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V Iv cung d.p thOng tin lien quan dtln tinh
an toan cua thu6c chua hO(lt ch&t
paracetamol d(lOggiai phong co bitln d6i

CONG HOA XA HOI CHl) NGHiA VIET NAM• • I •
DQc I~p - TI}' do '!-. Hl,lnh phuc

Binh Phuac, ngay)J-thiing 04 nam 2018

Kinh gt'ri: - Cac ca sa y t~ cong I~p va ngoai cong I~p trong tinh.

• 'I
Thl,Ic hi~n Cong van so 5407/QLD-TT ngay 29/03/2018 cua Cl,lc Quim I;'

Duqc - Bi) ~ t~ vS vi~c cung dp thong tin lien 9ua~ d~? tinh an toan cua thu6c
chua ho?t chat paracetamol d?llg giai phong co bien doi (Co cong van gin kem);

NhAm bao dam mvc tieu sir dVng thu6c hqp I;', an tdan va hi~u qua, Sa Y t~
tinh Binh Phuac thong bao cho cac don vi duqc bi~t va triSn khai thl,IChi~n theo
cong van tren.
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/lJt6J.t~ BO Y TE CONG HoA XA HOI CHU NGHTA VI~T NAM
~ CVC QUAN LY DU<;JC DQc l(lp. Tl! do - Hl(inh phlic

86.: .5:.7it2.r.:. !QLD-TT. Hd N~i, ngdy .,J,9.. thOng ._..3.... /lam 2018
vIv cung c4p thOng tm hen quan den 'g, lijI ~ I
toun cLIUlhu6c chua ho~l cha"t parac ldi QLTE T NH SiNH PHlJOC

d~ng giai ph6ng bi~n d6i K S6 tJt1!J .
Kinh giri: DEN Ngay.OJ./!:lHt

- Sa Y t~ ~R-~dhlmh ph6 tn,rc th ~c Trung uong;
_ cac b~n ,~lerfh~i~ii'co'gIifO'i(g"o~{1tr\lc thu~c Be>Y teo

I ~u'LJ a , ••.....
Ngay 28/1 ?J?O 17, H\1i <t6n ky luu hlmh thu6c, nguyen

Ii~u lam thu6c - BI? Y t~ dii hQp xet duy~t dqt 160 - d6i voi thu6c trang nuac dil
th6ng nhilt c~P nh~l cac thOng tin vt. tinh an tOlm clla: thu6c chua hoat cMit
paracetamol dll-nggiai ph6ng bien d6i. .

f)~dam Mo sir d\mg thu6c an loan, h<;1p19, Cl,1CQuan 19 Du,!c yeu cllll SOY
t~ cac tinh, thanh ph6 tr1!Cthu~c Trung uClng,cac b~nh vi~n, vi?n co giuong b~nh
trgc thU1~CB~ Y te:

1. Themg Mo cho cac cO'sa kham Mnh, chua b~nh. cac cO' sa kinh doanh
duqc tren dia ban cac thOng tin lien quan Mn tinh an toan, hi~u qua clla cac thu6c
chua ho~t cha't paracetamol d~ng giai ph6ng bien d5i duqc ghi trong Phl) l\lc "qp
nMt thOng tin lien quan Mn tinh an tolm thu6c" dinh kem trang cOOgvan nay, d6ng
thbi duqc dang tiU lren cong thOng tin di~n tit ella Cl,1CQuan 19 Duqc thea dia chi
http://www.dav.gov.vn trong ml)c "ThOng tin thu6c" dti cae clin bl? y t~ c6 the Ira
cliu, c1}.pnh1}.tthOng tin.

2. Huang dan cac cO'sa kham b~nh. chfra b?nh tren dia b~mt1'ingwang Iheo
dei, pMt hi~n va xu tri cac trubng hqp xay ra philn U'ngco h~i clla cac thu6c neu tren
(neu c6). Gui bao cao philO ung co hll-icua thu6c vt.: Trung Him qu6c gia ve Th6ng
tiutliu6l: va Theo dei phim (rng c6 hll-iclla thu6c (13-15 U Thanh TOng, Qu~n Hoan
Kiem, Ha Nl?i) hoi).cTrung 111mkhu vt;lcve th6ng tin thu6c va theo dei philn ung co
hl!-iclla thuclC TP. H6 Chi Minh (20lB Nguyen Chi Thanh, Qu~n 5, TP. He Chi
Minh).

Cl)c Quan 19 Duqc thOng baa ctecae dClnvi biet va thl)"chi<;n./.

