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ENGLISH

All serious accidents concerning the medical device supplied by
us must be reported to the ir facturer and competent author-
ity of the member state where your registered office is located.

Product Name:HSG Catheter

Indications:For administering contrast media or saline during Hys-
terosalpingography and Sonohysterography procedures to detect
uterine pathology such as polyps, fibroids, adhesions or endome-
trial thickening, and/or patency of fallopian tubes.

Intended purpose: For administering contrast media or saline
during Hysterosalpingography and Sonohysterography procedures
to detect uterine pathology such as polyps, fibroids, adhesions or
endometrial thickening, and/or patency of fallopian tubes.
Contraindications: Suspected infection, suspected pregnancy, pro-
fuse bleeding or sexually transmitted disease.
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Caution:
A.Sterilized by E.O Gas. Products are sterile.

A B. For single use only. Discard after use.

C. Checking the small package before use. Don’t use if

package is opened or damaged.

D. Sterile and five years’ period of validity. Don’t use if

overdue.

E. If you find possible quality problems during use,

please stop using it immediately and notify our compa-

ny promtly.

F. After use, the products shall be collected, transport-

ed, stored and disposed to ensure that the products are

harmless to human health and the environment. Or the

product can be disposed in accordance with the local

medical regulations for waste disposal.

G. If any resistance is felt while inserting the catheter, do

not force the catheter against the resistance.

H. Do not exceed the recommended balloon inflation

volume (1.5 mL for the 5Fr catheter and 3 mL for the 7Fr

catheter) or the balloon may burst.

I. The use of OIL-BASED contrast media such as ethyl-

esters may interact with the balloon of the catheter,

causing possible balloon rupture. The use of aqueous

contrast media is recommended.

Patient group:lt is suitable for patients who require SHG or HSG

procedures.

Intended users:This procedure should only be performed by a

physician or properly licensed practitioner trained indiagnostic and

interventional technigues. Standard technigues for SHG and HSG

procedures should be employed.

Clinical benefits: The application of the HSG catheter enchance

diagnostic accuracy,and guided sussequent treatment.

Any residual risk and any undesirable side-effects:

a. Hypersensitivity to contrast media.

b.Discomfort, Pain/Cramping.

Install information:none

Performance characteristics:Suyun HSG Catheter is a polyyure-

thane double lumen and latex-free balloon catheter with an inser-

tion sheath, a syringe is included for balloon inflation. It is provided

in a sterile state and sterilized with ethylene oxide. Single-use.

Physical performance:

a. Fill water according to the nominal volume of the balloon. The

balloon should be basically symmetrical without excessive deflec-

tion.

b. The connection between Y-type connector and accessories shall

be able to withstand 15 N linear static tension without fracture or

separation.

c. The balloon cavity shall not leak.

d. The pipe body shall not be discounted within the effective

length.

e. The tube body shall be detectable under X-ray.

f. The balloon should be free of leakage or rupture and should not

block the contrast agent

outlet.Chemical performance:The residue of ethylene oxide in

each product shall be no more than 10ug/g.

Biological performance:The product should be sterile.

Structural composition:The product are composed of yellow Pro-

tective sleeve, insertion Sheath, Balloon, double lumen tube, stop-

cock, syringe, luer connector etc.

Method:

a. Check the integrity of the original packaging of the product, and

then remove the product fromthe original packaging.

b. Remove and discard the yellow protective sleeve.

c. Attach a contrast media or saline filled syringe (not supplied) to

the luer connector. Inject contrast media or saline through

catheter to remove air. Advance the insertion sheath so that the

distal end of the catheter protrudes slightly from the distal end of
the sheath.

d. View the cervix and advance the sheath and catheter so that the
tip of the catheter enters the cervix.

e. Advance the catheter through the cervical canal and into the
uterus.

f. Open the stopcock and slowly inflate the balloon with up to 1.5
mL for the 5Fr catheter and 3mL for the 7Fr catheter of either air
or saline.

g. Close the stopcock allowing the balloon to remain inflated. Gen-
tly withdraw catheter so balloon will rest against internal os.

h. Inject contrast media or saline into the uterus and complete the
examination. i.Open the stopcock to deflate the balloon. Withdraw
the catheter.

