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Kinh gui:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y tS chuyen nganh GTVT.

Ngay 30/3/2017, C\lCQuan ly duoc - BQY tS co Cong van s6 4040/QLD­
TT vS viec cung c~p thong tin lien quan dSn tinh an toan cua thuoc tranh thai
khfuI c~p chua levonorgestrel tuong tac voi cac thuoc dun irng enzym CYP3A4,
thuoc khang vi rut tac dong tnrc tiSp (DAA) diSu tri viem gan sieu vi C, thuoc
chua warfarin. NQi dung cu thS cua Cong van cung c~p thong tin lien quan dSn
tinh an toan cua thuoc duoc dang t~i tren trang thong tin dien nr cua C\lC Y tS
qTVT - Dia chi: http://ha.mt.gov.vn - Muc: Chi dao va huang d~n nghiep vu y
teo

C\lCY tS GTVT thong bao dS cac dan vi biSt va thvc hi~n./. 4-
NO'inhiin:
- Nhu tren (Qua website C\lC Y t~ GTVT);
- Luu: VT, NVYD&TTBYT.



S6': ?59
- So Y te cac tinh, thanh pho tnrc thuoc Trung trong; .
- Cac benh vien, vien eo giircng benh tnrc thuoc B¢ Y teo

Ngay 13/01/2017, Hoi dong Tu van cap So dang ky hru hanh thuoc - B¢ Y te da
hop xet duyet dQ1157 - doi voi thuoc trong nuoc va dQ196 - doi voi thucc mrcc ngoai
da thong nhat cap nhat cac thong tin ve tinh an toan cua: thuoc tranh thai khan cap
chua levonorgestrel urong tac voi cac thuoc earn ling enzyrn CYP3A4, thuoc khang vi
rut tac dong true tiep (DAA) dieu tri viern gan sieu vi C, thuoc chira warfarin.

De dam bao sir dung thuoc an toan, hop ly, Cue Quan ly DUQ'eyeu eau So Y te
eae tinh, thanh pho trve thu¢e Trung uO'ng, eae b~nh vi~n, vi~n eo giuang b~nh trve
thu¢e B¢ Y te:

1. Thong bao eho eae eO'so kharn b~nh, ehua b~nh, eae eO'so kinh doanh dUQ'e
tren dia ban eae thong tin lien quan den tinh an toan, hi~u qua eua eae thuGe neu tren
dUQ'eghi trong Ph\ll\le "C~p nh~t thong tin lien quan den tinh an toan thuoe" dinh kern
trang eong van nay, dong thai dUQ'edang tai tren e6ng thong tin di~n tu eua Cl;leQuan
ly DUQ'ethea dta ehi http://www.dav.gov.vn trong rn\le "Thong tin thuoe" de eae can
b¢ y te eo the tra eUu, e~p nh~t thong tin.

2. Huang dan eae eO'sOkharn b~nh, ehua b~nh tren dta ban Umg euang thea d5i,
phat hi~n va xir tri eae truang hQ'pxay ra phan U'ngeo hC;lieua eae thuoe neu tren (neu
eo). Gui bao eao phim ung eo hC;lieua thuoe ve: Trung tam quoe gia ve Thong tin thuoe
va Theo d5i phan U'ngeo hC;lieua thuoe (13-15 Le Thanh Tong, Qu~n Hoan Kiern, Ha
N¢i) ho~e Trung tam khu vVeve thong tin thuoe va theo d5i phan ung e6 hC;liella thuoe
TP. Ho Chi Minh (201B Nguy~n Chi Thanh, Qu~n 5, TP. Ho Chi Minh).

Cl;leQuan ly DUQ'ese tiep We e~p nh~t eae thong tin lien quan tfnh an toan va
huang dan xu tri doi vai eae ADR eua eae thuoe neu tren de yeu eau eae eO'so dang ky
thuoe e~p nh~t VaGnhan va to huang dan sir dl;lngthuoe trong thai gian tai.

