
Anexa 2 Sistem de impregnare (incluzionare) in paralirnd, ECS00

Amplasare Pe masii
Mod de operare Manual
Tip suprafafi Antisorozivd
Material de impregnare a probei Paraftnd.
Constouc{ia dispozitivului Modular
Sistemul de parafinare
Rezervor de parafin[
Minimum 4litri, cu ajustare a tennperaturii
Interval de temperaturil a rezew ctrului de parafrnil
50-70"c
Comparfiment de depozitare a matricilor
Da, cu ajustare a te:mperaturii
Interval de temperafurS a compartimenfului pentru matrici
50-70'c
Compartiment de depozitare a casetelor cu fesut
Da, cu ajustare a temperaturii
Interval de temperaturi a compartimentului pentru caste
cu,tesut 50 - 70 'C
Suprafala de lucru Incillzitd,
Zon6,de rdcire a matricei Da
Sursd de lumind Da, integrati in dispensor
Mod de turnare Cu pedald/buton func.tional comode
Ajustarea fluxului cle parafin[ Da
Interfafa cu utilizator Ecran
Sistemul de ricire a blocurilor de parafini
Modalitate de r[cire Automat sar:r ajustat de utilizator
Suprafafa efectivl Pentru minimum 60 blocuri
Temperatura minin:ri de rlcire M.aximum -6 oC

Func{ionalitifi speciale
Setarea timpului de lucru Da
Sstarea temperaturii
Da, pentru rezervorul de penafinI, zona caldl a
dispensorului, zona de rdcin"e a blocurilor,
compartimentul de depozitare a casetelor cu {esut,
compartimentul de depozitare a rnatricilor
Posibilitate de conectare a pencetelor incdlzite electric
Da
Sursa de alinnentane
Tensiunea de alimentare 220V, iiO Hz
Cablu de alimentare Tip Schuko
UPS Minimurn o orl de funclionare
Accesorii qi consumabile
Parafind ?n granule 15 kg
Penceti inc1lzith,electric 1 buc
Pencete din metal3 buc
Matrice din ofel inoxidabil para free, adincime de 11-14
mm, dimensiuni laterale 22x22 nnm * 2 mm 20 buc
Matrice din ofel inoxidabil para free, adincime de 1l-14
mm, dimensiuni laterale 32x25 rmm * 2 mm 10 buc
Matrice din ofel inoxidabil para free, ad?ncime de 1l-14
mm, dimensiuni laterale 38 x 25 mm * 2mm20buc
PedalS de comandd I buc

Amplasare Pe masi
Mod de operare Manual
Tip suprafali Anticorozivd
Material de impregnare a probei Farafin[
Constmcfia dispozitivului Modular
Sistermul de parafinare
Rezervor de parafini
Minimum 4litri, cu ajustare a tenaperaturii
Interval de temperaturd a rezervorului de parafind
40 -70"c
Compartiment de depozitare a matricilor
Da, cu ajustare a temperaturii
Interval de temperatur[ a compartimentului per{tnr
matrici
40 -7A"C
Compantiment de depozitare a casetelor cu fesut
Da, cu ajustare a temperaturii
Intervan de temperaturd a compartimentului pentru c{ste
cu lesut 40 - 70 oC

Suprafala de lucru incdlzttn
Zondde rdcire a matricei Da
Sursi de lumin[ Da, integratd in dispensor
Mod de turnare Cu pedal5/buton func{ional comode
Ajustarea fluxului de parafini Da
Interfafa cu utilizator Ecran
Sistemul de ricire a blocurilor de parafini
Modalitate de rdcire Automat sau ajustat de utilizatof
Suprafafa efectivd Pentru 60 blocuri
Temperatura minimd de rdcire Maximum -l2oC
X'unc{ionaliti{i speciale
Setarea timpului de lucru Da
Setarea temperaturii
Da, pentru rezeryorul de parafind, zona caldd tt
dispensorului, zona de r[cire a blocurilor,,
compartimentul de depozitare a casetelor cu fesut,
compartimentul de depozitare a matricilor
Posibilitate de conectare a pencetelor incdlzite electric
Da
Sursa dle alimentare
Tensiunea de alimentare 220V,50H2
Cablu de alimentare Tip Schuko
UPS Minimum o or[ de func{ionare
Accesorii qi consumabile
Parafinfi in granule 15 kg
Pencetd incdlzitd, electric I buc
Pencete din metal3 buc
Mahice din o{el inoxidabil para de I 1-14
mm, dimens iuni laterale 22 x
Matrice din o,tel inoxidabil
mm, dimensiuni laterale
Matrice din o{el inoxidabil
mm, dimensiuni laterale



Rezervor pentru evacuarea reziduurilor de parafind din
sistem I buc
Cerin{e fa{I de producitor qi f,urnizor
Garanfie Minimum 5 ani
Certificate CE certificat european
Standarte ISO 9001, ISO 13485
Logistici
Manuale de utilizare Da, in limba romAni sau rusi
Manual de service Da, englezA
Transportare la locul necesar Da
Instalare Da
Testare Da
Training pentru utilizatori
Da, pregdlire de lucru, mod de wtilizare a dispozitivului,
intrefinerea zilnicd
Training pentru personal tehnic
Ajustarea, calibrarea, inldturarea defec(iunilor minore.
parole de acces

Rezervor pentru evacuarea reziduurilor de din
sistem I buc
Cerin.te fa{5 de producf,tor qi furnizor
Garanfie 5 ani
Certificate CE certificat european
Standarte ISO 9001, ISO 13485
Logistici
Manuale de utilizare Da, in limba romAnd sau rus6
Manual de service D4 englezd"
Transportare la locul necesar Da
Instalare Da
Testare Da
Training pentru utilizatori
D4 pregdtire de lucru, mod de utitrizare adispozitivqlui,
intre{inerea zilnicd
Training pentru personal tehnic
Ajustarea, calibrarea, inliturarea defec{iunilor minorer,

le de acces
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ffiffiffi$Hspeeial idarles fulddf ca* My* S*

fAg&tr$." of confo rrnitv I Dgclaraciiln de conformidad cE

Manufacturer / Fabricante Especialidardes M6dicas MyR S.L.
C/ Lleida L7:,23 - 43712 Ltoreng det penedds - Tarragona - Spain

We decfare trnder our own responsibility that the product / Declaramos bajo nuestra responsobilidad que el produc.to

Tissue Embedding center Ec 500 | centro de tnclusiin EC s00

meets allthe requirements of the following European Directives that are applicable
cumple todas los reguisitos aplicobles de las siguien'tes Directivas Europeas

eslTelEC: In Vitro Diagnostic Devices Directive
classification: General lvD (other), neither listed in Annex ll of IVD 9g/l9lEC nor
lVDs for self-testing purpose

Electromagnetic Compatibility {EMC) Directive

Low Voltage Directive

Restriction of the Use of Hazardous Substances in electrical and electronic
equipments (RoHS) Directive

The produclt is designed and manufactured according to the relevant parts of the following International Standards
El producto estd disefrado y fabricado de acuerdo can los partes relevantes de los siguientes estdndares

IEC 611.010-1: 2010 + A1.:2016 tEC 61010-2-010: 2014

20t4l30lEU:

2affifts/EU:

20tll6slEU:

IEC 61010-2-101: 2015

EN 61t326-2-6:2013

tso 9001-2015:

tso 13485-2016:

Lloren g del Penedds, 19 / 06/ 2019

EN 51326-1:2013

EN fSO L497t:20t2

Quality Management system

Medical Devices - Quality Management system

ln addition, the following standards are applied:
Ademds, la empreso traboja de ocuerdo con las sigu,ientes normas:



Anexa 3 Colorator de lamele. SS 30II

Configura{ia
Amplasare pe mas[
T'ip suprafald Anticorozivd
Mecanismul de transla{ie a suportului cu lamele
Sistem cu transfer robotic
Sistemul de colorare
Numdrul de containere
Minim 40 containere
Volumul containerului Minim 310 ml
Numirul de lamele pe rack Minim 20 de lamele
Capacitate totald de colorare pe ord
Minim 280 de lamele
Usedtor de larnele integrat Da
Management.ul proceselor
Posibilitate de modificare a programelor de colorare
Da
Numlrul de prograrne de colorare concomitent
Minimum 10 programe
Posibilitate de intrerupere manual[ a procesului de
colorare Da
Func{ie de efirlientizare a proceselor Da
Interfala cu utilizatorul Ecran tactil incorporat
Func{ionalitf,r{i speciale
Sistem de fiIfi'are a vaporilor toxici Prin filtm de cdrbune
Existen{a unuiL sistem automat de montare a lamelelor pe
laml compatibil Da
Sursa de alimentare
Tensiune de alimentare 220V" 50Hz
Cablu de alimentare Tip Schuko
Consumabile qi accesorii
Rack pentru lame (26x76 mm ) de multiplS utilizare
10 buc6{i
Chit de conectare la sursa de apd Da
Chit de coneclare la sursa de eanalizarcDa
Cerin{e fa{i rle producitor gi furnizor
Garanfie Minimum 3 ani
Certificate CE certificat european
Standarte ISO 9001, ISO 13485
Logistici
Mlanuale de ut;ilizare Da, in limba romdnl sau rus[
Mlanual de service Da, englezd
Transportare la locul necesar Da
Instalare Da
Testare Da
Training pentru utilizatori
D4 pregitire de lucru, mod de utilizare a dispozitivului,
intre{inerea zillnicd,
Training pentru personal tehnic