Storage:Store in a dark, dry, cool place, Avoid extended exposure
to light.

GIMA WARRANTY TERMS
The Gima 12-month standard B2B warranty applies.
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IT - Data di fabbricazione GB - Date of
manufacture  FR - Date de fabrication ES
- Fecha de fabricaciéon PT - Data de fabrico
DE - Herstellungsdatum  GR - Huepopunvia
TIOPOAYWYAG PL - Data produkcj cz -
Datum vyroby SE - Tillverkningsdatum FI -
Valmistuspdivdmaara Sl - Datum proizvodnje
SK - Datum vyroby RO - Data fabricatiei NL
- Productiedatum  HR - Datum proizvodnje
HU - Gyartads ddtuma DK - Fabrikationsdato
BG - Fabrikationsdato LT - Pagaminimo data
LV - IzgatavoSanas datums EE - Valmistamise

kuupaev
el 7o)l - SA

IT - Fabbricante GB - Manufacturer FR -
Fabricant ES - Fabricante PT - Fabricante DE
- Hersteller GR - Napaywyog PL - Producent
CZ - Vlyrobce SE - Tillverkare FI - Valmistaja
Sl - Proizvajalec SK-Vyrobca RO - Producator
NL - Fabrikant HR - Proizvoda¢ HU - Gyartd
DK - Fabrikant BG - Fabrikant LT-Gamintojas
LV - RaZotajs EE - Tootja
daiyaell 35001 - SA

IT - Conservare al riparo dalla luce solare GB
- Keep away from sunlight FR - A conserver a
I'abri de la lumiere du soleil ES - Conservar al
amparo de la luz solar PT- Guardar ao abrigo
da luz solar DE - Vor Sonneneinstrahlung
geschutzt lagern  GR - Kpatjote t0 pakpld
and nAtakn aktwoBolia  PL - Przechowywacé
z dala od $wiatta stonecznego CZ - Skladujte
mimo slunecni svétlo  SE - Skyddas fran
solljus  Fl - Sdilyta auringonvalolta suojassa
Sl - Hraniti zas¢iteno pred sonéno svetlobo
SK - Skladujte mimo sIne¢ného svetla RO
- A se pastra ferit de razele soarelui  NL
- Afgeschermd van zonlicht opslaan  HR -
Cuvati zasticeno od sunceve svjetlosti HU
- Napfénytdl védve tarolandé DK - Ma ikke
udsaettes for sollys BG - Ma ikke udsaettes for
sollys LT - Saugoti nuo saulés spinduliy LV -
Uzglabat prom no saules gaismas EE - Hoida
eemal paikesevalgusest

ol e (e 1umy Jady - SA
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IT - an utilizzare se I'imballaggio Aé IT - Attenzione: Leggere e seguire
danneggiato  GB - Don't use if package is attentamente le istruzioni  (avvertenze)
damaged FR - Ne pas utiliser si le colis est per 'uso  GB - Caution: read instructions
ent{omrrlage ES - N°~ usar si el paquete (warnings) carefully FR - Attention:
eSt? da“adf’_ PT - Nao use se o pacote lisez attentivement les instructions
estiver danificado DF. N N'.Cht verwenden, (avertissements)  ES - Precaucion: lea las
wenn das Paket peschad|gt ist GR - Mr’]v instrucciones (advertencias) cuidadosamente
TO0 XPNOWOTOlEiTE av N  ouokeuaoia

