasound therapy, magnetic field Eherapy, | vactum
therapy and shock waire piysical thevapy II,|1
£id .j
J -'lrj.l_
EI,-"I,[IA.J-"' ,,.'
Illn'III
|
Certification Body
({ DAKKS
Deutsche
Abkradi

D-204-141E5-01-07

Date: 2018-01-12

1N SR T

fl
o




R

B = APPROVAL TOVAheintznd
B EC Directive 93/4Z/EEC Annex ll, Article 3 =
g i Full Quality Assurance System

',._T.' ! Medicai Devices

¥

= | :

Il:; Registration No.: HD 60027842 0001

il Report No.: 26300062 002

A. Jodrzejowski. R. Dziendziel S..

E Manufacturer: Astar ABR
.1

| ul. Straracka 8% : ; |

B | 43-382 Bielsko-Biala

i Poland

ol |

o

i

]

E ﬁa:ﬂ-pm Deglgn/development and production of

.:__"_._ i adtive madisal therapy devicas

1

k! {aes atfachment for producsts fndludsd)

!?-'? ._ Eeplaces Approval, Registryation Mo : HD'SO0L0720 0001 ':

H‘ S L] | =
El |

-Date of Expiry: 14.32.3914 0 S,

‘% l The Notified Bﬂw hmhrmhmm the quality management systen established and mmwmn
. company menticned above. Tho tequirements of Annex i, Artics 3 of the directive have h-lll'lmﬁ'll

This gproval i #:hinﬁ to periedic survellance, defined by Annex A, A.rﬂihr B af 'lht afo

EC nru:tmr and can be used by the company with the manufacturer's =)

Cologne, - 21.92,2008

pl’-inn- 1. H.I'Iu e

_._-,CTH:_T '"Iluz‘.:';';-m"‘“ .
- TOV Rheinland Product Safety GmbH - Am Grai o iy 'Q
; _Accredited by Zentralsiolls der LEnder fir Sloherhaitétechnik [;
Sl Emtrumuhu der Lander fiir umnﬁmmm bai m&nﬂwmnrm Matkzinprodiich

Notified under No. 0197 1o the EC I:Elau'minim.

e
1
F L

.'H. i .-._.

Tk

€ The CE marking may bo used if all relevant and effectivs EC Directives dre

it - ]
S R o iy T vt s e —



dﬁlﬂ;‘iﬁi‘?ﬁfﬁ'—'}}.‘mﬂ _

TOVRheinland

- § i | TOV Hhe:inland v -. TR _11"1-._:'??:'{_-_ =-
? * Product Sa’faw Gth ' '
' Am Grauen Stein, *D-E'IH}E E{ﬂn

Arttachment to : : v L S ae L
& | Registration No.: . _HD 60027842 0001 : . . 5
Report Now: 26300062 002 SHUR i

“Manufacturar: . - A ABR B | T i
Wi - A. Jedrzejowski. R. Deiendziel S.J. = = it
ul. Ehmua a1 : Fas

Eﬁﬂﬂ:} e Producta: e

Elsctrotharapy devdcas
Laser therapy dm-m_-;'.'_ VT

o SRR TR —
il . ;
H I ' |
H o
14 1]
5 i
F
T

Cologne, 21.12.2009
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Anexa 20 Pompa de infuzie (perfuzor) co seringa

-

Pompa de infuzie (perfuzor) cu seringi - 15 unitifi

Avest grup de produse include pompe penteu seringi cu cerine de hazd, au rata reglabilis de

Descriere flux, previzute pentru ancstezie, folosirea de durati la patul batnavului, pentru transportares
packentilor gravi, pot i instalate seringi pind 60 ml.
Specificafia Specificatia tehnica ofertata 300 |
Parametrul pe (Medima/Polonia)
= Dioza da da
Concentrajia da da
Yiteza de
infuzie ds da
:v’ulm_nui de 4 3
infuzie
Timpul de
infuzic e oA
Timpul pind la o
final de infuzie i e
- aﬁ [ -
Display Duste afigate Mﬂ.nttwa da %
S{:I'.IT.IEEI
N[vet_ul de da m
ocluzie
| Rata RVO da da
Data, ora da da ]
Nivelul de
incdreire a da i
baterii
mﬁvenimne da da
Alarme da da
diapazonul 0.1- 1,200 mlh 0.01 - 2000 mlh
Rata flusului 500 : 0.01 - 99.99 mi/h
% 0, ml B .
Proprictifile Infrementans e )
pompei . ] . L BE
ﬂu.’ﬂrc.ar 0825 m 0.1-23 ml
bolusulu Incrementanesa Fi
b A
Fata KV 01 =3 mlh

I\.'L%_ A.,V'ﬂ-l-]mll‘h

/Y



| Eroarea

2% 2%
wl!.':"Fn:nL-n|:u1i.il:|i[ cu seringi produse min. & da
-de diferiti producilor producitor
5,00, 20, 30, 50,
Seringi acceptats 60 7 4 20, 30, 20, 6B
Detector de méirime a seringei da da
Nivelul presiunei de ocluzie = nivele 1-12 nivele
Frotecie [a patrunderea
lichidelor in dispozitiv ki P22 24
Chemare asistentd da da
Protectie la curgere liberd din
gislem da da
Intervalul de rin?pde blocare, 5-10K0
Caracieristici min ’ =>10
de siguranfi
Limita doze acumulate da oA
Limitarea de acces prin beton de da DA
blocare sau parois
Ocluzie susfjos da DA
Eroare de flux da DA
Alanme 5i Eroare de sistem da DA,
indicatori HSv:ri ngh goala dz A,
Perfuzia pe sfirsite da D&
Baterie descircatd da A
sonord Birdon mod silengios da [
Numéaru! de evenimente > 1000 1000
memorae =
Butoane apdsate da da
Jumalul de
. Coduri de eroare da du
evidentd Evenimente _
slocate Alarme da
“Medicamente '
ki da
injectate \




e | .

