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P r l m a e Lubricant Steril Jel (Lidokainli)
Lubricant Sterile Gel (with Lidocaine)

Sterildir. (I
Sterile. e
Antiseptik 6zellige sahiptir.
Has antiseptic properties. .
Anestezik etkiye sahiptir.
Has anesthetic effect. L,
Suda ¢oziinebilir.
Soluble in water. .

Seffaf goriintii saglar.
Provides a clear view.

o Erkekler icin 12 ml
kadinlar ve cocuklar icin 6 ml
hazir enjektor ambalaj icerisinde.
Instant injector in packaging,
12 ml for men and
6 ml for women and children.

= e
o Enjektor sayesinde y
pratik kullanima sahiptir. Q P
It has practical use thanks to
the injector.
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URUN TANIMI

Temiz aralikli kateterizasyon, kalici kateterler veya dilatasyon
gibi tedavi edici cihazlarin, Uretereskopi veya sistoskopi gibi tani
cihazlarinin uygulanmasindan 6nce tibbi cihazlarin kayganlastiriimasi
ile Uretraya girisini kolaylastirma temel amaciyla ve anestezik 6zelligi
ile lokal agn yonetimini kolaylastirmak, antiseptik 6zelligi sayesinde
enfeksiyon riskini azaltmasi amaclariyla Uroloji alaninda kullanilan
siringa icerisinde tek kullanimlik, steril ve suda ¢6ziinebilen bir jeldir.

URUN ICERIGI

Lubricant Steril Jel Lidokainli: Lidokain HCL iceren Lubricant
Steril Jel, kateter veya tibbi cihazlarin Uretraya girisi 6ncesinde,
Uiretra Gzerinde uygulanmak icin kullanilan, iceriginde % 2 Lidokain
HCL bulunan lokal anestetik ve antibakteriyel 6zelliklere sahip steril
bir tibbi cihazdir. Tibbi cihaz icerigi hacimsel; % 97 deiyonize su, %
2 Lidokain HCL (anestezik) ve % 0,25 Klorhegzidin Di Glukonat
(antibakteriyel) maddeleri icerirken % 0,75 Hidroksietilsuliloz (HEC)
kullanilmasi ile Grunin kaydiricihk performansi arttirilir. (Bakiniz,
Tablo.1) Steril su bazl Grlin Uretraya uygulanarak vicut bosluguna
yerlestirilen bir tlip veya tibbi cihaz (kateter vb.) uygulanmadan 6nce
kullanilir. Béylece Uretraya girecek tibbi cihaz yiizeyi plriizsiiz hale
getirilmis olur. Jel icerisindeki lidokain HCL sayesinde uygulama
sahasinda gosterecegi etki dogrultusunda hastanin daha az agr ve
acl hissetmesi amaclanmaktadir. Ayrica lubricant steril jel lidokainli
Urdn icerigindeki maddelerden biri olan “Klorhekzidin Di Glukonat”
kullaniimasi, jelin antibakteriyel 6zellik (antiseptik) kazanmasina
yardimcl (Lidokainde de antibakteriyel 6zellik bulunur).
Antibakteriyel 6zelligi sayesinde enfeksiyon riskini de azalir. Lubricant
ozelligi (kayganlik 6zelligi) ise hidroksi etil seltloz (HEC) ile saglanir.
Bu sayede hasta rahatlar ve iyatrojenik yaralanma nedeniyle olusan
spastisite veya rahatsizligini minimuma indirir.

olur

Uriin siringa icerisinde tek kullanimlik, steril ve suda ¢éziinebilen
bir jeldir. Lubricant steril jel lidokainli Griin uygulanarak kateterin/
diger tibbi cihazlarin; viicut icindeki maniplasyonunu kolaylastirmak,
idrar yolu Uzerinde stirtinmeden kaynakli hasar vermesini engellemek
icin kullanilirken uygulanan lokal bélgeyi uyusturarak tibbi cihazlarin
hastalarda acisiz islev gérmesini saglamak icin kullanilir.

Tablo.1 - Lubricant Steril Jel Lidokainli Hammadde ve icerigi;

100 ml'de

Hammadde Icerigi Hacimsel icerik

Lidokain 2ml
Klorheksidin Di Glukonat 0,25 ml
Natrosol (Hidroksietil Seliiloz-HEC) 0,75 ml
Deiyonize Su 97 ml

SINIFLANDIRMA GEREKGESI

Uriin 93/42 EEC Tibbi Cihaz Yoénetmeligi Ek IX Kural 7'ye gore
Sinif 11l, uygunluk degerlendirme yolu Ek Il kapsamindadir.

