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V/v c{p nh4t th6ng tin hudng din sri

dgng d6i voi thu6c chria citicolin dung
tludng ti6m

Kinh grii:

- Sd Y tii c6c tinh, thdnh ph6 truc thuQc trung uong;
- Cdc bQnh vi€n, viQn c6 giuong bQnh trgc thu6c 86 Y t6;

- C6c c6ng ty ddng kf, sAn xu6t thu6c lrru hdnh tai Vi€t Nam.

OO thiing nn6t ve chi tlinh ctng nhu huong din su dgng cria thu6c chua
citicolin dirng dudng ti€m, cdn cir k6t lu4n crla HQi d6ng Tu ,16, 

"6p 
giAy deng kj

luu hdnh thu5c, nguy6n liQu ldm thu6c - Bd Y t€; nhim dim bio muc ti6u su dung
thui5c hqp l1f, an toan vd hiQu qu6, Cuc Quan lj Duoc th6ng b6o nhu sau:

I. S& Y t6 c6c tinh, thinh ph5 trgc thuQc trung ucrng vir c6c BQnh viQn,
ViQn c6 giudng bQnh trrpc thuQc BQ Y t6:

Th6ng b6o cho c5c co sd khrim chta bQnh, c6c don vi kinh doanh duoc
phAm tr€n dia bdn th6ng tin v6 vigc c4p nh4t th6ng tin huong d6n sir dqng Otii vOi

thu6c chria citicolin ding duong ti6m; d6ng thoi teng---cudng thpc hi6n vi6c theo

ddi t6c dung kh6ng mong mu6n cria thu6c trong qu6 trinh sri dung vd luu
gui brio crio ADR (n6u c6) vC Trung t6m Qu6c gia vC th6ng tin thu6c vd

phin rlmg c6 h4i crira thu6c (13-15 LA Thdnh T6ng, Hd NOi) hoicT

cONG HoA xA HOr cHt NGHIA vrDr NAM
DQc lap - TU do - Hanh phric

Hd N1i, ngdy /3 thdng 11i nam 2017

H6vuc vd th6ng tin thu5c vd theo d6i phAn fng c6 h4i cua thuiic TP.
(2018 Nguy6n Chi Thanh, Quan 5, TP. H6 Chi Minh).

II. Cic co s& tling kf luu hirnh thuiic t3i ViQt Nam:

1. Ddi vdi cdc thudc chira citicolin ding itudng tiim itd itnqc cdp phip
Iru hdnh ffin th! trrdng

1.1. Trong vdng 03 th6ng k6 tu ngdy ky c6ng vin niry, y€u ciu co sd ddng

kj thu6c thyc hiQn viQc cqp nhat, b6 sung th6ng tin trong my:c Chi itlnh, Liiu
ding vd cdch dilng, Cdnh bdo vd thQn lrgng, Ttic dgng khing mong muin ff€,n

nhdn, td huong d6n su dung thu5c c6c nQi dung theo Phg luc dinh kdm c6ng vin
niry.

1.2. Hinh thuc c4p nh{t: Co sd ddng kli thu5c thpc hiQn vi€c tq cflp nhAt

theo quy dlnh Khodn 4 Di€u 9 Th6ng tu si: qqnOtqrct-BYT ngdy 2511112014 cia
B9 Y t6 quy <tfnh viec ddng klf thui5c.

2. Ddi vfi c6c hd so tling kf thuiic chfra citicolin ding tlu]ng tiGm

tlang chd x6t duyQt tai Cgc Quin lf Dugc:



Cuc Quin lj Duqc chi xem x6t trinh HQi ddng tu vAn c6p s6 dang kf sau

khi co sd tldng kj thu6c nQp tdi lieu cap nh4t, b6 sung nQi dung mUc Chi dinh,

Li6u dirng vd c6ch dtrng, Cdrnh b6o vd thfln trgng, T6c dgng kh6ng mong mu5n

theo Phr,r lgc dinh kdm c6ng vdn niry vdo c6c phin c6 li6n quan cria hd so vd duoc

thAm dinh d4t y€u cAu.

Cgc Qu6n lj Dugc th6ng brlo d6 c6c tlon vi bitit vd thuc hien ./.
Noi nhfn: KT. CUC TRIJONG

- Nhu tr6n;
- BT. Nguy6n Thi Kim ri6n (d6 b/c);
- TT. Truong Qu6c Cuong (dC b/c);
- C6c Ph6 Cuc trudng Cuc QLD;
- Cpc QLKCB, Thanh tra BYT (dO ph6i hqp);
- T6ng Cpc Hdi quan - B0 TC;
- Cuc QuAn Y - BQP; Cqc Y t€ - BCA; Cpc Y tO

Giao Th6ng vin tii - B0 GTVT;
- BHXH Viet Nam;
- T6ng c6ng ty Duoc ViQt Nam - C6ng ty c6 phAn;

- Trung tdm DI & ADR Qudc gia;
- B0 m6n Duqc ly - Trudng DH Y Hd N0i;
- C6c chuy€n gia thdm dinh h6 so ddng k;i thu6c;
- Phdng QLKDD, Phdng QLTTQC (dC thuc hiQn);
- Website Cuc QLD; TC Dugc&MP;
- Luu VT, DKT (LA).

r6t o4t



eo y rE cONc uol xA u0r csu Ncsia vr0r: Navr
CUC QuaN !Y DUOC DOc lap - Tu do - Hanh phtic

PHU LUC

C6c nQi dung thay aay U6 sung tt6i vcri thu5c chrira citicolin dirng tlulng ti6m
(Dinh kdm theo c6ng vdn sAllWt)tO-or ncAy fih4lfll?C4c Quan It Duqc)

[Di5i v6i tdt cit c6c thu5c chria citicolin ding du]ng ti6m, thdng tin tr€n nh6n thu5c
vd td hu6ng din sri dgng y€u ciu thay d6i n6i dung c6c mgc Chi dinh, Li6u dirng

vd c6ch dtrng theo dring c6c th6ng tin duo.c cung c6p du6i ddy vd y6u cAu sria tl6i
(bri sung ho4c chinh sria) nQi dung c6c mUc Cdnh b6o vd thin trgng, T6c dgng

kh6ng mong muiin d6 phan 6nh diy dir c6c th6ng tin .rng c6p du6i diyl

I. Chi itlnh
Giai do4n c6p cria ch6n thuong sg n5o kdm r6i lo4n tri gi6c o ngudi lon.

2. Liiu ding vd cdch ding
Li6u luqng trung binh 500 - 750 mg trong 24 gid.

Thu6c tlugc dirng qua duong ti6m bip hoac ti6m truydn tinh m4ch. Tuy nhi6n,

dudng ti6m truydn tinh m4ch tlugc uu ti€n st dqng hon so vdi dudng ti6m bip.
Trong trudng hqp ti6m tinh m4ch, tiic d0 ti6m phdi chqm (3-5 phft tuy thuQc li€u).

Trong trudng hqp truyCn tinh m4ch, tiic dQ truy6n phii tt 40 - 60 gigt/phrit.

3. Cdnh bdo vd th$n trgng

t...1

Trong trudng hqp chiy m6u nQi sg *uAt hipn dQt ngQt vd dai ding, li6u khuy6n c6o

kh6ng vugt qu6 1000 mg m5i ngdry vi cin truydn vdi t6c dQ truydn r6t cham (30

giet/phtt).

t...1

4. Ttic dltng khilng mong mudn

t...1

Dd c6 b6o c6o vA hign tugng kich thich c6 hOi phgc.

t...1


