LUBRIGIMA LUBRICANT GEL - bottle 250 mi

ARTICOLI & APPARECCHI PER MEDICINA

Product Code
Unit of sale

Minimum order

29960
1 pc
y

Type Medical device
Class A
UK-REP No
CH-REP No
RDM (NSIS) 2611970
CND V9099
EAN/UPC 8683229601597
PARAF 903143372
GMDN 33587

Description

LUBRIGIMA - 250 ml

Facilitates instruments insertion during gyn. examinations. Its special composition and high transparency do not alter the visual image

when optical instruments are used.

It does not contain spermicides and does not grease or stain.
It has acid Ph and good electrical conductivity.

Water soluble.

Well absorbed by the skin, does not irritate the mucosa.
Latex free.
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KLY® GLEITGEL DH

PRODUKTNAME: KLY® GLEITGEL

INHALT: Deionisiertes Wasser, naturliches Glycerin,
MonopropylenGlykol,  Hydroxyethyl  Cellulose,
Methylhydroxybenzoat, Zitronensaure
VERWENDUNGSZWECK: Endoskopie, Koloskopie,
gynakologische Untersuchungen, rektoskopische
Anwendungen, bei Katheter-Anwendungen wird
es auch als vaginales Gleitmittel verwendet.
VERWENDUNG: Das Offnen der Tube: Schrauben
Sie die Kappe der Tube. Dann drehen Sie die Kappe
um und driicken gegen die Oberseite der Tube, um
ein Loch zu machen. Bitte verwenden Sie
Handschuhe bei der Verwendung von KLY Gleitgel
bei Patienten und schmieren Sie eine ausreichende
Menge, um eine Schicht zu bilden. Waschen Sie
sich nach dem Gebrauch.

Offnen der Verpackung: Zur Nutzung vorsichtig an
den markierten Stellen 6ffnen.
SICHERHEITSMASSNAHMEN:  Sicherheitshinwei-
se: Wenn die Abdeckung gedffnet oder die
Verpackung beschadigt ist, kann keine Garantie
gewahrt werden.

KONTRAINDIKATIONEN: Es sind keine bekannten
Gegenwirkungen fur KLY Gleitgel bekannt.
UBERDOSIS UND NEBENWIRKUNGEN: Bis jetzt
wurden bei einer Uberdosierung keine Symptome
beobachtet.

SENSIBILITAT GEGEN GLYCERIN: Glycerin hilft bei
der Befeuchtung der Haut. Manche Hauttypen
haben zeigen eine sensible Wirkung gegen
Glycerin, dies sollte bei der Anwendung
berUcksichtigt werden.
PRODUKTBESCHREIBUNG: Transparent, klares,
wasserlosliches Gleitgel

UNTERSCHIEDLICHE VERPACKUNGEN: Tube: 42
9,509,829,1134 9,100 g,250 g, 1000 g
EINWEG-BEUTEL:259,39,359,49,459,59,10g
LAGERBEDINGUNGEN:

Aufbewahren bei 5-30°C in einer verschlossenen
Tube oder Kiste.

AUBERHALB DER REICHWEITE VON KINDERN
AUFBEWAHREN.

KLY® GEL LUBRICANTE ES

NOMBRE DEL  PRODUCTO: KLY®  GEL
LUBRICANTE

INFORMACION SOBRE LOS COMPONENTES:
Agua Desionizada, Glicerina Natural, Monopropile-
no Glicol, Hidroxietilo Celulosa, Metilhidroxibenzoa-
to, Acido Citrico

LOS AMBITOS DE UTILIZACION: La endoscopia,
colonoscopia, examenes ginecoldgicos,
aplicaciones rectoscopios, también se utiliza como
lubricante vaginal para las aplicaciones de catéter.
USO: Abrir el tubo: Desenrosque la tapa del tubo. A
continuacion, gire alrededor de la tapa y presione
contra la parte superior del tubo con el fin de hacer
un agujero. Por favor, aplicar el gel lubricante KLY en
pacientes utilizando guantes y aplicar una cantidad
suficiente para formar una capa.

Lavese después de su uso.

Abrir ambalaje: Para usar abrir cuidosamente en los
lugares marcados.

PRECAUCIONES DE SEGURIDAD: Medidas de
seguridad: Si la cubierta estd abierta o embalaje
estd dafiado, no hay garantia de producto.
EFECTOS REVERSOS: No hay contraindicaciones
conocidas.

SOBRE DOSIS Y EFECTOS SECUNDARIOS: No se
observaron sintomas cuando se utiliza en
sobredosis

SENSIBILIDAD GLICERINA: Algunos tipos de piel
pueden tener una sensibilidad hacia la glicerina,
por lo que esto debe ser considerado durante su
uso. Glicerina permite la hidratacion de la piel.
DESCRIPCION DEL PRODUCTO: Transparente, de
color claro, soluble en agua, lubricante gel

Tipos de envases diferentes: Tubo: 42 9,50 g,82 g,
13,4g,100g,250g,1000 g

BOLSITA DESECHABLE DE: 259,39,359,49,45
9,59,10g

CONDICIONES DE ALMACENAJE: Almacenar a
5-30°C en un tubo sellado o caja.