elval kateotpappévn PL - Nie uzywaé,
jesli opakowanie jest uszkodzone cz -
Nepouzivejte, pokud je obal poskozen SE -
Anvéand inte en forpackning som ar skadad Fl
- Ei saa kayttaa, jos pakkaus on vaurioitunut SI
- Ne uporabljajte, Ce je embalaza poskodovana
SK - NepouZzivajte, ak je obal poskodeny RO -
A nu se utiliza dacd ambalajul este deteriorat
NL - Niet gebruiken als de verpakking
beschadigd is HR - Ne koristiti ako je pakiranje
osteceno HU - Ne haszndlja, ha a csomagolas
sérilt DK - Ma ikke bruges, hvis pakken er
beskadiget BG - Ma ikke bruges, hvis pakken
er beskadiget LT - Nenaudokite, jei pakuoté
pazeista LV - Nelietot, ja iepakojums ir bojats
EE - Arge kasutage, kui pakend on kahjustatud
Lojonll (s Al § pusis Y - SA

IT - Importato da GB - Imported by FR
- Importé par ES - Importado por PT -
Importado por DE - Eingefihrt von GR -
Elocaywyn and PL - Importowane przez CZ
- Dovezeno uzivatelem SE - Importerad av FI
-Tuoja SI-Uvozil SK-Dovazal RO -Importat
de NL - Geimporteerd door HR - Uvezeno
od strane HU - Importélta DK - Importeret
af BG - Importeret af LT - Importavo LV -
Importéja EE - Importija

b e Yguws - SA

PT - Cuidado: leia as instrugdes (avisos)
cuidadosamente DE - Achtung: Anweisungen
(Warnungen) sorgfaltig lesen GR - Mpoooxn:
SLaPAoTE MPOOEKTIKA TIG 08Nyieg (evotdoetg)
PL - Ostrzezenie - Zobacz instrukcje obstugi CZ
- Pozor: Peclivé si prectéte a dodrzujte pokyny
(varovani) k pouZiti ~ SE - Varsamhet: lds
anvisningarna (varningar) noga FI - Huomio:
Lue kayttbohjeet (varoitukset) ja noudata
niitd huolellisesti ~ SI - Pozor: Preberite in
skrbno sledite navodilom (opozorilom) za
uporabo SK - Pozor: Pozorne si precitajte a
dodrziavajte pokyny na pouzitie (vystrahy)
RO - Atentie: Cititi si respectati cu atentie
instructiunile (avertismentele) de utilizare
NL - Opgelet: Lees en volg aandachtig de
gebruiksaanwijzing (waarschuwingen) HR
- Pozor: Procitajte i pailjivo slijedite upute
(upozorenja) za upotrebu  HU - Figyelem:
Figyelmesen olvassa el és kévesse a hasznalati
utasitdsokat (figyelmeztetéseket) DK -
Forsigtig: Laes instruktioner (advarsler)
omhyggeligt BG - Forsigtig: Laes instruktioner
(advarsler) omhyggeligt LT - Démesio:
perskaitykite ir atidzZiai laikykités naudojimo
instrukcijy (jspéjimy). LV - Uzmanibu: Izlasiet
un uzmanigi ievérojiet lietosanas instrukcijas
(bridinajumus) EE - Tahelepanu! Lugege
kasutusjuhised (hoiatused) labi ja jargige neid
hoolikalt

Bl (@ piodl) Slagatd) 8513 i)l - SA

IT - Conservare in luogo fresco ed asciutto GB
- Keep in a cool, dry place FR - A conserver
dans un endroit frais et sec ES - Conservar
en un lugar fresco y seco PT - Armazenar
em local fresco e seco DE - An einem kiihlen
und trockenen Ort lagern GR - Alatnpeitat
oe 5pooepd Kol oteyvd mepBAriov PL
- Przechowywa¢ w suchym miejscu  CZ -
Skladujte na vétraném a suchém misté SE -
Forvara pa svalt och torrt stalle FI - Sailyta
kuivassa ja viiledssa Sl - Hraniti na suhem in
hladnem mestu SK - Skladujte na chladnom
a suchom mieste RO - A se pastra intr-
un loc racoros si uscat NL - Koel en droog
opslaan  HR - Cuvati na hladnom i suhom
mjestu HU - Szaraz, hiivos helyen tarolandd
DK - Opbevares kgligt og tert BG - Opbevares
kgligt og tgrt LT - Laikyti vésioje ir sausoje
vietoje LV - Uzglabat vésa, sausa vieta EE -
Hoida jahedas ja kuivas kohas

