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'-effquan quan 1y dtroc pharn Phap

1 Kinh gill: - Sa Y te cac tinh, thanh phd tnrc thuoc Trung uang;
- Cac Benh vien, Vien co giirong benh tnrc thuoc B¢ Y te,

Ngay 19/01/2011 Ca quan quan 1.9 diroc pham Phap (Afssaps) ban hanh
danh muc 59 loai thuoc yeu cau nha san xuat can co ke hoach quan 1.9 nguy ca.

Sau kill tra ciru vathu thap thong tin tit-co quan quan 1.9 diroc cua Phap, C\!C
Quan 1.9 dircc co .9 kien nhu sau:

Day la 59 thuoc thuoc danh muc thuoc dtroc ca quan quan 1.9 Phap theo doi
dac biet vi 10 ngai tac dung phu va yeu cau nha san xuat can co ke' hoach quan 19,
nguy ca. Ke hoach quan 1.9 nguy co la mot heat dong mang tinh dir phong chu
dong trong canh giac duoc, hien dang diroc trien khai tairnot so mroc co he thong
canh giacduoc phat trien, nhu Phap va cac mroc Chau Au. Hoat dong nay mang
tinh thirong quy doi hoi su phoi h9'P cua nhieu ben lien quan, gorn Co quan quan 1.9
nha mroc v~ duoc, cac Trung tam va don vi canh giac duoc, cac Hang duoc pharn
va cac can bo y te.

Theo y kien cua Trung tam quoc gia ve thong tin thuoc va theo doi ADR:
mot thuoc nam trang danh rnuc thuoc can quan 1.9 nguy ca la thuoc can duoc hang
diroc pham 111ll .9, theo doi trang qua trinh 111ll hanh, sir dung. Dieu nay khong dong '"
nghia voi viec thuoc do gay nguy hai cho benh nhan, co phan ling co hai nghiern
trong can nit so dang ky hay c~n canh bao cong dong. D~ dua ra cac quyet dinh "-
nhir can nhac 1Q'iIch/nguy co; bo sung than trQn~, chong chi dinh trong tom tat dac
tinh san phAm/to huang dan sir dVn&,gill thu canh baa toi can bo y te va nghiern
trong nhat la rut so dang ky, dinh Chi 111ll hanh va thu hoi khoi thi tnrong, Co quan
quari 1.9 diroc pham can phai co mot qua trinh theo doi, thu thap va phan tich day
du thong tin tir qua trinh theo doi rich Cl!Cnay thong qua ke hoach quan 1.9 nguy ca.

Do vay d~ dam bao an toan cho nguoi sir dung thuoc, Cue Quan 1.9 duoc yeu

eONG HoA xA HOl CHUNGHIA VIET NAM
. DQc l*p - Til do - H~nh phuc . .

na N¢i, ngay 3.0 {hang.o.f-flam 2011

cau:
- Sa Y te cac tinh, thanh pho tnrc thuoc Trung uong, cac benh vien, Vien co

giirong benh tnrc thuoc BQ Y te pho bien thong tin noi tren toi cac ca sa dieu tri
thuoc pham vi quan 1.9 bier va hru .9 trong qua trinh ke don, sir dung cac loai thuoc
trang danh muc noi tren.

- Khuyen cao cho benh nhan than trong, tuan thu dung huang ~an dieu tri
cua bac sy trang qua trinh sir dung cac thuoc thuoc danh muc can kiem soar dac
biet neu tren va thong bao cho bac sy dieu tri ngay khi thay tac dung khong mong
muon cua thuoc d~ co huang xir 1:9 kip thai.

Thong tin ve 59 loai thuoc thuoc danh muc thuoc can kiem soar dac bier cua
Co quan quan 1.9 diroc Phap duoc dinh kern theo cong van nay va dang tai tren
mang cua Cue Quan 1:9 duoc theo dia chi: dav.gov. vn. muc thong tinrhuoc d~ cac
bac sy, duoc sy va can bo y te khac co the tra ciru, cap nhat thong tin.

C\!CQuan 1:9 duoc thong bao d~ cac don vi bier va thuc hi¢nJ
-- .. - KT. Cl}C TRUONG

PHO Cl}C TRUONG
Da ky: Nguy~nVan Thanh

sa Y Tlt DONG TIIAP SAO Y BAN cHiNH

s6:17/SY-SYT
NO'i nhan:
- Cac don vi tIlJC thuoc Nganh y t~
- Cac Cty, DN Duoc,
- BVQDY, BVDK DOMEDIC, Ban BVSKTU
- Cac PYT huyen, thi, TP.
- PNV Duoc, Thanh tra Sa,
- Trang Web Sa
Thong bao khan d~n cac co sa kinh doanh,
str dung thuoc biet d~ thuc hien.
-Liru.