MANTENER FUERA DEL ALCANCE DE LOS NINOS
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TFEJlb NYBPUKAHT KLY® RU

HAUMEHOBAHUE TMPEMAPATA: TE/lb JIYBPUKAHT
KLY®

CBEJEHUS O COCTABE: B kaxabix 100 . rena KLY 16 .
MULEPVHA, KOHCEPBaHTbI

OBJTACTU NMPUMEHEHUA: SHOocKonms, KONOHOCKONMS,
npyv  MPUMEHeHWW  rHeKkonorndeckoro  3EPKATIA,
|PEKTOCKONMS, MeaMLIMHCKOe 06CnefoBaHMe NP NOMOLLM
30HAMPOBAHWS, Y KEHLLIVIH, UCMbITHIBAIOLLVX TPYAHOCTA BO
BPEMs CeKca B CBF3M C HENOCTAaTKOM ecTeCTBeHHOMN
CMa3Ku, B KadecTse lybpukaHTa BO BpeMs MooBOro akTa.
MPOTUBOMOKA3AHUSA: WHpomBupyanbHas
HernepeHoOCUMOCTb MMnLiePHHa. Heo6X0aMMO YUnTbIBaTD,
YTO HEKOTOPbIE TWMbl KoMK OBNAAIoT HyBCTBITENBHOCTHIO
K INALEPUHY. MULIEpUH 0BnaaeT yBNaxHSIIOLMMI KOXY
KayecTBaMm.

CrNoOCOB NPUMEHEHUS: OTKpyTUTE KPbILLKY Ha TIobuKe.
Mocne uero Mpy MOMOWM OCTPOTO  HaKOHEUHMKa,
VIMEIOLLIErOCs! Ha Hapy)KHOM CTOPOHE KPbILLIKW, MPOKONNTe
3alMTHYIO  MAGHKY Ha  roprbilike  Tiobuka.  Ang
NpUMEHeHVs MPY  MOMOWM  PYK WK Kakoro-nnéo
npubopa  HaHecuTe  HeobxomMMoe  KOMMYECTBO
rena-ny6puvkaHTa KLY 0o 06pasoBaHus TOHKOTO Crlost Ha
KOXe MauveHTa. ocne MpUMeHeHUs CMOMTE OCTaTK
rens.

BeKpbiTe  ynakoBku: [NS 1CMOMb30BaHWS  akkypaTHO
OTKPO/Te YNaKoBKY B OTMEUEHHOM MecTe.

MEPbI MPEAOCTOPOXHOCTU: Mepbi
NPEAOCTOPOXXHOCTWU: He wucnonb3yiite npenapar,
KPbiLLIKa KOTOPOTO OTKPbITa MW HapyLLIEHa YNaKoBKa.
MEPEAO3UPOBKA U MOBOYHbIE 3D®EKTbI: B cnyvasx
NepeaosvpoBKA  Mpenapata  HUKaKUX  OTpULATENbHbIX
CAMMTOMOB ~ He  Habniopanoch.  OpHako  mpu
VHAMBWAYaNbHOM HenepeHOCMMOCTI NpenaTpaTa MOXeT
HabniofaTbCA TOLIHOTa WAKM PBOTa. B cryvae ycuneHus
NOAOBHbBIX CUMITOMOB HEME/IEHHO OBPATUTECH K BPaYy.
OMUCAHME NPEMAPATA: [po3payHblit, CBETIO-KENTOro
LiBETa, PAaCTBOPWMbI1 B BOAE refb-CMaska

®OPMbI YMAKOBKW: Tiobuku no: 42 1. 50 1. 82 . 1134 . mnu
100 Mn.1000 mn.

OpnHopasoBble NakeTUkM No 5. unn 10T

YCNOBUA XPAHEHUS: 251.31.35r.41.45r.51.10T.
ByTbinKa: 250Mn.

XpaHWTb B MIOTHO 3aKPbITOM TIOBUKE WK KOPOBke Mpn
Temnepatype 5-30 °C.

XPAHUTE B MECTAX, HELOCTYIHbIX JETAM.

KLY® FKEA AYMANIHZ fEL

ONOMAZX'IA NPOTONTOZX: KLY® TKEA AYMANIHE
ZYNOEXH: Amoviopévo Nepd, Quoikri Mukepivn,
MovompomuAlevoyAuKOoAn,
Y&po&uaiBuhokuttapivn, Y&po&uPevioikd
MéeBUAo, Kitpikd O&U

NMPOBAEMOMENH XPHIH: Auté 710 YKéM
XPNOIMOTIOIE(TAL YIa EPAPHOYEG €VEOOKOTINONG,
KOAOVOOKOTINONG,  YUVAIKOAOYIKWV — EEETACEWY,
TIPWKTOOKOTINONG, £QApHOYWV KaBethpa, Kabwg
Kal TNV Aimavon Tou KOATTou.

OAHTIEZ XPHXIHX: MNa va avoifete To owlhva:
A@alpéoTe Kal YupIiOTE TO KAMAKL KAl HETA
TPUTHOTE TO CWARvVa pe auto. EQappoote to MkéN
Aimavong ota ydavtia 1 tTo Opyavo Ot EMAPKA
TOCOTNTA WOTE VA OXNUATIOEL éva QIAY TAvw amd
T0 pépog mou Ba gival o ema@n pe Tov acBevr).
ZeMAUVETE PETA TN XPHON.

MNa va avoifete 1o @akeAdKt: AvoiETe TPOOEKTIKA
amé To EMONMUACHEVO HEPOG.

IAIAITEPEX MPO®YAAZEIZ: Mpoguldéeig: Eav to
Soxeio gival KATEOTPAUMEVO 1} AVOIXTO, TO TTPOIOV
Sev gival eyyunpévo.

ANTENAEIZH: Aev vundpxet Kkapia yvwoTtd
avTtévdelgn

YMNEPAOZOANOTIA KAI MAPENEPTEIEZ

Agv umdpxouv YVwoTd cuuntwpata yia t xprion
uniepSocoloyiag.

E Onoia Itn Nukepivn: H ylukepivn éxet
HOAQKTIKEG 1810TNTEG. Mpémel va Aapfavovtal ot
TIPOQUAAEEIG KATA TN XPron Tou €pyovial o€
datopa mou éxel evaloBnoia otn YAukepivn.
ANAINQPIZH: Alagavig, uSatodloAuTo, Xwpic
AMmapa kat Cehé.