Cl;leQuan ly DUQ'ethong bao de eae dan vi biet va thve hi~n./.

Noi nh(m: KT. elJe TRUONG
- Nhu tren; /?

_B¢ truang B¢ Y te (d~ b/e); PHO elJe TRUONG
- Cae TInl twang B¢ Y te (d~ b/e) ;
- C\lCQuan 1,9Kham chUa b~nh;
- Cl,ICQuan Y - B¢ Quae phOng ;
- Cl,ICY te - B¢ C6ng an ;
- Cl,IcY te - B¢ Giao thOng v~n tai; /
- Trung tam DI & ADR Quae gia;
- Trung tam Dr & ADR khu yVeTP. HCM;
- Website C\le Qulm 1,9Duqe;
- Phong DKT, QLKD, QLCL - C\le Qulm 1:9Duqe;
- LUll : VT, TT.
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PHl) Ll)C
Cap nhat thong tin lien quan den tinh an toan cua thuoc

(Dinh kern thea Cong van sO:¥Lf-C' /QLD-TI ngay jC thang 3 nam 2017)

1.Thuoe chua lcvonorgestrel S11dung trong tranh thai khan cap tuong tac
voi die thuoc cam irng enzym CYP3A4:

1.1. Cap nluit thong tin ella cac nuac tren The gioi:
_Thang 9/2016, CO' quan Quan 1y Diroc va cac san pham y te cua Anh (NIHRA;

da dna ra khuyen cao ve wang tac cua cac thuoc tranh thai khan cap chua
levonorgestre1 voi cac chat gay cam irng enzym gan. Theo do, cac thuoc hoac cac thao
diroc gay cam irng cac enzym CYP3A4 se lam giam ~ong do trong mau cua
levonorgestrel, tir do dan den giam hieu qua tranh thai khan cap. MHRA da dua ra
khuyen cao cho cac can bo y te nhu sau:

_Phu nir dang can sir dung bien phap tranh thai khan cap rna da sir dung cac chat
gay cam irng enzym gan trong vong 4 tuan tnroc d6:

+ Tot han het la su dung bien phap tranh thai kh~n cap kh6ng co hormon, vi d~l:
d~mg C~ld~t tlr cung chua dong.

+ Neu phuang an tren kh6ng phai la m¢t Ina chQn, can gap cl6i lieu Clla
levonorgestrel ttf 1,5mg len 3 mg.

- Doi vai cac ph~l nCi'nay, cac can b¢ y te can:
+ Cung cap ttf van ve cac bi~n phap tranh thai lien tl:lc co hi~u quc1cao khong bi

lac dQng boi cac thuoc gay cam ung enzym gan.
+ Tu van hQ tien hanh test thu thai d~ 10(;1itru kha nang mang thai sau khi slr

d\}ng thuoc tranh thai kh~n cap chua 1evonorgestrel.
+ Tu van hQ trong tnrang hQ'p co thai can tham van y kien chuyen gia y te ngay

l~p t(tc.
* Khuyen cao nay clla MHRA xuat phap tu khuyen cao cua Co' quan QU~>ll119

DLfQ'CChau Au VaGngay 01/8/2016.
1.2. Tilllz hillh ca]) so' clang ky ehe'phdm tlzuo'c clu(a Levollorgestrel 6 Vi¢! Nam:
Hi~n nay, 0 Vi~t Nam co 25 thuoc nuac ngoai chua hO(;1tchat Levonorgestrel

ctlfQ'Ccap SDK va 40 thuoc trong nuac chCla hO(;1tchat Levonorgestrel dlfQ'Ccap SDK.