Glg b 08 (§ Jaams - SA

STERLE[ED)

IT - Sterilizzato con ossido di etilene GB -
Sterilized using ethylene oxide FR - Stérilisé
a l'oxyde d’éthylene ES - Esterilizado con
oxido de etileno PT - Esterilizado com 6xido
de etileno DE - Sterilisiert mit Ethylenoxid
GR - Anootelpwpévo pe alBulevoleidio
PL - Sterylizowane tlenkiem etylenu CZ -
Sterilizovano etylenoxidem SE - Steriliserad
med etylenoxid FI - Steriloitu etyleenioksidilla
Sl - Sterilizirano z etilen oksidom SK -
Sterilizované etylénoxidom RO - Sterilizat
cu oxid de etilend NL - Gesteriliseerd met
ethyleenoxide HR - Sterilizirano etilen
oksidom HU - Etilén-oxiddal sterilizdlva DK -
Steriliseret med ethylenoxid BG - Steriliseret
med ethylenoxid LT - Sterilizuotas etileno
oksidu LV - Sterilizéts ar etilénoksidu EE -
Steriliseeritud etlleenoksiidiga

A 4ST dns - SA
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IT - Rappresentante autorizzato nella Comunita
europea GB - Authorized representative in
the European community FR - Représentant
autorisé dans la Communauté européenne ES
- Representante autorizado en la Comunidad
Europea PT - Representante autorizado
na Unido Europeia DE - Autorisierter
Vertreter in der EG  GR - E€ouclo8otnpévog
avtupdownog otnv Eupwnaikn Evwon PL -
Upowazniony przedstawiciel we Wspdlnocie
Europejskiej C€Z - Zplnomocnény zastupce v
Evropském spolecenstvi  SE - Auktoriserad
representant i Europeiska gemenskapen FI -
Valtuutettu edustaja Euroopan yhteiséssa S|
- Pooblasceni zastopnik za Evropsko skupnost
SK - Splnomocneny zastupca v Eurdpskom
spolo¢enstve RO - Reprezentant autorizat
pe teritoriul Comunitatii Europene  NL -
Bevoegde vertegenwoordiger in de Europese
Gemeenschap HR - Ovlasteni predstavnik u
Europskoj zajednici HU - Meghatalmazott
képvisel6 az Eurdpai Kozosségben DK -
Autoriseret repraesentant i det Europaeiske
Feellesskab  BG - Autoriseret repraesentant
i det Europaeiske Feellesskab LT - ]galiotasis
atstovas Europos bendrijoje LV - Pilnvarotais
parstavis Eiropas Kopiena EE - Volitatud
esindaja Euroopa Uhenduses
EA_ijS)‘AWN\“jMML}m-SA

IT - Dispositivo monouso, non riutilizzare
GB - Disposable device, do not re-use FR
- Dispositif pour usage unique, ne pas
réutiliser ES - Dispositivo monouso, no
reutilizable PT - Dispositivo descartavel, ndo
reutilizar  DE - Fir einmaligen Gebrauch,
nicht wiederverwenden GR - Mpoidv piog
XPAOEWG. MnV TO XPNOLUOTIOLEITAL €K VEOU
PL - Jedno urzadzenie, nie uzywaj ponownie
CZ - Jednorazovy prostiedek, nepouzivejte
opakované SE - Engangsanordning, far ej
ateranvandas FI - Kertakayttoinen laite, ei saa
kayttaa uudelleen Sl - Za enkratno uporabo,
ne uporabiti ponovno  SK - Zariadenie na
jedno poutitie, nepouZivajte opakovane RO
- Dispozitiv de unicd folosintd, a nu se refolosi
NL - Voor eenmalig gebruik, niet hergebruiken
HR - Uredaj za jednokratnu upotrebu,
nemojte ponovo koristiti HU - Eldobhaté
eszkdz, ne haszndlja djra DK - Engangsenhed,
ma ikke genbruges BG - Engangsenhed, ma
ikke genbruges LT - Vienkartinis prietaisas,
nenaudokite pakartotinai LV - Vienreiz
lietojama ierice, nelietojiet to atkartoti EE -
Uhekordne, arge kasutage seda mitu korda
L e paseiad Y cplasiadl dpolsT 8151 - SA

