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S6: 6 	/QLD-DK 
V/v Cap nha-t canh bao nguy co phan 
img phu nghiem tr9ng tren da cua 
thu6c club hoat chgt paracetamol 

- So. Y to cac tinh, thanh ph6 trgc thu6c trung uang; 
- Cac b6nh vien, vien co gitrong b61-111 trirc thu6c B6 Y te; 
- Cac cong ty dang Ic)%, san xuat thuoc ltru hanh tai Vi6t Nam. 

Ngay 01/08/2013, Ca quan quan ly dugc va thgc phdrn Hoa 1(7 (FDA) da ra 
canh bao lien quan den tinh an toan cua cac thuoc c6 chira hoat chat paracetamol 
(acetaminophen hay N-acetyl-paraminophenol) sau khi phan,  tich 	li6u 	h6 
thong bao cao phan irng c6 hai 	thuoc va danh gia cac bang chirng khoa hoc 
lien quan. Nhang thuoc nay c6 the gay cac phan irng phv nghiem tr9ng tren da 
mac du ti 16 mac phai la khong cao. Theo FDA, nhtrng phan irng phv nghiem trgng 
nay bao gom h6i chirng Steven-Jonhson (SJS), h'gi chimg hoai tir da nhiim d6c 
(TEN - toxic epidermal necrolysis) hay h6i chirng Lyell, h6i chirng ngoai ban mvn 
mu toan than cap tinh (AGEP - acute generalized exanthematous pustulosis). B6nh 
nhan c6 the gap nhang tac dung phi nay bat cir luc nao, bao 

sot, 
ca nhang 

ngued lan dau tien sir dung paracetamol. M6t so loci thuoc ha sot, giam dau khac 
nhu cac thu6c chong viem khong steroid (NSAIDs) ding da dugc biet c6 gay ra 
nhting tac dung phv tren da. 

, Can cir ket luan 	I-I6i long to van caps6 clang 	ltru hanh thuoc - 136 Y to 
doi voi thuoc chira boat chat paracetamol; nham darn bao mvc tieu sir dung thuoc 
hgp VT, an toan va hi6u qua, Cvc Quan 132 Dugc yeu cau: 

I. DOi WA So' Y te cac tinh, thanh phO trtrc thuOc trung trung va cac 
Benh vien, Vien co given benh triyc thuOc BO Y te: 

, 1. Cap nhat cho,  cac dan vi kham, china b6nh, cac don vi kinh doanh dugc 
pham tren dia ban biet de tang cuong vi6c theo doi, xir tri doi voi cac truerng hgp 
phan irng phv nghiem tr9ng tren da cua thuoc chira hoat chat paracetamol, bao 
g6m: 

1.1. Nhan thirc ve nguy ca co the xay ra cac phan irng da nghiem tr9ng c6 the 
dan tgi tit vong khi sir dung paracetamol. 

1.2. Canh bao cho b6nh nhan nhan biet ve cac dau hi6u cua phan img tren da 
nghiem trgng neu tai diem 1.2 mvc II cong van nay. 

1.3. Bat 1(T b6nh nhan khi ,phat hi6n cac phan irng tren da nghiem tr9ng hoc 
cac tac dung khOng mong muon khac khi sir dung paracetamol can dimg thuoc 
ngay, tim thuoc ha sot giam dau khac thay the. Nhirng nguai da tirng bi cac phan 
irng tren da nghiem tr9ng do paracetamol gay ra thi khong dugc dung thuoc tro lai 
va den khi kham china b6nh can phai bao cho nhan vien y te biet ve van de nay. 

Kinh 
71,1H. 



2. Tang cueyng thgc hien viec theo dOi tac dung khong mong mu6n cua thu6c 
trong qua trinh sic dung va,hru hanh, gdi bao cao ADR (neu co) ye,  Trung tam 
QuOc gia 	thong tin thuOc ya theo 	'lan 	co hai 	thuOc (13-15 Le 
Thanh TOng, Ha N6i) hoac Trung tam khu ykrc ye thong tin thulic ya theo doi 
phan &rig có h4i cua thuOc TP. HO Chi Minh (201B Nguyen Chi Thanh, Quan 
5, TP. H6.Chi Minh). 

II. 1:16'i 	cac ding ty dang k 'y, san xuat: 

I. Dai v 	thuac chira boat chat paracetamol a dwirc cap phep ltru 
hanh tren thi trtrong: Trong vong 03 thang ke tir ngay kY,  cong van nay, yeu cau 
cong ty dang 14, nha san xuat thvc hien viec: 

1.1. Cap nhat, b6 sung vao muc "Th4n ,trung ya canh bac, d4c 	khi sir 
dung thuOc" trong tey huang dan sir dung thuOc cac not dung sau: 

Bac si can canh bao benh nhan ve cac clau hi'eu cUa phan img tren da nghiem 
tr9ng nhu h6i chirng Steven-Jonhson (SJS), h6i chirng hoai tir da nhiem d6c 
(TEN) hay h6i chirng Lyell, h6i chirng ngoai ban mun mu town than cap tinh 
(AGEP). 

