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FRA Dispositifs médicaux pour hystérosalpingographie et chromopertubation

ENG Medical devices for hysterosonography and chromopertubation

SPA Productos sanitarios y accesorios para histerosalpingografia y cromopertubacion
BUL Menuunsckn u3/ienis i MPUHALICKHOCTH 32 XUCTEPOCATTHHTOrpadus 1 XxpoMonepryatus
CES Zdravotnické prostiedky a piislusenstvi pro hysterosalpingografii a chromopertubaci
DAN Medicinsk udstyr og tilbeher til Hysterosalpingografi og kromopertubation

ELL latpoteyvohoyikd mpoiovTo. Kot TapeAKOUEVO Y10 VOTEPOGOATLYYOYPUpia
Kot Xpopatoypoeio

EST Meditsiiniseadmed ja tarvikud hiisterosalpingograafia ja kromopertubatsiooni labiviimiseks

FIN Ladketieteelliset laitteet ja tarvikkeet hysterosalpingografiaa ja kromopertubaatiota
varten

DEU Medizinprodukte und Zubehér fiir Hysterosalpingographie und Chromopertubation
HRV Medicinski proizvodi i pribor za histerosalpingografiju i kromopertubaciju

HUN Orvosi eszk6zok és tartozékok hiszteroszalpingografiahoz és kromopertubaciohoz
ITA Dispositivi medici e accessorio per isterosalpingografia e cromoperturbazione
LAV Mediciniskas ierices un piederumi histerosalpingografijai un hromopertubacijai

LTU Histerosalpingografijos ir laparoskopijos naudojant dazus medicinos priemonés
ir priedai

NLD Medische hulpmiddelen en toebehoren voor hysterosalpingografie en chromopertubatie
POL Wyroby medyczne i akcesoria do histerosalpingografii i chromopertubacji

POR Dispositivos médicos e acessorios para histerossalpingografia e cromotubagao

RON Dispozitive medicale si accesorii pentru histerosalpingografie si cromopertubare
SLK dravotnicke pomdcky a prislusenstvo pre hysterosalpingografiu a chromopertubaciu
SLV Medicinski pripomocki in dodatki za histerosalpingografijo in kromopertubacijo

SWE Medicinsk utrustning och tillbehor for hysterosalpingografi och kromopertubation

Commercial Code Brand name
1404020 Sliding Rigister © 20mm
1404025 Sliding Rigister © 25mm
1404030 Sliding Rigister © 30mm
1404035 Sliding Rigister © 35mm

Accessoire/ Accessory
1507000 Bloc Connector




DocuSign Envelope ID: 9ED79B3F-729A-43A9-9421-C9D4103BC4EF
ENG

Description
The Sliding Rigister is used for HSG and chromopertubation. It includes:
= Atapered and transparent cup with a central cone-shaped cannula, fitted onto a cylindrical handle, external
diameters 20, 25, 30 or 35 mm
= Alateral catheter attached to the cup to be connected to a vacuum system,
= Acentral injection tubing slides into the cup and has 4 markings spaced 2cm apart.
The cup is available in 4 different diameters: (20, 25, 30, 35 mm) allowing to adapt to different morphologies of the cervix.
Itis a sterile, single-use device.
*The Bloc Connector is an accessory of the Sliding Rigister & the Rigister that allows their connection to a vacuum source.

Sterilization
Sterilisation with ethylene oxide

Indication
The Sliding Rigister is a medical device designed to be used during hysterosalpingography which is a radiographic
examination. The indications of that using are the following case:
= Infertility with or without the presence of repeated miscarriages
Congenital or anatomic abnormalities
Anomalies of the menstrual cycle.
Pain in the pelvis tract
Abnormal menses
= Preoperative control for uterine or tubal surgery
The sliding Rigister is also used for chromopertubation during laparoscopy, and allows to verify tubal permeability

Precautions of use

= The product is intended for use by health professionals with knowledge of gynaecology/obstetrics, in compliance
with aseptic measures.

= Laboratoire CCD strongly recommends that the health professional take note of the information given in the IFU.