Configuralia
Amplasare pe mas[
Tip suprafatr[ Anticorozivd
Mecanismul de translafle a suportului cu lamele
Sistem cu transfer robotic
Sistemul de colorare
Numirul de containere
20 containere
Volumul oontainerului 300 ml
Numirul de lamele pe rack 30 de lamele
Capacitate totali de colorare pe o16
Minim 280 de lamele
Uscitor de lamele integrat Da
Managementul proceselor
Posibilitate de modificare a programelor de colorare
Da
Num[ru] de programe de colorare concomitent
20 programe
Posibilitate de intrerupere manuald a procesului de
colorare Da
Func{ie de eficientizare a proceselor Da
Interfafa cu utilizatorul Ecran tactil incorporat
Func{ionaliti{i speciale
Sistem de filtrare a vaporilor toxici Prin filtru de
cirbune
Existenla unui sistem automat de montare a
lamelelor pe lamd compatibil Da
Sursa dre alimentare
Tensiune de alimentare 220V 

" 
50 Hz

Cablu de alimentare Tip Sohuko
Consumabile ;i accesorii
Rack pentru lame(26x76 mm ) de multipliutilizare
10 bucdfi
Chit de oonectare la sursa de apd Da
Chit de conectare la sursa de canalizare Da
Cerin{e fafi de producitor qi furnizor
Garanlie Minimum 3 ani
Certificate CE certificat european
Standarte ISO 9001, ISO 13485
Logisticl
Manuale de utilizare Da, in limba romdnd sau rusl
Manual de service Da, englezd
Transportare la locul neceqar Da
Instalare Da
Testare Da
Training pentru utilizatori
Da, preg[tire de lucru, mod de
dispozitivului, intre,tinere a zilnicd,

utiliz:rre

Training pentru personal tehnic ,eli
Ajustarea, calibrarea, inldturgrgt. d

minore, parole de acces ,;:' ::

Deservire in perioada de saraniie Da e't
:i

AJustarea, calrbrarea, mEfurarea detecfiunrlor minore,
parole de acces

Doservire in perioada de garanfie Da
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E0 Decfaration of Confornnity I Declorqci6n de Conformidqd CE

Manufacture r / Fabrica nte Especialidadles M6dicas MYR S.L.
C/ Lfeida 77-23 - 437L2 Lloreng del PenedEs - Tarragona - Spain

We decfare unden our own responsibility that the products I Declaramos bojo nuestra responsabilidad que los praductos

Slider Stainers SS-30 and SS-30H I Tefiidores de Tejidos SS-30 y SS-30u

meet allthe requirements of the following European Directives that are applicable
cumplen toclos los requisitos oplicobles de las siguientes Directivas Europeos

e8l7ltlEC: In Vitro Diagnostic Devices Directive
Classification: General IVD (Other), neither listed in Annex ll of IVD 98l79lEC nor
lVDs for self-testing purpose

Electromagnetic Compatibility (EMC) Directive

Low Voltage Directive

Restriction of the Use of Hazardous Substances in electrical and electronic
equipments (RoHS) Directive

The products are designed and manufactured according to the relevant parts of the following InternationalStandartls
Los productos estdn disefiadas y fabricados de ocuerdo con las partes relevantes de los siguientes estdndares

2ot4l30lEU:

20'al35lEV:

20ttl65lEU:

IEC 51t010-t: 2010

IEC 61010-2-t01:2OO2

EN 6t326-2-6:2013

tso 9rt01-2015:

ISO 1i1485-20161

Lloreng del Penedds, 19/0612019

IEC 61010-2-0)10: 2014

EN 61326-1:21013

EN fSO 1497L:2OL2

Qua lity Management system

Medical Devices - Quality Management system

ln addition, the following standards are applied:
Ademds, la empresa trabaja de acuerdo con los siguientes normas:



Anexn 4 Mlicrotom de precizie tip "rotafier" inclusiv accesorii gi consumabileo Mll40

Modul de operare Manual
Tip suprafati Anticoroziv[
Material de irnLpregnare a probei Parafind
Greutatea Maximum 30 kg
Sistemul de tiiiere
Grosimea felieri tdiate 0,5 - 60 pm

Acurate,tea de tiiere a feliei
0,5 - 2 pm / IVlaxirnurn 0,5 pm;
2 - l0 pm / Maximum 1 pm;
10 - 20 pm / 1\laximurn 2 pm;
2A - 60 pm / Maximurn 5 pm.
Excursia frontal[ maximd a sistemului de tdiere
Minimum 25 nm
Dimensiunile maxime ale probei Minimum 45 x50 rnm
Func{ionalitftfi speciale
Retraclia probei in procesul de t[iere Da
Sistem de oprire sau de alarmare la frnalizarea tlierii
probei Da
Blocarea ro{ii de ac{iune Da
Posibilitate de modificare a unghiului de tliere a

culitului Da
Accesorii qi consumabile
Lame de unic[ utilizare de profil ?ngust din o{el
inoxidabil cu unghiul lamei de 35o (pentru {esut moale)
1000 buc
Lame de unic?i utilizare de profil lat din o{el inoxidabil
cu unghiul lamei de 35o (pentru,tesut dur) 400 buc
Suport pentru outit de profil ingust I buc
Suport pentru oufit de profil lat 1 buc
HusI de protec{ie 1 buc
Ullei pentru lubrifierea angrenajelor 200 ml
Crerinle fa{i dte produrcltor qi furnizor
Garantie Minirmum 5 ani
Certificate CE certificat european
StandarteISO 9001, ISO 13485

Logisticf,
Manuale de utilizare Da, in limba romdnd sau rusl
Manual de service Da, englezh
Transportare la locul necesar Da
Instalare Da
Testare Da
Training pentnu utilizatori
D4 preg5tire cle lucru, mod de utilizare a dispozitivuJlui,
inrtrefinerea zilnicd
Training pentru personal tehnic
A.justarea, catribrarea, inliturarea defec{iunilor minore,
oarole de acces

Modul de operare Manual
Tip suprafa{i Anticorozivd
Material de impregnare a probei Parafin[
Greutatea Maximum 33.9 kg
Sistemutr de tiiere
Grosimea feliei tdiate 0,5 - 100 pm

Acurate{ea de tdiere a feliefr
0,5 - 5 pm / Maximum 0,5 pm;

5-20 pm/Maximum 1pm;
20 - 60 pm / Maximum 5 pm.
Excursia frontald maximd a sistemului de tiiere
Minimum T2 mm
Dimensiunile maxime ale probei Minimum 28 x28 mm
Funcf ionaliti{i speciale
Retrac{ia probei in procesul de tdiere Da
Sistem de oprire sau de alarmare la frnalizarca tiiierii
probei Da
Blocarea rofii de ac{iune Da
Posibilitate de modificare a unghiului de t[iere a

cufitului Da
Accesorii qi consumabile
Lame de unicd utilizare de profil tngust din o{el
inoxidabil cu unghiul lamei de 35o (pentru {esut moale)
1000 buc
Lame de unicd utilizare de profil lat din o{el inoxidabil
cu ungtriul lamei de 35o (pentru {esut dur) 400 buc
Suport perxtru cufit de profil ingust 1 buc
Suport pentru cutit de profil lat 1 buc
Husd de protecfie 1 buc
Ulei penhu lubrifierea angrenajelor 200 ml
Cerin{e fafi de producitor qi furnizor
Garanfie 5 ani
Certificate CE certificat european
Standarte ISO 9001, ISO 13485

LogisticS
Manuale de utilizare Da, in limba romdni sau rus[
Manual cle service D4 englezd,
Transportare la locul necesar Da
lnstalare Da
Testare Da
Training pentru utilizatori
Da, pregltire de lucru, mod de utilirarcadi
inhe{inerea zilnicd
Training pentru personal tehnic
Ajustarea, calibrarea, inl5turarea
parole de acces
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Power requirements

Nominal'voltqge .

Networkt frequency

consumpti0n: -i t.:. 
,,,

: ::.' : ' . I ::

Fuses

Capacity

it**$*fit sgfttisil*

Number ofvessefs,

Volume per vessel

Pxr*$i* st*ti**s

Nulrbei

Volume

tv.g.'n] t lEi..:..i....,.i.