NAM MUOI CHiN THUnC cAN KE HO~CH QUAN LY NGUY CO
THEO CO QUAN QUAN LY DUOC pHAp (AFSSAPS)

(Phu luc kern theo Cdng van sf,JmrTT ngayJt1thang OAnam 2011 cua
C1].C Quan Iy DlfC}'C- BQ Y t~ v~ thong tin 59 thuf,c dU'Q'cCO' quan Quan It DU'Q'cpham Phap yeu du dn theo dfii d~c bi~t do 10

ngai tac dung khdng mong mudn)

Ngay d~
Hoat chat coST trinh k~ Tac dung khdng mong muan ho~c dai nrong benh

T
. Bi~t dU'Q'c Ho~t ch§t

hoach quan nhan dn giam sat ch~t che khi Stf dung Nha san xuit SBK o· Vi~t

ly nguy CO'
Nam

1 Abstral Fentanyl citrat 21109/2009 Nguy co suy ho hap, ha huyet ap va trang thai soc Khong

2 Aclasta Acid 30/05/2008 Phan irng gia cum xuat hien khi truyen tinh mach thuoc Novartis Pharma VN-9323-09
zoledronic, dich Stein AG

,
truyen - Switzerland
5mg/100ml

3 Acomplia Rimonabant 09/08/2007 Roi loan tam than (trieu clnrng tram earn, 10 au, kich thich, Khong
earn giac chong mat, r6i loan gi~e ngu

4 Alii Orlistat 60mg 17/1212009 Khong nen sir dung orlistat eho tre em duoi 18 tuoi, phu Khong
nit co thai, eho con bu, m§n earn voi cac thanh phan cua
thuoc, dang duoc di~u tri bang ciclosporin, warfarin va

I cac thnoc.chong d6ng duong uong khac.
ck co y kien bac si truce khi di~u tri eho benh nhan tieu
duong, dang di~u tri bang amiodaron hoac levothyroxin
hoac thu6c chong dong kinh, benh nhan suy than
Co the lam th~t bai cac lieu phap tranh thai duong uong,
ck can nhac lira chon bien phap tranh thai khac dS dam
bao hieu qua.
Lam giam h~p thu cac vitamin tan trong d~u nen dn b6
sung cac vitamin nay trong thai gian dieu tri

5 Antasol H6n hop oxi va 07/0112010 Nguy co gay liet, tac dung an thk sau, thay d6i dap trng Khong
nito oxit thee tY cac co quan earn thu, ell dong nghich thuong thuong xuat
l~ tuong duong hien tren benh nhan tang thong khi, earn giac chong mat,
v~ s6 mol non va buon non, ao giac, mong mi.



~-- --- -- ._-----

6 I Arcoxia Etoricoxib 12/03/2010 Nguy co bien chirng tang cac bien chirng tim, mach mau Khong
I nao, mach mau ngoai vi lien quan d€n huyet khoi; nguy co30mg&60mg

phu va tang huyet ap lien quan d€n than; nguy co viem
loet va xufit huyet tieu h6a; nguy co thay d6i clnrc nang
than; phan irng ngoai da va phan img phan ve; chong chi
dinh a phu nu c6 thai trong su6t thai ky.

7 Byetta Exenatid 03/04/2008 Tac dung khong muon tren tieu h6a (non, buon non, tieu Khong
chay); nguy co ha dirong huyet; giam ngon mieng; viem
tuy cap; suy than dp tren benh nhan da c6 thay d6i chirc
nang than

8 Celsentri Maraviroc 21109/2009 Nguy co gay t6n thuong gan, thay d6i h~ thong mien dich Khong
v61 kha nang xuat hien bQi nhiem vi khuan, t6 clnrc ac tinh
va cac benh tv mien; nguy co su dung ngoai chi dinh phe
duyet cho tre em va tre vi thanh nien; nguy co thay d6i
kha nang t~p trung; nguy co benh thi€u mau co tim cue ,

bQ; nguy co r6i loan co nhir tieu co van hoac viem co;
nguy co gay nrong tac v61 cac thuoc khac qua trung gian
CYP450; nguy co su dung cho phu nir cho con bu

9 Cervarix Vaccin HPV 6> 16/04/2008 Tac dung khong mong muon duoc ghi nhan trong thtr GlaxoSmithKline QLVX-
ngU'cYi[Types 16, nghiem lam sang sang bao gom: dau d~u, dau co, met moi, - Bi H0342-10
18] phan irng tai vi tri tiern; du lieu hien c6 khong du d~

khuyen cao sir dung thuoc cho phu nu c6 thai

10 Champix Vareniclin 12/02/2008 Tac dung khong mong muon duoc ghi nhan trong thir Khong
tartrat nghiem lam sang bao gom: buon non, dau d~u, ac mong,

mat ngu, Cac nguy co xuat hien sau khi thuoc hru hanh
tren thi tnrong: nh6i mau co tim va c6 y dinh tv ill. Cac
d6i nrong: ngiroi gia> 75 tuoi, tre em < 18 tuoi, phu nu c6

. thai, benh nhan c6 ti~n su benh tim mach, benh ph6i man
tinh t~c nghen hay benh nhan dQng kinh chtra diroc nghien
ciru d~y duo Cling ck theo doi cac phan irng lien quan d€n
cai thuoc la; ck giam lieu tir nr tnroc khi ngirng thuoc d~ \

han ch€ cac tac dung khong muon.



