Anexa 1. Unitate ecografic%a

Specificarea tehnici deplina solicitatia

Specificatia tehnica ofertata
Versana Premier (GE Healthcare)

Lo . : T
Ecograf multidisciplinar, stationar conceput péntru examinart abdominale,

obstetrice siginecologice, parti moi, musculoscheletale, vasculare/sistem
vascular periferic, urologice, pediatrice, tl‘anscfania]e cardiace, Veterinare.
|

Ecograf multidisciplinar, stationar conceput pentru examinari abdominale,
obstetrice si ginecologice, parti moi, musculoscheletale, vasculare/sistem
vascular periferic, urologice, pediatrice, transcraniale, cardiace, veterinare.

| CARACTERISTICI CONTRUCTIVE, STRUCTURALE SI |
DIMENSIONALE

CARACTERISTICI CONTRUCTIVE, STRUCTURALE $1
DIMENSIONALE

Sistem stationar cu urmatoarele caracateristici:

Sistem stationar cu urmétoarele caracateristici:

- patru rofi pentru stabilitatea in deplasarea si pozitionarea
cu posibilitate de blocare a cel putin 2 roti

- patru rofi pentru stabilitatea in deplasarea si pozitionarea
cu posibilitate de blocare a cel putin 2 roti

- rotile sa poata fi blocate pentru deplasarea in linie dreapta

- rotile sa poata fi blocate pentru deplasarea in linie dreapta

Tehnologie moderna la gabarit redus;

Tehnologie moderna la gabarit redus:

Dimensiunea ecografului; 1475 x 525 x 740 mm

Dimensiunea ecografului: 1475 x 525 x 740 mm_

Echipamentul nu cantireste mai mult de 60 kg

Echipamentul nu cintéregte mai mult de 60 kg

Consum maxim: 240 VA r inclusiv cu periferice

Consum maxim: 240 VA - inclusiv cu periferice

Echipament previzut cu 3 porturi active pentru traductori de
tip imagine ‘

Echipament previzut cu 4 porturi active pentru traductori de
tip imagine

Posibilitatea instalarii celui de-al 4-lea port

Posibilitatea instalarii celui de-al 4-lea por

Consold cu filtre de partlcule Acestea pot fi accesate gi
curatate ugor, férd a fi nevoie de instrumente suplimentare
sau de demontare. ‘

Consola cu filtre de particule. Acestea pot fi accesate §i
curdtate usor, fard a fi nevoie de instrumente suplimentare
sau de demontare.

Sistem cu difuzoare integrate pentru frecventelj Joase ce
asigurd o acustica fidela

Sistem cu difuzoare integrate pentru frecvenie joase ce
asigurd o acustic fideld

Consola prevazuta cu un sistem de asigurare al cablurilor

Consold prevazutd cu un sistem de asigurare al cablurilor

Suport integrat pentru tubul de gel

Suport integrat pentru tubul de gel

DESCRIEREA CONSOLEI

DESCRIEREA CONSOLEI

Monitor de tip LED de Tnalta rezolutie

Monitor de tip LED de Inalté rezolutie

Diagonala monitorului: 21,5”

Diagonala monitorului: 21,5”

| Posibilitate de ajustare a luminozitatii si contrastului monitorului

Posibilitate de ajustare a luminozitiii si contrastului monjtorului

INTERFATA CU UTILIZATORUL

INTERFATA CU UTILIZATORUL

Ecran de comanda tactil de tip LED

Ecran de comandé tactil de tip LED

Diagonala ecranului de comanda tactil: 10.4"

Diagonala ecranului de comanda tactil: 10.4"

Tastatura alfanumericd ergonomicé pentru inttoducerea
pacieniilor

Tastaturd alfanumerici ergonomicé pentru introducerea
pacienilor

Interfata software ofera posibilitatea de a fi editata pentru creare:;i unor
profiluri individuale de utilizator

Interfata software ofera posibilitatea de a fi editata pentru crearea unor
profiluri individuale de utilizator

Echipamentul dispune de jplatforma ce ofera utilizatorului suport tehnic la
distanta atat in domeniul de aplicatii cat si pentru cel service prin accesare
| rapida

Echipamentul dispune de platforma ce ofera utilizatorului suport tehnic la
distanta atat in domeniul de aplicatii cat si pentru cel service prin accesare
rapida

Aceasta platforma permite monitorizarea de la distanta,
suport in timp real pentru\dphwtu si probleme de diagnoza

Aceasta platforma permite monitorizarea 1 de la distanta,
suport in timp real pentru aplicatii si probleme de diagnoza _

MODURI DE OPERARE

MODURI DE OPERARE

Moduri de functionare fundamentale:

Moduri de functionare fundamentale:

- mod de tip M

- mod de tip M

- mod de tip 2D

- mod de tip 2D

- mod Doppler (Color, Power, Spectral)

- mod Dappler (Color, Power, Spectral)

Moduri de functionare derivate si/sau combinate din cele fundamentale:

Moduri de funcfionare derivate si/sau combinate din cele fundamentale:

- M Color

- M Color

- Doppler Spectral Pulsal

- Doppler Spectral Pulsat

- HPRF

- HPRF

Capacitate de a functionalcu 3 moduri de lucru active in
acelasi timp (triplex)

Capacitate de a functiona cu 3 moduri de lucru active in
acelasi timp (triplex)

| TIPURI DE TRADUCTORI COMPATIBILI CU ECOGRAFUL

TIPURI DE TRADUCTORI COMPATIBILI CU ECOGRAFUL

AdAancimea minima de scanare: < 0.5 cm

Addncimea minima de scanare: < 0.5 cm

Adancimea maximi de scanare: > 32.5 cm

Adincimea maxima de scanare: > 33 cm—

Traductori de tip:

.!, <

Traductori de tip:

- convex (convex, micro-convex endocavitar 2D, convex volumetric) acoperi
in intregime domeniul 2-10 MHz

I['\I 2D o(}mex volmmtnc) acop

- convex (convex, micro-convey Llld:
in intregime domeniul 2-10 MHz

- micro-convex pediatric ce prezinta campul de vizualizare
de 128°

- micro-convex pediatric ce |}11wmla Lampu];lé /UW

- micro-convex 2D ce prézinta campul de viualizare de 132° folosita in

de 128°

- micro-convex 2D ce plezml’l chmpu dej Zﬁc 132° folosita in

pediatrie p;d]alrlu
- micro-convex biplan celacopera in intregime domeniul - micro-convex biplan ce acoperainy’ mhe :Ih_‘g Gomghiul
3-11 MHz 3-11 MHz o




- Jiniar ce acopera in Intregime domeniul 4-13 MHz

- liniar ce acoperd in intregime domeniul 4-13 MHz

- sectorial arie fazati acopma in intregime domenlul 1-5
| MHz

- sectorial arie fazatd acoperd in intregime domeniul 1 -5
MHz

| - permita lucru cu sonda c‘_o_nvexa 3D planar

- permita lucru cu sonda convexa 3D planar

- permita lucru cu sonda convexa 3D integral

- permita lucru cu sonda convexa 31 integral

jOBTINEREA ST AFISAREA IMAGINII

OBTINEREA SI AFISAREA IMAGINIIL

Formator de unde digital

Formator de unde digital

Peste 220.000 de canale efective digitale de procesare

Peste 225.792 de canale efective digitale de procesare

Rata de reimprospatare a imaginii: aproximativ 1.400 cadre/secunda
(dependent de traductor si aplicatie)

Rata de reimprospatare a imaginii: 1.447 cadre/secunda (dependent de
traductor si aplicatie)

Gama dinamicd: aproximativ 260 dB

Gama dinamica: 260 dB

Optimizare automata a imaginii la nivel de pn&el pentru
reducerea interactiunii operatorulul cu ech1pa1nentul

Optimizare automaté a imaginii la nivel de pixel, pentru
reducerea interactiunii operatoruluj cu echipamentul

In vederea imbunatairii calitatii imaginii, echipamentul incorporeazi o tehni
de procesare adaptiva a 1mag1nn prin !

analiza comparativi a tuturor pixelilor ce formeaza imaginile,

in relatie cu pixelii din imediata vecindtate }

In vederea Imbunitatirii calitafii imaginii, echipamentul incorporeaza o
tehnicid de procesare adaptiva a imaginii prin

analiza comparativi a tuturor pixelilor ce formeaza imaginile,

in relatie cu pixelii din imediata vecinitate

Tehnologie de compunere spatiald a mai multor cadre obtinute

prin interogarea din mai multe unghiuri ale acelea$1 zone de

interes, avand ca scop intarirea contururilor structurilor

vizualizate, reducerea dlvelselm artefacte si 1rpbunata;1rea rezolutiel de
_contrast

Tchnologie de compunere spatiald a mai multor cadre obiinute

prin interogarea din mai multe unghiuri ale aceleasi zone de

interes, avand ca scop Intérirea contururilor structurilor

vizualizate, reducerea diverselor artefacte si imbunétitirea rezolugiei de
contrast

Compunerea spatiala a mai multor imagini aleaceleiasi zone sca%ate intr-una

singura este posibila pentiu reducerea ! \

zgomotului de fond si este compatibila cu urmatoarele mdouri dé lucru/tehni

Compunerea spatiala a mai multor imagini ale aceleiasi zone scanate intr-t
singura este posibila pentru reducerea

zgomotului de fond si este compatibila cu urmatoarele mdouri de
lucru/tehnici:

| Echipamentul prezinta posibilitatea largirii campulu1 vizual
la functionarea cu traductori liniari in scopul aﬁsaru pe ecran a unor zone
suplimentare de tesut — imagine trapezoidald !

Echipamentul prezinta posibilitatea largirii cimpului vizual
la functionarea cu traductori liniari in scopul afisdrii pe ecran a unor zone
suplimentare de fesut — imagine trapezoidala

MODURI DE AFISARE A IMAGINILOR

MODURI DE AFISARE A IMAGINILOR

Posibilitate de afisare a imaginilor ecografice in modul 2D astfel:

Posibilitate de afisare a imaginilor ecografice in modul 2D astfel:

- Stanga/Dreapta (atat in modul live cét si in post-procesare)

- Stanga/Dreapta (att in modul live cit si in post-procesare)

- Imagine 2D Color

- Imagine 2D Color

—Aﬁ§are simultand a imaginii 2D 1n scala de grj si a imagini
2D color posibild in modul Doppler Color

Afisare simultand a imaginii 2D in scald de gri i a imagini
2D color posibila in modul Doppler Color

Posibilitate de afisare multi-imagine (imagineilive si imagine inghetata)

Posibilitate de afigare multi-imagine (imagine live si imagine inghetata)

BAZA DE DATE PACIENTI

BAZA DE DATE PACIENTI

Echipamentul inglobeaziio baza de date pacienti capabild s stocheze date
demografice ale acestora, imagini statice si in migcare, rapoarte

Echipamentu! inglobeazi o baza de date pacienti capabild s stocheze date
demografice ale acestora, imagini statice si in migcare, rapoarte

Formatul de stocare a imgginilor asociate pacientilor este
unul brut si permite la ac¢esarea ulterioard a pacientilor modificarea:

Formatul de stocare a imaginilor asociate pacientilor este
unul brut i permite la accesarea ulterioard a pacientilor modificarea;

= Amplificirii (la toate modurile de lucru - M, 2D, Doppler Color, Power,
spectral)

- Amplificarii (1a toate modurile de lucru - M, 2D, Doppler Color, Power.
spectral)

- Baseline si unghi de corectie la modul de lucru Doppler spectral

- Bascline si unghi de corectie la modul de lucru Dopp er spectral

Informatiile stocate in baza de date au p051b1htatea de il
exportate in urmatoarele formate:

Informatiile stocate in baza de date au posibilitatea de fi
exportate in urmitoarele formate:

- format tip DICOM

- format tip DICOM

| - format tip MPEG si/sau tip JPEG

- format tip MPEG si/sau tip JPEG

Permite exportul si/sau stocarea informatiilor pe urmatoarele dispozitive:

Permite exportul gi/sau stocarea informatiilor pe urmatoarele dispozitive:

| - USB

- USB

- CD-R

- CD-R

| -DVD-R

- DVD-R

POST-PROCESAREA IMAGINII

POST-PROCESAREA IMAGINIIT

| Ofera posibilitatea afisarii volumelor achizitionate in urmitoarele moduri:

Ofera posibilitatea afigdrii volumelor achizitionate in urmatcarele moduri:

- singular

- singular

- imagine duala (Planul A/3D)

- imagine duald (Planul A/3D)

b ?