IT - Leggere le istruzioni per I'uso GB -
Consult instructions for use FR - Consulter
les instructions d’utilisation ES - Consultar
las instrucciones de uso PT - Consulte as
instrugGes de uso DE - Gebrauchsanweisung
beachten  GR - AlBdoTe MPOOEXTIKA TIG
odnyieg xprnong  PL - Przeczytaj instrukcje
uzytkowania CZ - Prectéte si navod k
pouZiti SE - Las bruksanvisningen Fl - Lue
kayttoohjeet Sl - Preberite navodila za
uporabo SK - Preditajte si ndvod na pouzitie
RO - Cititi instructiunile de utilizare NL - Lees
de gebruiksaanwijzing HR - Procitajte upute
za uporabu  HU - Olvassa el a hasznélati
utasitdsokat DK - Se brugsvejledningen BG
- Se brugsvejledningen LT - Perskaitykite
naudojimo instrukcijas LV - Izlasiet lietoSanas
instrukcijas EE - Lugege kasutusjuhendit
sl Olordal (2,29 883 1,31 - SA

]

IT - Dispositivo medico conforme al regola-
mento (UE) 2017/745 GB - Medical device
compliant with Regulation (EU) 2017/745 FR
- Dispositif médical conforme au Réglement
(UE) 2017/745 DE - Medizinprodukt gemaR
Verordnung (EU) 2017/745 ES - Dispositivo
médico que cumple con el Reglamento (UE)
2017/745 PT - Dispositivo médico em confor-
midade com o Regulamento (UE) 2017/745
GR - latpotexvohoyLkd Tpoidv cuPHOoPPOUEVO
e tov Kavoviopod (EE) 2017/745 BG -
MeZauumHcKo usgenue, oTroBapALLo Ha
PernameHT (EC) 2017/745 CZ - Zdravotnicky
prostfedek v souladu s nafizenim (EU) 2017/745
DA - Medicinsk udstyr i overensstemmelse med
forordning (EU) 2017/745 EE - Méaérusele (EL)
2017/745 vastav meditsiiniseade FI - Asetuksen
(EU) 2017/745 mukainen ladkinnallinen laite
HR - Medicinski uredaj uskladen s Uredbom
(EU) 2017/745 HU - Az (EU) 2017/745 ren-
deletnek megfelelé orvostechnikai eszkéz LT
- Medicinos prietaisas, atitinkantis Reglamenta
(ES) 2017/745 LV - Medicinas ierice, kas atbilst
Regulai (ES) 2017/745 NO - Medisinsk utstyr
i samsvar med forordning (EU) 2017/745 NL
- Medisch hulpmiddel dat voldoet aan Veror-
dening (EU) 2017/745 PL - Wyréb medyczny
zgodny z Rozporzadzeniem (UE) 2017/745 RO
- Dispozitiv medical conform Regulamentului
(UE) 2017/745 SK - Zdravotnicka pomécka
v stlade s nariadenim (EU) 2017/745 SL-
Medicinski pripomocek skladen z Uredbo (EU)
2017/745 SV - Medicinsk utrustning i enlighet
med férordning (EU) 2017/745