MOP®H TMAPOYZIIAZHI: Iwlhiveg [Mepiéxouv
KaBwe: 42 yp, 50 yp, 82 yp, 113,4 yp, 100 yp 1) 250
vp, 1000 yp

®akelakia Mepiéxouv kabuwe: 2,5 yp 3 yp, 3,5 yp
4yp,4,5Yp5vp 10 vp

OAHTIEZ AIATHPHZIHZ: Aatnpniote o€
Beppokpacia petady 5-30° C

NA OYAAZZETAI MAKPIA AO TA MAIAIA

BRAND / KLY TURQUIA MARCA / KLY s KLY4 i) dadal) EMMOPIKO HMA / KLY
KLY® KAYGANLASTIRICI JEL IR KLY® LUBRICATING JELLY EN KLY® GEL LUBRIFIANT IR KLY® GEL LUBRIFICANTE Ji7} KLY® GELEIA LUBRIFICANTE X
URUN ADI: KLY® KAYGANLASTIRICI JEL PRODUCT NAME: KLY® LUBRICATING JELLY NOM DU PRODUIT: KLY® GEL LUBRIFIANT NOME DEL PRODOTTO: KLY® GEL NOME DO PRODUTO: Kly®Geléia lubrificante

iCERIK BILGiSi: Deionized water, Natural Glycerin,
Monopropylen Glycol, Hydroxy Ethyl Cellulose, Methyl
Hydroxybenzoate, Citric Acid

KULLANIM AMACI: Endoskopi, kolonoskopi, jinekolojik
muayeneler, rektoskopi uygulamalari, sonda uygulama-
larinda ayrica vajinal lubrikasyon icin kullanilir.
KULLANIM $EKLi: TUp Acma: TupUn basindaki kapagdi
cevirerek aginiz. Ardindan ters gevirerek i¢ kisimdaki sivri
ug yardimi ile tpun agzina bastirmak kosulu ile tupu
deliniz. Lubrikant Jeli, hastalarda kullanmak icin eldiven
ya da bir baska gere¢ yardimi ile ylzeyde bir film
tabakasi olusturacak sekilde yeterli miktarda kullaniniz.
Kullanimdan sonra yikayiniz.

Sage agma: isaretli yerden dikkatli bir sekilde acilarak
kullanilir.

GUVENLIK ONLEMLERI: Guvenlik Onlemleri: Ambalajin
kapag acik veya hasarli ise Urin garantisi verilemez.
KONTRAENDIKASYON: KLY Lubricant Jelin bilinen bir
kontraendikasyonu yoktur.

ASIRI DOZ VE YAN ETKILER: Asiri dozda kullaniimasi
halinde herhangi bir semptoma rastlanilmamistir.
GLISERINE KARSI DUYARLILIK: Gliserin  cildin
nemlenmesini sadlar. Bazi cilt tipleri gliserine karsi
duyarli oldugundan kullanimi esnasinda bu etki goéz
onunde bulundurulmalidir.

URUN TANIMI: Seffaf renginde, suda cézUnebilen,
kayganlastirici jel

FARKLI AMBALAJ SEKILLERI: TUp: 42 g, 509, 82 g,

134 g,100 g, 250 g, 1000 g

Tek kullanimhk Sase:259,39,359,49,459,5910g
DEPOLAMA SARTLARL: Kapall bir tUp yada kutuda
5-30°C arasinda saklayiniz.

COCUKLARIN ~ ERISEMEYECEGI  BIR YERDE
SAKLAYINIZ.

MARKA/KLY

COMPOSITION: Deionized water, Natural Glycerin,
MonopropylenGlycol, Hydroxy Ethyl Cellulose, Methyl
Hydroxybenzoate, Citric Acid

INTENDED USE: This gel is used in endoscopy,
colonoscopy, gynecological examinations, rectal
endoscopic, catheter operations, also used for vaginal
lubrication.

INSTRUCTION FOR USE: To Open The Tube: Remove
and reverse the cap then puncture the tube with it.
Apply Lubricating Jelly to the gloves or the instrument
in sufficient amount so that it forms a film over the
area that comes in contact with patient. Wash off after
use.

To Open The Sachet: Open carefully from marked area.
SPECIAL PRECAUTIONS: Precautions: If container is
damaged or opened, the Product is not guaranteed.
CONTRAINDICATION: There is no known contraindi-
cation

OVERDOSAGE AND SIDE EFFECTS: There is no known
symptoms for overdose usage.

SENSITIVITY TO GLYCERIN: Glycerin has emollient
properties. Precautions Shall be taken when using the
gel in people with sensitivity to glycerin.
IDENTIFICATION: Transparent,
greaseless and jelly.

PRESENTATION: Tubes Containing either: 42 g, 50 g,
829,134 9,100 g, 250 g, 1000 g

SACHETS CONTAINING EITHER: 259,39,359,4 9,45
9,59,10g

STORAGE INSTRUCTIONS: Store between 5-30°C
KEEP OUT OF REACH OF CHILDREN

water-soluble,
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COMPOSITION: Eau Désionisée, Glycérine
Naturelle, Glycol De Mono Propyléne, Ethyle De
Hydroxyle Cellulose, Méthyle Hydrox Benzoate,
Acide Citrique

UTILISATION PREVUE: Ce gel est utilisé dans
l'lendoscopie, la colonoscopie, les examens
gynécologiques, I'endoscopie rectal, les
opérations de cathéter, utilisé aussi pour la
lubrification vaginale.

INSTRUCTION POUR L'UTILISATION: Ouvrir le
Tube: Enlevez et reverser le plafond alors le tube
avec cela. Appliquez la gelée lubrifiante aux gants
ou a linstrument dans une quantité suffisante,
pour qu'il forme un film sur la zone qui entre en
contact avecle patient. Lavez-vous d'apres
l'utilisation.

Ouvrir Le Sachet: Ouvrez soigneusement de la
zone marquée.