CONECTIVITATE SI TRANSFER DE DATE

CONECTIVITATE SI TRANSFER DE: DATL

Ecograful permite conectarea la retea prin cablu cu conector
de tipul RJ45 3

Ecograful permite conectarea la retea p1 in cablu tﬁcom.ﬁ’lm/
de tipul RJ45 /

Dispune de soft ce permite comunicare DICOM

Dispune de soft ce permite cdmﬁ nicare DICQ‘M /[ //

B) CONFIGURATIE DE LIVRARE:

B) CONFIGURATIE DE LIV E: . %%

B.1) Consola ecografica multidisciplinara indeplineste toate cerintele de la
punctul A)

B.1) Consola ecogralica nmlmllsLlpimm "/A'/%F%c toate cerintele de la

| B.2) Tr aductori:

1 bucatd traductor de tip'convex pentru aphcajn abdominale, obstetrice-
gmeco/oglce pediatrice, urologice, vascula/e ce prezintd wrmatoarele
caracteristici: i

i
punciul A) - da
B.2) Traductori: :

[ bucatd traductor de tip convex pe;m u f.!pMﬁ[u c:b fonuwn’:’ obstetrice-
sinecologice, pediatrice, urologice, vasculare ce prezintd urmatoar ele
caracteristici: inclus

- banda de frecvente de lucru acoperd minim mtervalul 1-

- banda de frecvente de lucru acoperd minim intervalul: 1 -5




[ MHz

MHz

| bucatd traductor de tip endo-cavitar pentru aplicafii pediatrice ce prezinti
urmatoarele caracteristici:

1 bucatd traductor de tip endo-cavitar pentru aplicafii pediatrice ce prezzr
urmatoarele caracteristici. inclus

- banda de frecvente de llicru acopera minim intervalul:
-11 MHz ;

- banda de frecvente de lucru acoperd minim intervalul:
j-11MHz

- camp vizual de peste 123°

- camp vizual de peste 123°

| - tehnologie cu peste 125 cristale

- tehnologie cu peste 125 cristale

-
1 bucatd traductor de tip liniard pentru aplicafii vasculare,
parfi moi, pediatrice cu urmdatoarele caracteristici:

1 bucatd traductor de tip liniard pentru aplicatii vasculare,
parfi moi, pediatrice cu urmdtoarele caracteristici: inclus

- banda de frecvente de lucru acoperd minim intervalul:
2-8MHz

- banda de frecvente de lucru acoperd minim intervalul:
2-8MHz

- ciimp vizual de peste in mm

- cimp vizual de pesie 40 mm

B.3) PERIFERICE SI ACCESORII

B.3) PERIFERICE SI ACCESORII

Printer termic alb-negru

Printer termic alb-negru — da, inclus

C) CONFORMANTA DE SIGURANTA

C) CONFORMANTA DE SIGURANTA

Echipamenul respecta urmatoarele standarde de siguranta:

Echipamenul respecta urmatoarele standarde de siguranta:

IEC 60601-1 IEC 60601-1
IEC 60601-1-2 IEC 60601-1-2
ISO 10993-1 1SO 10993-1

| D) GARANTIE 81 CONDITIH DE SERVICE

D) GARANTIE SI CONDITII DE SERVICE

Garantie - 36 luni pentru C‘Fonsola.

Garantic - 36 luni pentru consola. Garantia pentru sonde 12 luni. Garantia
incepe din data instalarii/

T1mp de raspuns la sohcltare in perioada de parantie cel
mult 48 ore la sediul beneficiarului / locatia de instalare

I'imp de rispuns la solicitare In perioada de garantie cel
imult 48 ore la sediul beneficiarului / locatia de instalare

Timp de raspuns la solicitare in perioada de garantie cel
mult 72 ore la sediul beneficiarului / locatia de instalare

Timp de rispuns la solicitare in perioada de garantie cel
mult 72 ore la sediul beneficiarului / locatia de instalare

E) SERVICII CONEXE

E) SERVICII CONEXE

Transportul, instalarea, pynerea in functiune si instruirea personalului se
realizeazi cu personal spemallzat cad in

sarcina furnizorului gi nulimplica costuri suphmcntau

pentru beneficiar fiind indluse in oferta financiara

Transportul, instalarea, punerea in functiune i instruirea personalului se
realizeazi cu personal specializat, cad in

sarcina furnizorului si nu implica costuri suplimentare

pentru beneficiar fiind incluse in oferta financiard

Instalare si punere in fundtiune de catre personal autorizat si
instruit de producator j

Instalare i punere in functiune de citre permnal autorizat si
instruit de producator

Instruire personal medical si tehnic la sediul beneficiarului
in locatia de instalare

Instruire personal medical si tehnie la %d;ul b
in locatia de instalare :

F) TERMEN DE LIVRARE

/A ///

F) TERMEN DE LIVRARE |/

45 de zile de la primirea comenzii

45 de zile de la primirea comengii: :

;//




Anexa 2

sistem videoendoscopic pentru video gastroscopie, Model: EPK-

Specificatie completata

3000 + EG-2790K, Producator: Pentax Medical, Tara: Japonia

Sistem videoendoscopic pentru video gastroscopie

Parametrul Specificatia Specificatie completata
lluminare auto DA auto
Balans de alb Ato DA.auto si la necistate in
regim manual
Acuitate DA da
Videocompensare DA da
Ajustarea culorilor DA da
Zoom Electronic DA da
Suporta tehnologia cromosopia DA da tehnologie i-Scan 1, 2
digitala in 3 nivele si3
Protocol de amplificarea da este prezind
adaugator pentru fiecare regim de adaugator pentru
cromoscopie digitala. DA fiecare regim i-Scan inca
3 nivele de amplificare
SE, CE, TE.
Inclus posibilitatea de transfer a
imaginilor direct pe USB sau HDD |DA DA
Extern
Videoprocesor Programa/soft de achizitie si
transmitere a imaginilor pe DA DA -inclus
calculator
Inscrierea pacientilor in baza
i DA DA
interna
P.rograma'rfea protocolului pentru DA BA
fiecare utilizator
Afisarae datelor video fibrei
atasate la procesor la necesitatea |DA DA
utilizatorului.
Tastatura Alfa numerica DA DA
Control Butoane cu mebrana de protectie DA DA
RGB DA
Y/C, VGA =1 DA
lesiri Digita_l (DV1, HD-SDI, S-Video, da DA DVI-D
Coaxial)
Rezolutia de igsire a imaginei 1920-1080 pix DA
Tip integratd cu procesoru! DA
Tip lampa Xenon/Led DA Xenon
Timp de viatd lamp3 2500 h +/DA 500 h
Sursa de luming |Putere lampd > 150 W ' DA 150,W
Contor lampa da pﬁ/’
Mod standby | da DA
Lampa de rezerva da 7| DA’integrta
Lampa de rezervi integrata in video procesor tip LED B o DA LED
Periferice Display medical | 2 24 inci DA medical 24 inch
disponibile Suport pe rotile | da DA




minim 3 regimuri de lucru |DA
Sistem de furnizare a aerului/apei >
volumul vasului pentru o
apa minim 250 ml
Tip Separat de procesor DA
Sistem de Volumul rezervorului 1,4-1,8 litri DA 2 litri
aspiratie Vid -da DA
Dirijarea nivelului de aspirare -in trepte DA
Sursa de lumina- 1 unit. DA -1 unit
. inclusa DA
Pompa —
0,3-0,6 Pa DA
Piesa bucala- 1 unit. DA - 1 unit
Tester manual- 1 unit. DA -1 unit
Accesorii: Aspirator endoscopic- 20.85 bar DA
Vas de revervi pentru aspirator- >1,51, 1 unit. DA2I.
Filtre pentru aspirator- 5 unit. DA - 5 unit
Monitor — 1 unit. DA 24 inch
Troliu- 1 unit. DA
Polite reglabile la inaltime- 4 unit. DA
MODEL: EG-2790K
Tip HD/HD Full DA
Lungime totala > 1300 mm DA 1373 mm
Tubul de insertie Ltfngime de Iucr-u > 1000 mm DA 1050 mm
Diametrul exterior <9.1mm DA 9.0 mm
Marcaj de lungime da DA
Numarul de canale 21 DA1
Canal de lucru - —
Diametrul nu mai mic de 2,8 mm DA 2,8 mm
Unghiul cimpului vizual > 140 grade DA 140 grade
Videaastroscop Optica Tncjinzj\;ia c?r:m_pului \.Iiz"ual 0 grade DA 0 grade
Adincimea cimpului vizual 4-100 mm DA 4-100 mm
Tipul si Sus/jos 210/120 grade DA 210/120 grade
unghtiurile de Stinga/dreapta 120/120 grade DA 120/120 grade
Spélarea obiectivului da
Chimic

Metode de sterilizare

Etilen oxid optional

Posibilitatea de a'se efectua

multiple procedUri de
sterilizare

Programarea butoanelor

DA




Manufacturer’s Authorization

Date: 02.04.2012
frocurement number: 21006052

To: “IPASP SR Falesti”

WHERE&S,

We GE Medicaf Systems (Ching} Co. Ltd. o company duly existing under the laws of Ching, having factories
at No. 19, Changjiang Road WuXi National Hi-Tech Development Zane Jiangsy, P.R. China, 214028, with
tommercial name of GE ﬁealthcare, estai:riﬂshed and reputable manufacturers of Diagnostic imaging
equipm%nt,

in our capacity as official manufacturers of the Wirasound System Yersana Premier,

do hereby authorize Inter:jned $RL, our authorized distributor and service provider in the Republic of
Moldova, with registered éfﬁce at 65, Tighina street, office 618, MD-2001 Chisinau, to submit a bid for
the purpose of which is to Ffevide the following Gaods, manufsctured by us :

‘ i

Versong Premier Ultrasound System {1 plece},
and to subseguently negat‘éate and sign the Contract,

On hehil and for GE Medical Systems {China) Co, Lid,

R

“icy. GE Hedltheore

- &5,
Signed: M&A&&yﬁm . _%ﬁmalﬁ_% L

Name: Véronigue Soltani | o 53
Title: Tender & Offer Leader — Shared Services Eurgp

i N
Dated on 26% day of March, 2019 e

GE piedich! Systems {Citna} Co, id |
39 Changllang Road |
Natianal Hi-Tech Development Zong
214028 Wuxi City flangsu

Poogie’s Republiz of Ching



GE Healthcare

DECLARATION OF CONFORMITY

Following the provisions of the medical devices directive 93/42/EEC, Annex Il
and of the directive 2011/65/EU.