2. Thuoe khang vi rllt hie d<)ng tql'e tiep (DAA) dicu tr~ vicm gan sictl vi C:
1.1. Ct;2pllh(lt thong tin ella cae lllC6'Ctren The' gi6'i:
- Ngay 02/12/2016, Uy ban Danh gia nguy Co' Canh giac dUQ'c(PRAC) CLla CO'

quan Quan 1y DlfQ'CChau Au (EMA) da kh~ng d!nh b~nh nhan dlfQ'Cdieu td vO'i thuoc
khang vi rut tac dOng tr\fc tiep d~ dieu tr! viem gan sieu vi C co th~ co nauy Co' tai hoat
viem gan sieu vi B. PRAC khuyen cao r~mg: truac khi b~t dau dieu trL ~at ca cac ben'h
nhan nen dUQ'c sang 1Qc vi rut viem gan B; nhfrng b¢nh nhan dong nhiem vai vi 'rut

h
v~~m hg~~B va C phai dUQ'cgiam sat va qutm 1y thea cac huang dan dieu tri lam sang
lyn t 0'1. . '-

, hNg~y 16/12/2016, Co' quan Quan 1y DnQ'c Chau Au (EMA) da phe chu~n khllY~'
cao neu tren. en

- Ngay 01/12/2016, sau khi xem xet Co' qua Q? l' Y h'
Canada) da ke't 1u~n nlna co th~ co moi lie ' ._n uan y ,. te Ca~ada (Health
vi B a nhfrng b¢nh nha~ nhiem ca HBV ~;-q~~~n;ldU'anguy Co' t~; ho~t v:~mgan sieu

a ang dugc dleU tq VO'I cac DAA.



Health Canada khuyen cao thong tin an toan cua tat ca cac DAA can cap nhat v~ nguy
CO'nay nhir mot than trong. HO'nmra, mot thong bao cap nhat thong tin se duoc cong
bo rong fai toi ngiroi dan va cac can bo y teo

- Ngay 04/10/2016, CO'quan Quan Iy Diroc va Thirc pham Hoa Ky (US FDA)
dua fa canh bao v~ nguy CO'tai hoat viern gan sieu vi B a nhtrng benh nhan hien tai
hoac tnroc day da bi nhiern HBV va hien dang sir dung cac thuoc DAA d~ dieu tri
viem gan sieu vi C. Trong mot so tnrong hop, viec tai hoat HBV a benh nhan clang dicu
tri voi cac thuoc DAA da dan den cac van d~ nghiern trong v~ gan hcac tir vong.

FDA yeu cau be>sung box canh bao (Boxed Warnings - dang canh bao rnanh
nhat) ve nguy CO'neu tren VaGnhan cac thuoc DAA yeu cau cac can bQ y te sang IQc va
giam sat HBV a tat ca cac b¢nh nhan dang su dvng cac thuoc DAA. Canh bao nay
cung duqc c~p nh~t VaG to' thong tin cho b¢nh nhan ho~c cac huang d~n di~u tri clla
cac thuoc nay.

1.2. Tinlz Izz'nlzcd:rJSO'd(Lng ky cac thuo'c khang vi rIlt tac d¢/lg trz;tc titp (DAA)
di(/u trf vieJ11gan siell vi C:

Hi¢n nay, a Vi¢t Nam co 06 thuoc khang vi rut tac dQng tf\rC tiep (DAA) di~u trj
viem gan sieu vi C nuac ngoai va 01 thuoc trong nuac duqc cap SDK.

C\lC Quan Iy Duqc - BQ Y te se co cong van gui cac dO'n vt dang ky, san xuat
thuoc yeu cau va huang d~n vi¢c c~p nh~t cac thong tin canh bao nay vao nhan va to·
huang d~n suod\lng cua cac thuoc co lien quan.

3. Thuoc chua warfarin:
3.1. C(tp nh(tt thong tin clla cac llltO'C tretl Tht gio'i:
- Trong an ph~m Drug Safety Update ra thang 7 nam 2016, CO'quan QU~lnIy

Duqc ph~m va San ph~m y te Anh (MHRA) co canh bao v~nguy co xay ra chu'ng calci
hoa m<;1chmau va hO';1ittr da lien quan den vi¢c su dvng warfarin.