PRECAUTIONS SPECIALES: Précautions: Si le
récipient est endommagé ou ouvert, le produit
n'est pas garanti.

CONTRE-INDICATION: Il n'y a aucune contre-indi-
cation connue

SURDOSAGE ET EFFETS SECONDAIRES: Il n'y a
aucun symptéme connu pour l'usage d'overdose.
SENSIBILITE A LA GLYCERINE: |a Glycérine a des
propriétés émollientes. Des précautions seront
pris en utilisant le gel dans les gens avec la
sensibilité a la glycérine.

IDENTIFICATION: Transparent, d'eau et soluble,
sans graisse et sans gelée.

PRESENTATION: Tubes c contenant une quantité
de:429,509,82g,113,4g,100 g, 250 g, 1000 g
SACHETS CONTENANT UNE QUANTITE DE: 2,5 g,
39,359,49,459,59,10g

INSTRUCTIONS DE STOCKAGE: Emmagasinez
sous une température de 5 a 30°C

GARDEZ HORS DE PORTEE DES ENFANTS

LUBRIFICANTE

INFORMAZIONI SUGLI INGREDIENTI: Acqua
Deionizzata, Glicerina Naturale, Monopropilengli-
cole, Idrossietilcellulosa, Metilidrossibenzoato,
Acido Citrico

DESTINAZIONE D'USO: Questo gel & utilizzato in
endoscopia, colonscopia, esami ginecologici,
applicazioni di rettoscopia, applicazioni di catetere
e anche per la lubrificazione vaginale.
ISTRUZIONI PER L'USO: Per aprire il tubo:
Rimuovere il tappo nella parte superiore del tubo
e perforare il tubo spingendo la bocca del tubo
con la punta del tappo. Applicare il Gel
Lubrificante KLY, con l'aiuto di guanti o di un altro
strumento, in una quantita sufficiente a formare
lo strato superficiale. Lavare dopo l'uso.
APERTURA DELLA BUSTINA: Usare il prodotto
dopo aver aperto con cautela la bustina alle
posizione contrassegnata.

PRECAUZIONI SPECIALL: Precauzioni: se il
contenitore & danneggiato o aperto, il prodotto
non si considera garantito.
CONTROINDICAZIONE: Non ci sono controindi-
cazioni conosciute.

SOVRADOSAGGIO ED EFFETTI COLLATERALL
Non ci sono sintomi noti in caso di overdose.
SENSIBILITA ALLA GLICERINA: La glicerina ha
proprieta emollienti. Percio, tali caratteristiche
devono essere prese in considerazione quando il
gel si utilizza nelle persone con sensibilita alla
glicerina.

DESCRIZIONE DEL PRODOTTO: Gel lubrificante,
trasparente, di colore ambrato chiaro e solubile in
acqua.

DIVERSE FORME DI IMBALLAGGIO: Tubo: 42 g,
509, 82g,113,4g,100 g, 250 g, 1000 g

BUSTINE MONOUSO:259,39,359,49,459,59,
109

CONDIZIONI DI CONSERVAZIONE:Conservare a
5-30°C in un tubo chiuso o sigillato.
CONSERVARE FUORI DALLA PORTATA DEIl
BAMBINI.

COMPOSIGAO: Agua deionizada, glicerina
natural, monopropilenoglicol, hidroxietilcelu-
lose, hidroxibenzoato de metila, acido citrico
USO PRETENDIDO: Este gel é usado em
endoscopia, colonoscopia, exames ginecologi-
cos, endoscopia retal, operagdes de cateter,
também usado para lubrificagdo vaginal.
INSTRUGOES: Para abrir o tubo: remova e vire
a tampa e, em seguida, perfure o tubo com.
Aplique gelatina lubrificante nas luvas ou no
instrumento em quantidade suficiente para
formar um filme na drea que entra em contato
com o paciente. Lave apds o uso.

PARA ABRIR A BOLSA: Abra cuidadosamente
a partir da drea marcada.

PRECAUGOES ESPECIAIS: Precaugées: Se o
recipiente estiver danificado ou aberto, o
Produto ndo é garantido.
CONTRA-INDICAGAO: Nio ha contra-indi-
cagdo conhecida

SOBREDOSAGEM E EFEITOS COLATERAIS:
N&o ha sintomas conhecidos para o uso de
overdose.

SENSIBILIDADE A GLICERINA: A glicerina
possui propriedades emolientes. Precaucdes
Devem ser tomadas ao usar o gel em pessoas
com sensibilidade a glicerina.
IDENTIFICA(;AO: Transparente, soluvel em
4gua, sem graxa e geléia.

APRESENTAGAO: Tubos que contenham: 42
gr, 50 gr, 82 gr, 113,4 gr, 100gr, 250gr, 1000gr
SAQUETAS QUE CONTENHAM: 25gr,3gr, 3,5
ar,4gr,459r,5gr,10gr
INSTRUGOES DE
Armazenar entre 5-30° C
MANTENHA  FORA DO ALCANCE DE
CRIANCAS

ARMAZENAMENTO:

F—— R gl the ptentil TRADEMARK/KLY MARCHIO / KLY TRADEMARK / KLY
e
PROSPEKTUS/IFU Tarih: 23/ 02 /2023

URUN KODU

: 150.06.05.0582

URON isMi

: KLY NON-STERIL ORTAK PROSPEKTUS - YENI ADRES - REV.10

MALZEME CiNSi

: LHAMUR 70 GR

GIRECEGi KUTU OLGUSU : 135x40x30mm

KATLAMA

: OLACAK

RENK

: BLACK

oLgu : 285X120 MM

AGIKLAMA / NOT
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AT SERTIFIKA

Uretim Kalite GUvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek V

Firma Adl : Turkuaz Sadlik Hizmetleri Medikal Temiziik Kimyasal UrGnler
San. veTic. AS.