We
Manufacturer EU Authorized Representative
GE Medical Systems (China) Co., Ltd. GE Medical Systems SCS
No. 19, Changjiang Road 283 rue de la Miniére
WuXi National Hi-Tech Dev. Zone 78530 BUC, France
214028 Jiangsu China

Declare under our sole responsib}ility that the device:

Versona Premier |
Ultrasound systern, imaging, general-purpase
Ref: éee addendum ;
GMON Code: 40761

Classification rule (93;{42/EEC Annex IK: 10 Class lia

To which thisideclaration relatesw is in conformity with the requirements of the medical devices directive
93/42/EEC which apply to it and W!th the requirements of the directive 2011/65/EU on the restriction of the use
of certain haé‘crdous substances in electrical and electronic equipment.

Wuxi, 19-Oct:2018 Goo Gan Gao Gown
Regulatory Affairs

This EC declaration of conformit& for Versana Premier, replaces the previous dated 5
| o

Pagelof b ‘

* Prlnted copies are uncontrolled unless otherwise udentlfre\ s
Before using this document, consult MyWorkshop for the latest r eVisi
GE Healthcare Confidential



GE Healthcare
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This conformity is hased on the fﬁ&ilowing elements:

« For the directive 93/42/EEC (MDD
o Technical Documentation/DHF Ref/ réf: DOC2177084/00C1954045, of the product to which this
declorotion relates |
o EC Certificate: appraval of full quality assurance systern (Annex |1 of the directive 93/42 EEC)
delivered by TUV Rheinland LGA Products GmbH (Notified Body 0197) / Certificate N HD
601160810001 | |
o Harmonized standards applied on the product to which this declaration relates
»  EN 60601-1:2006 + A1:2013 Medicol electrical equipment - Part 1: General requirements
for sofety
= EN 60601-1-2:2015 Medical electrical equipment - Part 1-2: General requirements for
safety - Collateral standard: Electromagnetic compotibility
»  ENB0601-1-6' 2010+ A1:2015 Medical electrical equipment - Part 1-6: General
requirements for safety - Collateral standord: Usability
«  ENB0G01-2-37:2008+A1:2015 Medical electrical equipment - Part 2-37: Requirements for
the safety of ultrasonic medical diagnostic and monitoring eguipment
e ENB62366:2008 + A1:2015 Medical devices — Application of usability engineering to
medical devices
»  EN 62304:2006 + AC:2008 Medical device software — Software life-cycle processes
o EN 10412008 + A1:2013 Information supplied by the manufacturer of medical devices
« [N ISO 152723-1:2016 Medical devices - Symbols to be used with medical device labels
/labelling

e Forthe directive 2011/65/EU (RoHS)
o Technical Documentation/DHF Ref/ réf: DOC2177084/D0C1954045, of the product to which this

declaration relotes

¢ For the directive 2014/53/EU (Radio Equipment Directive)
o Technical Documentation/DHF Ref/ réf: DOC2177084/00C1954045, of the product to which this
decloration relates
harmonized standards applied on the product to which this declaration relates;
= Heolth & Safety (Directive 2014 2014/53/EU Art. 3Lk EN 60601-1-2: 2015; Directive
93/42/EEC; Directive 2014/30/EU; EN 60601-1: 2006/A1:2013
= EMC [Directive 2014/53/EU Art.3(1(bY): EN 60601-1-2: 2007 +AC: 2010 Section 6; Directive
93/42/EEC; Directive 2014/35/EU
«  Radio Spectrum {Directive 2014/53/EU Art 3(2)) EN 300 328 v2.1.1 {2016-11}; EN301 893 v
18.11(2015:03) + EN 301 893 v 2,1.1. (clause 4.2.8 onlyl-as declared in DOC2007709.

Wuxi, 19-0ct-2018 GooGan  (mato bown
Regulatory Affairs

/‘:ﬂ_—"_'
: CIETATE,

18 e fr
A

S /q >
This EC declaration of conformity for Versana Premier, replaces the previous dated gépgp«;?ﬁ”
A

&
L

Page 2 of 6
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ADDENDUM TO THE DECLARATION OF CONFORMITY DOC2177080
Versana Premier configurations- Consoels and options

CONSOLE Name with degcription GEHC Part U REF # @ GEHC Cat#®
Versana Premier VS 5804137 Yersana Premier VS H48152BA
Versana Premier VS w flex CP 5804138 Versana Premier VS H481528BB
| Versana Premier VA 5804136 Versana Premier VA H48152BC
Versang Premier VA w 4D 5804139 Versana Premier VA H48152BE
Options Consoles GEMC Cat 4t B!
VSN IPremier DICOM M48162BA
VSN Premier Follow up tool H4816288
VSN Premier LOGIQ VIEW H481628C ]
VSNiPremier Easy/Adv 3D H481628D
VSN Premier B-flow/colar H48162BE
YSN Premier Contrast HA8162BF
VSN Premier Tricefy Upiink H48162BG
VSN Premier 4D software H481628H
VSN Premier VOCAL H48162BJ |
VSN Premier Auto IMT H48162BK
VSN Premier TVI H481628L
VSN Premier AMM \ H48162BM
VSN Premier Stress Echo H48162BN
VSN Premier Auto EF H481628P
VSN Premier CWD H48162BR
VSN!Premier Needle rec H48162BS
VSNIPremier Elastograghy H48162BT
VSNIPremier Breast Care H48162BW
VSNIPremier Thyroid prood H48162B7Z |
VSN Premier VA-IQ H48172BA
4D Hardware option H48172BW
VSN Premier Gel Warmer H48182BA
isolation USB for AC printer H48242BC
Battery H4B772AT I
Battery kit H48192BM |
VSN P Battery Install Kit H481828D
VSNIPremier 4PP HW option H48182BH
VSN Premier Articular Arm H48182BJ)
| puper tray H48182BF

Notes used in the table :
GEHC Part # identifies the devicels| in the manufocturer’s design, manufacturing and service documentation

REF # is usually offixed 1o the devicels)in the form of a product identification or model on the rating label.

GEHC Cat # identifies the devicels) in the manufacturer's catafog and is usually included on commercial documents
like sale contract, order processing documents ond shipping documents.

Wuxi, 19-Oct-2018

Page 3 of 6

/
Goo Gan & oo ém/

Regulatory Affairs
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: . \ .
Versana Premier - Probes with Accessories

PROBES and Accessaries ¥ TYPE 19 GEHCCat#6 |
4C-R§ Convex array probe BF H4000SR
EBC-RS probe BF HA40402LN

| BC-RS Convexarrayprobe BF | H40402LS |
L8-18i-RS | BF HA40462LF
BE9Us-RS BF H40482LN

' 6S-RS BF H45021RP |
3Sc-RS Phased Array probe BF H45041DL
L6-12-RS Linear Array probe BF H48062AC
EBCs-RS BF H4B062AF |
RAB2-6-RS probe By H48681WR
12L-RS BF H40402LY
125-RS ~ || LA H44901AB
LK760-RS BF H44901AF
RIC5-GA-RS BF H48701E)
4C-RS Biopsy Kit N/A E8385NA
L6-12-RS Biopsy Kit N/A H40432LC
35¢-RS Biopsy Kit N/A H46222LC
RAB2-6-RS Biopsy Kit N/A H48681ML
EBC-RS Biopsy Kit N/A E8385MJ
E8C-RS Reusable Biopsy Kit N/A HA40412LN
BE9CS disposal N/A £8387M B
BE9CS Reusable N/A £8387MA
12L Transverse bracket N/A H48392LL
Infinite 12L biopsy kit N/A H48302LT
Reusable Biopsy Guide for RIC5-9A-RS N/A H46721R
Dispbsable Biopsy Guide for RICS-9A-RS N/A H48681GF
Dispasable Biopsy Guide with Covers for RIC5-SA-RS N/A H486912

Naotes used in the table

3.

4.

Wusxi, 19-Oct-2018

Page 4 of 6

GEHC Cat # identifies the devicels! in the monufocturer's catalog and is usually included on commercial documents
like sale contract, order processing documents ond shipping documents.

Probes and accessories may corry the CE-mark and, when applicable, the Notified Body number corresponding to
the EC Declaration under which the products are CE-marked by their manufacturer. GE Medical Systems (Chinal Co.,
Ltd. has verified the mutuol compatibility of the devices in combination with Versana Premier and included relevant
information to users with the Viersana Premier instructions for use. This activity wos subject to appropriate methods
of internal control and inspection,
Type identifies the degree of protection agoinst electric shock for each probe, as lobeled on the probe itself.




GE Healthcare

! Versana Premier - Accessories
[“Accessories GEHC Cat # Bl
SONY UPD25 Color Printer USA Kit H4a854212
SONY UPD25 Color Printer EUP Kit H4B5521LA
SONY UPD25 Color Printer CHN Kit Ha8542LY
SONY UPD25 Color Printer JPN Kit o H4855218
SONY UPD25 Color Printer Brazil Kit H48312AN
BW PRINTER (UP-D898MD) H48492AZ
UP-D898DC Printer ! H48052BG |
Versana Premier printer shelf H48192BF
898 printer paper H41402LS
UP-D898MD DC PrinteriOfFC H4B8192BN
Footswitch MKF 2-MED! USB GP26 HA41642LS
1-Peod| type footswitch ‘Whanam FSU-1600" H41882LD
USBi Stick H48962LC
_1TBmobile USB HDD B H48492AB
Traniscend TS8XDVDS-K DVDRW kit with SW ] HA48192BL
USBIECG Module [{EC)-MFG Germany H48502AR
USB ECG Module [AHAHMFG Israel H418521LK
USBIECG Module IEC)-MFG Israel H41852LL
ECGASSY w/ ChineseLobel H41852LM
wireless Adaptor H48832AC
 Blustooth Adaptor . I IR H481228T
SonpStore White Label H48902AJ
SonpStore Blue Label H48902AH
EMIFilter ) H48242BD

|

Notes used in the loble :

3. GEHC Cutj # identifies the devicels) in the manufacturer’s catalog and is usually included on commercial documents like
sale contract, order processing documents and shipping documents,

6. Accessorles may carry the CE-mark and, when applicable, the Notified Body number corresponding to the EC
Decloration under which the products are CE-marked by their manufacturer. GE Medical Systems (Chinol Co., Ltd. hos
verified the mutual compatibility of the devices in combination with Versana Premier and included relevant infermation
to users with the Yersana Prernier instructions for use. This activity was subject to appropriate methods of internal
control and inspection. i

Wuxi, 19-Oct-2018 ! Gooe Gan é;ao Gem
‘ Regulatory Affairs

Page 5 0f 6 Reference of the Dedlardtisi; Qop/ 7 708D |Rev. 02)

-



GE Hedlthcare

G e e S s s e e |

Versana Premier - Vet Consoles and Options

Vet Consoles and Ogtions . e GEHC Cat # B
VSN Premier VS vet console H48152BG
VSNIPremier VS w flex CP vet console H48152BH
VSNIPremier VA vet console Ha8152BJ
Vet probe caution label H48492AW
Vet probe caution label H48992LR
Versana Premier Vet Kits H48182BE

Notes used in ﬁhe table: |
3. GEHC Cot # identifies the devidels) in the manufadturer's catalog and is usually included on commercial documents like
sale controct, order processing documents ond shipping documents.