Nominal power per station

.llr$iltlii:ll

100 vA

: :.:l: : :i : : ::r iiriii:ilii: i':;;i.::|
tnctuofnp EacKap|ng I :':il*:]

Net (fully equipped)

Teqperqlure tething ra43 ," ,; *#$lfi#s increments,

Overtemperature release

{*s$*tt* *e$k*t$

75 oC {! 4 oC)

$ffi##iig*hil',ri,t
Basket capacity

i:li.i

fiomlmto90h59m

Shaking

Weight

ityvet!

www.mYr.com.es
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EC Decfaratilon of Confornrity I Declaracidn de Conformidad CE

Manufacturer / Fabrica nte Especialidadles M6dicas MYR 5.1.
C/ Lleida 17-2:.3 - 43712 Lloreng del Penedds - Tarragona - Spain

We decfare under our own responsibility that the product f Declaramos bajo nuestra responsabilidad que el producto

Microtorne M-240 | Microtomo M-24A

meets all the requirements of the following Europeiln Directives that are applicable
cumple todos los requisitos aplicobles de las siguientes Directivas Europeos

eslTelEC: In Vitro Diagnostic Devices Directive
Classification: General IVD (Other), neither listed in Annex ll of IVD 98l79lEC nor
lVDs for self-testing purpose

Electromagnetic Compatibility (EMC) Directive

Low Voltage Directive

Restriction of the Use of Hazardous Substances in electrical and electronic
equipments (lRoHS) Directive

The product is designed and manufactured according to the relevant parts of the following Internationalstandards
El producto estd disefiado y fabricado de ocuerdo co'n los partes relevontes de los siguientes estdndores

IEC 511010-L: 2010 + A1:2016 IEC 61010-2-1,01: 2015

EN 51326-1:2013

EN fslO t497Lz2OL2

EN 61.326-2-6:2013

ln addition, the following standards are applied:
Ademds, Io empreso trabaja de acuerdo con los siguientes normss:

2Ot4lsOlEU:

zoL4lsslEU'

zortl6slEUt

tso 91t01-2015:

tso 1it485-2015:

Lloreng del PenedEs, L910612019

Quality Management system

MedicalDevices-QualityManagemen,.,ry".:l,g1'.

7:| "i
i. I, li

..::..,.1'. '. ,i,:'!;'.,'. :

'Fia4ri,sco'Ruiz.Rbbles
Managing Dit'6itor / Director 1enerol



Anexa l-0

Specificalie tehniad completati

Ventilator: Hamilton C6,, Producbtor: Hamilton Medic al, ! ara: Elvelia.

Specificalie tehnicd deplini propusd

DA Tip pacient: nou-ndscut, prematurer,

adlult, copil
DA Mobil, pe suport cu rotile
DA Brat pentru tuburi, ajustabil
Dl\ Miner de transport
Dl\ Umidificator activ, cu temperaturd
ajustabilS gi mdsurarea temperaturiiin tubul
respirator
DA Ecran L7 inch, color, touch screen

Parametrii de ventfi lare:
DA Mod ventilare: HFO, SIMV, AlC, CPI\P, PC

DA Forma de unda flux: dreptunghiulara,
descendentd
Dl\ Presiunea de insipartie: - 100 cmH2,O

DATimpul de inspirate: 0,1- 12 s

DA Volumul tidal: 2-300 ml neonatal si 20-
2000 ml adult
DA Fluxulde inspiratie ) 30 lpm
DA PEEP/CPAP - 0-50 cnrH2O Adult, 0-.25 cm
H?-O neonatal
DA Frecventa respinatorie in regimuri dle

ventilare convenlionale: 1-150 rpm nieonatal
DA Frecventa respinatorie in regim de

ventilare HFO:5-16 Hz

DA Amplitudinea HFO > 0-150 cmH2O

DA Trigger presiune

DA Trigger volum
DA Concentratia de oxigen 21,-100 %

DA Flush 02, ajustabtl2l,-!OO%
Alarme:
DA Alarme vizuale si sonore
DA Alarme cu prioritate ryf
DA Buton anulare ala

DA Lipsi alimentare
DA Lipsd alimenta

ca!fre tehnicd deplini solicitatii

Tip pacient: nou-ndscut, prematur
Mobil, pe supont cu rotile
Brat pentru tuburi, ajustabil
Miner de transport
U mid ificator activ, cu te m peratu rd aj u:;ta bi ld

9i mdsurarea temperaturiiin tubul respirator
Ecran min. 15 inch, color, touch screen

Parametrii de ventilare:
Mod ventilare: HFO, SIMV, A/C, CPAP, PC

Forma de unda flux: dreptunghiulara,
descendentd
Presiunea de insipartie: > 80 cmH2O

Timpul de inspirate: 0,1-3 s
Volumul tidal: > 2-300 ml
Fluxul de inspiratie > 30 lpm
PEEP/CPAP > 0-30 cmH20
Frecventa respiratorie in regimuri de

ventilare convenfionale > 1-150 rpm
Frecventa respiratorie in regim de venllilare
HFO > 5-16 Hz

Amplitudinea HFO > 0-150 cmH20
Trigger presiune
Trigger volunr
Concentratia de oxigen 21,-100 %

Ff ush 02, ajustabtl2L-100 %

Alarme:
Alarme vizuale si sonore
Alarme cu prioritate mici, medie giinaltd
Buton anulare alarmd
Lipsd alirnentare gaz aer, oxigen
Lipsd alirnentare electrici
Eroare de sistem DA Eroare de sistem



Anexa 10

DA Alarme ajustabile, parametrii ventillatorii
Parametrii misurali:
DA Presiunea inspiratorie de virf
DA Presiunea medie
DA PEEP

DA RAIA IE

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 9i consumabile:
DA Circuite respiratorii reutilizabile nou-
ndscut, 3 buc.

DA Camerd de umidificare reutilizabilS 2 buc.

DA Filtre antibacteriale 50 buc.

DA Senzor de debit 2 buc.

DA Plamdn de test 2 buc.

Cerinle generale:

DA Termen de garanlie minim 24 de luni
DA Timp maxim de intervenlie postgaranlie

24.ore
DA Certificat de la producdtor CE

DA Certificat de la producdtor ISO 134t35

DA Trainingul personalului medical gi tr:hnic
lnstalarea gi punerea in
beneficiarului de cdtre

Alarme arjustabile, parametrii ventilato,rii
Pa ra mellrii nnisura!i :

Presiunea inspiratorie de virf
Presiunea medie
PEEP

Rata lE
Frecventa respiratorie
Volumultidal
Minut volum
Scurgerile
Complianta
Concentratia 02
Vizualizarre grafice:

Presiune

Flux

Volum
Presiune-volum
Presiune-flux
Flux-volurme

Conditiiil,e de functionare:
Tensiunera220V,50 F{z

Presiuena gaz3-4bar
Furctun cu conectori 02, Aer, tip DIN

Accesorfli 9i consumahile:
Circu ite respiratorii reutiliza bile nou-niiscut,
3 buc.

Camerd de umidificare reutilizabilS 2 huc.

Filtre antibacteriale 50 buc.

Senzor de debit 2 buc.

Plamin cle test 2 buc.

Cerinle generale:
Termen de garanlie minim 24 de luni
Timp maxim de intervenlie postgaranlie 24

ore
Certificat de la producdtor CE

Certificat de la producdtor ISO 13485
Trainingul personalului medical gi tehnic
Instalarea ;i punerea in funcliune la sediul
beneficiarului de cdtre reprezentantul
autorizat al producdtorului . autorizat al producdto
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i-. 8-, i2-,2t:, cf 7:"h 
lf+']:1 :ls:u 

f,lr 
l :!jl::.rl par:netef cf r+rnb:*e,;c:r cl 

11r,:meiels
lle:sure./\",'+lirrne. ?ressurpl[!*'.+, Vohnrelilcq irci]i.iine/FCC2!, tJol*rnelli0ll Pes/Vo:r.:me,

i)irar;*u i*:lV.:i u r:t

Alarm

Apne; l:mr (s;, Ixp|l4irl,/cI hi3h.rro+: illrr.rr), Cxygen !li.;i:liorv i9;], Pr.55Jfe l!q]:,rlow iim,-!JO],

il*rv sersrr c;iiL:rltion 
1e1f*ri,;xiraiaiiorr 

ob:iruclE*: if iTrlr]rir'ol, Oxvqeli s,,t'"rrily {a!l*d

tTbiai h:*lii'lcra'ii/'nrini. Pe:.(.i];l irich/lc\.?'ainrnf{qi. PrEssrire lirfiitaiiofi iirr!li:0). Vi !:iqhllow

irrli, S+CJ iri.;i:lhir,. SpCi i:iqi:/lcrr.,. !,ileak, i..ligh P[IP, Lrsj ci P[Ii], fiulse \iei:,'ir:w

riqh 5p32, Lc:e ii{ !:)<iernal ;:*wcr, Cu{i:e:rrirc;e

i..l A NlliTfihl-f (



ai::iii,i sf:ii;irns and ra:rcesi

! L-...'l tli ijij i:r i:r'::ri r)

i*n d*r

i!
tliitiirviii (141

C.ir'rrerr ii'll
i, iri;ti: iclnH {Ci {ri:i\ a.r :.rLclAl. nn,J al,ftrJ!

i'lsw (fir.iii?{i) ion;r:i h2P,V)

irsvlam;i i,:iril1;O)

i)ti lri:c);,i iirllj i;irl

3.jiJ!* i-i,1:]

?.+r:i!a: i(,]1H2*)

3ea( fioiv ii.il::i1l

li:IFl{irnP idtr i l;li-l;

l:tsp icn)t.j:Ci

l-r:+rnl itrst

ilegsure iriqce!. icmH2*;

?iuppori i(mH:fi

3als it,.ar:in)

iii:l-.