= The product is delivered in a sterile state. Before use, make sure that the packaging has not been opened, and/or
damaged, check the expiry date, and the integrity of the product.

= The product is intended for single use only, and must not be cleaned, or resterilised. In case of cleaning, and/or re-
sterilisation, its characteristics can no longer be guaranteed, and may cause cross-infection regardless of the
method used.

= Use only under the conditions indicated.

Instructions for use

1. Place the patient on the fluoroscopic machine in a gynecologic examination position.

2. Clean the external genital area with antiseptic solution

3. Insert a sterile speculum into the vagina for good visualization of the cervix.

4. Disinfect the cervix with an antiseptic solution

5. Before introducing the catheter:
= Allow at least 10 cm of the sliding injection catheter to stick out from the cup.
= Connect the injection catheter to a syringe containing the solution to inject.
= Purge the whole set. The solution’s progression can be viewed easily within the sliding catheter.
= Connect the lateral catheter to the vacuum system (Bloc connector or syringe luer lock).

6. Introduce the extremity of the injection catheter 1 or 2 cm into the cervical orifice.

7. Push gently the cup towards the cervix by sliding it along the injection catheter maintained immobile. The cup is easily
guided along the catheter and fits automatically over the centre of the cervix providing a perfect seal. The guide-marks
every 2 cm on the proximal section of the injection catheter indicate the length of the catheter inside the cervix. This
length can be changed during the examination, as the catheter can slide in or out from the cup.

8. Create the negative pressure progressively while controlling the vacuum to seal the cervix without any risk of bruising.
Use the clamp on the lateral catheter to avoid air backflow.

9. To avoid the discomfort of the patient, the opening of the speculum can be reduced during the procedure.

10. Inject slowly the radiopaque solution or sterile methylene blue inside the uterine cavity. Use the valve on the central
catheter to adjust the amount of liquid injected.

11. The cup and cannula set is radiolucent and allows control of the proximal zone of the endocervix; the radiologist can
thus operate at a distance from the radiological field while conveniently mobilizing the uterus.

12. Unclamp the side tubing and carefully remove the entire device at the end of the procedure.

Complications
= Discomfort or moderate pain
Infection.
Mild to moderate uterine cramps.
Allergic reaction to the contrast agent.
Uterine perforation and tubal rupture: very rare

Contraindications
Do not use these products:
= In case of pregnancy, or suspicion of pregnancy,
In case of acute pelvic inflammation or infection
= In case of unexplained pelvic tenderness
= Incase of presence of an intrauterine contraceptive device
= Incase of allergy to contrast product

Storage conditions
= Single packaging.
= The product must not be used in the event of damaged, or open primary packaging before the medical procedure.
= Store away from direct sunlight.
= Store inadry place.

Validity date
Use before the expiry date stated on the packaging.

Elimination
After use, this product presents a potential biological hazard. It should be disposed of in accordance with current guidelines
for the handling, and disposal of potentially infectious materials.

Contact for medical information and materiovigilance
Infomed@ccdlab.com
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Symbols and meanings

Attention : Lire attentivement la notice avant utilisation

Warning: Read the instructions carefully before use

Atencion: Lea atentamente las instrucciones antes de utilizarlo
Achtung: Vor dem Gebrauch Gebrauchsanweisung aufmerksam lesen
Varning: L&s noga igenom instruktionerna fére anvandning

Let op: Lees voor gebruik aandachtig de gebruiksaanwijzing
Uwaga: uwaznie przeczytac ulotke przed uzyciem

Huomio: Lue kéyttdohje huolellisesti ennen kayttoa

Démesio: Prie$ naudodami atidziai perskaityti naudojimo instrukcijg
Attenzione: Leggere attentamente il foglietto illustrativo prima dell'uso
OBS: Lzs indleegssedlen opmeerksomt fgr brug

Atencéo: Ler atentamente o folheto informativo antes da utilizagéo
Pozor: Pred pouzitim si pozorné prectéte tento navod

