FDA CHAP THUAN NALOXONE LA THUOC XIT MUI THU HAI
KHONG CAN KE BDON

Ngay 28 thang 7 nam 2023, Cuc Quan ly Thic phdm va Dugc pham Hoa Ky da
phé duyét thudc xit mii RiVive cé chra ham luwgng 3 miligam (mg) naloxone
hydrochloride sir dung khong can ké don (OTC) dé diéu tri khan cap truong hop qué
liu opioid da bi€t hodac nghi ngo. Pay la sdn pham naloxone khong can toa th( hai
ma co quan da phé duyét, gilp tang kha nang ti€p can cla nguoi tiéu dung voi
naloxone ma khéng can toa. Thoi gian cung cdp va gia cia san pham khong ké don
nay sé do nha san xuét quyét dinh.

O Hoa Ky, qua liéu dung thubc van con ton tai nhv mét van dé strc khoe cong
doéng twong dbi I6n. Trong khodng thoi gian 12 thang tinh dén thang 02 nam 2023,
hon 105.000 trvdng hgp dung qué liéu gay tir vong duwgc bao cdo da xay ra, nguyén
nhan chu yéu la do thudc phién tong hop nhu fentanyl bat hgp phap. Naloxone la mét
loai thuéc nhanh chéng dao nguoc tdc dung clia qué liéu opioid va la phuong phap
diéu trj tiéu chuan cho qua liéu opioid.

“Chiing toi bi€t naloxone [a mdt hoat chét giup nhanh chéng ddo nguoc tac
dung ctia opioid khi ding qua liéu. Uy vién FDA, Robert M. Califf, MD cho biét: "Viéc
dam bao naloxone duwgc phd bién rong rai, dac biét la san pham OTC da duoc phé
duyét, sé tao ra mot cong cu quan trong dé gilp bao vé sirc khde cong dong. "Tir lau
FDA da wu tién ti€p can cac san pham naloxone va co quan cfing rat hoan nghénh céac
nha san xudt cac san phdm naloxone khac nham gop phan vao viéc thdo luan nhirng
tiém nang phat trién vé cac thuéc khong ké don”.

Viéc phé duyét thudc xit mdi RiVive dé sir dung khéng theo toa dugc hod tro bai
di liéu tr mét nghién cru do nha san xuat dé trinh cho thdy mic dd twong tv cla
RiVive di vao mau nhuv mdt sdn pham naloxone theo toa da duwgc phé duyét. Thubc da

dugc chirng minh 1& an toan va hiéu qua khi st dung theo chi dan ghi trén nhan. Nha



san xudt cling cung cdp dir liéu cho thdy nguoi tiéu dung c6 thé hi€u cach st dung
thudc mot cach an toan va hiéu qui ma khdng can sy giam sat cla can bod y té.

Viéc st dung thudc xit mdi RiVive & nhitng nguoi phu thudc vao opioid cé thé
dan dén tinh trang cai nghién opioid nghiém trong, dac trung bdi dau nhirc co thé,
tiéu chay, tang nhip tim (nhip tim nhanh), sét, s6 mdi, hit hoi, ndi da ga, d6 md héi,
ngap, budn ndn hodc nén, hdi hdp, bdn chdn hodc cau kinh, rung minh ho&c run réy,
dau quan bung, suy nhuoc va tang huyét ap.

FDA dé thuc hién mot loat cac budc dé giup tao diéu kién ti€p can véi cac san
phdm dao ngugc quéa lieu opioid va gidm phoi nhiém khoéng can thiét véi opioid va
ngdn nglra cac trwdng hop nghién méi. Co quan da phé duyét san pham thudc xit mii
naloxone khong ké don dau tién vao thang 3 ndm 2023, sdn pham thudc xit mdi
naloxone loai khéng ké don dau tién vao thang 7 nam 2023 va trong nam qua da thuc
hién nhitng nd lvc mai dé mé réng cac lva chon xir Iy opioid nham giam thiéu co hoi
st dung ngau nhién ngoai muc dich y té tiép xdc va qua liéu.

Théng qua khudn khd ngédn ngira qua liéu, FDA van tap trung vao viéc tng pho
vGi tat ca cac khia canh cla viéc sir dung chat gay nghién, lam dung, r6i loan st dung
chat gay nghién, qua liéu va t¢ vong & Hoa Ky qua dé khuyén khich gidm tac hai
thong qua déi méi va gido duc; thic day phat trién cac phuong phap diéu tri dua trén
bang chirng ddi voi chiing réi loan st dung chit gay nghién va bdo vé cong ching
khoi cac loai thuéc khéng duoc phé duyé t, chuyén hudng hodc thude gia co nguy co
qua liéu.

FDA da cap phép cho RiVive to Harm Reduction Therapeutics khéng can toa bac si./.

Nguobn: https://www.fda.gov/news-events/press-announcements/fda-approves-
second-over-counter-naloxone-nasal-spray-product
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