T htgl is) irr:]V in D1cPr,,l iird AFii!')

I l,Jrry (5) i|jrliy in .^.PB!')

riif)

Ti m;x (s)

Tip (s)

ILl.?u;r isi

T:la r:ra i,or:saligr: i!4)

i/i iilr!l

\i'iqicht i<ql

Range Adult/Ped

iin. iiJl

C t; :ir

5 tir EB

71180

S{.iijara, :t9," ijei:ci(ltali,)E

,l.rej111li'rL;

C li ir: ZC, ctf

l.,4aie, ieire i*

1 e 1'l4:l
25 ici 353

21 1* lC0

C trr 1rl*

0 1.1 |i0

I 10 100

:il tc 25C 1 1:l 1$ 9S

tj lr'|t)

Sin-.. 'iC0ori

Range Neonatal

ilr. O{f

C r.i ll

:10 E0

1 iti 1i

O ;c{r i}, cft

1r9 io,l::

21 1c:*t
ri io 6e

o:.1 2:,:i. 
. .

5 i. i$ii

:iofr

0 ia ::3

l:.r 6c

c 1l frl
-{i.1 io -1 5.r1, oii

aia5C

ii.: to 4$

0 2 ioJ{}

0j1e;11

C-:l lc 3.0

0 i+ .l$

0 ic 110

2 ra iC!

fi.? io 3S.

t i+ 
]0,)

1 tcl 
1es

Q;a 5i)

: i. 1CC

0 trl {0fl0
-{i.1 to -1 5.0, *ii
0 ia 10C

**. -'-- l{
-1 tr*B{r f!E4*s4&,
()r. *it
{r 1 tl ai:

02i$4'1

$.1 tc; 1li

1:$l

0iLr8

0 1i) 3r.i

0ic ]0s
2C ta 280C



l'"4an itori ng p.irJmeter

Parameter (uniG)

iife5]$re '1rtii'[.[F {{rrf-].2i-rl

{ }!'j ia:ri i }(;i

'ri.rirrlH2O,

iii 1 ir:rr )ii)

lfD:r r, j.{:n} ii

1,.'rifl irlrl ll,l)

Ftr;:r9 i i{niJ;10)

Description D

iJi:iri*1raa,C pcriiivr: snd-e\sii ai|fv i-.fetsi-:ri:

Jr:Iltd, Irt|j;llrr:

Ir :,,t:15 
6rs 

,r ;111.

Atrti:ay arl,. i,.:sio,: nti:: :;r t:c

li rsf. i ?i.).t tife:,:,r.i I rt iit tt+ pr Ctj,.r(: i

ijri i)ir'..;:jfc

''I he i;r,ii:*ieiic rrear yalilt li Piran:r,:ir'|.] firr*r in* iasi i f)il ins iif the l+ji

irlJ)ir4:.icn.

T::(i.ir':iijnriic ffit;r: r:aILll cf Ptfals.ir:l;ir ci.l,r thoia:i 10C l;, 
r:f ihr 1.,:1 expiratic:r

i:tfl irilsiiive *ilci-expiteicr'.; pre55tJre,1 atci {l.i.F ironijnr:{lus tars:i:vc ai.w:v

JlrC-\SJ/e'r

I:i r)r:iici j. j)Jei':urn,

l,,ir,.rr rrrr.,,.lv cllis..r.c

f'etk e;rvJsr pr',,5,,r1 c

Fiirlilei: +r cri-in;pifaltl:f {jressura

5ee Pli[P iitc trcgslt'l ir ng:asureC tir:*r35i1 :f,3 Fr.r l]crt irsiesrj ,:; v:rr,q +rr',t;ry

Jrl *lllJil

Sce Ppcai:r. Tlie pr*slure ij me;5uieft liir*uqh !-i:r lr:, F-]of t itsicatd cl r:j:ijc ii;I.,,ij;y

p13 j:r:.rro.

Sc* Pplsrc:, ' : l:r p,?sstre i: c edlirrFal ,nr*.,fa ,no l e5 DCrL insie.jd Ji ijrititi.l

air*;y plt ssur'":

5ee PfP. l he iifrssii.c is l1]e,:lstiiei ihrou{jh tn* ll]s $$rt in:ttart iii ilsinq ;;rtrrz{}

r'*ssiiie

lqs PC-i. Thf prs:t:;iife is meascred r.hri-rligfr tho Pej ssri;nite.:i oi lrsirrE a rtvat

()ri'L;,Jit).

Ttq l;ei i{ovr cf rlits tir trrr ltirtlent. } j :iicwil;l nroc* l*ly,

F c.t j' eilrir::t,-.' y ii ()w, :,FlO11,ill+t:$s tr I r:;;nlj.i Itit
Pt;k e>:liil;i*, ;"' f lcy,r

f: rpir;rtnry :. rit:i;te vc:ll.rtte

5pcntaireou: expiratcrlr, r.-ir*ui9 vciull

Erpirdlor',/ t.da,l voiuru:c

Spctrlaf!ecrji i;pi.alcrv iidsl vol!.itrr

I ir !'.;i-tlaf y iida: till uil*

Ti$;i r'*lrr*,r ;r':,trd;il! lc i*'iil bcdy weitirt {lSW) fai

eafri+r{r{l'!* lhe *ctrr;:i i;oiy *;e:*lt fcr *ece.:t.:l paiie

LeaknEe p*r{rni or {.ctF: nlnu:.? rr*lume leakage

$d#ffi#"F,fegt

i:iOr1,

Fr:;t r, F ,ll ry;i'.lzu:.

lri: j:u/CpA? iCi] r1".12(j)

F:rr:p ir:niF{2C)

l'renrr it:r::l-ilCl

l'pe*k {ct iii2(}i

i,fjl.jlr;rj icfiiH?C)

f'cs r:i;r ilrrriJ?i))

Fes n:ax (cr:i 12*l

irfs pJateau 1r*f f ;U:

l"cs P:P i*rii:C)

Pe:t !,il.l (r:n-2C)

{.*lriri:rl f !or", ii;rr:in)

!tsil i ii)'! il/:i::nl

[.r], rii,w.l.,ry:t"j

IxpVin\tl,i:- f.lin\*l NIV (U:r:r)

MvSpc:1i r-r1 lvlv'5pr:ni I'l:V {lirr:ir:)

vrE $f Vr; r,lj!./i1:)

Vi[.51-13P1 1P1;

/il :1 ;J1 1't",o1'

vilfBw

'vi.IV.i*:qi:t /:mllkrj)

VLf"rk ae,6i ci l.;lVleek i!:min)

Vcl;.rin*

'.$.i:

'i;iia4".'+

f.i4h,4llTiriil^f {



i'icnillrirg paran:eter {continueC)

?r:arnctcr (units)

( t:2 lJe1t..*2 ili,)

ie:{{ll (:n:liiE)

sl*srl{r}f i%iC: / lj

Vla:v irY:l;

V'aiv ii.rrl:ni

\r'C07 in:ir,.niir)

Y-la'J iDr;;

'"'ilasriviI i%i

tr{.L}:l irill

"iat:.i)Z 
tryl)

slrl: i?:,i

i::rj:? illrlini

l'i+1h1,-imgg1,1;1

5i:()2,'i':Sl il,3)

:: ie.i,)

i\"'l i-'loi

1!il({) {.n:i'dl)' i'ii,)'

:lhJili i%)

Slfi I igltii;,.rr:rrr+1..'i1

1*01 illrl/rJi)

Oxl;ge1 {7r}

i;!

l{-r:rrrc:l (i:r'rn i l)
fSs*t ii:;jnl:ri

fT'rt"r: (b1rij fl)

':to)

:[ i;i

1]; ls;: isj

i.;t:i (;ttn: :;t0i

lt.: iiirl!{l{i}
lTi'irrr:Hl*-s)

:lcerf; is)

a nsp icmr'iro4.':si;

lSli 11l{J"*t;t}}

t?c)

Descripticn

lr:ciii-.i;:: er:i-tiriai i.iii r:t+rrentrniicn

f.::i-i{.J;. i (,: i;rlit tjii

it,,g,r ai iitr'.t u,'.,,o, ,r;r,,.,,,, r:r li:c !'r't{C2 .,rvr., i.:ii,:;;lil,, ii r, v,;:1,'r,cl;t:+,

5tst1: a: iir€ 
lrjn!:

A iri*cia Ll-id*i v*t;i;la li'Jil

A.riitllatr rtinuir i,eltriliioir

{-{ r7 pliii16i::.1i

Airivay $.laC ;rlce

AirirJ),.+.{d OAL- {,J -{(,:r il 'rhs ;iri\?r} o*{a r,g

f xi:aled i-ij2 r'.ilurne.