BHumaHue: lMpoyeTeTe BHUMATENHO MHCTPYKLMUTE Npean ynotpeba
MpoooxA: AlaBACTE TTPOTEKTIKA TIG 0dNYiES TIPIV ATTO TN XPACN
Pozor: Pred uporabo natanéno preberite navodila

Figyelem: Hasznalat el6tt olvassa el a mellékelt betegtajékoztatot
Téhtis teada: Enne kasutamist lugeda hoolikalt kasutusjuhendit
Upozorenje: prije uporabe pazljivo progitati upute

Uzmanibu! Pirms lietoSanas uzmanigi izlasTt instrukcijas

Atentie: Cititi cu atentie instructiunile inainte de utilizare

Pozor: pred pouZitim si pozorne precitajte pokyny.

+ Consulter la notice d'utilisation

+ Warning: Read the instructions carefully before use
+ Consulte las instrucciones de uso

+ Gebrauchsanweisung konsultieren

+ Se bruksanvisningen

+ De gebruiksaanwijzing raadplegen

+ Nalezy przeczyta¢ instrukcje uzytkowania
* Lue kayttdohje

« Zr. naudojimo instrukcija

+ Consultare le istruzioni per 'uso

+ Lees brugsanvisningen

+ Consultar as instrugdes de utilizagdo
+ Pfectéte si navod k pouziti

* BuxTe MHCTpYKLmMTE 3a ynoTpeba

* ZupBouAeuteite TI 00nyieg xpHRong

* Glejte navodila za uporabo

+ Olvassa el a hasznalati utasitast

+ Lugege kasutusjuhiseid

+ Prouiti upute za uporabu

+ Skatit lieto$anas instrukciju

+ Consultati instructiunile de utilizare

* Precitajte si ndvod na poutzitie.

Nom et adresse du fabricant / Manufacturer's name and address /

Nombre y direccion del fabricante / Name und Anschrift des Herstellers /
Tillverkarens namn och adress / Naam en adres van de fabrikant /

Nazwa i adres producenta / Valmistajan nimi ja osoite / Gamintojo pavadinimas ir adresas /
Nome e indirizzo del produttore / Fremstillerens navn og adresse /

Nome e endereco do fabricante / Jméno a adresa vyrobce /

Vme n appec Ha nponssogutens / ‘Ovopa kai d1E0BuvON Tou kaTtaokeuaaoTr| /

Ime in naslov proizvajalca / A gyart6 neve és cime

Tootja nimi ja aadress / Naziv i adresa proizvodaca / Razotaja nosaukums un adrese /
Numele si adresa producatorului / Meno a adresa vyrobcu.

REF

Référence du produit / Product reference / Referencia del producto
Produktreferenz / Produktens referens / Productreferentie /

Numer referencyjny produktu / Tuotenumero / Gaminio kodas /

Codice del prodotto / Produktets varenummer / Referéncia do produto /
Cislo produktu / Homep Ha npoaykTa / Avagopd Tipoioviog /
Referenca proizvoda / Termék referenciaszama / Tootekood /
Referenca proizvoda / Produkta atsauce / Numarul produsului /
Referencia produktu

LOT

Numéro de lot / Batch number / Numero de lote / Partienummer /
Partinummer / Partijinumme / Numer partii / Erdnumero / Partijos numeris /
Numero di lotto / Batchnummer / Nimero de lote / Cislo arze /

Homep Ha naptuaata / ApiBuog Traptidag / St. Serije / Tételszam /
Seerianumber / Broj serije / Partijas numurs / Numérul lotului / Cislo $arze.
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Conforme aux exigences européennes / Complies with European requirements /
Cumple los requisitos europeos / Entspricht europdischen Anforderungen /
Uppfyller europeiska krav / Voldoet aan de Europese eisen /

Produkt spetnia obowiazujace wymogi UE / Tayttaa eurooppalaiset vaatimukset /
Atitinka ES reikalavimus / Conforme ai requisiti europei /

| overensstemmelse med europzeiske krav / Em conformidade com as exigéncias europeias /
Shodné s evropskymi smérnicemi / CboTBeTCTBa Ha €BPONENCKNTE U3NCKBaHWS /
Zuppopwvetal P TIG eupwraikég amaimoelg / V skladu z evropskimi predpisi /
Megfelel az uniés kovetelményeknek / Vastab Euroopa nduetele /

Zadovoljava europske zahtjeve / Atbilst Eiropas prasibam /

Conform cu cerintele europene / Vyhovuje eurdpskym poZiadavkam.