Wuxi, 19-Oct-2018 | Gao 6an (o G
| Regulatory Affairs P
| S RETATE S

This EC deciaration of com‘ormity for Versana Premier, replaces the previous dated Sep

. /
\ J F=
Page6of 6 Reference of the Declaration:BO Hé 0 (Rev. B2)
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Q
EC Certificate TUVRhemland_

Directive 93/42/EEC Annex I, excluding Section 4
Full Quality Assurance System

Medsqa% Devices

Registration No.: HD 60116081 0001

Report No.: 15094929 004

Manufacturer: GE Medical Systems
(China) Co., Lid. i
No. 19, Changjiang Road
Wuxi National Hl-Tech Dev.Zone
214028 Jiangsu
China |

Products: Medica?l Devices

{see gttachment for products and additional sites included)

| |
Replades Rpproval | Registration No.: HD 60110059 0001
\

Expiry Date: 2021-05-02

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex Il
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

Effective Date: 2017-01-03

Date; 2017-01-03

TUV Rheinland LGA Products GmbH is a Notified Body according \ ; ~'
concerning medical devices with the identification nu

#




TUV Rheinland f= & e
'LGA Products GmbH

|
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate ‘ ;
Registration No.: HD 60116081 0001
Report No.: 15094928 004
| 1
|
Manufacturer: GE Medical Systems
{China} Co., Ltd.
No. 19, Changjiang Road
Wuxi National [Hi-Tech Dev.Zone
214028 Jlangéu
China
Products;

- Ultrasound Diagnostic Systems and Probes
-~ Anesthesia Devices

- Bone Densitometry Systems
- ECG Module

Sites included:

GE Medicsl Systems Ultrasound & Primary Care Diagnostics LLC
9900 Imnovabtion Drive, Wauwatosa, WI 53226, USA

Manufacture of Ultrasound Diagnosﬂic Systems
GE Medical Systems (China) Co., Lud.

No.22, Gao Lang Bast Road, Wuxi Ngtional Hi-Tech
Development Zone, Jiangsu 214028, |[P.R.China

Storage of Ultrasound Diagnostic Systems

iﬂml‘and

X I-'ienj‘\e\ é; ’ﬁy

\ i, ’Eiemem‘w

Date: 2017-01-03
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TUV Rheinland oo
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg
Attachment to
Certificate
Registration No.: HD 60116081 0001
Report No.: 15094829 005
\
Manufacturer: GE Medical Systems
{China) Co., Ltd.
No. 19, Changjiang Road
Wuxi National Hi-Tech Dev.Zone
214028 Jiangsu
China
Products:
o Ultrasoﬂnd Diagnostic Systems and Probes
- Anesthesia Devices
- Bone Densitometry Sy%ﬁems
- ECG Module ‘
Sites included:
GE Medical Systems Ultrasound & Primary Care Diagnostics LLC

9900 Innovation Drive, Wauwabtosa, WI 53226, USA
GE Medical Systems (China) Co., Lid.
¥o.22, Gao Lang Bast Road, Wuxi National Hi-Tech

pevelopment Zone, Jiangsu 214028, P.R.China

Date: 291 7-12-20

i
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Cert

ificate

| The Certification Body of
TUV RBheinland LGA Products GmbH

hereby certifﬁes that the organization

GE WNiedical Systems
{China) Co., Ltd.
No. 19, Changjiang Road
Wuxi National Hi-Tech Dev.Zone
214028 Jiangsu

China

TUVRheiniand

has established and applies a guality management system for medical devices
for the following scope’

Design and Development, Manufacture and Distribution of
Medical Devices
(see attachment for products and additional sites included]

Proof hias been furnished that the requirements specified in

EN 1SO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date. 2017-12-20

Certificate Registration No.: SX 60123505 Q001

An audit was performed. Report No.: 15094484 005

This Certificate is valid until: 2020-06-30

(( pAKKS

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-12-20

Certification Body




&
VAN
s,

\ "ﬁa‘@
w TUVRheinland
| -

TUV Rheinland RS- KRy S5 8
LGA Pm%ﬂucts GmbH
TillystraBe 2, 90431 Nirnberg

Attachmaﬂit to |
Certificate f
Registmtieb No.: SX 8@1235&83%&%1

Report Noj: 15094484 005

Organization: GE Medical Systems
! {China) Co., Lid.
: No, 19. Changjiang Road
Wuxi National Hi-Tech Dev.Zone
214028 Jiangsu
China

Scope: Products: }
- Ulitrasound Disgnostic Systems and Probes
- Anegthesia Devices

| | .
- Bone Densxt@mftxr Systens
- EGG Module
| ‘
\
' . - - ‘
Hites included:
OE Medical Systems Ultrasound & Primary Care Diagnostics LLC
o0 [rnovation Drive, Wauwabosa, WI 53225, USA

Manufacture and Distribution of Ultrasound Diagnestic
Systems

GF Medical Systems (China) @o., Lid.
No.22, Gao Lang East Road, Wuxi National Hi-Tech
Development Zone, Jiangswe 214028, P.R.China

Stopage and Distribution of Ultrasound Diagneostic Systems
and Probes, Anesthesia Devices, Bong Densicometry Systems, |
BECG Module :

Certification Body.

( DAKKS 1
i . Deutsche
| Akkreditierungsstellg
i 0-ZM-14165-01-02

Date: 20317-12-20

THGE0d GA08 T UV, TUEV end TUV are regibiared tradernaiks Uiltsalion end apalcalo requies frior Approval




VVersana Premier’

Care with Confidence

gehealthcare.com
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An opportunity ‘fo

Ultrasound to sier.ve you well today and set yourico

+ o it B ) § | "’E"

Your support team is fully trained & GE Healthcare The Versana Club gives you access tojmember

qualitied, deeply experienced, and close by. respurcesimemlbersithat cah help expandyour

- Expertsupport during and after purchase ultrasound knowledge and improve your practice,|

+ Intdepth product instruction it's a place to|share images with youripeers :

+ Remote or on-site technical, clinical and from around the world. '
network support ' 53 .‘l

| Versana (]
+ + Educgtional offerings | ' Ub '
- Webtibased video tutorials '
« Inforimation on Versana farmily

Help your practice grow with Viersana Premier. You can sarvice solutions and products |
iselect a basic package, with the eption to add more « Up-to-date content an ultrasound and patient care |
‘probes and software. Or let GE experts help select + Nptiges of regional ultrasound events and other new.sJ
‘another system to suit your needs. + Atcess to the broader family of GE ultraseound user glubs

Versana Premier. Care with Confidence.
Powerful. Versatile. Productive. World-class ultrasound designed for peace-of-mind.
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= PENTAX Medical
The 90i and 90K endoscope series.

:i The f@d@fif? ition of M}gh ~Definition

——— : i

Mf'\til;‘,i-ﬂ!t.illoé hi ‘:gh rcftJO|Lv e,
. \
port hetter ortentation 8!‘3@\ detection Eﬁ QYEQQ}JCOP” D%O(“‘S‘JLH

scope series you can fully exper ;ﬁm&‘hDL images during routine e mmzmtlom’



A wide range of
High-Definition HD+ endoscopes.

! |

90i and 90K endoscope seriesi

e Excellent ittumination for bet}ter oriertation

s Megapixel C}CD for an excellent image qualjty

o Graduated fiexibility (GDF) zq facititate the examination

Product : Inserl;‘ion Instrument Working Total Angle of Focal Tip Tip
tube channel length length view range deflection deflection
[o mh] [6 mm] {mm] [mm] [mm] [mm] up/down right/left
I [] !
|

Gastroscopes 90i

E(G-29901 9.6 2.8 L 1,050 tlizs | 140 5-100 210120 120/120
£G299071 9.8 28 |l 1es0 | noso | 140 5100 210(120 | 120120
Gastroscopes 90K
Ealipbse |0 oBmd L 1200 filda00. | IY 3498 120 | atien | Ziopze | 1200120
EG-2480K | 80 bl ol Stasp | Miars 0 aan |l dmvpai 2io/vze W 4200720
EGZ7290Kk | 90 25 f oso || |1avs | tas | @eioo) | 2to/E0 | A20i20
EGZo00K | 98 fzg o 11060 is73 | da0 | | a.tDh. | 2I0#C0 120/120
EG-3480K 1.6 38 1,080 1272 | 140 | 4a-100 | 210120 | 120120
EG3890TK | 128 3828 | 1,050 1383 | 140 | 4100 180/120 | 1200120
Duodenoscope
: lED-34g0TK | 116 tdz | 1280 1E78 | Tooeewotor | 4-60 | 120/90 | 105/90
Enteroscope
YSB-2990;i | 9.8 2.8 | czzoo | ) 2823 } 140 | 2100 | 130/180  160/160
Colonoscopes 90i
- EC-2990F| 98 il ol iEeee il e [ s3ae | mage | 1607180 160/160
EC-2990L1 g8 | o b Stgosl | pzem o L 140 | 3100 | 180/180 160/160
EC-2990Mi g8 | |28 1,300 1ezs | 140 = B-100 1801180 160/160
EC-3400F 1.6 {32 = Eoel b ) qeea | 140 | 4-loo | 1804180 160/160
EC-3490Li 11.6 320 | G170 |1} 2008 || 40 | catoo | 1sons0 | 1607160
EC-3400TMi e |7 | 28 1,300 | 1.623 140 | 2-f00 210180 | 1860/160
ECB490TFH | 118 32 iso0 || 1828 | 140 | 3100 | 2107180 | 160/160
EC34g0TLI | 116 32 | BE1Lon 2,023 140 | 3100 210/180 160/160
(EC-3s90Mi | 132 28 | 11,200 1,623 148 | 4=100 | 1B0/180 160/160
_EC-2B90Miz* | 132 38 100 |1 1623 | 140 | 4100 | 180/180 160/160
| EC-3890F] 132 ag | nsen 4 1828 | 140 4-100 | 180/180. 160/160
EC-3B90FI2* | 182 38 | fasoo 4 nmza | osees | 4100 180/180 | 160/160
\ECssoli | 132 | &g A 7700 023 | 140 | d-100 180/180 180/160
 EC-3890FZi 132 e 1,300 - 140 4-100 1807180 160/160
EC-3800LZi 13.2 gig | S 7eeilE | 1,300 140 4-100 180/180 160/160
EC-3Bo0MZI | 132 38 | 1800 1,300 | 140 4-100 180/180 160/160
Colonoscopes 90K
EC-3490FK fie = | | 38 ol = 4e50D 18281 140 | = 8100 180/180 | 1BO/160
EC-3490LK 118 38 i 1700 2023 | 140 3-100 180/180 160/160
EC-3890MK 13.2 4.2 1,300 176297 | 140 . 2100 180/180 160/16C
EcasgoMk2r - 182 | | 42 1,300 1,623 140 3-100 80| 180/160
EC-3890FK e || 42 1,600 1828 | 140 | 1B-100 160/160
EC3890FK2* | 132 | | 42 1,500 18280 | 140 | B-100 160180 "/
coagoork |l gz | a2i il 100 2,023 | 1400 | B-100/.5) i 'jt_,-
| EC-3890TFK 132 | as@e | 1500 1e2a | o 140 | zaofs We
2 EC-3B90TLK e - g |00 [} 2oz | e | eampegE ' |

d rigidity in comparison with standard equipment

Excellence in Focus

LCM/02/10/13/320148/02
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HD endoscopy technblogy
that offers you a choice.