Setiri da da

Bolus soficitat da da

e DR V, 50 Hz o “

M e Reincarcabili da da

Internd Timp de operare | = 7 hla 5 mLM ThlasmLh
Acesorii

- | e | -
aml a0 buc., S0 base.
10 ml 50 buc. 50 bue,
Seringd 20 mi 50 buc. 50 bue.
30 ml 50 bue. S0 b,
i 50 ml | 50buc. | 50 buc.
ik ml 50 buc. //'F] f S b,
Circuite cireuit de interconectare 300 buc, ? ﬁgf 300 bue.




QUALITY MANAGEMENT SYSTEM CERTIFICATE

No. 4-439-135-1611

The Directorate of Device Testing and Clinical Engineering (EMEKI)

as a Certification Body with 11 Mo, NAH-4-0096/2016
accredited by the National Accreditation Authority for management system certilication

cerlifies that the qualily management system applied by

MEDIMA Sp. z 0.0.
Al Jerozolimskie 200
02-486 Warsaw
Poland

meeis the requirements of standard

EN ISO 13485:2016

in the Held:

Developing, manufacturing, marketing and service
of syringe infusion pumps, volumetric infusion pumps, docking stations,
medical software and infusion sets

Registry number of the related audit report: 43-131-2007

This certificate is valid until 2019-11-22 supposed that the results of the regular vearly
surveillance audits are satisfactory.

The Company has been certified by EMKI since 2004-11-22.

Issue: 3 First issued: 2016-11-23

Budapest, 2018-12-20

EMRKI 2143

Esekdzmintsieh &5 Kdirhdztechnikai [pargntosag
Divectorate of Device Festing and Cliniood Engineering
H-1097 Rudapest, Albert Fliridn ot 3/, Telefon; +36 20 268 735 95, Fax: +36 1 886 93 33 EI 'I E{ﬂ
E-rnatl: cert@ienki by, Web: www.emii.ho

H-1(51 Budapes:, Zrinyl u. 3, (1372 P.O. Box 450.)



EC CERTIFICATE

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex T excluding (4)

No, 5-768-200-1411
The Directoraie of Device Testing and Clinical Engineering (EMKI)
certifies that the manufacturer;
MEDIMA Sp. z 0. o. =
i medima
I-456 Warsaw
Paland
for the products / product categories:
Byringe infusion pum ps
Volumetric infusion pumps
Docking stations for infusion pumps

Tnfnsion sety
Medical saltware

applies a quality system which meets the requirements of Directive 93/42/EEC concermning medical
deviees, Annex 11
Registry number of the related sudit report:  42-131-2007

This certificate is valid until 2019-11-19 supposed that the results of the regular yearly surveillance
audits are satisfuetory.

Lesued by EMK as a Notified Body with identification number 1011.

This certificate is valid only with the attachment.

Fasue: 3 First 1ssued: 2014-11-20

Budupest, 201 §-02-26

EMK] 1540

Head of EMKI

The autheaticity and validity of the certificate are verifiable

Eszktzrnindsith és Kérhaztechnikai |lgazpatésig i
Diveriorote of Oeviee Tastieg ond Clinieal Enpinaering I
H-1007 Budapesi, Albert Floridn 0t 3/A. Telefon: +36 20 268 75 95, Fax: +36 1 $86.93 33 EI I %ﬂ

E-mail: coriiemba.bu, Web: wanovemlel i
F105 ] Fisdnrest. Al o 3 0077 P 0y Bos 2505



ATTACHMENT TO EC CERTIFICATE

Page | of |

Additiopal information for Certificate 5-768-200-1411

The certificate is valid for the following manufacturing site:

MEDIMA Sp. zo. 0.
Al Jerozalimskie 200
02486 Warsaw
Poland

The certificate is valid for the fallowing models:

Syringe infusion pumps:
S106, 52040, 8300, 5300 PCA

Valumeiric infusion pumps:
P, P1, P2, P'100, P200, P300

Docking stations for infision pumps:
DE302, D304, DS306, DS308

Irrfu=ican sets:
Medima Line §
Medima Line L
Medima Line B
Medima Ling

Medical software:
Medima User ToolBox

Medima Service ToolBox
MedimatMet

The detailed deseription of the products is kept by EMKI under No. 42-131-2007.

fesue: 3 Date: 2018-02-26 First issned: 4-11-20

Head of EMKI

Eszkdzmindsith &z Kérhiztechnikai lgazzatdsis
Directorare of Device Testing and Clinical Engineering I

H=1097 Bisdapest, Albert Fharsn oc3rA, Telefon: +36 20 768 75 95, Fac 436 1 886 93 33 EI I w
E-rnatil: cert@iembi-hu, Web: wawwesnkihu

H-ET Fisdorezr Felnvia 3 (1T PO R 45600
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