(@Y1 21o5Y1) &Ml ge 331520 (oo Sle= - SA

2017/745
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IT - Data di scadenza GB - Expiration date FR
- Date d’échéance ES - Fecha de caducidad
PT - Data de validade DE - Ablaufdatum GR
- Huepounvia Aféewg PL - Data waznosci CZ -
Datum ukonéeni platnosti SE - Utgangsdatum
FI - Viimeinen voimassaolopdivda  SI - Rok
uporabnosti  SK - Datum exspirdcie RO
- Valabil pana la data de NL - Vervaldatum
HR - Datum isteka HU - Lejarati datum
DK - Udigbsdato BG - Udlgbsdato LT -
Galiojimo laikas LV - Deriguma termin$ EE
- Aegumiskuupdev
4odall elgail oy - SA

IT - Codice prodotto GB - Product code FR
- Code produit ES - Cédigo producto PT -
Codigo produto DE - Erzeugniscode GR -
Kw8wog mpoidvtog  PL - Numer katalogowy
CZ - Kod vyrobku  SE - Produktkod  FI
- Tuotekoodi  SI - Koda izdelka SK - Koéd
vyrobku RO - Cod produs NL - Productcode
HR - Sifra proizvoda HU - Termékkéd DK -
Produktkode BG - Produktkode LT - Prekés
kodas LV - Produkta kods EE - Toote kood

el 355 - SA

IT - Numero di lotto GB - Lot number FR
- Numéro de lot ES - Nimero de lote PT -
Ndmero de lote DE - Chargennummer GR
- Ap1BpoG maptidag PL - Kod partii €Z - Cislo
Sarie SE - Satsnummer FI - Erdnumero SI -
Stevilka partije  SK - Cislo $arze RO - Numar

de lot NL - Partiinummer HR - Broj serije
HU - Tételszam DK - Batchnummer BG
- Batchnummer LT - Partijos numeris LV -

Partijas numurs EE - Partii number
4adll 03y - SA

D)

IT - Singolo sistema di barriera sterile con
imballo protettivo esterno GB - Single sterile
barrier system in protective outer packaging
FR - Systtme de barriere stérile unique
dans un emballage extérieur protecteur
ES - Sistema de barrera estéril simple en
embalaje exterior protector PT - Sistema de
barreira estéril Unica em embalagem externa
protetora DE - Einzelnes Sterilbarrieresystem
in schutzender Umverpackung  GR - Movo
anootelpwpévo  cvotnpa  dpayng ot
TPOOTATEVTIKA €§WTePIK ouokevaoio  PL
- Pojedynczy sterylny system barierowy w
ochronnym opakowaniu zewnetrznym  CZ -
Jediny sterilni bariérovy systém v ochranném
vnéjsim obalu SE - Enkelt sterilt barriarsystem
i skyddande ytterforpackning Fl - Yksi steriili
sulkujarjestelma suojaavassa ulkopakkauksessa
Sl - Enojni sterilni pregradni sistem v zascitni
zunanji embalazi  SK - Jednoduchy sterilny
bariérovy systém v ochrannom vonkajSom
obale RO - Sistem de barierd steril unic in
ambalaj exterior de protectie NL - Enkelvoudig
steriel barrieresysteem in beschermende
buitenverpakking HR - Jednostruki sustav
sterilne  barijere u zastitnom vanjskom
pakiranju  HU - Egyetlen steril gatrendszer
védgd kilsé csomagolasban DK - Enkelt sterilt
barrieresystem i beskyttende ydre emballage
BG - EavHuyHa cTepunHa bapuepHa cuctema
B 3alUMTHA BbHLIHA OMAKOBKA LT - Viena
sterili barjeriné sistema apsauginéje iSorinéje
pakuotéje LV - Viena sterila barjeras sistéma
aizsargajosa aréja iepakojuma EE - Uhekordne
steriilne tokkestisteem kaitsvas valispakendis