The High-Definition DEFINA EPK-2000 video processor provides a flexible
platform that allows you to select the level of technoicgy that meets youl
clinical and financial needs. '

The DEFINA HD solution offers the same high-quality HD imaging to all
specialties, whether gastrointestinal, EUS, respiratory or ENT. In addition, you
have the choice of whether to include our i-scan image enhancement software,
hoth now and i the future.

If you are planning to upgrade from standard definition to High-Definition
endoscopy with a choice to explore the benefits of image enhancement
technology, the DEFINA EPK-3000 lvideo processor pffers the flexibility tg
create the optim

al endoscopy system forlyour facility.




|
|
s_
z
|
|
l
t
:

|
EF’I?Nf% — optimize your daily |
clinical practice with the High-Definition
EPK-3000 video processor.

The High-Definition DEFINA system offers a high-quality HD image to support the day-to-day
diagnostic and therapeutic r]‘eeds 5f & modern endoscopic facility.
| l |

improve far-fieid




Excellent visualization
High-Definition image

An HD irnase with excellert flurmination of xenion light ensures better visualization during daily

arocedires

ESE sts the routing use of High-Defintion white-light endoscopy systems for detecting colerecial

neoplasia in average rsk; popu%ajons.“

| |
Tre High-Definition DEFINA system hag the potentidl to merge sharp and clear image guality with i-scan

technology for fast dem?tion Em(llf precise demarcation to support characterization and patient treatiment.
‘

i-scan 3 mode

i-scan 1 p'lode

Dynamic range expansion

|
Dyramiic range expansion is a softve e enhancement that provides improved farfield visualization.

When ftrying to image a distal luiven and a proximai view is impossible, this feature is invaluable.

D-Range OFF D-Range ON |

Flexible platform

Designed as a multi-purpose platform, DEFINA supjjorts varied specialties such as Gl, EUS,

ENE |

Pulmonology, and ENT, for the optimizalion of a hospaal’s investment and workflow
|

Pulmohalé
Larynx in i-scan 1 mode. Right upper lobe in Gastric Antrum in i-scan’ 1 mq .
Image dbtained with DEFINA and  i-sdan 2 mode. Image obtained Image obtained with DEFINA
with a J10 Naso-Pharyngo- with DEFINA and a J10 video and a 70K ultrasound vic_je_‘ |
Laryngascope video endoscope bronchoscape. ' endoscope. IE o8 Il




Upgradeable capabilities

A system that offers a choice

The DEFINA solution gives you the choice of a light version or
version of DEFINA can be always upgmded[wlth a separate kit

capabilities with -scan.

DEFINA Solutions

ihe full version with i-scan. The light

available to enhance your diagnostic

DEFINA EPK-3000

Light version with
upgradable capabilities

BENTAX

NiEDICAL

e

e
S

UPGRADRING KIT

This is available at any timea.

I-scal

With its user-friendly interface, compact size,
and ease-of-operation, this is the economically
efficient endoscopy diagnostic solution for a
smaller budget: the light version of DEFINA.

i

Upgrading made easy

Full version with i-scan

S
f G
R

With its excellent price performance ratio, the full

version of DEFINA with I-scan is the ideal video

processor with which to enter the world of High-

Definition and i-scan for an enhanced diagnosis.

We are pleased 10 offar you an eas{y and fast way |0 upgrade your DE;

the decision 1o further enhance your optical diagnosis with i

representative for ordering énforma«jtéon on the soan upgrading Kit,




Advanced Solutions

The DEFINA EPK:3008 is-a versatite endoscap
SFINA to DEFINA with
anhanced with -scan 1o Ure opiimized diagnosis results.

the light version of

Enhance your clinical outcomes with i-scan

i-scan I1s a digital ¥mage enharcemen

ist the touch of a button, #
nel feedin:

offers rapid iIn@

studies a sk fromt key Ingustry op

significant advartages: 1t improves the ab

lowes and upper G, and helps 1o provide @r¢
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SE enhances the light/dark
contrast, which in turn enhances
the structure through recognition
of the edges.
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il the unique ability to upgrade the system from
. aliows you o enter the world of High-Definition

¢ a virtual endascopy tool. Easily operated with

ssltime processing. Based on proven clinical

) imaging combined with -scan technology offers
erize, and demarcate suspicious lesions in the
a1 an early stage.

CE adds the color blue in
relatively dark areas (to the
edges) by obtaining luminance
intensity.

rts of light
red, green,
nd enhances
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:

ment {FE)
i vascular

i-scan 3 Contrast Enhancement
{CE} enharces the deprgssed areas
and differences in structure through
colored presentation of low density
aress, 1o support demargation.
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Technology with pro

Clinical studies qa ve already shown that i-‘scan tel,hswology ca
Adenoma detection rate (ADR), especially of colen poly
flat and depressed adenoma and sertated polyps.” *
i-scan supports better predict:
In gastroesophageal reflux disease (GERD) i-scan is able
charactarize the identitiad lealono {irfiarm mm:on Ve, ’wopla
[n Barrets’ oesophagus, -scat ‘

:Il'zqnn 5 Fur srr‘a!l po yp< &
“TTn wlm I:uht #i:(19sCoNY a1

1 nrlmrm-uu enlitis
= Wim et al Efffcany
‘Holfman &t all Azdiio 2

i-scan 1 mode i-scan 2 mods

I-scan website

Enter the i-scan world and exchange aﬁnd expan

‘ canient
attend i-scan webinars presented b\;j axpetis

i~scan

expand your i-scan fgarning|

eceive i-scan certif
to the test
choose your langus
Russian or Spanish

with online training module:
on| !

| !
1 English, French, Getman, Italian
|

Yenesuh$

st

ication Hy putting your i-llscan knowlt
|

i significantly improve:

B located in the right eolon, namery the

oh of inflammatory bowel disease (IBD}Y

+
o

110 detest minimal changes and accurately
sia) during ongoing endoscopy.”

ibn, which ts superior to random biopsies.”

i Ackanormiss i Con 1111n"u:l 7]

gan 3 mode

d your i-scan knowledge
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Knowledge Is power

i-scan certification

ispan in routing praciice,
ss0r instatiation,

SN I Ry
moduies

cation hs

71

v lever o an lts proven benefits. With e

your alinicai [s access i s comprehe ing platform, comy.

dial videos ahd webinars| This platform stores a record of your piogress and

s of the soan onling fralning z:'a.,‘.-r.i'e_ﬁr.—ii ¢

styour lacan knowledde,

How do | get i-scan certification?

Step 1 Step ¥ | Sten 8
‘ |
Enroll in the PENTAX Navigate to the i-scan ‘ Complete the activities
Medical customer portal certification tab

Finish the Learn

self-education % from a o

classification We T feE -

module i
31 |

www,mypentaxmedical.eul i-scan CERT ¢/ Pass the test v/ Pass the test
|

Training for Excellence

This PENTAX Medgical initiative i desig

i improving

e on the

t prachicas in entoscopy.

www.training-for-excellence.eu
_&\W{\ '




A range that meets all needs

The 90k and Kp endoscope series

DEFINA EPK-2000 Video Processor

HD video output . DVID (1920 x 10800
SD video output RGB, Y/C, composite

User interface

Control panel, keyboard |

I-scan virtual chromoendoscopy ~ Quisk access vie I-scan keys 1,2, 3
Light source 150W Xenon
Dimensions (W x H x D/ weight) 350 % 180 x 485 mm / 13.0 kg

Digital Image Enhancement: \rscan‘(SE, TE: GE)

Image Enhancement ) ) : ) )
Enhances the endoscopic view of inucesal surface and vessel patlerns.

Off, Lowv, Med, High

Adjustment for optimising image biightness in darker arezs of an image
Off, Low, Med, High
Freeze Scan Selects the sharpest image from a|serizs of images temporarily stored
in the processor memory, whenever an mage 1s frozen.

Dynamic Range Expansion

Digital Zoom iiagnification options: OFf, 1,2x, 15, 2.0x

lInsertion Instrumerit Working Total Field of Focal Angulation Angulation
Models . tube channeli length length view range Up/ Right /

[g mm] [o mm]i (mm) {mm) {degrees {mm) Down Left

90K series gastrascopes

EG-2490K 8 24 1050 1873 140 4-100 210-120 120-120
EG-2790K E 9 2.8 1050 1378 140 48 A= 100 210-120 120-120
EG-2990K 9.8 2.8 1050 1373 140 | 4-100 210-120 120-120
EG-3490K 11.6 3.8 1050 1373 140 4-100 210/120 120 /120
90K series coloné.‘scopes

EC-3490LK 11.6 3.8 1700 20238 140 3-100 1380 /160 160/ 160
EC-3490FK 11126 3.8 1500 1823 140 | 3-100 130 /180 160 /160
EC-3890LK 592 4.2 1700 2023 140 3-100 180718 160/ 160
EC.73890FK 1342 4.2 1500 1823 140 3-100 130 /180 166 /160

K10 transnasai gastroscope
EG16-K10 54 2.0 1100 1416 140 4-100 210/ 120 120 /120

Insertion Instrument Working Total Field of] Facal Angulation Angulation
Models tube channel length length view range Up/ Right /
[e mml [s mml‘ {mm) (mm) (degreed) (mm) Down Left

Kp series gastroscope
EG-290Kp 9.3 2.8 1050 1873 140(F 5100 210/120 120/120
Kp series colonoscopes

- EC-380LKp 13.2 3.8 1700 2023 140 | -3-100 180 - 180 160 - 160
EC-380FKp %2 3.8 1500 1823 140 3-100 180 - 180 160 - 160




EMEA Headquarter MNetherlands Russia
Germany ' PENTAX Medadand B teosiow Representative office

PENTAX Europe GmbH 1 Edisonring 6 of PEMTAX Europe GmbH (Germany)
Julius-Vosseler-Strafte 104 AEEANR Daodawanrd 13, 4}y Lesnoy persulok
22527 Hamburg i Tal +31 88 (53030 30 125007 Moscow
Tel: +4940/56192-0 | Fax: +31 88/5303040 Tel.- 7495114 52 31
Fax: +4940/5604213 E-mail: info.ni@pantavmedical eom Fax' 7495114 52 31
E-mail: info.emea@pentaxmedical com