I nsiired i,*l ."'*l u,.,rr-.

r) <vEt,i r i.ri,:l:ti.;i'

Pr|ie

:he wevefJrn: ttil visi.:ili;:es lhe pr-JlsltinE hln*d 'rclurne; ri ii delivered i;1,' fh*

i.'Lji:,e a1t:nlCiCr

'jlig 5c$:lligZ ralii-: i-q!l:s r;r;lrl:ri:xirr.rii+r c,f lhe P.107/iiO2 rali*, i.vr:ih. in

rj(}fi".rn5l lc PaiOl/FiC2: c*fi be r:ji..t:rird ror:iri\,a15ively and {rntinil+i,siv.

Feri,.isitr:t rild"jv

Pleth v,lrial::iily ind*x

{.o i;c.r;':;c;..r :.}j-i.;;r ;;irjr.riilrn

Mr,:lar:r0.J:tlhin 
'::::{ai!$l

'i *taj it,:crtr, ;Jiri,ir:

i)x;r.;er: i.nriie'i:

Ox).:ien 
:.x(eli.ratiln *i ti're deiivered ga;

lrt:ruir:r rot.;:; - f:i: ; i.lf v f rliL)

l!/3nridi.o'-, hle; ii: {r:c r:c:lLy

Sporli.aneoc: h1 ee],r:r: f:'eq*cn;y

;Ctii irrl,dtf:inO ifeCi;L'rj(V

ir'rslriralin'/ l:fEe

Erpriralory t:re*

lnspift{iorv ijiic3e c|p[;{i{au

itail: lcm+iielrce

,4:l'#ay (]{:{iu:;Orj tireisr-i re

t'1*r1ur. t ,n* l-..orl*.,

Ixpirdior"v t:s:* i'ilsi r]i

]nl1)ifaror]/ 
f lrw re.sj:t.rce

f{apii shalli:w i:rea ihin g

Cxigen

lirrr

1..{nq neitaLri{s
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J
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1-i
{#l1':J
i:*
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a
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\O

3r

Physica! characte:.istics

V.lerEi:r

l.linalrJjtr:'j

[4griitcrr

I'ioi.r i1$l I Jrc:ur: i: r)l.i $Fia$*s

lrclic',r access*eE:

l:4€lrirt,ictiirqr:

lla.niitcn Medical r\,i

V;.i i-.i"ijrii 8, ;'.4.u2 B+iladu;, 5wiEc*;rrrd

ffi+4i i0)5il{i1S 1l')ilti

ir')f oi4ii:rr11i ; icri-nif iil{irl. {o;n

qrsr$v*, hayrsilt-4!x-t.l'r ed ies Lccrn

r..t 6 t\;{ it Tf,\i-r-4

3r:.0 rm i14.2 irr)

tvioniior iirlrrzrtiicn pare!) ?.8 k,j ii7.2 ibj. *,:lf: :ht:i irliiiri: 11.I lg i22.C lb)

Vontii*tie!* r.rn jt, ;;heii Inc?nt 1 ii. :! :<0 i2;i. : :; lb)

4tj tc iliJt l:;) i;ith irolle'i rnor;irrf, r-.fiiiieti+n rr;i

The iii):irli,'.ar ir.irrniri.dale a r1i1>:i::,rrl i,rilr.;orllrg lo.rd .J] 8a: ig il76 lb)

5tl ';.+r:i:it al:rryt.

Il7pe: {t:i+r'iI L Siz*: l*ilil x 
]2il{] !it+!s. :: rll i4.;i:3'xtn) tiil.qal;l

!/ISA, prie rFrxrtl iait 
lyiJurrtl 

i-:rjri:e rflou{ii

Basirtl, fi.:r:iittirxii:(:i cethtttir. O? br.}ttit rtcltirr;r; systttt, HAMli.ICii-'n9CC rrittit.:lirq jYsic:$



ii

ffi4&M$ffi#ru$ ilffi
T-he next ff€r":*rstx*n *f intc!$igent f ilU ve

ffieu;.,
lnteliigent Ventilati*n sinc* 1 gB3



We iiv* f*r ventilaticn techn*l*gy

Wt liv* i*r ventilatir:r tcchr"r*!aqy th*t hrip: c*reqiv*rs im$r*ve the lives *f thqir critic*lly ill
paiients. V\re i:elieve ::li;lt innovaii*n is *xentiai t* meet thr den":ands af criticql lar*. Tc us,

inncv,nlion is ab*ut rcali:ing visionary nevu idees *nd c*ntin**usly lmprr:',ring qxistir':g prcducts,

ailvay:. ke*ping i:a{ient s;:fet1t *nd ease t:f use in f*cu:
i^ j..i .: i -.. .1r .

We lenrn jrcl:-. $ur ti::t*rn*rs *nd fl*rn mr:lti-discipiine ry *xg:erts And we in'":qst in long-terrn
reseamh a*d d*vei*pnlent We **v*l*p tnt*lligent V?r"itilati*n soLrtions: dei.irqs and c*nsun*l;les
fct ihe ir*n'lilaticn of all criiicallv ill paii*nts * frt:m n*i:nat*s i* *rJ*hs.

q"e'-5
1

J*n: H.:ilsk

Presld*n i

:,r^,
-r*'"{X "&r lt '*

B** l'{*miJt*n

l"4er"v:ber *f {he b*ard

l.lA hillTil'J-i(



Ldc{;t Lii c HAi\$ I l-l-*N-C fi iiel i{ir.iV:t-l$i',J"C6 rer:rtselig a fi*w qenrraticn

oi lrre h-errd vsr)iiiatctS The ccnrbirr.lticrr cf
ii+9,;l.ririii l;sr cf u:c, r.i*biliiv ar:d lrdriaircec
i+';,rtr:ips .iil.ii.,rq rrr,r r tn ip;5'iyiqJijcfi:t yrlr
n."tipni'i rys*il i il; f i,rr, :hr-r,arlr|: ti 

'Lr 
<.r'yy.

51at+-nf-tire-*ri vsntiietion in*ri+s for edrrlt,

i:edi*tiic, ani n*onatql pati*nts
Ar Ja t.iiiire, i t: rr g-p;rat*ctrvr ii*riti l.riisi) rr ra)c t!
A:V'' anC li'J'|FLLiVINI'i ;rS\j
lnt*lli!;:n1a ieai-iime palient
.;yn ch roir i;a liori

H i g n-perioi'm,: nce non i n,.rasivr vcnti lation

liiql ficr,; oxycen lilsiapy
l/V Tr:r:l Pro f*r lurig 6ps*ssr"r*nl anrJ

i(ri.rriitiltcr f t
-Ir*n'.pul mcnsry pressllte maasur€fi:ent

i rr ieg r'* i*d I rrtel f iC u i'io p ress {r i"* c*ntrcl ler

i*t*grcred HAM, LTSI\I1-{90il num id!fi*r
c*ntrcl

:.t'::::
:l:{ -l
$i$rl!!]

;F

w.
. . t:t -.1

uYE;-:::

litr:.:i\;

;'U.:.S!



5l**d*t, flexibk, e*nv*ni*nt

Fhxiblc cievii:c ianfiGi:r'atiur
rh* HAMI:Jill'{-CE adag:ts 1o yoijr individual user enl,lronnrsnl. lvlcunt :t ,:n e tr+lle.y. r,'r:itli thrl
inltr*rtir:n p*n*f *ti iog cr i* irr:nt. *r us* lh*:h*if*mr*ll*rj versinn w;th trs inlrra<-l:ar J:anel ;n.
tn* sirJr cr m*r:rrteC cr, tf'c ils.rd.rnT sy;l.em.

Fcr intral'rospital tran:pcrt
Thank: t* the sien,:{*r {ranr*, an integrateri *2 cy!irrci*r carriei and thc hrgh-pgr{*rnance turhin*,
lhs HAf"4il-f*l\-C5 can st.:y nt ycur p;tieilt's side fcr intrahospit*l tf*nspsits.