- MQt cUQc ra soM tren to~m chau Au da duqc thl!c hi¢n gan day d\ra tren nhung
dU'li¢u hi¢n co cho thay vi¢c slr d\ll1g warfarin co th~ gay ra chung calci hoa m';1chme'lu
va hO<;1itlf da (calciphylaxis) vai ty I¢ hiem g~p. Day la mQt tlnh tr';1ngrat nghiem trQng
vai ty l¢ tlr vong cao, thuang duqc ghi nh~n tren b¢nh nhan co b¢nh th~n giai clo<;1ncuoi
ho~c tren nhling b¢nh nhan co cac yeu to nguy co nhu' thieu h\lt protein C ho~c S, tang
phosphat mau; tang calci mau ho~c h';1albumin mau. Cac tnrang hqp calci hoa m~1ch
mau va hO';1ittl' da da duqc bao cao tren b¢nh nhan su d\ll1g warfarin, bao gam ca
nhfrng b¢nh nhan co chuc nang th~n blnh thuang.Ta thong tin san ph~m va to' thong,tin
cho benh nhan cua warfarin se duqc c~p nh~t cac khuyen cao neu tren cling nhu canh
bao b~nh nhan v~ nguy CO'cua chu'ng calci hoa m';1chmau va hO<;1itu da .

.- Nhan thuoc va to' huang d~n su dvng thuoc cho b¢nh nhan Stl'dvng warfarin d~
chrQ'cMHRA c~p nh~t thong tin v~ nguy cO xay ra chUng calci hoa m<;1chmau va h0<;11

tu da. , hA'

_ N a 17/11/2016, Cuc Quan ly Duqc nh~n duqc alert (canh bao) tu H¢A~o~g
. , ,g ~y . (PMAS) 'cua ASEAN thong bao: Cvc Quan ly Duqc Quo~ g1a

glam sat h';lu n:~nthA bao da yeu cau cap nhat cac thong tin m6'i v~ nguy CO'xay ra
(NPCB) M~laysla ong, 'h . tu da'(calciphylaxis) lien quan den vi¢c slr d~l11g
ch(mg calcl hoa m(;1c,hma~ va, Th°(;11A T' dung phu tren m~u nhan tat ca. d.c
warfarin VaGml;1c Canh bao va (;1ntn;mg, ac. .
thuGC chua warfarin. ? ? • A h M- Canad'l

- Tra cuu thong tin t.(;1i~ac nhan th_u0c,d~ d~r~~ ~~a~~ ~~O'c;han r;<;1ia md-~
nguy cO' xay ra chUng calcl hoa m(;1chmau va 0(;11 .



,
"Chua r6 tan suat xay ra phan ling". Ngoai ra, nhan thuoc tai Phap, Australia chua
duoc cap nhat thong tin ve nguy co nay. Co so dtr lieu ella T6 chirc Y te the gioi
(vVHO) ve phan ling c6 hai (Vigilize) da ghi nhan 212 bao cao ve chirng calci h6a
mach mau va hoai tir da trong tong so 60.788 bao cao phan irng c6 hai lien quan den
warfarin trong giai dean til 01/01/2005 - 28/02/2017.

3.2. Tinh hinli cap so' clang ky cac thuoc chua Warfarin:
- Hien nay, a Viet Nam c6 02 thuoc nuoc ngoai va 07 thuoc trong nucc chua

hoat chat Warfarin duoc cap SDK.
C~lCQuan ly DUQ'e- Be?Y te se c6 cong van giri cac don vi dang ky, san xuat

rhuoc yeu cau va huang dan vice cap nhat cac thong tin canh bao nay vao nhan va to'
huang dan sir dung cua cac thuoc e6 lien quan.