) Italy Turltky
United Kingdom ‘ PEMTAX Itala S.r.l, PENTAX Turkey
PENTAX U K. Limited ! Via Diohe Cassio. 1§ \ekoltiz Plaza, Meydan Sokak No:3/43
PENTAX House ! 20138 F/ﬁlano : 3437396 Maslak — Istanbul
Heron Drive, Langley : Tel.: +39/02 5099 }58 1 Tel : [+80 212 /705 05 26
Slough SL3 8PN ' Fax: +?9/02 509958 60 Fax: |+ 212 / 705 05 00
Tel: +441753/7927 33, E—mail:‘ marketing.it@pentaxmefcliual.r:nrn
Fax: +44 17 563/7927 94" Japan
E-mail: medical uk@pentaxmedical. com Spain ‘ d HOYA Corporation

S]MMI%D!CA ~ fistdmas Integralns 6-10-1 Mishi-shinjuku

France i de Madicing, S.A. Shinjku-ku
PENTAX France Life Care ;S‘A.S Avenida dael Sistama Solar 25 Tokyh 160-00231
116 quai de Bezons ' 2BH30 San F(-:mandb de Henares « Madrid
B P. 204 Tel : +34 91 /301 62 40
95106 Argenteuil Cedex Fax: +$4 91/7513115
Tel: +331/30257575 E-mail{ sim@simrmedica com

Fax: +33 1 /3025 7445 ‘
E-mail: clients.fr@pentaxmedical.com
I
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Excellengein Focus

TUV Sdd CE0123 + Medical device class: 118 « Tius product mijat b
professionals. Before usage and {ur detailed product specification
for use. In the interest ol technital process, spesifications may ch

ard anly oy heaiinadr
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CERTIFICATE

No. Q1N 17 08 68357 024

Ider of Certificate:

VIEDICAL

Shinjuku-ku
Tokyo

Certification Mark:

| fuv-siatl comips-ert

Scope of Certificate:
Distribution

Medical Endg

The Certification Body of TUV SUD Product Servic
above has established and is maintaining a quality
requirements of the listed standard(s). See also no

Report No.: JAQ235030361
Valid from: 2018-02-01
Valid until: 2021-01-31

[ o
Date, 2018-01-26

| Stefan Preilt

Page 1 of 2

TUV SUD Produlct Service GmhbH - Zertifizierstelle

160-0023 JARAN

Design and [

Praduct Service

HOYA Corporation
6+10~1 Nishi-shinjuku

evelopment, Production,
nd Servicing of
yscopes and Related Products

s> GmbH certifies that the company mentioned
management system, which meets the
es overleaf,

T

S




CERTIFICATE

No. Q1N 17 08 68357 024

Applied Standard(s):

Fadility(ies):

Page 2 of 2

TV SUD Product Service GmbH - Zertifizierstelle |

EN IS0 134854
Medical devices
Requirements fc
(IS0 13485:200

Product Sarvice

012 + AC:2012

- Quality management systems -
r regulatory purposes

3 + Cor. 1:2009)

DIN EN 1SO 13485:2012

Upgrade requir

H(ﬁYA Corpogation

6-10-1 Nishi-
JAPAN

HOYA Corpol

d untit 2018-03-31

hinjuku, Shinjuku-ku, Tokyo, 160-0023

ation PENTAX Lifecare Division

Showanomor| Technology Center

1-1-110 Tsuts
JAPAN

ujigaoka, Akishima-shi, Tokyo, 196-0012

HOYA Corpotation PENTAX Lifecare Division Medical
Instrument SBU Japan Sales Headquarters
3-35-1 Shimolrenjaku, Mitaka-shi, Tokyo, 181-0013

JAPAN

HOYA Corporation PENTAX Lifecare Division

Production
395 Oaza-ka
3556-0316 JAF

'ﬁechnoiogy Center [ Ogawa Factory

uyama, Ogawa-machi, Hiki-gun, Saitama,
AN

HOYA Corporation PENTAX Miyagi Factory
30-2 Okada, Aza-Shimomiyano, Tsukidate, Kurihara-shi,
Miyagi, 987-2203 JAPAN

HOYA Corporation PENTAX Yamagata Factory
4-1 Hinode-cho, Nagai-shi, Yamagata, 993-0012 JAPAN

Dewtsche

e " ; DAKKS

Axkredinerungssielle
O-Z4-11321-01-00

Ridlerstrale 65 - 80339 Miinchen - Germany

TOV
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[EU DECLARATION OF CONFORMITY  ER-QL-193]

HOYA #xH &4t

PENTAX 5S4 7/ 7 HEHED
BRI #E

HE B

June 15, 2016
To whom it may concern
STATEMENT

We, HOYA Corporation (6-10-1, Nishi-Shinjuku, Shinjuku-ku, Tokyo 160- 0023, Jap&n), her by
-certify that attached document listed above is the copy of the original document, = :

2 5
L=
.: '-:“;‘/:

;;J Iq
oo S8
!\ A
.
N
§\

(2/ toshi Marusawa
eneral Manager

Global Quality Assurance and Regulatory Kff’
HOYA Corporation PENTAX Lifecare Division




| ER-QL-193

PENTAX

MEDICAL '

EU DECLARATION OF CONFORMITY

We ; Hq)YA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo

160-0023, Japan |

declare under aur sole responsibility that PENTAX or PENTAX Medical
brand product:|

Product CQ_’refgory : Endoscopes, video processors and accessolies
Model Name - See attached
Meefts;

1) the conformity assessment procedure injAnnexIlin accordance with the provisions of

Medicot Devices Direclive 93/42/EEC. The classification and rules applied fo each

model are desdribed in the aitachment

1{i'"ais declaration is based on EC quality sjizsiem approved by
|

10V SUD Produgt Service GmbH (No.0123), RidlerstraBe 65, 80339 MUnchen, Germany

2) the provisions of RoHS Directive 2011/65/EU

vz
Tokyo, Jun. 1, 2016 ;)\ /1 Wb

" Hiroshi MARUSAWA

General Manager

- Global Quality Assurance and
Regulatory Affairs
PENTAX Lifecare Division -/ i’

4
f

HOYA Corporation [//
Y

Authorized Representativé in the European Union : / Y

PENTAX Europe GrmibH, Julius Vosseler Stree 104, 22527 Hamburg, Geyméany]
i | -

I
PENTAX Life Care Division
|

Form Revisiqn: RO3 '

Form Number: ETuTR-mouFormﬁa
|
|
|
|
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List of products labeled with CE marking
Category ; Endoscopes, video p‘rocé.ssors anq accessories
MDD _CIassI[a&l[b / RoHS ‘

ER-QL~193

Date : 2016/06/01

Model Name ‘MDD Class | Rule | Initial date of declaration gf conformity |Serial/Lot Number
DC-DZ618 b ] 2016.6.1 BEOS443-
DL-02618 b g 2016.6.1 B501390-
DL-D2622 b g 2016.6,1 -
DN-D2718A b g 2016.6.1 B6U2156-
DN-DZ718E 16 ] 2016.6.1 B50Z150~
DN-DZ722A b g 2016.6.1 BEO1655-
DN-D2722B b 9 2016.6.1 BE601380-
DO-D2618 ] 9 2016.6.1 B501080-
DO-DZ2622 5] g 2016,6.1 B501140-
DP-D2518 i) ] 2016.6.1 B04337~
DP-DZ622 5 g 2016.6.1 B604254-
EB-1170K Ta 5 2016.6.1 H120632-
EB-1570K Ta 5 2016.6.1 H122438-
[EB-T572K Ta 5 2016.6.1 GTZ0015~
EB-1575K Ia 5 2016.6.1 A121085-
EBIS-J10 fa g 2016.6,1 A120008-
EB-1970K ia g 2016.6.1 | HiZ1657-
EB-1970TK 1& 5 2016.6.1 | Hi20415-
EB-1972K Ta 5 2016.6.1 | GiJ0011-
EE-1075K Ta 5 2016.6.1 H120735-
EB-15501 Ta 5 2016.6.1 | Hi10146~
[EBT8-710 Ta 5 2016.6.1 KIZ0004-
EC-2990F] Ia 5 2016.6.1 H110034-
EC-259001 Ta 5 2016.6.1 HI101%8-
EC-2000Mi Ta 5 2016.6.1 A110021-
|EC-3450F ia 5 2016.6.1 | e
C-3490FK Ia 5 2016.6.1 ] H120304-
EC-34000 a 5 2016.6.1 | -
|EC-3490LK MTa 5 2016.6.1 | H120245-
EC-2490Mi Ta 5 2016.6.1 | =
C-3490MK : fa 5 2016.6.1 | H120052-
EC-3490TF s 5 2016.6.1 | H110246-
EC-3490TLI I3 5 2016.6.1 | H110591-
EC-34907HM ia g 2016.6.1. | H1100%3-
EC34-110F Ta 5 2016.6.1 | AL110387-
EC34-i100 Ta 5 2016.6.1 A110708-
EC34-110M Ta g 2016.6.1 A110T43
EC-380FKZp Ta g 2016.6.1 H1228G4~
EC-380FKp Ta 3 2016,6.1 | A121083-
EC-380LKp a 5 2016.6,1 | H122680-
EC-280MKZp Ta 5 2016.6.1 H120272-
[EC-3B90Fi Ta 5 2016.6.1 | Hi11703-
EC-2890F12 Ta 5 2016.6.1 | H112550-
EC-3690FK Ma 5 2016.6.1 | H1Z07449~
EC-3890FKZ a ] 2016.6.1 | HIZ21049-
EC-3880FZi a 5 2016.6.1 | Ri10084-
C-38900 Ia 5 2016.6.1 | R116211-
|{EC-38S0LK i 5 2016.6.1 H120935- i
EC-38500Zi Ta 5 3016.6,1 | HiT0061-
EC-3850Mi Ia 5 2016.6.1 | —
(EC-38001i2 Ma 5 2016.6.1 | -
EC-3990MK Ta 5 2016.6.1 | H120120-
EC-3890MK2 La 5 2016.6.1 | H120086-
EC-3800MZ] a g 2016.6.1 | Hi10044-
EC-3800TFK iz 5 2016.6.1 HI20051-
EC-3800TLK a g 7016.6.1 | H120108-
[EC38510F Ta 5 2016.6.1 | A1T0995~
EC38-110F2 Ta 5 2016.6.1 | E110794-
ECIB-10L iTa [ 7016.6.1 AIT15359-
ECIB-110M RE 5 2016.6.1 A110444- o
ECIB-100A2 T ia 5 2016.6.1 | ATI0111-
[EC38-10NF Ta g 2016,6.1 | A110045-
ECI8-T10NL Ta 5 2016.6.1 | A110036-
ECY-1570K Ta g 2016.6.1 | H120415-
ECY-1575K Ta 5 #016,6.1 | H1Z0438-
ED-3490TK Ta g J016.6.1 | H121416- —n 7
ED34-110T Ta 5 2016.6.1 | R110621- TN /7
EE-1580K Ta 5 2016.6.1 | HI20127- fer g g,
EG-1690K Ta 5 2016.6.1 | £ FEAT A
EG16-K10 Ta 5 2016.6.1 | A12D318- e
EG-1870K I E 2016.6.1 | - Iy’
FG-2490K Ia 5 2016.6.1 | 120374~ Pz
EG-27900 ia 5 2016,6.1 | - = 717
EG-2750K Ta 5 2016.6,1 | Hi21177- 747 )
EGA/-110 Ta S 2016.6.1 | A110BYS- e -]
I =i b
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List of products labeled with CE marking
Category : Endoscopes, video processors and accessories
MDD ClassTa&llh / RoHS