Firma Adresi : Yakuplu Mah. Birlik Cad. No:32/1 ic Kapi No:1 Beylikdizi
ISTANBUL / TURKIYE

ilgili Yénetmelikler ve Ekler : MDD 93/42/AT Tibbi Cihazlar Yénetmeligi - Ek V

UrOnler : Steril Bugu Onleyici Solusyonu - Sinif lia
Steril Obstetrik Jel - Sinif lla
Steril Olmayan Kayganlastinici Jel - Sinif lla
Steril Kayganlastirict Jel - Sinif lla
Steril Olmayan Parabensiz Kayganlastinet Jel - Sinif lla

: 45225, 60796, 33587, 60796, 34131

Sertifika Numarasi : M.2018.106.9536
Rapor Numarast :MD.3561.1B

ilk Belgelendirme Denetimi :31.01.2018

Tescil Tarihi :13.04.2018
Revizyon Tarihi/No :03.05.2018/01
Gecgerlilik Tarihi 1 12.04.2023

UDEM, Listeli OrUnlerin 93/42/AT direktifi Ek V, gerekliliklerinin karsiladigini beyan eder. Yukanda adi
gecen Urefici Kafite GOvence Sistemi uyguladigini ve Ek V madde 4'e gore periyodik gozaetim denetimier ile sOrekliigini
_sc:glayccagml beyan eder. Sinif IIl olarak DYGSGVCI arz edilecek OrOnler igin Ek | madde 4'e gére AT Tasanm
Inceleme sertifikasi gereklidir. Bu belgenin mulkiyet hakki UDEM Uluslararasi Belgelendirme Denetim Egitim San. ve
Tic. AS.'ve aittir ve istenildiginde iade edilmelidir. Yukanda adi gegen fima ve UDEM bu belgenin bir kopyasin
Tescil tarihinden itibaren 5 yil sire ile muhafaza etmelidir. CE Markalamanin kullanim Oretici beyani ile firma
sorumivlugundadir. Adi gegen firma onaylanmis OrOn ile ilgili bOtOn degisiklikleri UDEM'e bildirmek zorundadir.
UDEM bu belgenin gegeililigini yenilemezse adi gegen firma $dz konusu Grindn piyasaya arzini durduracaktir.
Belgenin gegeriigini www.udem.com.ir internet sayfasmdan kontrol edebilirsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski $3 Sokak) No:10 Cankaya — Ankara — TURKIYE
Tel: +90 312 443 03 90 Faks: +90 312 443 0376

E-posta: info@udemitd.com.fr www.udem.com.ir




ECCERTIFICATE

Production Quality Assurance for
Medical Devices Directive 93/42/EEC Annex V

Company Name : Turkuaz Sadlik Hizmetleri Medikal Temiziik Kimyasal UrGnler
San. veTic. AS.

Company Address : Yakuplu Mah. Birlik Cad. No:32/1 ic Kapi No:1 BeylikdizU
ISTANBUL / TURKEY

Related Directives and Annex  : MDD 93/42/EEC Medical Devices Directive - Annex V

: Sterile Anfifog Solution - Class lla
Sterile Obstetric Gel - Class lla
Non-sterile Lubricant Gel - Class lla
Sterile Lubricant Gel - Class lla
Non-sterile Paraben-Free Lubricant Gel - Class lla

GMDN : 45225, 60796, 33587, 60796, 34131

Certificate Number 1 M.2018.106.9536
Report Number :MD.3561.1B

Initial Assessment Date 231012018
Registration Date :13.04.2018
Revision Date /No :03.05.2018/01
Expiry Date 1 12.04.2023

UDEM hereby declares that the requirements of Annex V, 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 surveilonce audits, defined by Annex V, section 4
of the forementioned directive. According 1o Annex |l, section 4 an EC design- examination cerfificate is
required for placing the Class lll devices on the market. This cerfificate remains cs the property of UDEM
Intemational Cerfification Audting Training Cce:rnizri?.i E?M}SW cné:i Trade Inc. C‘;?. t[!'? wghom it must be reh.tf;r'ed
upon request. The aoove company must keep a copy is cerlificate for 5 years from 2 2
the regsiration of the cerfificate. Usoggeofﬂwe CE mark is under the responsibility of the manufaciurer with the
r.crr%m of EC Declargiion of Conforrmity. The dbove menfioned company must notify all changes related
with the approved product to UDEM. I UDEM will not renew the expiry date of this cerificate in question, the
menfioned compaony should stop placing the product on the market. The curency of the certificate can
be checked through www.udem.com. tr.

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +900312 4430376
E-madil: info@udemitd.com.fr www.udem.com.tr




UDEM

UDEM Adriatic d.o.o0.
Radnicka cesta 54/R3
10000 Zagreb, CROATIA

2023/05/15

Turkuaz Saghk Hizmetleri Medikal Temizlik
Kimyasal Uriinler Sanayi ve Ticaret A.S.
Akc¢aburgaz Mah. Muhsin Yazicioglu Cad.

No: 45/5 Esenyurt, istanbul, Tiirkiye

NOTIFIED BODY CONFIRMATION LETTER
Reference: 2023.MDR.1060.NBCL.0005

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023/607 amending Regulations (EU)
2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices.

