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V/r' cdp nhht thdng tin huong ,Iin su

dyng dOi vtli thu6c chua phospholipid
d{u ndnh

Kinh gui:

- So Y t6 c6c tinh, thdnh ph6 trr.rc thu6c trung ucmg;

- C6c bQnh vien, viQn c6 giLrimg b6nh truc thuOc l)0 Y te;

- C-'ric cong ty ddng kf, san xuat rhuOc luu hdnh rr:i \/iCt Ni:, ;,

D6 thi5ng ntr6t vd chi dinh, ch6ng chi clinh, Iidu ding vd c6ch cliurg rhur,-:

chria phospholipid dau ndnh, cEn cri k6t luAn c0a IIQi d6ng'l'u v6n cAp gi6y d6ng

kli luu hdnh thu5c, nguy0n li0u ldm thu6c - 116 Y te; nhim ddm bao rnr,rc tieu srr

dung thu6c hqp ly, an toen vd hieu qua, Cpc Quan Ij [)uoc th6ng biio nhu r;uLr:

I. E5i v6,i S& Y t6 cic tinh, thinh phd trg'c thuQc trung u.rrng i,t) c:,r
Bfnh viQn, Vi$n c6 giud'ng bQnh trg'c thuOc IjO Y tC:

l. 'fh6ng brio cho c6c co so kh6m chira bCnh, c6c don vi kinh doanh duoc
phdm tr6n dia bdn th6ng tin v0 viQc c4p nhgt th6ng tin hudng d6n sLL ciung a6i vOi

thu6c chira phospholipid d{u ndnh; dOng thoi ting cu<rng rh;rc hi(n ri"rc lhco d.li
t6c dr,rng kh6ng mong mu6n cua thu6c trong quA rrinh su dpng vii iLrir ir:.r,rlr: 1L,l
b6o c6o ADR (n6u c6) v6'l'rung tam qu6c gia r'0 thOng tin tl.ruOc i,r, ,irrr, tiiri nlLi.,r

ung c6 hqi cua thu6c (13-15 l.O Thrinh \'ong, tt() Ni/,i) holc'l'rung tAlr khu vuc r'u:--
thong tin thu6c vd theo d6i phAn tmg c6 hai cua rhudc'l'P. H6 Chi Minh (20 lll
Nguy6n Chi l'hanh, Quan 5, 1'P. I 16 Chi Minh;.

2. 'l'heo d6i, gi6m siit cAc don r,,i .un xuAt, kinlt ck;,ar,tr L)ruii; ;ir,r:r
phospholipid dau ndnh, dac bi0t ld c6c doanh nghiep cung [rng thirrr grrt; o,,i1[ r.r,.:r
d€ sau 06 th6ng k6 tir ngdy kj c6ng vdn nay, r.'icc kc .lun, su' J,,,ng rhu.,. phiii rLr..r

thu hodn todn theo chi dinh, chdng chi dinh, 1i0u ding vd c6ch dirng di c6p nh6t
theo c6ng vin niry.

II. D6i vfi cic co stl,dnng kf lu.u hirnh rhu6c tiri Vigt Nam:
l, Eiii vtiti cric thudc chfta phospholipid dAu ndnh dd du.4tt...,i1t ltltip ttr.,

hdnh tr€n th! trrdng:
l.l. 'l'rong vong 06 th6ng kd rir ngriy k1i c6ng v6n ndy, y€u cAu c' so cring

kj thu6c thuc hien vi0c c{p nhdt, b, sung rhdng rin rrong muc c}r rtinh, ch6t:11;
chi dlnh, Liiu tting vit ctich ding ten nhdn, rrr hurine dAn si1 clun,r :1,:r,,r :r., r, ,:

dung theo Phu h,rc dinh kdm c6ng v6n ndy.
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I .1.. I Iinh thrrc cAp nhAt: Ccr scr dang ky thu6c tf,u. ni6n vibc tu cfp nhAt

tlrco c1r.ry dinh Khoan 4 Dicu 9'l'hong tu s6 4412014/1'1'-BYT ngdy 2511112014 cua

flql Y t6 quy dinh vi6c dang ky thu6c.