ER-QL-193

Date : 2016/06/01

Model Name MDD Class | Rule | Initial date of declaration of conformity [Serial/Lot Number  [Remarks
EG-290Kp ILa 5 2016.6.1 H127399-

EGQQQUE Ia 5 2016,6.1 H118721-

EG-2990K ia 5 2016,6.1 H122541-

EG-29907] la 5 2016.6.1 H110202-

EG29-110 la 5 2016.6.1 || A113584-

EG-3490K Ia 5 2016.6.1 H1207/12-

EG-3B90TK Ia 5 2016.6.1 H120264-

EPK-1000 Ia 2 2016.6.1 || HU16084-

EPK-100p a 2 2016.6.1 || FO13808-

EPK-3000 fa 2 2016.6.1 AD20033-

[EPK-I5000 fa 2 2016.6.1 E013560-

EPK-1/000 a 2 2016.6.1 C010936~

EPR-T7000(A) Ta 7 7016.6.1 C010450-

EPK-17010 lia 2 2016.6.1 || ADIOIO7-

EPK-p(C) Ta Z 2016.6.1 | | BO11564-

ES-3870K Ia 5 2016.6.1 || H120214-

FB-10V Ia 5 2016.6.1 H110891-

FB-15B5 Ia 5 2016.6.1 | =

FB-15RBS Ma 5 2016.6.1 | H111601-

FB-15V Ia 5 2016.6.1 H113137-

FE-18BS ILa 2 2016.6.1 -

FB-18RBS Ila 5 2016.6.1 H110768-

FB-18V Ta [ 2016.6.1 || H112369-

FB-19TV la 5 2016.6.1 H110737-

FB-8V I a 5 2016.6.1 || H110744-

FC-38FV Iia 5 2016.6.1 || H110906-

FC-38LV Ia 5 2016.6.1 | H111b45-

FCN-15X ILa ] 2016.6.1 s

FCP-9P Ta 5 2016.6.1 H110335-

FCY-15RBS lla 5 2016.6.1 H111082-

FD-34V2 Ia 5 2016.6.1 Hi102B6-

FG-16V Ia 5 2016.6.1 | | H110433-

FG-24V a 5 2016.6,1 H112083-

FG-29V Ia 5 2016.6.1 H117736-

FHY-10RBS Ia e 2016.6.1 H110282-

FHY-15RES Iia 5 2016.6.1 | | H110202-

FI-10BS Ia 5 2016.6.1 | =

FI-10RBS Ia 5 2016.6.1 H111270-

FI-13BS Ia 5 2016.6.1 -

FI-13RBS a S 2016.6.1 H110696-

FI-1685 fia 5 2016.6.1 | =

FI-16RBS la b Z2016.6.1 H111530-

FI-7BS Ia 5 2016.6.1 | | —

FI-7RBS Ta 5 2016.6.1 | | H110318-

FI-9BS a 5 2016.6.1 | | =

FI-9RBS la b 2016.6.1 H110638-

FNL-10RBS Iia 5 2016.6.1 | | H115649-

FNL-10RF3 Ia 5 2016.6.1 || H141695-

FNL-15RP3 Ia 5 2016.6.1 | | H112263-

FNL-7RP3 Ia 5 2016.6.1 [] H115067-

F5-34V Ia 5 2016.6.1 | | H111651-

FUR-9RBS Ia 5 2016.6.1 | | H110218-

HDB2418 b 9 2016.6.1 [ =

HDB2418W b 9 2016.6.1 || J604202-

HDBZ422 Ib 9 2016.6.1 | | =

HDB2422W b ) 2016.6.1 | | J601511-

H-52518 Ib El 2016.6.1 | | D311610-

H-52522 Ib 9 2016.6.1 || D513053-

HS-D2618 Ib 9 2016.6.1 || to be fixed later

HS-D2622 b 9 2016.6.1[] ta be fixed Tater

LH-150PC a 2 2016.6.11] B043790-

OF-B205 1 a 5 2016.6.17] 0011026~

05-H3 Ia 2 2016.6.1 | | 0021046-

05-H4 lla 2 2016.6.1 | 0051046~ /7 4
05-H5 T2 ) 7016,6.1 0081026- F 7
VNL-10705TK Ta 5 2016.6.1 H120233- o LN S
VNL-11006TK ia 5 2016.6.1 H120300- Pl TP
VNLT1J10 s 5 7016.6.1 A120014- 177 A7
VNL-15705TK Ia 5 2016.6.1 H120446- Vg
VNL-15905 11 Ta 5 2016.6.1 | | F1T0250- Vi
VNL15-710 Ta 5 7016.6.1] | A120003- T
VNLB-J10 Ta 5 7016.6.1 A120012- 7]
VSE-2590i ILa 5 2016.6.1] | H110095- |
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APOSTILILE

(Convention de La Haye diif5 octobre 1961)

1. Country: JAPAN

This public document

5. hasbeensignedby ~ SUSUMU [ HBUCHI

3. acting in the capacity of Notary of the [[jokyo Legal Affairs Bureau

4. bearsthe seal/stampof SUSUMU HBUCH! ,Notary
Certified

5. at Tokyo 6| 17 JUN 2015

7. by the Ministry of Foreign Affairs

8 16NO 006830

9. Seal/stamp: 10.|Signature
K~ GGy,

| Ayako OGAWA

~if Forl the Minister for Foreign Affairs




Registered No.2 2 3

NOTARIAL

This 1s to certify that

C]EiJR’I‘IFICATE

MAYUKO YOSHIKAWA , an agent of

HIROSHI MARUSAWA General | Manager, Global Quality

Assurance and Regulatory

PENTAX Lifecare Division,

ot

Affaire of  HOYA  Corporation

has stated in my presence that

said HIROSHI MARUSAWA acknowledged to have signed the

attached document.

Dated this 17 day of JUN. 2016

/ / ,
/L L teedndy ;- /,}N _/_go%o

SUSUMU IIBUCHI




(Translation)

C ERTIRTICAT E

This is to certify that the signature affixed above
has been provided by Notary, duly authorized by
the Tokyo Legal Affairs Bureau and that the Official

4

Seal appearing on the same is genuine.

Date w7 jun 201

Director of the Tokyo Legal Affairs Bureau

f B E B Official

Seal

(Chikara SATO)




[TepeBoJ ¢ |SIOHCKOr0 U aHITIMACKOTO A3BIKOB HA PYCCKIH

TAX «XO0sI KOPTIIOPEMIIIH»
6-10-1 Hecu-Crasioxy, CHHAZI0KY-KY,

PICAL Toxuo, 160-0023, Sorms

[JIEKJIAPALIMS COOTBETCTBUS EC
ER-QL~193]

{IAKC
15 mrong 2016 roga

MecTy TpeGoBaHIL
\

TOJITBEPYIEHUE

1. «X0s Kopoopeinmy, (6-110"-1 Hucn-Cumysiory, Cumpproxy-xy, Tokmo, 160-0023, Snomms),
'T, YKA3aHHBI{ BEIOIE, ABILICTCS OPHIHHAIOM

JTOALIFM  CBUJISTENBCTBYEM, UTQ NpHIaraeMslil JOKyMEH
fYMCHTA. ‘

Tudnuce]

tpocit Mapycasa,
RiopankHEL napexTop
F/ie/ TI06ATEHOr0 0BECTICUSHIS KAYECTRBA U HIOPMATHBHO-IIPABOBOrO PEryTHPOBAHAL

ospasnenerne [IEATAKC Jlafid Keap




TAX
MICAL

- AEKJIAPAIIUSI COOTBETCTBHSL EC

X0 Kopropeiima
6-10-1 Hucn-Curpsioxy, CHEI3I0KY-KY,
'Tokwo, 160-q023, Sorus

{1110 OTBETCTBEHHOCTEIO 3aSIBJISIEM, YTO IPOIYKIIA TTOJ
« IEHTAKC Meuon (PENTAX Medical):

HaumenoBamnme upo iy KIun: DHIOCKOIE], BHAGOIPOIECCOPEL 1A
IIPUHAJICHKHOCTH K HEM
i
Homep moxenw: Cu. IpHIIOKCHHE
JINCICTBYET:

J[pouenype OUEHKU cooTBeTCTBUA, yKasaHHOH B Ilpmir

ER-QL-193

{ Toprosoit Mapxoi «[IEHTAKC» (PENTAX)

mkerp I B COOTBETCIBHM € HOJOKCHHAMHA

porruser 93/42/BEC «O Memumuhckex nsaemnaxy. Kiaccndukanus i TIpaBwITa, IpAMeHseMBIC K KayXRoi

{1, OIMCAHEL B HPHITOKCHIM. |
¢rojmas JexIapanys OCHOBBIBACTCA Ha CHCTeMe Kavdec
tvice GmbH (Ne 0123), Pmurepurpacee 65, 80339 Mionxer