Ii g,::rrr:r*it *:an*uv*r*i:ili ty

\nuritn a l*r':rF;rlr-t f*oipri*t arid lrigh-q*ellty trgllcy ldrcels
iiar'rdiirq and mansuve'rability.

i.r * i..{tt-Ifril.-f d

ihr: l-lAtt4llT*i.l-{S is rl*siqncd f*r easy

ii',riiJ
liiillt..



fi$ R+;*H *t
t;'q#
:r*\,s
s"\{#' (-

.1{|.{J)/:
'/t'



flase *t L:s

.fld
Wq$

ln lny experi

vrry h*lpful,
Dynarnic Lung is

n*t ev*rybody can

e r':umbers, esperiallyalrr,r.rys uirder.Et

in*xperi*nc*d: ts. They de finot always

undersiand,t
lha nirtr rro

but they can undersiand

l* ri*:;e co*p*r"eii+n wilh ps*rs and,-,s*iilaliorl
e;{pei1,S, *ur *nqjneei's havl* desiqned a uscr

;nlcri;ice ihat is n*rticularly irituliive. Swiich:ng

betiq/r:e n thr H,{1,:i1ll"*i"}-ilS.and ali ather
i-{an:ilir,n l\4edic*l ventilatqr: is- easy becausc

lliey trr. all i-rperat*r1 ar-rr:1iIrng {r; the sar:ir
principles.

Th e r;,rnli lali a n C i:ck p ii ci1 iire,l-i &l''f I iTC l,J-i,6

c*ns*lidntr:: tne morrit*ri49 data anci displnys it
as inii;itii;e gi'aphir:. They give a nuick'overrrielv

*{ lh* g:;lti*nt's {urr*,"}1 iisrftilation status and
pr'*v;cle + r*!iable besr: f*r therapy.dtl*is-'*ns.

The'1 
"7-ln*r, high-resr:luti$* ryrtr:il*r'".vifii

catr:ac fir,c f()rr(n s{rrr:n w4s dcsigrrcd i+r
srrrcoth and t.+sl operalian

€trr



-i"he 
V*ntrlati*n e *ekpit

ffi ,*oln moniti:ring parair;clcrs

All cf rh* main r-noniiorir-rq r-ar*meii:rr ai ;
glar:<,r:. Tire large char.:lLe* all*w yr:u ir: :;**

tlrem even ir*m a disiai:ce.

ffi
$ffi Dp:air,ii Luirg

Cn* c*ic< ic*L: shclvs y*Lr tidal v*lume , lurrg

r*r:-.trii:rn-e* ,1;11 ;:ni flfa^n.:n^ r^{}rf 1nr^ :;1lui illr.rui r*t, litr( ti,i Lr r.jyYl i1,9, rt:Jl)ldf ll{ ili

ieai"i:ine, cuif pre;s".e, anrj pulse. lhe lirncs

axpanii *nd c**tt*ct ir'r sirn6nlsny with tl-ri:

actu*1" i:rea1h:.

Vlnt Status

lhe \rt:nt Status pan*l dispiays six i:arameieis
r'elill*-'rI L(l iiie pdt,tenl'r ver,iilaior tjerrerr(ier!( e.

Wh*n aii valu*s nre irr th* ro"ieoning zcne,

lhe p;nel is franreil in qr**n, incicating tir*t
ip#r:l.in*$u-q [:r*;rthing tri*is rl extui:a:ion. carr

l-.+ c*rr:,dered.

ffi$ffi Direci access lo mai* rcntrcls

^ 
--..-,. -,-, -J;,.-r' ;i-^ -*,-i.sr.l ar !u ouju)! .,,u , ftSSt il::part8nt lCntrClS

f*l lhr ii*rrr*nt mo*e dile$ly *n ;ir* ma:n

r!i:play.



I r-r rj iv'i*'t"r * i i:e$, I u n g * p rotective v* nti i ati * n

'fhi: 
fu.:ature-", a..r*il.*lFlc on th* f-{Al"4iLT*l.l-{6 ilcl5: y*r.; irid:viciralizi: yr:r-:

i mpl ei-rreni ; I u n q-pi r*tertive v*nti l*ti*il strate{li,i.

ui* litlit i's vtrri i.iiit i icrr and ti:

c rc sbfetv ecmfort, and

irr tcrrns cf trdal voh;mes
I

!,.^* *rlui rg dr

Lurrq asse:sn"reni atlti* recrr";itm*nt lrrjth the PW To*l Prr:
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ii:* r*spir*itry fate, tirlai v*lur"r"re,

patirnt's lu1$ nr*rhenic: cnd

to *xtr-rhcii{n. .

A,*iaptivc 5u*p;ort Venti iatjon {,\SVi

t**tin u*Lisl;' **j L;sis hr**ih-by-br**th.
and in:pirat*ry lirne dep*rding *n th*
eff*rt. 24 houi.s a cia3i, fr** ini.ili:ali*r:

lf'iTILLiV[\l]ASV

t*niir:ur:us]}i c*ntr*ls the ventil;:ti*n and r:xvgerralilrr of tfie palient. lt
s':ts tl'ie rninute usntilati**, PttF, and *xygen b*s*d *r thr t*rgets set bv
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nter-har:ics. lt *iso p:rr:virles a re;;r*table rnslh*d f
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IntelliCuff cuff pressure rontrclfu:r
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Inieliigent Ventilati*n since I 983

We, Hamilton Medical AG,
Via Crusch 8, CH-7402
Bonaduz, Switzerland,
confirm that the following
products

Dectraration o.|[ Conformlty

Win, Hamilton Merdical AG,
VierCrusch B, CF[-7402
Bonaduz, Schweiz,
bestiitigen, dass die
folgenden Produkte

La soci6t6 Hamilton Medical
AG, Via Crusch I, CH-74O2
Bonafl uz, Suisse, confirme
que lEs produits ci-dessous

CEDCL-HAM-C6, Attatchment on page 2

meet the following EC
directive (including all
applicable am endments):

mit der folgenden EG-
Ric;htlinie (einschliesslich
aller zutreffendert
Anderungen) il berreinstimmt:

EO Medical Devir:e Directive:
93,t42lEEC, Annerx ll, Art.3

All listed productri are
classified as class llb.

sont en conformit6 avec [e
direqtive CE suivant (y
compris leurs amendements,
le cap 6ch6ant):

( o1E|7

T0V Rneintand LGA Products GmbF{
Tillystrasse 2
90431 Niirnberg
Germany

Registration No: HD 00137935 0001

Validity:

:fhis declaration is valid for
products manufactured in
2019. Lot nunrbers are
traceable via
manufacturing protocols.
'Ihis declaration is valid in
connection with the final
inspection report.

Gfiltigkeit:

Dies e Konform itdtserkldru ng
gilt fiir Produkte, welche 2019
produziert werden. Die
Losnummern sind ttber
Fertiigungsnachweise
nachvollziehbar. Diese
Konliorm itdtserkliiru ng ist gtiltig
in Vr:rbindung mit rJem

Endpriifprotokoll.

Validit6:

Cette d€claration est valable
pour les produits fabriquds en
2019. Les numdros de lot
peur,4ent 6tre retrac6s par les
preuMes de production. Cette
d6claration est valable
assQci6e au rapport
d'inspection final.

lHamilton fitlledical AG

t$$ -0r- 0 g
cEo

CEDCL.HAM-C6 / 04

Bionaduz,

Page 1 of2
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CEDCL-HAM€6/04

l

Page 2 of{



ASW
..-W.

TUVRheinlalnrl
&6x&fred

UffiKKMK$€*ffiKffi
The Certification lSody of

fUV Rtreinlancl LGA Products GmbH

hereby certifies that the organization

h{en'r!lt*n EVEediciaE AG
Vi* Crusch S
74.*',2 Bcneduz

$wr!teerlancl

has established and applies a quality management system for mqdicaldevices
for the following s()ope:

Design and developrnent, manufacturing. dist(ibution
and servicing of ventilators and ventilator systems

(see attachment for additional sites includedl

Proof has been furnislred that the requirements specified in

Eru 3SC) 1 3481ffi:201 6

are fulfilled. 'The quality management system is subject to yearly gurveillance.