Ne pas réutiliser / Do not reuse / No reutilizar / Nicht noch einmal verwenden /
Ska inte ateranvandas / Niet hergebruiken / Nie uzywa¢ ponownie /

Ei saa kayttéda uudelleen / Nenaudoti pakartotinai / Non riutilizzare /

Ma ikke genbruges / Nao reutilizar / Jednorazové pouziti /

He v3nonsBaitte noBTopHO / Ag yivetal n ek véou xpAon tou /

Za enkratno uporabno / Ne hasznalja (jra a terméket / Arge kasutage korduvalt /
Ne ponovno koristiti / Nelietot atkartoti / A nu se refolosi / NepouZivajte opakovane.

Date de fabrication / Date of manufacture / Fecha de fabricacion /
Herstellungsdatum / Tillverkningsdatum / Fabricagedatum / Data produkcji /
Valmistuspéivd / Pagaminimo data / Data di fabbricazione / Fremstillingsdato /
Data de fabrico / Datum vyroby / [laTa Ha npou3sogcteo /

Hpepopnvia kataokeung / Datum proizvodnje / Gyartas ideje / Tootmiskuupdev /
Datum proizvodnje / RaZzoSanas datums / Data de fabricatie / Datum vyroby.

CNRESN

Ne pas restériliser / Do not re-sterilize / No reesterilizar /

Nicht noch einmal sterilisieren / Ska inte omsteriliseras /

Nie sterylizowac ponownie / Ei saa steriloida uudelleen / Nesterilizuoti pakartotinai /
Non ristelirizzare / Ma ikke gensteriliseres / Nao reesterilizar

He crepunuanpaitte nosTopHo / Ag yivetal n ek véou amooTEipwaT Tou

Ne sterilizirati znova / Ne sterilizalja (jra a terméket / Arge resteriliseerige

Ne ponovno sterilizirati / Nesterilizét atkartoti / A nu se resteriliza /

Nesterilizujte opatovne. / znovu Nesterilizujte / Niet opnieuw steriliseren

Ne pas utiliser si 'emballage est endommagé / Do not use if the packaging is damaged
No utilizar si el embalaje esta dafiado / Nicht verwenden, wenn die Verpackung
beschadigt ist Anvand inte produkten om emballaget &r skadat / Niet gebruiken indien
de verpakking beschadigd is / Nie uzywac, jesli opakowanie jest uszkodzone /

Ei saa kayttaa, jos pakkaus on vahingoittunut / Nenaudoti, jei pazeista pakuoté

Non utilizzare se I'imballaggioé danneggiato / Ma ikke bruges, hvis emballage er
beskadiget / Nao utilizar se a embalagem estiver danificada / NepouZivejte, kdyZ je
obal poskozeny / He n3nonasaiiTe, ako onakoBkata e nospefeHa / Mnv 1o
XPnaoihoToiEite Qv n ouokeuaaia éxel utroaTei {nuid / Ne uporabiti, Ce je embalaza
poskodovana / Ne hasznalja a terméket, ha a csomagolas sériilt / Arge kasutage, kui
pakend on kahjustatud / Ne koristiti ako je pakiranje o$te¢eno / Nelietot, ja iepakojums
irbojats / Nu utilizati daca ambalajul este deteriorat / NepouZivajte, ak je obal
poskodeny.