} loutonkervisivy JIMpexTHBEL 0 OTpaHUYSHIAM BPEAHBIX BOIL
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| Hara: 01/06/2016
Weor msgxenii ¢ Mapknposkoil CE 1
ol'opH; DHAOCKONB, BEICOTPOLIECCOPEI B npnaa;inemmcm K [HIM
penns kiacca Ila u Hb B cooTBeTOTRUM © lIHpeKTHB;()I‘?I O MeIHIMHCKUX B3 sx/ JIupexTuBom 06 orpaHH=ICHUH
JH/{HBIX BETIECTR it ‘
Howmep monemt [Cmace no | Mpasuno | IlepaoiadaneRad AaTa BRILINK Texnapauys o | Honep cepun/napris Tprnenatin
MDD | COOTDHETUTRHN
DC-D2618 b 9 01,06.2016 T B605443-
DL-D2618 b g 01.06.2016 B501390-
DL-D2622 b 9 01.06.2016 -
DN-D2718A Ilb 9 011.06,2016 B6O2186-
DN-D2718B ilb 9 01.06.2016 B502150-
DN-D2722A T 9 01.06.2016 B601655-
DN-D27228 b 9 01.06.2016 B601380-
DO-D2618 b g 01.06.2016 B501080-
DO-D2622 Mb 9 01.06.2016 13501130-
DP-D2518 b ] 01.06,2016 B604337-
DP-D2623 b 9 01.06.2016 B604284-
EB-1170K lla 5 01.06.2016 H120632-
EB-1570K lia 3 (11.06.2016 HI22438-
EB-1572K la 3 01,06,2016 GI20015-
EB-1575K la 5 01.06.2016 HI121083-
EB15-110 Ila 5 31,06,2016 A120008-
EB-1970K Ia 5 01.06.2016 H121697-
EB-1970TK a 5 01.06.2016 H120415-
EB-1972K la 3 01,06.2016 120011~
EB-1975K la 3 101.06.2016 H120735-
EB-19901 a 5 01,06.2016 HI10146-
LB19-J10 a 5 101,06.2016 A120008-
BC-2990F ifa 5 101,06.2016 HI110034-
£C-2000L3 114 3 01,06.2016 HI10198-
EC-2990Mi 12 5 01.06.2014 F110021-
EC-3490Fi lia 5 01,06.2016 -
EC-3490FK TE 5 01.06.2016 R120304-
EC-3490Li Ila 3 01.06.2016 -
EC-3490LK Iia 5 01,06.2016 H120245-
EC-3490Mi 1 5 01.06.2016 =
EC-3450MEK Ma 5 01,06,2016 H120052-
EC-1490TF a 5 01.06.2016 HI10246~
EC-3490TLi la 5 01,06.2016 H110591-
EC-3490TMi 1la 3 [01.06.2016 H110083-
EC34-i10F 1la 5 [61,06.2016 A110387-
EC34-i10L Ma 5 [01.06.2016 AL10709-
ECH4-110M a 5 01,06.2016 A110143-
BC-380FK2p Ila 5 01,06,2016 H122504-
EC-380FKp Iia 5 01.06.2016 H121099-
EC-380LKp la 3 01.06.2016 H122680-
EC-380ME2p a 5 01.06.2016 H120272-
TC-1890F la 5 01.06.2016 HI11703-
EC-3890Fi2 Ma 5 01.06.2016 H112559-
EC-3890FK Ma 5 . 01,06.2016 HI20749-
EC-3890FK? Ia 5 01.06.2016 H121045-
EC-3800FZi a ] 01.06.2016 HI10084-
EC-3890Li a2 3 01,06.2016 F116211-
EC-A800LK lla 5 01.06.2016 F1120935-
EC-3890L71 1a 5 01.06.2016 FI110061-
EC-3800Mi 1a 5 011,06.2016 -
FC-3800Mi2 o 3 01.06.2016 -
EC-3890MK a 5 01,06.2016 H120120-
EC-1800ME2 [T s 01.06.2016 HI120085-
FC-3890MZ a 5 01,06.2016 110044-
EC-3890TFK Na il 01.06.2016 120051«
EC-3890TLK a 5 01.06.2016 HI20108-
ECI8-il0F a 5 01.06.2016 AL10995-
EC38-10T2 Ia 3 01.06.2016 ALL0794-
FC38-10L ity 5 01.06.2016 AL11530-
EC38-10M Ta 5 01.06.2016 A110444-
EC38-(10M2 a 5 01.06.2016 ALIOLTI-
EC38-110NF Na 5 01.06.2016 AL10045-
BC38-i10NL Na 3 01.06.2016 A110036- -
ECY-1570K la 5 01,06.2016 H120415- # 4
ECY-15751C lla 5 01.06.2016 F120438- £ S
ED-3490TK a 5 01.06.2016 H121416- /! I,
ED34-il0T Iia § 01,06,.2016 A110621- Yf S
RE-1550K la 4 01.06,2016 H120127- ol
EG-1690K. ILa 8 01.06,2016 - |
BG16-K10 a 5 01.06.2016 A120318- FRRT Y s
EG-1870K M 5 01.06.3016 - 7.
EG-2490K a 5 01.06.2016 H120374- AT
FG-2790 Ha 5 01.06.2016 S A
FG-2790K la 5 01.06.2016 Hi21177-
EG27-110 a 3 01.06.2016 A110899-
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Jlata: 01/06/2016
neox uamennii ¢ mapruposroii CE
VIOPHSL OHJIOCKOTIBL, BUISOIPOIECCOPEL U IMPHHAITENHOCTH K HIIM
Wienus xnacea 1a u ITb B cooreToTsun ¢ JJupexTaBol 0 MEIHIIHCKIX uapenuy/ Jupextusoli o orpaHMHeHH
|G/LHBIX BOLLICCTE '
i Honep Mojamt Knaceno | Mpasino || Tlepoonasiumaan s skiain Hexaapauim o Hanep cepHp/napTan TIpuneaamin
MDD . COOTABTUIRRR
290Kp Ma 5 01.06.2016 11127399-
-29901 MTa 5 11.06.2016 HI118721-
(1. 2990K s 5 01,06.2016 H122541~
1:299074 Iia 5 (1.06,2016 H110202-
(129-i10 Il 5 T 01.06,2016 Al13584-
1[0-3450K a 5 01.06.2016 H120712-
0-1890TK Tia 5 01.06.2016 120264~
PI-1000 a 2 01.06.2016 HO16084-
P -L00p Ta 2 01.06.2016 1013808
PIC-3000 Ta 2 01.06.2016 AD20033-
1PK.-15000 la 2 01.06.2016 Bi13560-
EPK-7000 Ita 2 01.06.2016 010936~
LPK-17000(A) fa 2 01,06.2016 010490~
EPK-i7010 fa 2 01.06.2016 AD10107-
EPK-p(C) la 2 01.,06.2016 B011594-
ES-3870K M 5 01.06.2016 H120214-
FB-10V Ila 5 01.06.2016 H110891-
FR-1585 Ua 5 01.06.2016 -
FB-15RBS a 5 01.06.2016 111601~
FB-15V Ma 5 01.06.2016 H113137-
FB-1888 Ia 3 01.06.2016 -
FB-18RBS Ta 5 01,06.2016 110788
FR-18V i 5 01.06.2016 H112369-
FB-19TV a 5 01.06.2016 1110737-
FR-8V Ma 5 01.06.2016 H110744-
FC-38FV a 5 4].06.2016 H110906-
FC-38LY ILa 5 01.06.2016 H111645-
FCN-15X Ha 5 01.06.2016 -
FCP-9P fa L 01.06.2016 HI110335-
FCY-15RBS 1l a 5 01.06.2016 H111082-
FD-34V2 a3 5 01062016 H110286-
FG-16V g 3 01.06.2016 1FI10433-
FG-24Y Na 5 01.06.2016 H112083-
FG-29V a 5 01.06.2016 H117736-
FHY-I0RBS la 5 01.06,2016 H110282-
FHY-15RBS a 5 01.06.2016 H110202-
Fi-l0BS Ta § 01.06.2016 -
FI-10RBS Ta s 01.06.2016 H111270-
F1-1388 s 5 01.06.2016 -
FI-13RBS Ma 5 01.06.2016 H110696+
FI-16BS Tz 5 01.06.2016 .
Fl-16RBS fa 5 01,06.2016 H111530-
FI-7BS Ha 5 01.06,2016 5
FI-TRBS if 3 01.06.2016 H110318-
FI-9BS La 5 01.06.2016 .
FI-ORBS Ta 5 01.06.2016 H110638-
FNL-10RBS il 5 01.06.2016 FL115649-
FNL-10RP3 la 5 01.06.2016 H1d1605-
FNL-15RP3 [T 5 01.06.2016 H112263-
FNL-7EP3 g 5 01.06.2016 H115067-
F8-34V Tla 5 01.06.2016 H111651-
FUR-9RBS la 5 01.06.2016 H110218-
HDR2418 b 9 01.06.2016 -
HDB2418W b 9 01.06.2016 7604200
HDB2422 Iib 9 01.06.2016 -
HDB2422W [ 9 01.06.2016 1601511-
H-52518 b ] 01.06.2016 1311610-
H-52522 Ih 9 01.,06.2016 D513053-
HS-D2618 [Ih 2 01.06.2016 Byner onpejienst noamgee
HS-D2622 b 9 01,06,2016 byfeT onjzue/iel No3nies
LIT-150PC Ta 2 01,06,2016 B043790- ]
OF-B205 Ta 5 01.06.2016 0011026+ /4 § /
0S-H3 Ma 2 01,06.2016 0021046+ /7 VS
05-H4 Ma 2 01.06.2016 0051046- F 47 L
08-Hs fia 2 01.06.2016 0081026- 1/ 4 [
VNL-1070STE Ta 5 01.06.2016 H120233- , [
UNL-11908TK Ta 5 01.06.2016 H120300- LA T
VHL1L-110 1a 5 01.06.2016 A120014- U /]
VNL-1570STIC la 5 01,06.2016 H120446- 7
VHNL-15908Ti fla g 01.06.2016 HI110250- T gonu- |
VL I5-110 Ma 5 01.06.2016 A120003- £ [
VNLS-TI0 - a 5 01062016 A120012- iy
VSB-289901 la 5 01.06.2016 H110095-




TEKCT HA STIOHCKOM SI3LIKE
JIYBJIMPYETCS HA AHTJIMACKOM HA
CHEAVIOIIENA CTPAHULIE

o ) ATIOCTHITb

(I"aarckas kompenmws ot S okrabps 1961 r.)

[, Crpara: ATIOHMS ‘
Jarmasnt oduuanbHbIi ,uomymex-;"r

2. 6601 noammcan CYCYMM MMBYYH

3, Belcrynaromuy B kauecrne Hotapuyca Toxuitckoro 6x0po [0 IOPHANICCKAM BOIPOCAM

4. cxpenen nevarsio/wramnoM CYCYMM UMBY YU, notapuyca

VI0CTOBEPEHO
/ 5. B r.Tokmo 6. 17 mrons 2016/ropa
7. MUAVCTEPCTBOM MHOCTPAHHEIX J6IT
8. 16- Ne 006830
9. Ilegars/miTaMII: 10. Tlomnucs
[TToonuce]
Ajtsxo OTABA

Ot umenn MuHHCTpa FHOCTPAHHBIX /eI

Heuars: MUHACTEPCTBO MHOCTPAHHBIX JEJL SITTOHVSL

IMTegaT Ha SIOHCKOM SI3BIKE.




JeTUCTPAIOHHEI] Ne 223

K HOTAPUAJIBHOE CBUAETEJBCTBO

Hacrosmum cnymeTeJILCTByeTcsx qro‘ MAJOKO MOIIUKABA, npencrasutens XUPOCU MAPVCABA
reHepabHOTo nupemopa Otpnena ‘ rnoGansHoro  obecredeHHns KadecTBa M HOPMATHBHO-IIPABOBOIO
perynupoBaHus Honpas;zeneﬁna HEHTAKC Jlaitd Keap xommannn «XO05 KOPITIOPEMIIIH», 3aseun B

MOEM IIPUCYTCTBUH 0 TOM, 4TO ynogmmy reit XVPOCU MAPYCABA mogrBepimi, 4TO OH HOJIHCAN

MIPHITAaraeMEIH JOKYMEHT.

JIa'mpOBLmo cero 17 uncia mross mecsana 2016 roaa.
\
|
|

[TToonucs]
CYCYMU UNBYUHM

Ilewats: Toxuitcxoe 610po 0O Iopnmﬁiecmm porpocam. HOTAPUYC.
1-1, Xuramu-HkeGykypo 3-Téme
TomHMa-Ky, r. Toxuo, Hnomlg

TlevaTs Ha STOHCKOM S3BIKE.




{[Tepesox)

CBUJETEJLCTBO

e

\
HactosiiuM  CBHASTENLCTBYCTCA, ‘fi’I‘O MOJIUCE, [IpHaaracMad BpIHIIC, OpUIa IOCTaBJICHZ  HOTapuyCOoM,

HamIexamuM o6pasoM Ha 5T YIOJHOMOYeHHBIM TOKHHCKHM 610po 110 IOPHIEYECKHM BONPOCaM, M ¥TO

ounraTbHas Ueuath Ha )zoxymeﬂfrd SIBJISIETCS TIOJUTMHHOM.
|

Jlara: 17 mioust 2016 T.

Tupeicrop Toxuitexoro G1opo mo IOPHAAIECKHM BOIPOCAM.
[TToonuc ]
(‘-Imca%ba CATO)
70

Oduumansuas nevarey
/




		2019-03-29T15:03:58+0200