2, DOi vti'i ctic hi so'ddng kj, thuiic chrt'o phospholipict d$u ndnh dong

chi'.rdt dtty81 tui Cuc Quiirt l.v Du'o'c:
rlrrc QuAn ly I)r,rcrc chi xcm x6t cAp gi6y dAng ky luu hinh thu6c sau khi co

,i
sr'' rlrirri_t kj' thu6c nop tai licu cAp nh{t, bo sung nQi dung muc Chi dinh, Ch6ng chi

clinh, Li0u dung vd c6ch dung thco Phq luc dinh kcm c6ng vdn ndy vdo c6c phAn

co li6n quan cua ho so'va duo'c thAm dinh dpt ycu cAu.
()Lrc Qudrn ly I)ucrc th6rrg bao d6 c6c dcrn vl bi6t vd thqc hien ./.

f\ioi nh$n:
- \ltrr trCn;

- Ii-l', Nguy6n'fh! Kinr Ti6n (dC b/c);
- J"l'. 'l'ru'ong 

Qu6c Cuo'ng (dC b/c):
- Cl'. Vri 1'uAn Cuo'ng (d6 b/c);
- Cic I'hri Cr,rc tru'6'ng Cyc QLD; 

"- Crrc r)l.KCt].'l'hanh tra IiY'l'(d6 phoi ho-p);

- I'orii: ('uc I{ai quan - t}0'l'C;
- ( rrc QrrAn Y - tlQI': ('uc Y ti I](lA; Cuc Y t6
(iiao Ihorrg vArt tai - Ilo (i'l'V'l':
- SY'l'cAc tinh, l'P trrrc thuQc 'l'W;

- ViQn, tlV co giuong b6nh trrgc thu6c BYI';
- BI IXH Vi6t Nam;
-'l'6rrgr c6ng ty Duoc Vi6t Nam - C'l'Ct';
- C-iic r:huy0n gia thAnr dinh ho so clang ky thu6c;
- I)hrirru QLKDD. Phong QL'f'l'QC (dC thUc hien);
- \\'cbsitc Ouc QLI): l'C I)u'oc&MI':
- [.uu V'l', DK'l (LA).
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CUC QlaN-Lf DUOC oQ{4p: t'U!!-,!I4!h pLLit

PHV LUC

Cric nQi dung thay a6V nii sung tl5i v6'i thu6c ch['a phospholipid tlflu n]rnh
(Dinh kim theo cong van s,i15.|..../Q\.D-DK ngirl,l@T19 ctia (;uc. Qttitrt l! Drnc)

[D6i vdi tdtcdcic thu6c chua phospholipid d6u ndnh, th6ng tin trcn riirdn thuoc vri

td huong din sir dgng yeu ciu thay Otii nQi dung c6c mirc Chi d!nh, Ch6ng chr

<linh, Li6u dirng vir c6ch dung thco dirng cdc thdng tin duoc cung cAp dudi c16yl

l. Chi illnh:
CAi thiQn c6c triQu chung bQnh l;i gan nhu ch6n 6n, dau hir suin phii. tt)rr

thuong gan do nhiSm d6c vd vi6m gan.

2. Ching chi itlnh:
: ,,

Qu6 m6n v6i protcin d{u ndnh, dqu l?c hodc bAt kj, thdnh phirn natr cua

thu6c.

3. Liiu ding vd ctich dingt
e Nguoi lon: 1800 mg/ngdy chia 2 3 larr.

r NGn u6ng thu6c cing bfta 6n.

r Kh6ng n6n su dgng thu6c ndy cho tri crn duoi lil tudi do chua duoc nghiOn

ciru diy dt.