« Utiliser jusqu’au/date limite d'utilisation

+ Use until - expiration date

+ Utilizar hasta la fecha de caducidad

* Bis zum Verfallsdatum verwenden

+ Anvand senast/utgangsdatum

+ Te gebruiken tot/uiterste gebruiksdatum
+ Wykorzystac przed uptywem terminu waznosci
+ Kaytettava viimeistaan/viimeinen kayttopaivamaara
+ Panaudoti iki galiojimo pabaigos datos

+ Utilizzare fino a/data limite di utilizzo

+ Sidste anvendelsesdato/udlgbsdato

+ Utilizar até/data limite de utilizagao

+ Pouzivejte pouze pfed datem trvanlivosti
* M3nona3gaiiTe 10/CpoK Ha rogHOCT

* Xprion éwg/npepopnvia Aéng

+ Porabiti do/rok uporabnosti

+» Mindségét megérzilfelhasznalhato:

+ Kasutage kuni kasutamiskuupéevani

+ Upotrijebiti do/ograniceni rok trajanja

+ |zlietot [1dz / deriguma termin$

+ A se utiliza pana la/data de expirare

+ Spotrebuijte do/datum spotreby.
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Conserver a I'abri du soleil / Store away from the sun /

Mantener fuera de la luz solar / Vor Sonne geschitzt aufbewahren /
Forvaras pa plats skyddad mot solen / Uit de zon bewaren /
Przechowywa¢ w miejscu zacienionym / Séilytettdva auringolta suojattuna /
Saugoti nuo saulés / Conservare al riparo dal sole /

Opbevares beskyttet mod sollys / Conservar ao abrigo do sol /

Chrarite pfed slunecnim zafenim / [Ja ce na3au ot cibHYeBa CBeTNMHA /
®oAagn pakpid amoé Tov fAio / Hraniti na temnem mestu /

Napfénytdl védve tartandd / Hoida otsese péikesevalguse eest kaitstult /
Drzati zasti¢eno od sunceve svjetlosti / Sargat no saules stariem
Depozitati departe de lumina soarelui /

Skladujte mimo dosahu priameho sineéného Ziarenia.

e

Stérilisé avec Oxyde d'éthylene / Sterilized with Ethylene Oxide / Esterilizado con
oxido de etileno / Crepunuanpanu ¢ etuneHos okeug / Sterilizovano
ethylenoxidem / Steriliseret med ethylenoxid / AmoaTeipwpévo pe ofgidio Tou
aiBuleviou / Steriliseeritud etileenoksiidiga / Steriloitu etyleenioksidilla /
Sterilisiert mit Ethylenoxid / Sterilizirano etilen oksidom / Etilén-oxiddal sterilizalt /
Sterilizzato con ossido di etilene / Sterilizéts ar etilénoksidu / Sterilizuota etileno
oksidu / Gesteriliseerd met ethyleenoxide / Sterylizowane tlenkiem etylenu /
Esterilizado com ¢xido de etileno / Sterilizat cu oxid de etilena / Sterilizované
etylénoxidom / Sterilizirano z etilenoksidom / Steriliseras med etylenoxid.

Craint 'humidité / Protect from humidity / Proteger de la humedad /

Vor Feuchtigkeit schiitzen / Ska skyddas mot fukt / Droog bewaren /

Chroni¢ przed wilgocig / Varjeltava kosteudelta / Saugoti nuo drégmes /

Teme I'umidita / Taler ikke fugt / Proteger da humidade / Chrarite pfed vihkem /
3awwura ot Bnara / PUAagn o xwpo xwpig uypacia / Ne moditi ali viaziti /
Nedvességallo / Niiskustundlik / Zastititi od vlage / Aizsargat no mitruma
Protejati de umiditate / Strach z vihkosti.

Systeme de barriere stérile simple / Single sterile barrier system

Sistema de barrera estéril Unica / EanHndHa crepunHa 6apuepHa cuctema
Jednoduchy systém sterilni bariéry / System med enkelt steril barriere
0oTnua povol oteipou gpayuol / Uhekordne steriilne kaitsemeetod
Yksinkertainen steriili estejarjestelmé / Einfaches Sterilbarrieresystem
Sustav jednostruke sterilne barijere / Egyszeres steril hatarolérendszer
Sistema di barriera sterile singola / Sistema ar vienu sterilo barjeru

Vieno sterilaus barjero sistema / Toepassing van een enkelvoudige steriele barriére
System pojedynczej bariery sterylnej / Sistema de barreira tnica estéril
Sistem cu bariera sterila unica / Systém s jednou sterilnou bariérou
Sistem enojne sterilne pregrade / System med enkel sterilbarriar.