Lubricant Steril Jel (Lidokainli)
Lubricant Sterile Gel (with Lidocaine)

PRODUCT DESCRIPTION

It is a disposable, sterile and water-soluble gel used in a syringe in the
field of urology mainly for the purpose of lubrication in order to facilitate
the administration of the therapeutic devices such as clean intermittent
catheterization, permanent catheters or dilatation; diagnostic devices
such as urethroscopy or cystoscopy and to facilitate the pain management
with the effect of local anesthesia and to reduce the risk of infection
thanks to its disinfectant properties.

CONTENT OF THE PRODUCT

Lubricant Sterile Gel with Lidocaine: Lubricant Sterile Gel with
Lidocaine HCL is a sterile medical device with local anesthetic and
antiseptic agents, which are used for administration on the urethra, prior
to catheter or medical devices entering the urethra. Through the use of the
medical device content consisting of 97% deionized water by volume and
2% Lidocaine HCL (anesthetic) and 0.25% Chlorhexidine di Gluconate
(antibacterial) and through the use of 0.75% Hydroxyethylcellulose
(HEC), the sliding performance of the product is increased (See Table.1).
The sterile aqueous product is applied to the urethra and is used before
implementing a tube or medical device (catheter, etc.) in the body cavity.
Thus, the medical device surface that will enter into the urethra is
smoothed. It is aimed to reduce the pains and aches of the patient due to
the local effect of the Lidocaine HCL in the content of the gel. In addition,
the use of Chlorhexidine Gluconate, which is one of the substances in the
content of the Lubricant Sterile Gel with Lidocaine, helps the gel to gain
antibacterial properties (antiseptic effect) (Lidocaine has antibacterial
properties, too). The risk of infection is reduced by its antiseptic properties.
The lubricant property (lubricity) is achieved by hydroxy ethyl cellulose
(HEC). In this way, the patient relaxes and it reduces the spasticity or
discomfort caused by iatrogenic injury.

The product is a disposable, sterile and water-soluble gel in a syringe.
The product Lubricant Sterile Gel with Lidocaine is used to facilitate the
manipulation of the catheter/other medical devices within the body, to
prevent the friction-induced damage on the urethra, and to enable the
medical devices to function painlessly by anaesthetizing the local area of
application.

Table.1 - Content and Raw Materials of the Lubricant Sterile Gel with Lidocaine;

Description of Material Volume of f g ;v maten'als in
Lidocaine 2ml
Chlorhexidine digluconate 0,25 ml
Natrosol (Hydroxyethyl Cellulose-HEC) 0,75 ml
Deionized Water 97 ml

REASON FOR CLASSIFICATION

The product is within the scope of Class Il according to the Annex IX,
Rule 7 of 93/42 EEC Medical Device Directive and in conformity with the
assessment method in Annex II.



Erkekler icin talimatlar

Instructions for men

Hijyenik Onlemler

o Ellerinizi yikayiniz.
Hygienic Precautions
« Wash your hands.

URUN KULLANIMI / PRODUCT USAGE

Uriin doktor gézetiminde ya da tavsiyesiyle kullanilmalidir. / The product should be used under doctor’s supervision or advice.

Pozisyon Alma

» Oturarak, ayakta ya da hekiminizin uygun
gordigli pozisyonu aliniz.

Get Into Position

» Choose a comfortable position, either
sitting or standing as suggested by your
physician.

Kadinlar icin talimatlar

Instructions for women

Hijyenik Onlemler

o Ellerinizi yikayiniz.
Hygienic Precautions
« Wash your hands.

Pozisyon Alma

» Oturarak, ayakta ya da hekiminizin uygun
gordigli pozisyonu aliniz.

Get Into Position

© Choose a comfortable position, either
sitting or standing as suggested by your
physician.

Uygulama Hazirhgi

 Penis basindaki tretra agzini dezenfekte
ediniz.

» Penis pozisyonunu resimde goruldugi
gibi yukari kaldiriniz.

Prepare for Application

o Disinfect the urethra at the head of the
penis.

o Raise the penis position as shown in the
picture.

Primagel Hazirhigi

» Kullanima hazir steril Primagel’i aliniz.

» Siringanin ug tipasini elinizle cikartiniz.

o Uretra agzina 1 ml steril kayganlastirici jel
enjekte ediniz.