,1.2. Cap nhat, bO sung vao muc "Nhirng dien can th4n 	khi dung 
thuoc" trong to thong tin cho b'enh nhan cac n6i dung sau: 

1.2.1. Phan img phu nghiem trong teen da mac du ti le mac phai la khong cao 
nhung nghiem tr9ng, tham chi de dgatinh mang bao gom h6i chirng Steven-
Jonhson (SJS), roi chimg hoai tir da nhiem d6c: toxic epidermal necrolysis (TEN) 
hay h'6i chirng Lyell, h6i chirng ngoai ban mun mu town than cap tinh: acute 
generalized exanthematous pustulosis (AGEP). 

1.2.2. Trieu chirng cua cac h6i chirng neu ten dugc mo to nhu sau: 

- H6i chimg Steven-Jonhson (SJS): la di irng thu6c the bong nuac, b9ng nuac 
khu trir a quanh cac ,hOc tir nhien: mat, mai;  mieng, tai, 	phan sinh duc va h'au 
mon. Ngoai ra c6 the kern sot cao, viem phoi, roir  loan,chirc nang gan than. Chan 
doan h6i chirng Steven-Jonhson (SJS) khi c6 it nhat 2 hoc tir nhien bi ton thuang. 

- H6i chirng hoai tir da nhiem cr6c (TEN): la the di img thu6c nang nhAt, g6m: 

+ Cac ton thuang da clang Cy da: ban dan,g sai, ban clang tinh hong nhiet, hong 
ban hoac cac b9ng nuac bung nhimg, cac ton throng nhanh ch6ng lan tea khap 
nguei, 

+ T6n thuang niem mac mat: viem giac mac, viem k& mac mu, loet giac 
mac. 

+ T6n thuang niem mac dugng tieu hoa: viem 'Meng, trot niem mac mieng, 
loet hau, hong thgc quan, da day, runt; 

+ T6n thuang niem mac duerng sinh duc, tiet nieu. 

+ Ngoai ra con c6 cac trieu chirng toan than tram tr9ng nhu sot, xuAt huyk 
dueyng tieu h6a, viem phOi, viem cau than, viem gan... ty le tir vong cao 15-30%. 



- H9i chirng ngoai ban mun mu town than cap tinh (AGEP): mun mu vo trung 
nhO phat sinh tren nen hong ban lan rgng. Ton thucmg thuong xuat hien g cac nep 
gap nhu nach, jDen va mat, sau dO co the,lan 1.911g toan than. Trieu chi:mg town than 
thugng có la sot, xet nghiem mau bach cau mui trung tinh tang cao. 

1.2.3. Khi phat hien nhang d'au hieu phat ban tren da d'au ti'en hoac bat k-S7dAti 
hieu phan ung qua man nao khac, benh nhan can phai ngirng sir dung thuoc. 
Ngueri da timg bi cac, phan irng ten 	nghiem trgng do paracetamol gay ra thi 
khOng dugc dung thuoC,tref va khi den kham chila benh can phai thong bao cho 
nhan vien y to Het ye van de nay 

1.3. Hinh thirc cap nhat: 

1.3.1. Cac cong ty cap nhdt, bO sung cac thong tin theo quy dinh tai diem 3 
khoan 2 muc II Phu lvc II — Thong tu so 22/2009/TT-BYT ngay 24/11/2009 dm 
Bo Y to quy dinh viec clang ky thuoc va chiu trach nhiem ve cac not dung cap nhat 
theo dung yeu cau tai cong van nay. 

1.3.2. Trugng hop khi cap nhat cac not dung tren có an den cac thay d6i ion 
theo quy dinh tai mix I Phu luc II ciia,Thong tu 22/2009/TT-BYT neu tren, cac 
cong ty phai n9p hO so' dang 14 thay cloi lOn theo dUng quy dinh hien hanh. 

2. Dai 	cac 1io so.  clang ky thuac chin' hoyt chat paracetamol dang cho' 
xet duy'et tyi Cuc Quail lf; Dtrvc: 

Cuc Quan 1)"7 Dirge chi xem xet cap so clang 14 sau khi cong ty ngp tai lieu 
cap nhat, 1DO sung not dung cac .muc nhu da neu tai diem 1.1 va 1.2 muc II cong 
van nay vao cac phan có lien quan cua ho so ya dugc tham dinh dat yeu cau. 

Cuc QuanliDugc thong bao de cac don vi biet va thgc 

Noi nhOn: 
- Nhu tren; 
- BT. Nguy8n Thi Kim Ti6n (de' b/c); 
- CT. Truong Quoc Cuong (dd b/c); 
- Cuc QLKCB, Thanh tra BYT (de ph6i hop); 
- T6ng cong ty Dugc VN; 
- Cuc Quan Y — BO QP; Cuc Y t6 — BO CA; Cuc Y t6 GTVT —

BO GTVT; 
- Bao him XHVN; 
- TI' DI & ADR Qu6c gia; TT DI & ADR KV (BV Chg Ray); 
- Cuc QLD: Phong QLTTQC, QLKDD, QLCL thu6c; Tap chi 

Dugc & MP; Van pilot-1g Cuc (de dang tai Website); 
- Luu VT, DKT (2b). 
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