FDA CHAP THUAN THUOC TRANH THAI HANG NGAY
KHONG KE PON PAU TIEN

Ngay 13 thang 7 nam 2023, Cuc Quéan Iy Thyc phim va Duoc pham Hoa Ky di phé
duyét thudc tranh thai dang vién Opill (norgestrel) khong can ké don - thudc tranh thai hang
ngay dau tién duoc phép st dung khong can ké don & Hoa Ky. Viéc phé duyét vién thude tranh
thai duong udng chi chira progestin nay cung cip cho nguoi tiéu dung tuy chon mua thudc
tranh thai duong udng khong can don tai cac hiéu thude, cira hang tién loi va cira hang tap hoa,
cling nhu truc tuyén.

Thoi gian c6 hang va gia cua san pham khong ké don ndy do nha san xudt quyét
dinh. Cac cong thuc va lieu lugng khac da dugc phé duyét ciia cac bién phap tranh thai duong
uong khac s€ chi dugc cung cap theo toa.

Giam ddéc Trung tm Panh gia va Nghién ciru Thude ciia FDA cho biét: “Su chip thuan
ngay hom nay danh dau 1an dau tién mot loai thudc tranh thai hang ngay khong ké don sé 1a
mot lyra chon kha dung cho hang triéu ngudi & Hoa Ky. “Khi duoc sir dung theo chi dan, thube
tranh thai hang ngay sé dugc cho la an toan va hiéu qua hon cac bién phap tranh thai khong ké
don hién c6 trong viéc ngin ngira mang thai ngoai ¥ muén.”

Tinh sin c¢6 cta Opill khong can ké don c6 thé lam giam cac rao can tiép can bang cach
cho phép céc ca nhan co duoc thude tranh thai duong udng ma khong can phai gip nha cung
céip dich vu chim séc strc khoe nhu truée d6. Gan mdt nira trong s6 6,1 triéu ca mang thai & M§
mdi nam 14 ngoai ¥ muén. Mang thai ngoai ¥ mudn c6 lién quan dén cac két qua tiéu cuc dbi
voi ba me, lam giam kha nang dugc cham soc trude khi sinh va tang nguy co sinh non, bén
canh d6 1a cac két qua bét loi vé stic khoe so' sinh va sy phat trién cua tr¢ em. Sy san c6 cua
thudc Opill khong ké don co thé giup giam sb ca mang thai ngoai y mudn va cac tac dong tiéu
cuc tiém an cua chiing.

Hiéu qua tranh thai ctia norgestrel da duoc thiét 1ap v6i su chap thuan ban dau cho sir
dung theo toa vao nam 1973. HRA Pharma da dang ky chuyen norgestrel tir san pham ké don
sang san pham khong ké don. Bé phé duyét mot san pham duoc st dung khong ké don, FDA
yéu cau ching minh san pham c6 thé dugc nguoi tiéu dung sir dung mot cach an toan va hi¢u
qua, chi can dya vao viéc ghi nhan thudc khong ké don ma  khong cén bat ky su trg gitip nao tir
chuyén gia cham soc strc khoe. Cac nghién ctru cho thay rang sy hiéu biét cua nguol tiéu dung
vé thong tin trén nhan Thong tin Thude Opill nhin chung 1a kha cao, diéu nay cé thé giap hd tro
kha ning sir dung thudc c6 sin ding cach khi thudc duoc mua khdng can ké don. Qua viéc
duoc str dung dung cach, Opill dem lai sy an toan va hi€u qua cho ngudi sir dung.

Nén udng thudc vao cing mot thoi diém mdi ngay. Tudn thu sir dung thude vao cing
mdt thoi diém trong ngay la rat quan trong d6i voi hidu qua cua Opill. St dung cac loai thudc
tuong tac vai Opill co thé lam giam hiéu qua cia Opill hodc mot s6 thudc khac, hodc ca hai,
tham chi c6 kha ning dan dén mang thai ngoai y muén.

Céc tac dung phu phd bién nhat cua Opill bao gdm chay méau bat thudng, nhic dau,
chéng mat, budn ndén, thém an, dau bung, chuot rat hoac day bung.

Nhirng nguoi bi hodc da ting bi ung thu vi khong nén sur dung thudc Opill. Nguoi tiéu
dung mac bat ky dang ung thu nao khac nén hdi béc si trude khi str dung. Opill ciing khong nén
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duoc str dung cung véi mot san pham ngira thai hay noi tiét té khac nhu vién ubng tranh thai
khéc, dat vong am dao, miéng dan tranh thai, que cay tranh thai, thudc ti€ém tranh thai hoac
vong tranh thai (dung cu dat trong tir cung).

Viée sir dung Opill c6 thé lién quan dén nhiing thay d6i nhu chay mau am dao, ra mau bat
thuong hay chay mau kéo dai. Nguoi sir dung nén thong béo cho can b y té cham soc strc khoe
néu bi chay mau am dao 1ap di lap lai sau khi quan hé tinh duc, hoac chay mau kéo dai hoac vo
kinh. Nhimng ngudi tré hai ky kinh (hodc tré mét ky va bo 16 liéu thude Opill) hodc nghi ngd minh
c6 thé mang thai thi nén thir thai. Ngimg st dung Opill néu duoc xac nhan mang thai.

Opill khéng duoc st dung nhu bién phép tranh thai khan cip va khong ngira thai sau khi
quan hé tinh duc khong dugc bao vé. Uéng thudc tranh thai khong bao vé chéng lay nhiém
HIV, AIDS va cac bénh 13y truyén qua duong tinh duc khac nhu chlamydia, mun rop sinh duc,
mun céc sinh dyc, 1au, viém gan B va giang mai. Ngoai ra, nén st dung bao cao su dé phong
tranh cac bénh 13y truyén qua duong tinh dyc.

Nguén dich: https://www.fda.gov/news-events/press-announcements/fda-approves-first-

nonprescription-daily-oral-contraceptive
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