
UBND THANH PFIO HAI PHONG 	CONG HOA XA HOI CHO NGHIA VIET NAM 

SO' Y rrE 	 Di)c 14'p - Tty do - 1-14nh pink 

sts: 7,26 /SYT-NVD 	 Hai Phong, ngay 05-thang 4 nam 2018 

V/v cung cap thong tin lien quan d'L tinh 

an toan cua thu6c chda hoat chAt 
paracetamol clang giai phong bin doi 

Kinh 

- Cac ca so.  kham, china benh trong va ngoai nganh, 

- Cac ca so.  kinh doanh dugc. 

Thgc hilen con g van s6 5407/QLD-DK ngdy 29/3/2018 cua Cuc Quan ly 

Dugc - Bo Y to ve viec cung ca p thong tin lien pan dn tinh an toan 	thu6c 

china hog chL paracetamol clang giai phong bi6n cl6i; 

D6 dam bao six dung thu6c an toan, hop 1)'T va hien qua, SO' Y t6 yeu can 

cac dan vi: 

1. Ca nhjt cac thong tin 	quan d6n tinh an toan, h*T qua cua cac 

thu6c chda hoat chat paracetamol dang giai phong bin 	clucyc hi trong Phu 

lye "Cap nh;at thong tin lien quan den tinh an toan thu6c" Binh kern Cong van 

nay, (16ng theyi dugc clang tai tren con g thong tin 	ua Cvc Quan Ducyc 

theo dia chi http://www.day.gov.vn  trong muc "Thong tin thu6c". 

2. Tang cueyng theo clOi, phat h*-1 va 	tri cac truong hop xay ra phan 

do g CO 	cua cac thu6c neu ten (n6u c6). Gfri bao cao phan dng CO hai cua 

thu6c 	Trung tam Qu6c gia v'e thong tin thu6c va theo 	phan dng co hai 

cua thu6c(13-15 Le Thanh Tong, Ha N0i). 

SO' Y to thong bao de cac clan vi biet va thqc 

Noi nhijn: 
- Nhu tren; 
- GD SYT Pharn Thu Xanh; 
- PGD SYT NguyL TiL San; 
- NVY;,  
- VP (de clang tai len ang TTDT SYT); 
- Luu: VT, NVD. 
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Nguyjn Tien So'n 



PHU LVC . 
C4p nh:at thOng tin lien quan ten tinh an town cua thu6c chtia hot chat 

paracetamol dang gini phong bi6n (161 

(Dinh kern Con van so 4-2tilSYT-NVD ngay 0(/4/2018 dia SO.  Y ) 

Ngay 01/9/2017, Uy ban clanh gia nguy co canh giac dugc (Pharinacovigilance 
Risk Assessment Committees - PRAC) dm Coquan Quan Dug phetm C.hau Au 
(EMA) da_idtta. ra khuye'n cao ve v* neing luu hanh. paracetamol dang giai phOng 
bien cl6i clang lu'u 	tren thi trOng.. K.huy6n cao n431 chya tren 	xem xet nguy co 
d6i vdi cac b'e'nh nhan do each giai phong plait tap cna thuC5c trong co thd o cac Wh. 
nhan sau khi sir dung thu6c qua 

Sau khi nhan dugc yeti cAu ar Co quan Quan 19 Y to Ting Didn, trong do co n6u 
cac vain c16 khi xlx tri qua lieu mot chi' phA.m paracetamol giai phong bi6n d6i kd tiT 

dtrqc 	hanh, PRAC_cla.tie'n hanh. so& cac thu6c nay th than 7/2016. ty ban nay 
cidnh gia cac nghien cdu da cOng b( 	bao cao gal 	c6a .cac loci thu6c tren, 
tharn khao ki6n cac chuyen gia trdag 	ngC.,) clOsc va dank 	xit tr.f. khi qua lieu 
paracetamol t.i -Chau Au va cac nu'oc khac tren the giai. al qua cia chi ra rng do each 
paracetamol trong the phdm giai phOng bin d6i dugc gi.Ai phOng ra trong co thd„ lieu 
phap di6u tri qua li6u.(c14c b* la .6 lieu. cao) thu'Ong Sing dp acing cho ch6 ph ' 171. giai 
phong .n.g4y khOng phi) hgp. Khi bac si didu tri khOng ndm dugc b4.h nhan da sir dung 
paracetamol. dang giai phOng bi6n dbi, di6u nay se An.h huong cl6n quy& ctinh chi clink 
thu6c giai clOc khi nao va bao lau, cidn tai qua li.6u có thd .gay tdn thuong gan nghieni 
trong hoac tir vong. Trong nhi6u truang hap, khOng xgc Binh dLrgc v* qua li6u 
paracetamol lien quan clEn 	 phOng ngay hay 	phong hien cldi, gay k.1-16 
khan cho quy& dinh can ap dung loaf xir tri nao. PRAC khOng xdc clinh dagc bin 
phap ban c1-16 toi da nguy co d6i v.efi cac 1*1.11 nhan hoac bien phap khai thi va tieu 
chuL boa cle xtr tri phi hap qua 1.t6u paracetamol .4ng 	phong bi6n 	Uy ban 
nay ke't Juan nguy co' khiqua li6u cac .thu6c chtia paracetamol dang giai phOng bi6n doi 
(1.5 tan hun 10 Ich ma thu6c dem iai. Do .vy, PRAC khuye'n cao ngirng 	hanh cac 
thu6c nay tren th.i trubng. 

Tai Vi4 Nam, co 01 thu6c cfnia paracetamol dang .giai phOng biEn doi dugc cgp 
gigy clang k1 lu'u hanh, cu . thd: thu6c Tylenol 8 hour do COng ty Janssen Cilag san 
xu6t, SDK: VN-13737-11, bien tai s6 dang k1 nay d.a h6t hie:u 	Ngay 15/3/2018, 
Cuc Quan 1/ -Duqc d có COng van 8.6 4430/QLD-DK thong bao tam -neing ti6p nh4). 
Ufa xet duy4 don. hang nI4p Id& thu6c thanh ph 1n chug. có -s(5 dang k9, h6 so clang k9 
mai, 116 so clang k9 gia bp; nOng x.em xet duy tri hieu. hrc s6 clang )q cl6i va.i cac 
thu6c chd.aparacetamol dang 	phong bi6n 	ca cac don hang n1-4 	cac 
thu6c chua co s6. clang 14., cac 116 so clang 147 da nOp t4i Cvc Quan 1-2 Dugc truck ngay 
k9 ban hanh cOng van nay. 
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