Effective Date: 20'119-03-06

Certificate Registratiorr No.: SX 60136805 0001

An audit was performed. Report No,; 2121.13508 A12

This Centificate is valicl until: 20210-07-08

"i;

-";' ':-:- ')"t'i'!
tgi DAkks
lB,:- 

=. . ,,'.. Deutsche"' -jl.. "' . " Akkr.editierungsstelle
D-ZM-14169-01-02

Date 2019-03-06

Certification Body

TUv Rtreinland L|BA Products GrnbH - TillystraBe z - 904311 Ntirnherg
Tel.: +49221E06-1371 Fax:, +49 221806-3935 e-mail:c;eri-validity@de.tlv.r:om http:/A/vww.tuv.comlsafbty



TUVRireinlq,Tl

T'\-^ t /l D61' ntl t t

Attachnnent
Gertificate
Registration
Report No.:

T'L,IV lffiheinEenr$

LGA Fror$ucts GrnbH
Tifitystrafl&e 2, $043 t S{}rnberg

to

No.: sx 60136805 0001
21213508 0121

lHamilton Medical AG
'Wia Crusch 8'7442 Bonaduz
lSwitzerland

Organization:

Scope: Acldrticnai sire:

Hamiiton Medical AG
Parc Ind.ustrial ViaI i-C

7013 DomaL/Ems
Swit'zerland

Act.i-viiies : Manufacturinq eind Service

Certiification Body

.e#F*$"
tk.:

ffii Pn**s-t.tl* . Dr:utsche-'T;' Akkreditierungsstelle
D.ZM-14169.01_02

Date: 2019-03-06
Dipl.



Ce

Validitv:
:::::::: ,:::::: ii:: ir ili*:in

.-1'"'
: : :l:! !I:l!lll

rtifi cate
..:.

::::::::::::
Standaird'
t::i: :,.r:,:::i,rtrrt:r::r:l . aii::i I i i

Certif[cate, Registr, No

Certificate Holder:

Scope:

:

.

lso 90101 :2015

01 {00lv't0001 -

l{-m.iltonl,lMedica1.. G,.,

Via Crusch 8
T4A2Bonaduz
Switzerlan,C

2019-05-07 (Change)

g o,*u,
T: * _ oeutsche'"Ei:1.:,tll:.j 

Akkrdditierungsstllle
0^zM-16031"01"00

www.tuv.com

TUV
Giaueh

:r{'.:.:

-if.:.rlJ "? 
F. ?. {i !

/: a:;' -. .:",;.,:-., 
i

- -;{ - . :l:1: 1,!i
:J:E

. ._ -,. - l;i.il
\i l ll,:

&ruvmr",*1
Fr*cis*ly Right.



sfan_d4rg',.=.-'===
::i
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Certificate Registr. No.
.'.'''''",.''':-" ', ..

No. Location

/0 1 
-:'=:::hiami.lt0n,M€rdidal..AG,

'Via Ciusch tl
'7402 Bonadiii
Switzerland

tO2 .--=l{a.mi lton'Meldidal AG
,, .,.......,.....P.aad,.,l,hdUstiial Via1....1 0

. ,, .,,.,.,70.1..3...DOnnatlErnS,.'........'. . .'.,

Swittealand

ISO 90t01 12015

,Qtl.l i0'tilt00'0.'1..u-.,,,,,,'
-- - ,'-, rr , :r

::, :,, , ,,:,,t,,,:,',,:",t, ,::::ai.=::i:rliii:r'ini:i::nii.:t:t: ii::

Scope

..,,,.,........--D6 ;gn,,,and d e*elopmeqlt ;and distiibutio n
of Ventllators and ventilator systems

:::
'+i.i:lii[4,5 lb.Ctu r|ng']a hd,ieff i C.i n g:.6f :n...ent i l ato rS", - anNentilator systems 

,

:,:::::;::.:i:r::: .i+:!::::::::!::::::::r:' I ,::,,,, ,,,,,,:,,,,,::,,:,:,:,i::: 
:::::::1:::i-::::::::::::::::::::::

... .-l - - r:

t:
ll

..i

ieJ*iiRhainHnd,, *
Afi :Gr5ti€h:Staln,,;:5+.u u.-

www.tuv.com



Anexa Lot Nr. 15 Dispozitiv fizioterapeutic de frecventa ultrainflta (unde scurte), UVp-60,
Medteko. Rusia

cificatia tehnica solicitata Specificatia teh ica ofertata
Dispozitiv fizioterapeutic cu unde scurte
Tensiunea relelei electrice: 220\,1, 50 Hz
Frecvenfa: 50IIz
Frecvenfa de func{ionare: max |27 MHz
Puterea : max 60 VA
Ecran LED cu indicarea puterii qi

timpului
Timpul de funcliilonare max 2A nin,
pauzd,max 10 min
Electrozli inlocuifi: 3 perechi de diferite
diametre
Clasa de securitzrte: I. BF

Dispozitiv fiziolterapeutic cu unde
Tensiunea relelpi electrice: 220V ,5
Frecventa: 50IJz
F'recvenla de fuprclionare: max 27,112

I{trIz i

Puterea : max 60 VA
Ecran LED cu ifrdicarea puterii gi

timpului
-lfimpul de funcfionare max 20 min

i de difl
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Anexa Lot Nr. 16 Dispozitiv fizioterapeutic pentru amplipuls te pie, JBtius, Astar, Po nta

Specif icatia tehnica solicitata Specificatia tel" rica ofertata
Dispozitiv de fizioterapie cu curenfi de
joasd gi medie frecven!5
Forme de curen'ti: galvanici,

diadinamici, sinusoidali modulati
Ecran LED

Taimer incorporat
Control automall al curentului
pacientului
Tensiu nea relelei electrice: 220'V

Frecvenla: 50 H;r

Puterea: max 40 VA
Clasa de electrosecuritate: ll

Dispozitiv de fi;
joasd si medie 1

Forme de curer

diadinamici, sir
Ecran LED

llaimer incorpo
Control automr
pacientului

Tensiunea relel
Frecvenla:50fi
Puterea: ma/,,.fl;

clasa oe eteftiii

iotererpie cu curen!
recven!5
rti: galvanici,

usoidali modulali

"at

t al curentului

eie"t*Eriee: 230V
t1* ,:';:' ''l.,;:\
Z- 

-: 
;''r"ri:;':...t"' r1)-)i\

:j,i'' :r;, :1 \1

il"VA. ",, "i. "',,>.!'LL' i: .' lr

)seegrr,.tif, :lfri'ii
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Y ffi {ffiTx#{ffih #Y3 # {:#'rry"# ffiW.g # {E

fift##Fi#&4f{s
. two independetnt treatment channels
. operation mode: program/marnual
. easy-to-read display
. operation in graphic mode
. preset treatment program ba:;e
. treatment programs chosen by name
. treatment timer
. electrodes test
. statistics - the number of perlbrmed treatments
. buzzer volume setting

sT3{{.f {TtJfifi
- graphic LCD display
. heavy-duty and reliable keybclard
. modern design
. operation in CC (stabilized oultput current) and CV

(stabilized output voltage) modes
. complete galvanic isolation br:tween channels in ea,ch

mode
. generation of unidirectional (unipolar) currents

in interrupted mode
. self-test - systematic control of the unit

T{tt{ ttxf; &f_ Srtrci st {,qTt#ru s
controller - maxinrum constant current in patient's circuit
(CC mode)

galvanic 40 mA
diadynamic, pulse 60 mA
interferencial,Kotz' , unipolar sine surge '100 mA
TENS '140 mA
tonolysis 100 mA
microcurrents 1 000 pA

maximum voltage in patient's circuit (CV mode) 140V
mains supply 230 V 50 Hz, 50 V4 70 VA
weight mrax 6 kg

W&ffiffiAruTY

Etius 2 years

s"iApi#&ffi* A{{il.S5*Riil$
. mains cable
. patient lead (2 pcs)
- electrotherapy electrode 6x6 cm (4 pcs); 7,5x9 cm (2 pcs)
. viscose electrorCe cover 6x6 crn (8 pcs); 7,5x9 cm (4 prcs)

. velcro fixing belt 40x10 cm (2 pcs); 100x1 0 cm {2 pcs)

. spare fuse T1 41250 V (2 pcs)

. user guide

# $*?t#ruAt,qf { glS 5 #Hi f; 5
. disposable self-adhesive eIectrodes 3x4 cm;5,5x5,5 r:m;

5,5x12,5 cm
. point electrodels 5 mm, l0 mm, '1 5 mm,20 mm
. crocodile clip
. sand-filled bag21x14 cm,21x28 cm
. bag for the unit and accessorir:s
. Versa trolley
. patient's switch

www.&$t&$".e&r ryeffi. ph5rsi*teehn (3#y
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.. T}'ce Cerrtiflceti** S*dy *f

TUV Rheis'llanrd LGA Froduc€s GrnbH

hereby certifi es ihat the organization

"A:star AmR"
A$ eksar! d r*s -jqdgzejcws kl,

ffiohert Selegldzlei $pcf$k* -jawna
ul. $w!€ 33

4$-3&A B$e$sk*-&$sla
lF*Eand

has e$tablished and appties a quality rrla*ageme*t syst€ffi for medfcel devices
for the foll*wing $*dBe:

(see attaChr*ents for scope included!