This letter confirms that, UDEM ADRIATIC D.0.0.,, a Notified Body (NB) designated under
Regulation (EU) 2017 /745 (MDR) and identified by the number 2696 on NANDQO, has received a
formal application in accordance with Section 4.3, first subparagraph of Annex VII of MDR (on the
date of 2022/11/16) and has signed a written agreement in accordance with Section 4.3, second
subparagraph of Annex VII of MDR (on the date of 2022/11/16) with the following manufacturer:

Turkuaz Saglik Hizmetleri Medikal Temizlik
Kimyasal Uriinler Sanayi ve Ticaret A.S.
Akgaburgaz Mah. Muhsin Yazicioglu Cad.
No:45/5 Esenyurt, [stanbul, Tiirkiye

SRN Number (if available): TR-MF-0000154.02

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below. Table 1 identifies the devices for which an MDR application has
been received, written agreement concluded and for which UDEM Adriatic d.o.o. is also
responsible for appropriate surveillance of the corresponding devices under Directive 93 /42 /EEC
(MDD). Table 2 identifies the devices for which an MDR application has been received and a

UDEM Adriatic d.o.o.

Address: Radnicka cesta 54/R3, Green Gold Centar, 10000 Zagreb
Phone: +385 (1) 4819 601e Fax: +385 (1) 4819 434 ) 52
E-mail: info@udemadriatic.com UDFRM.235/01-08.05.2023/07.04.2023 " Pa
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written agreement concluded, but UDEM Adriatic d.o.o. has not yet taken the responsibility for
appropriate surveillance of the corresponding devices under MDD.

In the case of devices covered by certificates issued under MDD that expired after 26 May 2021
and before 20 March 2023, without having been withdrawn, this letter also confirms that the
manufacturer signed the written agreement under MDR by the date of MDD certificate expiry; or
provided evidence that a competent authority of a Member State had granted a derogation or
exemption from the applicable conformity assessment procedure in accordance with Article 59(1)
of MDR or Article 97(1) of the MDR respectively, by the 20 March 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 120(3c) of MDR
(as amended by (EU) 2023/607), are shown below:

e 26 May 2026 for Class I1I custom-made implantable devices
31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market
in sterile condition or have a measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body under MDD
but requiring it under MDR (e.g,, class [ devices that qualify as re-usable surgical instruments)

On behalf of UDEM Adriatic d.o.o.
Zekeriya AYTAC

General Manager

UDEM Adriatic d.o.o.

Address: Radni¢ka cesta 54/R3, Green Gold Centar, 10000 Zagreb

Phone: +385 (1) 4819 601 Fax: +385 (1) 4819 434

E-mail: info@udemadriatic.com UDFRM.235/01-08.05.2023/07.04.2023 Page2/6
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Table 1: Devices covered by this letter and for which UDEM Adriatic d.o.o. is also
responsible for appropriate surveillance of the corresponding devices under Directive
93/42 /EEC (MDD)

Device name or Basic UDI- ,I MDR Device classification If the MDR deviceisa | MDD Certificate

DI (under MDR (as proposed by the | substitute device, ‘ Reference(s) of the devices
application) | manufacturer and verified | identification of the ' under MDR application, and
| at the pre-application corresponding MDD the NB Identification
| stage) device 1
N/A | NA ' ' N/A NA

Table 2: Devices covered by this letter and for which UDEM Adriatic d.o.0. is NOT
responsible for appropriate surveillance of the corresponding devices under Directive
93/42 /EEC (MDD)

Device name or Basic UDI- MDR Device classification If the MDR deviceisa | MDD Certificate Reference(s)
DI (under MDR (as proposed by the substitute device, | ofthe devices under MDR
application) manufacturer and verified identification of the | application, and the NB

at the pre-application corresponding MDD | Identification

stage) | device

Obstetric Gel Class IIb excluding Class [Tb | N/A Certificate 1:
| implantable non-WET | . Production Quality Assurance
. Certificate No:
' M.2018.106. 9536

UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.

| (NB2292)

Konix Lido Sterile Class 111 N/A Certificate 1:

Catheter Gel j | Full Quality Assurance System
(Chlorhexidine | Certificate No:

Gluconate) M.2021.106. 14604

| UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
(NB2292)

Certificate 2:

EC Design Examination
Certificate No:
M.2021.106.14604-1

- UDEM Uluslararasi

. Belgelendirme Denetim Egitim
. Merkezi San. ve Tic. A.S.

. (NB2292)

UDEM Adriatic d.o.o.

Address: Radnicka cesta 54/R3, Green Gold Centar, 10000 Zagreb ‘
Phone: +385 (1) 4819 601 Fax: +385 (1) 4819 434 Col i
E-mail: info@udemadriatic.com UDFRM.235/01-08.05.2023/07.04.2023 Page3/6




UDEM

" Device name or Basic UDI- | MDR Device classification

DI (under MDR (as proposed by the
application) | manufacturer and verified
at the pre-application
stage)
Konix Lido Sterile Class III
 Catheter Gel with Lidocain |
Konix Lido+ Class III
' Chlorhexidine Sterile
~ Catheter Gel, with
. Lidocain
Aromatic and Steril - Class Ilb excluding Class IIb
/Nonsteril Nonaromatic  implantable non-WET
| Lubricant Gels (In case of
Lubricants specifically
intended for use together

with medical devices (e.g.
for gloves, endoscopes,
condoms]))

UDEM Adriatic d.o.o.

Address: Radnitka cesta 54/R3, Green Gold Centar, 10000 Zagreb

Phone: +385 (1) 4819 601e Fax: +385 (1) 4819 434
E-mail: info@udemadriatic.com

www.udemadriatic.com

] N/A

—

| Ifthe MDR deviceisa MDD Certificate Reference(s)

| substitute device, ‘
| identification of the
| corresponding MDD
| device

of the devices under MDR
application, and the NB
Identification

' N/A

Full Quality Assurance System
Certificate No:
M.2021.106. 14603

UDEM Uluslararasi

Belgelendirme Denetim Egitim

Merkezi San. ve Tic. A.S.
(NB2292)

EC Design Examination
. Certificate No:
' M.2021.106. 14603-1

| UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
(NB2292)

Certificate 1:

Full Quality Assurance System
Certificate No:

M.2020.106. 13505

UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
(NB2292)