Prepare Primagel

o Pick up the sterile ready-to-use Primagel.

» Remove the cap of the syringe with your
hand.

o Apply 1 ml of the steril lubricant gel to the
urethral opening.

Uygulama Hazirhgi

» Uretra agzini dezenfekte ediniz.

o Uretra agzini tamamen acmak icin
dudaklari yaymak amaciyla parmaklarinizi
kullaniniz.

Prepare for Application

« Disinfect the urethra opening.
« Use your fingers to spread the labia to
clearly expose the urethral opening.

Primagel Hazirhigi

» Kullanima hazir steril Primagel’i aliniz.

» Siringanin ug tipasini elinizle cikartiniz.

o Uretra agzina 1 ml steril kayganlastirici jel
enjekte ediniz.

Prepare Primagel

o Pick up the sterile ready-to-use Primagel.

* Remove the cap of the syringe with your
hand.

o Apply 1 ml of the steril lubricant gel to the
urethral opening.

Jeli Enjekte Etme

» Sinnganin ucunu dikkatli bir sekilde
tiretraya sokunuz.

« Steril kayganlastirici jeli yavasca tretraya
enjekte ediniz.

Instill The Gel

o Carefully insert the cone of the syringe into
the urethra.
o Slowly instill the lubricant.

Kullanma Kilavuzu

» Jel uygulandiktan sonra kutu icerisinde
yer alan kullanim kilavuzunun tanimlar
kisminda belirtilen uygulama alanlarinda
kullanilmak igin hazirdir.

User Manual

o The gel is ready for use in the application
areas specified in the definitions section of
the user manual included in the box after
application.

Uygulama Siiresi

» Jelin kayganlik 6zelligi aninda etkisini
gosterir.

o Lokal anestezik kayganlastirici jelin etkili
olabilmesi icin beklenen minimum siire
5 ile 10 dk arasindadir.

Exposure Time

o The lubrication property of the gel becomes
instantly effective.

» The minimum expected time for local
anesthetic lubricant gel to be effective is
between 5 and 10 min.

imha Etme ve Hijyenik Onlem

» Uygulama bittikten sonra sonra siringa ve
[gerisinde kalan jel tibbi atik olarak atiniz.
o Islem bittikten sonra ellerinizi yikayiniz.

Disposal and Hygienic Precaution

» Dispose of the syringe and the remaining
gel as medical waste after the application.
» Wash your hands after application.

Jeli Enjekte Etme

« Siringanin ucunu dikkatli bir sekilde
uretraya sokunuz.

« Steril kayganlastirici jeli yavasga Uretraya
enjekte ediniz.

Instill The Gel

o Carefully insert the cone of the syringe into
the urethra.
o Slowly instill the lubricant.

Kullanma Kilavuzu

« Jel uygulandiktan sonra kutu icerisinde
yer alan kullanim kilavuzunun tanimlar
kisminda belirtilen uygulama alanlarinda
kullaniimak icin hazirdir.

User Manual

o The gel is ready for use in the application
areas specified in the definitions section of
the user manual included in the box after
application.

Uygulama Siiresi

» Jelin kayganlik 6zelligi aninda etkisini
gosterir.

» Lokal anestezik kayganlastirici jelin etkili
olabilmesi icin beklenen minimum siire
5 ile 10 dk arasindadir.

Exposure Time

© The lubrication property of the gel becomes
instantly effective.

* The minimum expected time for local
anesthetic lubricant gel to be effective is
between 5 and 10 min.

imha Etme ve Hijyenik Onlem

» Uygulama bittikten sonra sonra siringa ve
igerisinde kalan jel tibbi atik olarak atiniz.
o Islem bittikten sonra ellerinizi yikayiniz.

Disposal and Hygienic Precaution

« Dispose of the syringe and the remaining
gel as medical waste after the application.
« Wash your hands after application.
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P rl m a e Lubricant Steril Jel (Lidokainli)
Lubricant Sterile Gel (with Lidocaine)

Uriin Adi Lubricant Steril Jel (Lidokainli) 6 ml
Name of the Product Lubricant Sterile Gel (with Lidocaine) 6 ml

g:::;a Primagel® Primagel®
?SL???LZ‘?ZE?‘ 8:07:3 PGL6 PGL12
2?23!7 c'f,‘L‘i“ 37717 37717
3,5'3555 c'f,Z‘i“ 42181503 42181503

Uriin Barkod No
Product Barcode
816801101404558 8l16801101404565
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