IT - Non ri-sterilizzare GB - Do not resterilize
FR - Ne pas restériliser ES - No reesterilizar
PT - N&o reesterilize DE - Nicht resterilisieren
GR - Mnv anootelpwvete  PL - Nie sterylizuj
ponownie CZ - Sterilizaci neopakujte  SE -
Atersterilisera inte  FI - Uudelleensterilointi
kielletty Sl - Ne sterilizirajte ponovno SK
- Opakovane nesterilizujte RO - A nu se
resteriliza ~ NL - Niet hersteriliseren  HR
- Nemojte ponovno sterilizirati HU - Ne
sterilizélja djra DK - M3 ikke generiliseres
BG - [Ja He ce cTepunusmpa nostopHo LT
- Nesterilizuoti pakartotinai LV - Neveikt
atkartotu sterilizaciju EE - Arge steriliseerige
uuesti

a3 Y - SA

IT - Identificatore univoco del dispositivo GB -
Unique device identifier FR - Identifiant unique
de l'appareil ES - Identificador de dispositivo
unico PT - Identificador exclusivo do dispositivo
DE - Unique Device Identifier (Eindeutige Kennung
des Gerdts GR - Movadiko avayvwploTiko
ouokeung PL - Unikalny identyfikator urzadzenia
CZ - Jedinecny identifikator zafizeni SE - Unik
identifierare for enheten FI - Laitteen yksilollinen
tunniste Sl - Enoli¢ni identifikator naprave
SK - Jedinecny identifikator zariadenia RO -
Identificatorul unic al dispozitivului NL - Unieke
identificatie van het apparaat HR - Jedinstveni
identifikator uredaja HU - Az eszkoz egyedi
azonositdja DK - Unik identifikator for enheden
BG - YHUKaneH naeHTMduKaTop Ha yCTpoMCTBOTO
LT - Unikalus jrenginio identifikatorius v
- Unikals ierices identifikators EE - Seadme
kordumatu identifikaator

el dyh e - SA
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IT - Rappresentante autorizzato in Svizzera GB -
Authorized Representative in Swiss FR -
Représentant autorisé au Suisse ES -
Representante autorizado en Suizo PT
- Representante autorizado no Suico DE -
Autorisierter Vertreter im Schweizer GR -
E€ouclodotnuévog Avtutpoowrnog oto EABeTog
PL - Autoryzowany Przedstawiciel w Szwajcarski
CZ - Autorizovany zastupce ve Svycarsky SE -
Auktoriserad representant i Schweiziska FI -
Valtuutettu edustaja  Sveitsildinen Sl -
Pooblas¢eni zastopnik v Svicaru SK
- Autorizovany zastupca v Svajciarsky RO -
Reprezentant autorizat in Elvetiane NL -
Geautoriseerde HR - Ovlasteni predstavnik u
Zwitsers  HU - Meghatalmazott képvisel§ az
Svajci DK - Autoriseret repreesentant i
Schweizisk NO - Autorisert representant i
Sveitsiska BG - OTopusupaH npeacrasuten B
weeiitapcku LT - Jgaliotas atstovas Sveicarijoje
LV - Pilnvarotais parstavis Sveices EE Pilnvarotais
-parstavis Sveicé

Buswiall dShao! (3 daiaall Jinodl SA

IT - Dispositivo medico GB - Medical Device
FR - Dispositif médical ES - Producto sanitario
PT - Dispositivo médico DE - Medizinprodukt
GR - latpotexvoloyikd mpoidv  PL - Wyrdb
medyczny CZ - Zdravotnicky prostiedek SE
- Medicinteknisk produkt FI - Ladkinnallinen
laite Sl - Medicinski pripomocek  SK -
Zdravotnicka pomécka RO - Dispozitiv
medical NL - Medisch hulpmiddel HR -
Medicinski uredaj HU - Orvostechnikai eszkéz
DK - Medicinsk udstyr BG - Medicinsk udstyr
LT - Medicininis prietaisas LV - Mediciniska
ierice EE - Meditsiiniline seade

b 3= - SA