Certificate 2:

| EC Design Examination
| Certificate No:
M.2020.106. 13505-1

| UDEM Uluslararasi

| Belgelendirme Denetim Egitim
| Merkezi San. ve Tic. AS.

| (NB2292)

i orti

| Production Quality Assurance
| Certificate No:

| M.2018.106.10376

| UDEM Uluslararasi

| Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
(NB2292)

UDFRM.235/01-08.05.2023/07.04.2023 Page4/6 I
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Device name or Basic UDI- | MDR Device classification | Ifthe MDR deviceisa | MDD Certificate Reference(s)
DI (under MDR ' (as proposed by the ' substitute device, of the devices under MDR
application) . manufacturer and verified  identification of the application, and the NB

. at the pre-application j corresponding MDD Identification

| stage) | device

 Certificate 2;

Production Quality Assurance
Certificate No:

M.2018.106. 9536

UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
(NB2292)

| Certificate 3:
! Production Quality Assurance

| Certificate No:
| M.2021.106. 14521

| UDEM Uluslararasi

| Belgelendirme Denetim Egitim

| Merkezi San. ve Tic. A.S.
(NB2292)

Certificate 4:
Production Quality Assurance

Certificate No:
0425-MED-004476-00

ICIM S.p.A. (NB0425)

Sterile Ultrasound Gel | Class IIb excluding Class IIb | N/A Certificate 1:

(invavize usage& body | implantable non-WET | Full Quality Assurance System
surface) ' 5 Certificate No:
M.2018.106.9377

UDEM Uluslararasi
Belgelendirme Denetim Egitim
| Merkezi San. ve Tic. A.S.

- (NB2292)

Antifog Solution Class IIb excluding Class ITb N/A | Certificate 1:
implantable non-WET Production Quality Assurance
Certificate No:
M.2018.106. 9536

UDEM Uluslararast
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
(NB2292)

UDEM Adriatic d.o.o.

Address: Radnicka cesta 54/R3, Green Gold Centar, 10000 Zagreb
Phone: +385 (1) 4819 601 Fax: +385 (1) 4819 434

E-mail: info@udemadriatic.com UDFRM.235/01-08.05.2023/07.04.2023 Page5/6




Confirmation Letter Revision History

Date | NBinternal reference traceableto | Action

2023/05/15 2023.MDR.1060.NBCL.0005  Initial issue

UDEM Adriatic d.o.o.

; each version of the letter

Address: Radnicka cesta 54/R3, Green Gold Centar, 10000 Zagreb
Phone: +385 (1) 4819 601+ Fax: +385 (1) 4819 434

E-mail: info@udemadriatic.com

www.udemadriatic.com

UDFRM.235/01-08.05.2023/07.04.2023 Page6/6
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AT UYGUNLUK BEYANI

EC DECLARATION OF CONFORMITY

URETICi FIRMA ADI:

¥ turkuaz

Healthcare

MANUFACTURER TURKUAZ SAGLIK HiZMETLER| MEDIKAL TEMIZLIK KIMYASAL URUNLER SANAYi VE TICARET
NAME: ANONIM SIiRKETI

ADRES: Akcaburgaz Mah. Muhsin Yazicioglu Cad. No:45/5 Esenyurt / istanbul / Tiirkiye

ADDRESS: caburg : g - o y ¥

TELEFON:

PHONE: +902124286848

E-MAIL: info@turkuazsaglik.com.tr

WEB SITE: www.turkuazsaglik.com.tr

The Information of SRN
Number:

TR-MF-000015402

MARKA:

TRADE MARK: Lubrigima

UROUN ADI: Steril Olmayan Kayganlastirici Jel

PRODUCTS: Non-Sterile Lubricating Gel

URUNLER: Brand Ref No | Version No Model Packaging UDI-DI
PRODUCTS: Lubrigima | 29960 | Y1015.105.0001 | 5¢g Plastic Bottle | 8683229601597
GMDN KODU:

GMDN CODE: 33587

SINIFLANDIRMA:

CLASSIFICATION: Annex IX of The MDD 93/42 EEC Class lla, Rule 5

UYGUNLUK

DEGERLENDIRME

YOLU: MDD 93/42/EEC ANNEX V

CONFORMITY

ASSESSMENT ROUTE:

UYGULANABILIR

EN 1SO 9001:2015, EN 1SO 13485:2016+A11:2021, EN 1SO 14971:2019+A11:2021,ISO/TR
24971:2020, TS EN ISO 14644-1:2015, TS EN 1SO 14644-2:2015, TS EN 1SO 14644-3:2019,EN

STANDARTLAR: ISO 10993-1:2020, EN 1SO 10993-5:2009, EN I1SO 10993-10:2023, EN 1SO 10993-11:2018, EN
APPLICABLES ISO 10993-18:2020+A1:2023, EN ISO 10993-17:2023, EN 62366-1:2015/A1:2020,TS I1SO
STANDARDS: 2859-1:1999/ AMD 1:2011, EN ISO 15223-1:2021,
ISO 20417:2021, EN 17141:2020
TEKNIK
DOSYA/TECHNICAL TD No/TF No: TD-17
FILE:
SAKLAMA
ADRESI/RETAIN Yukaridaki adreste tutulmaktadir. / Retained at the above address.
ADDRESS:
SORUMLU

KiSi/RESPONSIBLE
PERSON:

Resp. Person: Hanifi Karahan Bozkurt

Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urlinler San. ve Tic. A.S.

