Son kural lateks iceren arunler icin yeni bir uyarida bulunuyor

FDA'in son kuralina bagh olarak cerrahi eldivenler, yapiskan bandajlar, damarigi
kateterler, ve diger lateks iceren medikal Urinler, kaucudga alerjisi olan insanlarin
bilgilenmesi icin, lateks maddesi igerdigine dair bir uyari yazisi tasimak zorundadirlar.

30 Eyldl 1998'den baslayarak, Lateks iceren medikal Uriinler etiketlerinde zorunlu olarak
“Uyari: Bu Urin allerjik reaksiyona sebep olabilecek dodal kaucuk lateksi ihtiva
etmektedir” ifadesini tasiyacaktir. Benzeri bir etiketleme de kuru dogal kaucuk iceren
medikal Grinler ve lateks ihtiva eden paketler igin gerekli olacaktir.

Ayni zamanda, kural lateks ihtiva edenlerde “az allerjik " iddiasi tasiyan etiketleri
yasaklayacaktir, simdi oldugu gibi azaltilmis lateks seviyeli Uriinlerin Uzerinde, Grinlerin
lateks-hassasiyeti olan insanlar igin glvenli oldugu iddiasi ima edilmektedir. Ancak
azaltilmis miktardaki lateks dahi hassas insanlarda allerjik reaksiyona neden olabilir.

Son 10 yil boyunca, FDA siddetli allerjik reaksiyonlarin bildirildigi 1700 rapor almistir,
bunlardan 16'si lateks iceren medikal Grinlere bagh spina bifida ile cocuk 6limini
icermektedir. Sadlk personeli ve cocuklar, spina bifida ve diger kosullarin gerektirdigi
coklu operasyonlar nedeniyle blyik 6lgide allerjik reaksiyon riski altindadirlar ki bu
stirekli lateks iceren Urinlere maruz kalmanin bir sonucudur. Genel halk igin allerjik
reaksiyon riski %1den azdir.

FDA kurali 30 Eylul 1997 de yayimlamistir, Federal Tescil.

Ref: http://www.fda.gov/fdac/departs/1998/198 upd.html

Tercime: Elif Bamyaci (Hacettepe Uni. ing. Dil. Bilimi)
Final Rule Adds Warning On Devices Containing Latex

Surgical gloves, adhesive bandages, intravenous catheters, and other medical devices
containing latex will have to start carrying a warning for people allergic to the rubber
substance, according to an FDA final rule.

Beginning Sept. 30, 1998, labels of latex-containing medical devices will have to state,
"Caution: This Product Contains Natural Rubber Latex Which May Cause Allergic
Reactions." Similar labeling will be required on medical devices containing dry natural
rubber and medical device packaging that contains latex.

Also, the rule will prohibit use of the claim "hypoallergenic" on labels of latex-containing
medical devices. As now used on devices with reduced latex levels, the claim implies that
such products are safe for latex-sensitive people. But even reduced amounts of latex can
cause allergic reactions in susceptible people.

During the past decade, FDA received more than 1,700 reports of severe allergic
reactions, including 16 deaths in children with spina bifida, related to medical devices
containing latex. Health-care workers and children with spina bifida and other conditions
requiring multiple surgeries are at greatest risk of allergic reaction because of their
constant exposure to latex-containing devices. For the general public, the risk of allergic
reaction is less than 1 percent.

FDA published the rule in the Sept. 30, 1997, Federal Register.

Ref: http://www.fda.gov/fdac/departs/1998/198 upd.html
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