Frcof ntas bs*n filrnished thai the requirements specified

ffiru E$S t34S5:2S1S

tiffective Bate:

Certificate Registration No. :

An audit was perfonrned. Report No

This Certificate is valid until:

t:''ir'::- i 
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tS.B

'\\,:;:.;=J 
Akkreditierurrgsstelle
n-znn-1q teg-cr-oz

tlate 2018-01-12

\'i'.".tttt,,-,^ o'tn

"trLlv Rheinlarrd LGA Products G:mbF! - TiilystraBe 2 .90481 Niirnberc
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Srganriaetionl

$ccpe:

T"$!3ys€re$$* *, SS4S'$ ffiftrmfuerg

$x s*{u$s36 *t}*t
263t!0254 t}05

*'Aet*r &BR"
Aleksander Jedrzeiowski.
Robe rt Dziendai el S polka'.,liiwna
ul. $wit gg
43-382 Bielsko-tBiata
Poland

Dexign and d"evelclpmenl, ma$uf
i"nstalla,tierr and serrricing
fcr eLeq-Lr<rtheraplrn laser

ge"}V $the$st$mffid

t$e Frsdusts Gswhffi

*oc. Il1, Rev. o

stribution,
l" devices

rL- r'.tF-erapy,

ivacl1$m

Tr-jVAh*in{sffd

ult.rasound therapy, *"g*$.1
therapy and shock wave

ffi*nr*xs*.: 
Deutsche

'i.::....r .' Akkreditierungr:lielle
B-:M-14169-01-{}t

Sate: 201,9-$1-12
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A 20P denexa 'ompa de infuzie (perfuzor) cu seringa

Pompi de infuzie (perfuzor) cu seringd - 15 unitl{i

I 
Acest grup de produse include pompe pentru seringi cu ceri,nle debazl, auratareglab

Descriere 
| flux, prevdzute pentru anestezie, folosirea de duratd la patul bolnavului, pemru ranspo
I pacienlilor gravi, pot fi instalate seringi pind 60 ml.

liii de

rltlrea

Parametrul Specificalia
Specifi catia tehnica ofertata

(Medima/Polonia)
300

Display Date afi;ate

Doza da da

Concentratia da da

Yiteza d<:

infuzie da da

Volumul de

infuzie da da

Timpul de

infuzie da da

Timpul pind la
final de irnfuzie

da da

Mirimea
seringei

da da

Nivelul de

ocluzie
da da

RataKVO da da

Data, ora da da

Nivelul de

incdrcare a
baterii

da da

Evenimente da da

Alarme da da

Proprietdlile
pompei

Rata fluxului

diapazonul 0.1 - 1,200 ml/h 0.01 - 2000 mllh

Pasul de

incrementare
"].a.'.r'::';-':l.'i:,

'!il.:,",:i \

0.01 - 99.99 ml/h

Dozarea
bolusului Incremenlarea

;1,{,
0.1-25 ml

I
RataKVO 0;1 -3rnl{h 

i:. r'H/;{or-3mrih



Eroarea s2% 2%o

Compatibil cu seringi produse
. de dLiferili producdtori

min.8
producdtori

da

Seringi acceptate
5, I0,20,30, 50,

60
5,r0,20,30,50,60

Detector de mdrime a se.rinsei da da

Nivelul presiunei de ocluzie > 8 nivele l-12 nivele

Proteclie la pdtrunderea

lichidelor in dispozitiv IP 22 -24 IP 22 -24

Chemare asistentd da da

Caracteristici
de siguranjd

Proteclie la curgere liberi din
sistem da da

Intervalul de timp de blocare,
min

< 5-100
5-100

Li miita dozei acumulate da DA

Limiitarea de acces prin truton de

blocare sau parol5 da DA

Alarme gi

indicatori

Ocluzie sus/jos da DA

Eroare de flux da DA

Eroare de sistem da DA

Seringd goalS da DA

Perfuzia pe sfir;ite da DA

Baterie descdrcatd da DA

Alarmd
sonord

Volurn reslabil Da DA

Buton mod silen{ios da DA

Jurnalul de

evidentd

NumLdrul de evenimente
memrOrate

> 1000
1000

EverLimente
stocaLte

Butoane apdsate da da

Coduri de eroare da

Alarme ' .,':;)r,, da

Medicam.ente

injectate
)

da

''-',_':,ffi



Cantitat<:a

infuzalri, da da

Setdri da da

Bolus solicitat da da

A]imentarea

Relea

electricd 220V,50H2 da da

Baterie
internd

Reincdrcabild da da

Timp de operare >7hla5mL/h 7 hla5 mLlh

Acesorii

Suport
sistem de fixare a pompei de

stati,rul de infuzie da da

Seringi

5ml 50 buc. 50 buc.

10 ml 50 buc. 50 buc.

20 ml 50 buc.
..,,.f..;'.,::.

50 buc.

30 ml .; 50 buc'

50 ml 50 buc.

60 ml " 5p'btre; -.
-,....i' f|. 1 5o buc.

Circuite circuit de interconecl;are

ryrJ
r

{}
I
'Jrl
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No, 4-439-135-16+"X

The Sirreetorate *f bevice Testireg amd Cliraieat Emgineerileg {ES€3ff}

as a Certification Body with ID No. NAH-4-A09612016
accredited by the National Accreditation Authority for marragement system certificatio4

certifies that the quality management system applied by

IV{E*EM.A, Sp" a o"o.
AF. "Ierozo[imrskie 2SS

EZ-486 Wansaw
FcEamd

meets the requirements of standard

EN XSS 13485:2$tr6

[n the field:

Ilevelopimg, Er?&n$f,ecturieag, marketing amd service
of syrimge imfrasion p{rmps, voluxnetric imfusi*n p&mps, docking sfatiores,

naedical software and infusisn sets

iRegistry number of the related audit report: 43-131-20S7

This cer"tificate is valid until 2*19-1I-22 supposed that the
srxveilla:rce audits are satisfactory.

lfhe Company hars been certified by EMKI since 2004-11-22,

Issue: 3

Iludapest, 2018-12-20

llhe authenticity a.nd validity ofthe

First issued: 2016-ll-23

yearfyresults of the regular
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$ireetive 93/4?/EHC ott &{edicai.T}er"iees,.&msrex If exeEudi*g {d}

i\*" 5-76S-2SS-tr411

T'he Sirectorate *f Sevice Testing arsrrt Clinical Engineering (EMK!)
cenifies that the nranufacturer:

MStr)IMA 1Sp. z o. o.
Al. Jerozoliimskie 300
fi2-486 lVarsaw
Foland

fcrr the products / product categories:

,Syring* infffisiolr primpc
Y*lumstric inf,usiolr purrrp$
Soeking s*atis*s f*r inf*sion Filmps
Xnfur*i*n selK

h{edical software

ffiel

ffiffiffiffiffiffi

applies a quality system wliich meets the requirements sf Direetive.g3/42/EEC eoncerning,medical
devices. An:rex 1I.

Registry nurnber of fhe relatsd audir repcit 4?-l3l-*C{}?

"Ihis certificate is va.lid ufitil 2{}L9-1L-$.J} s*Fposed,that th* results af the regular yearly surveilla*cq
alrdits are satisfbctory.

lssned by fiMKI,as a Nclified Body rvitih identification number 1$11.

This certificate is valid cnly *iith the attachrnent.

l*srre: ll

Budapest, 201 8-02-2.6
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A3'YACF&1VSH}q? T'& f, C CERTEF'SCAgE

Page 1 of I

Addif i<l&str i*forreratio.$ f,s r Certifieste 5-768 -Z * * - I 4I I

The certifi*ate is valid fbr the follorving rnanufacturing site:

MEDII\.{A Sp. z o, ci,

,{1" Jer:ozali:uskie ?00
02-486 Warsarv
Poland

The certifi*ate is vaJid for rhe fallowing rnod*ls:

Sylinge infusion pumps:

s100, s?0CI, s30s, s'30* PCA

Volumetri* infusicn pfilnp$:

P. P'1,P2, PICIS" FZSO, P300

Docking statians f$r infrsisn purqls:

ns30?, Ds3s4, D530S, DS30g

Infusiorr sets:

Medima Line S

. Medima Line L
Medimaline.B
Medima Line

Medicalsoftware:
Medima UserToolBo:r
hllediina srviceTaolBox
M*dknaNet

'filie cletaiied descriplion r:f the products 1is kept by trh.{Kl underN_o. *:Ot.rlOr.

f ,,,,' :' :,r:, x ttt't"tt't,,,..a'..

Issue: 3 Date: 201S-0?-?
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I"l-I097 Eudapest. Albert l^krrian LiiiiA, Telcfnn:+36l0 ?68 ?5 95, Fax; +36 I 886 gi 33
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