Akcaburgaz Mahallesi Muhsin Yazicioglu Caddesi No:45/5 34522 Esenyurt, istanbul - TURKIYE
T +90 212 428 68 48 Pbx www.turkuazsaglik.com.tr | info@turkuazsaglik.com.tr

RELIABLE BRANDS INNOVATIVE SOLUTIONS

KOMIX' | KLY | koniCARE | YiBrar | cyiBseeD MEDISEPTICA | Sk



mailto:info@turkuazsaglik.com.tr
https://www.iso.org/standard/67943.html?browse=ics
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ONAYLANMIS
KURULUS ADI VE
NUMARASI/NOTIFIED
BODY NAME &ID:

CE BELGESI SERTIFiKA
NUMARASI/CE
CERTIFICATE NUMBER:

CE BELGESI BITiS
TARiHi/CE CERTIFICATE
EXPIRATION DATE:

UDEM - 2292

M.2018.106.9536

27/05/2024

The Devices listed in this declaration of conformity are fulfilling the requirement of MDD 93/42/EC amended by
07/47/EC and are under the sole responsibility of Turkuaz Saglk Hizmetleri Medikal Temizlik Kimyasal Uriinler Sanayi

ve Ticaret A.S.

Bu deklarasyonda listelenen tim cihazlar MDD 93/42/EC degistirilen 07/47/EC nin gerekliliklerini karsilamaktadir ve
tamamen Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Uriinler Sanayi ve Ticaret AiS.’ nin sorumlulugu

altindadir.

Yer, Place: Istanbul
Tarih, Date: 14.07.2025

TURKUAZ SAG

TEMIZLIK KIMYA
Akgaburgaz Mah, h' s '1 Yazxcnoglu Cad. No:45/5
Postakedu :34522
Tel:+90 212428 68 48 Fi mo
Yenikapt No:871 055 40

‘Secil PALA

Kalltc Direktord
oual y Director
ZMETLERI MEDIKAL

eml.’tn ISTANBUL
12428 68 53
0 Tic.Sic Nc 450836

NLE SANve TICAS.

TD-17-1.2.1_Rev.00_14.07.2025

Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urtnler San. ve Tic. A.S.

Akcaburgaz Mahallesi Muhsin Yazicioglu Caddesi No:45/5 34522 Esenyurt, istanbul - TURKIYE
T +90 212 428 68 48 Pbx www.turkuazsaglik.com.tr | info@turkuazsaglik.com.tr

RELIABLE BRANDS INNOVATIVE SOLUTIONS

KONIX* | KLY | koniCARE (;YI%TAL GY T%SEED' MEDISEPTICA | %k




INTERNATIONAL CERTIFICATION

TURKUAZ SAGLIK HIZMETLER]I MEDIKAL TEMIZLIK
KIMYASAL URUNLER SAN. VE TIC. A. S.

company,

AKCABURGAZ MAH. MUHSIN YAZICIOGLU CAD. NO: 45/5 POST CODE: 34522
ESENYURT/ISTANBUL/TURKIYE

in address,

MEDICAL DEVICES (DEVICE DISINFECTANT/BATH-X-RAY/ CLEANING SOLUTIONS,
STERILE/NON-STERILE SOLUTIONS AND LUBRICANTS-AUXILIARY GELS,
LICE/NIT/SMEAR SHAMPOO AND SPRAYS, WOUND-BURN CARE/TREATMENT
PRODUCTS, HEAT TRANSFER PADS, IRRIGATION SOLUTIONS, NOSE WASH

PHYSIOLOGICAL SALINE SOLUTION AND POVIDONE-IOINE-BASED DISINFECTANT)
PRODUCTS FOR SURGICAL HAND INSTRUMENTS, FOR THEIR DESIGN,
PRODUCTION, PACKAGING, LABELING, STERILIZATION, STORAGE, SALES,
MARKETING, IMPORT AND EXPORT

on scope,

ISO 13485:2016

Medical Devices-Quality Management System
Not Applicable: 7.5.3, 754,7592

Certificate No : C-US-20245563 Certification Period : 3 Years
Date of Certification : 30.12.2020 Revision No 104

Date of Issue 1 17.12.2025 Revision Date 1 17.12.2025
Expiry Date 1 29.12.2026

ACCREDITED

Nan tems
Certification Body

MSCB-139
APPROVAL

TGS INTERNATIONAL CERTIFICATION TECHNICAL CONTROL AND SURVEILLANCE SERVICES CO. LTD.
284 CHASE ROAD, A BLOCK 2ND FLOOR SUITE 341, LONDON, ENGLAND N14 6HF

Phone: +90 216 327 09 77(Pbx) Fax: +90 216 546 05 70
info@tgscert.com // www.tgscert.com

The validity of the certificate depends on observance of the TGS rules. Certificate validity may be checked on www.tgscert.com



TURKUAZ SAGLIK HIZMETLER] MEDIKAL TEMIZLIK
KIMYASAL URUNLER SAN. VE TIC, A. S.

company,
AKCABURGAZ MAH. MUHSIN YAZICIOGLU CAD. NO: 45/5 POST CODE: 34522
ESENYURT/ISTANBUL/TURKIYE

in address,

FOR THEIR DESIGN, PRODUCTION, PACKAGING, LABELING, STERILIZATION, STORAGE,
SALES, MARKETING, IMPORT AND EXPORT

on scope,

ISO 9001:2015

Quality Management System

Not Applicable: -
Is applicable.
Certificate No : Q-US-20245563 Certification Period : 3 Years
Date of Certification : 30.12.2020 Revision No 103
Date of Issue 1 17.12.2025 Revision Date 0 17.12.2025
Expiry Date : 29.12.2026 IAF Kod 4371228
ACCREDITE

19

Managemen
APPROVAL

2ms

it

The validity of the certificate depends on observance of the TGS rules. Certificate validity may be checked on www.tgscert.com
TGS INTERNATIONAL CERTIFICATION TECHNICAL CONTROL AND SURVEILLANCE SERVICES CO. LTD.
284 CHASE ROAD, A BLOCK 2ND FLOOR SUITE 341, LONDON, ENGLAND N14 6HF

Phone: +90 216 327 09 77(Pbx) Fax: +90 216 546 05 70
info@tgscert.com // www.tgscert.com
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