THONG TIN Y DUGC HOC

FDA CHAP NHAN CHI PINH GENERIC
BONIVA CHO VPIEU TRI LOANG
XUONG:

Ngay 19 thang 3 ndm 2012 — Cyc Quan
1y duoc va thuc pham My (FDA) chéap thuin
san phidm generic dau tién cua Boniva,
Genentech (Ibandronate) trong diéu tri va du
phong lodng xuwong ¢ phu nit sau man kinh.
Ba cong ty (Apotex, Orchid Healthcare, va
Mylan Pharmaceuticals) d3 duoc cap gidy
phép san xuat vién Ibandronate 150mg,
uéng mot 1an mot thang dé diéu tri hodc
ngan ngua lodng xuong & phu nit sau
mén kinh. Ibandronate thudéc nhém thude
bisphosphonate, giup ting khdi lugng
Xuong va giam nguy co giy cot séng.

Vién Y té qudc gia ude tinh c6 hon 40 triéu
nam gidi va phu nir bi lodng xwong hodc co
nguy co cao lodng xuong la do khéi luong
xuong thap. Vin ban chdp nhan ciia FDA con
kém theo bdn huéng dan cho bénh nhan va
nhan vién y té vé cic nguy co va tic dung
phu cua thudc trong qua trinh diéu tri. Cac
tac dung phu nhu: Pau lung, kho tiéu, dau
& dAu chi, tiéu chay, dau dau, dau co thuong
gip trong cac thir nghiém 1am sang ddi véi
Boniva. Ngoai ra con c6 mot s tac dung phu
khac mot sd van dé & thuc quan, & xuong ham;
ha canxi mau; dau xuong, khdp va gy xuong
dui khong dién hinh, giy dudi mau chuyén va
gdy than xuong dui.

FDA CHAP NHAN CHIi PINH THUOC
TRANH THAI CHO PIEU TRI CHAY
MAU KINH NANG:

Ngay 16 thang 3 nam 2012- Estradiol
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valerate va valerate/dienogest (Natazia) dugc
chap thuan cho diéu tri chay mau kinh nang.
Pay 1a thudc tranh thai dau tién va duy nhét
bang dudng udng dugc chi dinh dé diéu tri
chay mau kinh ndng.

Quyét dinh nay cua FDA duya trén két qua
tir 2 thir nghiém 1am sang da trung tim, ngau
nhién, mi d6i, ¢ gia dugc ddi chimg trén 421
phu nit. Tiéu chuan chon: nit gidi > 18 tudi va
dugc chan dodn véi chay mau bat thuong tir
tr cung v6i dic diém: chay mau nang, kéo dai
va/hodc thuong xuyén, khong c6 ton thuong
thuc thé. Chay mau kinh ning dugc dinh
nghia “luong mau kinh > 80ml 14p lai it nhat 2
1an trong thoi gian 90 ngay.

Nhiing bénh nhan nay phan ngau nhién vio
2 nhém, 1 nhém diéu tri Natazia va 1 nhém
diéu tri v6i gia duoc trong 7 chu ki kinh. Ghi
nhan sy cai thién tri€u chung trong nhom diéu
tri Natazia & 2 nghién ctru lan luot 13 29.2%
va 29.5% so voi 2.9% va 1.2% & nhém diéu tr
bang gia duoc twong ting.

Tac dung phu xuét hién khoang 2%: dau
dau, dau tirc kho chiu tai va, r6i loan kinh
nguyét, budn nén va ndn, ndi mun, thay doi
tinh tinh va tang can.

NONG PO ADIPONECTIN O PHU NU
GIUP DU POAN NGUY CO HEN PHE
QUAN:

Trong nghién ctru dugc dang trén tap chi
American Journal of Respiratory and Critical
Care Medicine 23/3/2012, phu nit trung nién,
dic biét nhimg nguoi hat thude 14, ndng do
adiponectin thip trong mau c6 thé gia ting
nguy co hen phé quan (HPQ) vé sau.
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Adiponectin 1a chit diéu hoa chuyén hoéa
glucose va lipid c6 tac dung chéng viém, dugc
té bao md goi 1a adipocyte tiét ra. Nhitng bénh
nhan béo phi ¢6 ndng dd adiponectin mau
thip hon nhimng ngudi gdy. Cac nghién ciru
trude ddy da chi ra rang adiponectin c6 vai trd
gdy hen ¢ chudt, nhung nhitng nghién ctru &
ngudi cho két qua nguoc lai.

Céc chuyén gia tai Dai hoc New Mexico
da phan tich céc bdo cdo tir hd so cua nhiing
nguoi tinh nguyén trong nghién ctru Xu huong
pht trién cdc nguy co mach vanh ¢ nguwoi tré
(CARDIA) va trong nghién ciru duge thiét ké
thuan tap vé khuynh hiong hé tro chong oxy
hoa o nguoi tré (YALTA). Trong d6 CARDIA,
12 nhém duoc tap trung nghién ciru vé su phat
trién céc bénh ly tim mach, bao gém 5115
ngudi ca da trang 1an da den lwa chon vao nam
1985 va 1986 trong do tudi 18-30. Qua trinh
theo doi duogc thuc hién vao cac nam thur 2, 5,
7,10, 15 va 20.

S liéu trén 1450 phu nit khong HPQ vao
nam tht 15 nhan thiy ring: nhitng ngudi cd
ndng d6 adiponectin thip < 7mg/L thi sau 5
nam ti 16 HPQ gép 2 lan ngudi c¢6 nong do
adiponectin trong mau cao (OR 2,07; khoang
tin cay 95%, p=0,04). So sanh da dugc hié¢u
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chinh vé tudi tac, BMI, tinh trang hut thudc,
tién sir dai thao duong va dé khang insulin,
murc do van dong, tién str sot. Mo lién quan
ndy cang cao O nhirng phu nit ¢6 hut thude
14 (OR c¢6 hiéu chinh 5,07; khoang tin cay
95%, p=0,007). Nhu vay, c6 mot sy lién
quan nghich giita nong do adiponectin va
HPQ & phu nit. Diéu niy goi y ring nong
d6 adiponectin mau c6 thé 1a mot yéu té tién
lugng HPQ ¢ phu nit dac biét ¢ nhitng nguoi
c6 hut thudc 14.

Tuy nhién, ndng d6 adiponectin thap lai
khong gép phan du dodn HPQ & nam, du vay
cac nha nghién ctru cling khong phu nhan hau
qua ctia ndng do thp trén nam gidi.

Han ché cua nghién ctru: viéc phat hién c6
HPQ 13 do chinh nguoi tinh nguyén cung cap,
cach chon mau trong CARDIA c6 thé dan dén
sai s0. Song cac chuyén gia trong nghién ctru
lai cho rang thiét ké nhu vy giup nghién ciru
ctia ho ¢ y nghia théng ké hon “do lwa chon
s6 lugng 16n nguoi da den va lwa chon ngau
nhién sb luong 16n dbi trong béo phi va hut
thuée 14, day la nhom nguoi dugce cho 1a cé
ndng d6 adiponectin trong mau thap”

Nguén tir: FDA Approvals, Medscape
Medical News
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