Systéme de barriére stérile simple avec emballage de protection externe
Single sterile barrier system with protective packaging outside

Sistema de barrera estéril inica con embalaje protector exterior

EnuHnana crepunHa GapuepHa cicTema ¢ BbHLUIHA 3allyTHa OnakoBKka
Jednoduchy systém sterilni bariéry s ochrannym balenim vné

System med enkelt steril barriere med udvendig beskyttelsesemballage
200oTnUa Jovou aTEIPoU GpayUoU HE TIPOGTATEUTIKN EWTEPIKS GUTKEUATIa
Uhekordne steriilne kaitsemeetod valise kaitsepakendiga

Yksinkertainen steriili estejarjestelma ja ulkopuolinen suojapakkaus
Einfaches Sterilbarrieresystem mit Schutzverpackung auflen

Sustav jednostruke sterilne barijere sa zastitnim pakiranjem izvana
Egyszeres steril hatarolérendszer kiils6 védécsomagolassal

Sistema di barriera sterile singola con confezione protettiva esterna
Sistéma ar vienu sterilo barjeru un aizsargiepakojumu arpusé

Vieno sterilaus barjero sistema su iSorine apsaugine pakuote

Toepassing van een enkelvoudige steriele barriére binnen een beschermende verpakking
System pojedynczej bariery sterylnej z zewnetrznym opakowaniem ochronnym
Sistema de barreira Unica estéril com embalagem de protegdo externa
Sistem cu bariera sterild unica cu ambalaj de protectie exterior

Systém s jednou sterilnou bariérou s ochrannym obalom vonku

Sistem enojne sterilne pregrade z zunanjo zascitno ovojnino

System med enkel sterilbarridr och skyddsférpackning utanpa
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Dispositif médical / Medical Device / Producto sanitario / MeguuuHcko unenve /
Zdravotnicky prostfedek / Medicinsk udsty / latpotexvohoyikd poiov /
Meditsiiniseade / Laakinnallinen laite / Medizinprodukt / Medicinski proizvod /
Orvostechnikai eszkdz / Dispositivo medico / Mediciniska ierice /
Medicinos priemoné / Medisch hulpmiddel / Wyréb medyczny /
Dispositivo médico / Dispozitiv medical / Zdravotnicka pomocka /
Medicinski pripomocek / Medicinteknisk produkt

Dispositifs médicaux de classe Is / Class Is medical devices / Productos sanitarios de la clase Is /
Medizinprodukte der Klasse Is / Klassad som medicinsk utrustning Is / Medische hulpmiddelen van klasse Is
/ Wyroby medyczne klasy Is / Luokan Is ldakinnalliset laitteet / | s klasés medicinos priemonés / Dispositivi
medici di classe Is / Medicinsk udstyr af klasse Is / Dispositivos médicos de classe Is / Zdravotnické prostredky
tfidy Is / MeamumHcku nsnenus ot knac Is. / larpotexvohoyika mpoidvta katmyopiag Is / Medicinski pripomocki
razreda Is / Is besorolasu orvostechnikai eszkéz / Klassi Is. Meditsiiniseadmed / Medicinski proizvodi razreda
Is / Is klases medicinas ierices / Dispozitive medicale din clasa Is / Zdravotnicka pomdcka triedy Is.

Premier marquage CE / First CE marking / Primer marcado CE / Erste CE-Kennzeichnung / Férsta CE-
markning / Eerste CE-markering / Rok uzyskania znaku CE po raz pierwszy / Kertakayttoiset ja steriilit /
Pirmasis CE Zenklinimas / Prima marcatura CE / Ferste CE-maeekning / Primeira marcagéo CE / Ziskani
oznaceni CE / Ibpea mapkuposka CE / Mpwm oAuavan CE / Prva oznaka CE / Elsd CE-jeldlés / EL margistus
|/ Prva CE oznaka / Pirmais CE mark&jums / Primul marcaj CE / Prvé oznacenie CE: 1996
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