Ndi nhdn: KT. CUC TRUONG. .
_Nhurren;. PH6 CUC TRUONG
.130 tru/mg BOY l€ (de b/e) ; .- ..~
_ale Th(r trU~gBl)Y t~(di!b/e) ; • . .." ..•. ~
_ O!c Quan Iy KMm chua b~nh; , ,""-
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PHl) Ll)C
!; qp nh~tthong tin lien quan den Hnh an to~mella thu6c chua ho~tcMt

jParacetamol d~nggiai pMng bien d6i
j (Drnh kern theo C6ng vlin 56: ?J!.tOf /QLD- IT ngay J.j thang 3 nlim 2018)

I Ngay 01/9/2017, Oy ban danh gia nguy co dnh giae duqe (Pharmacovigilanee
Risk Assessment Committees - PRAC) clla Co quan Qulm Iy Duqc philm CMu Au
(EMA) dii dua ra khuyen cao ve vi~e ngtrng luu hanh paracetamo! d~ng giiH ph6ng
bi~n d6i dang luu hallh tl'en thi truong. Khuyen cao nay dVa tren vi~e xem xet nguy co
d6i voi cac b~nh nhAn do cach giai ph6ng phue tl)P cila thu6c trong co the a cae b~nh
nhan sau khi su dt,mg thu6e qua Mu.

o

i Sau khi nh~n duqc yeu cau ttr Co quan Quan 1y Y te Thl,ly Dien, trong d6 c6 neu
cut van d6 khi xu trf qua li6u m(>tcM phiim pafae~tal1lo! giiii phung bi~n dOi ke tlr khi
d~&e!uu hanh, PRAC da: tien hanh ra soat cae thu6c nay tu thang 7/2016. Oy ban nay
dil'rthgiil cae nghien eau da: e6ng h6 va cae Mo cao qua licu eila cae IOljithu6c tren,
tham khao y kien cac chuyen gia trong xit trf ng,> dOc va danh gia xu trf khi qua Ji~u
paraeetamo! tlji CMu Au va cac nuoc khae Iren the giOi. Ket qua da:chi ra r~ng do cach
paraeetamol trang che phiim giai ph6ng bien dOi duqc giai ph6ng ra trong co the, Ii~u
ptiJp di~u trj qua li6u (d~e bi~t la a li~u cao) thuang dung ap dt,Jng cho cM ph<1mgiiii
ph\Sngngay kh6ng phil hqp. Khi bac si di6u trj kb6ng nfrm duqe b~nh nhan dli su d~lI1g
paraeetamol dljng giili ph6ng bien dOi, dieu nay se anh huang den quyet djnh ehi djnh
thll:6cgiM dOc khi nao va bao Hlu, dan t6'i qua li6u c6 the gay tlin thuO'ng gan nghiem
trQi1gho~e tu vong. Trang nhi~u truang hqp, kh6ng xae djnh duqe vi~c qua lieu
par~cetamol!ien quan Mn che philm ghli ph6ng ngay hay giai ph6ng bien d6i, gay kh6
kh~n cho quy€t djnh ean ap dt,mg !ol:lixu trf nao. PRAC kh6ng xac djnh duqc bi~n
phiip hljll eM t6i da nguy CC1 d6i v6'i cae b~nh nhan ho~c bi~n phap kha thi va tieu
ch~iin hoa de xu trf phil hqp qua lieu paracetamol dljng giai ph6ng bien d6i. Uy ban
nay ket lu~n nguy cc:J khi qua Mu cac thu6c cMa paracetamol dljng giiii ph6ng bien d6i
dll 16'0 han lqi feh ma thu6c dem Ilji. Do v~y, PRAC khuyen cao ngtrng bru Mnh cae
thu6c nay tren !hi truang.

, Tlji Vi~t Nam, c6 01 thu6e ehd'a paracetamol d~g giiii ph6ng bi€n doi duqc elfp
gj{j'ydang ky luu hanh, et,l the: thu6e Tylenol 8 hour do C6ng ty Janssen Cilag san
xu~t, SDK: VN-13737-11, hi~n tlii s6 dang ky nay dli het hi~u lI,rc.Ngay 15/3/2018,
C~6 Qmin Iy Duqc c1iie6 C6ng van s6 4430/QLD-DK th6ng bao tl:lmngung tiep nh~n
vaxet duy~t dan hang nh~p khilu thu6c thanh pham chua c6 s6 dang ky, h6 so dang ky
mai, h6 so dang ky gia hljn; ngung xem xet duy trl hi~u 1vc s6 dang ky d6i voi cae
thu6c chua paracetamol dl)ng giai ph6ng bien dlii ke ca eac dan hang nh~p khau cac
thLl~cchua c6 s6 dang ky, cac h6 sO'dang ky da 119Pl'.Ii CI,ICQuan Iy Duqc tru6'c ngay
ky ban hanh cOng van nay.
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