11 Chlorhydrate Buprenorphin 16/04/2007 Cac tac dung khong mong muon tuong tu morphin: dau Khong
de clorohydrat dftu, chong mat, m§t ngu, y€u met, tao bon, non. Cac tac

buprenorphine dung khong mong muon cling diroc ghi nhan trong cac tlnr
nghiem lam sang bao g6m: ha huyet ap tu th~, non va ngu
ga. Khong sir dung chung cling ruou. T6n thuong gan kieu
heat ill t~ bao gan; suy ho h§p de doa tinh mang, trieu
chirng cai thuoc cling da duoc ghi nhan

Cimzia Certolizumab- 14/09/2010 Nguy co nhiem khuan bao gem ca lac va cac nhiem trung
\

12 Khong
pegol ca hoi xam l§.n khac; phan irng phan v~. Nguy co lien

quan d~n lICche TNF: xu§t hien t6 ChlICac tinh; di san my
xuong, heat hoa viern gan B tiem k; nguy co chay mau
nang d~c biet la chay mau ill cung

13 Cymbalta Duloxetin 30101/2008 Nguy co r6i loan tieu hoa (buon non, kho mieng, tao bon), Khong
30mg& 60mg m§t ngu, dim giac chong mat, ngu ga, tang tiet m6 hoi,

giam earn giac ngon mieng. Nguy co t6n thuong gan kieu
hoai tir t~ bao, nguy co hQi clnrng Stenvens - Johnson
cling da duoc ghi nhan trogn qua trinh hru hanh thuoc,

14 Effentora Fentanyl citrat 16/02/2010 Nguy co lIC ch~ ho hap, lIC che tu:ln hoan, ha huyet ap va Khong
trang thai s6c. C:ln than trong tien hanh do li~u cho cac
benh nhan co benh phoi man tinh t~c nghen mac kern, cac
benh nhan dang co suy ho h§p, cac benh nhan tang huyet
ap, tang ap lire nQi so va hon me), nguy co su dung thuoc
ngoai chi dinh diroc phe duyet (tre em < 18 tu6i, benh
nhan khong phai la b~nh nhan ung thu); nguy co qua lieu
va cac sai s6t lien quan d€n su dung thuoc khac.

15 Efient Prasugrel 1110212010 Nguy co chay mau, thieu mau Khong
hydrochlorid

16 Ellaone Ulipristal acetat 28/0112010 Cac tac dung khong mong muon chinh diroc ghi nhan Khong
trong thir nghiem lam sang: dau dftu, buon non, dau vung
thuong vi. Chong chi dinh cho phl,l,nil co ,thai hoac nghi
ngo dang co thai. Nguy co tang huyet ap, ton thirong gan;
r6i loan kinh nguyet; hQi chtrng buong tnrng da nang

17 Entonox H6n hop oxi va 07/0112010 Nguy co gay liet, tac dung an than sau, thay d6i dip img Khong
nito oxit thee tY cac co quan earn thu, cir dQng nghich thuong thuong xu§t
l~ nrong dirong hien tren benh nhan tang thong khi, earn giac chong mat,
v~ s6 mol non va buon non, ao giac, mong mi.



18 Exjade Deferasirox - 18/0412007 Cac tac dung khong mong muon chinh diroc ghi nh?n Novartis Pharma -VN 1-221-09
Vien nen: trong thir nghiem lam sang: tang creatinin, tang Stein AG - -VNl-21S-09
- 125mg

transaminase, r6i loan dirong mat Switzerland -VNl-216-09
- 250mg

- 500mg ,

19 Firmagon Degarelix 22/0212010 Cac tac dung khong mong muon du doan duoc lien quan Khong
d€n tac dung lIC ch€ bai ti€t testosteron bao g6m earn giac
nong bung, tang can. Phan irng tai vi tri tiem khi tiem duoi
da. Nguy co keo dai dean QT tren dien tarn d6. Nguy co
giam dQ khoang cua xirong do ire ch€ keo dai S\I bai ti€t
testosteron; nguy ca tang enzym gan co th~ d§n d€n suy
gan dn dtroc theo doi.

20 Galvus Vildagliptin 07/10/2009 Tac dung khong mong muon diroc ghi nhan trong cac thir Khong
nghiem lam sang:
- phac d6 don tri lieu: earn giac chong mat, dau d~u, phu
ngoai bien, tao bon, viem h~u hong, nhiem khuftn ho h~p
tren,
- phoi hop voi metformin: run, dau d~u, earn giac chong
mat, met moi, buon non
- phoi hop voi sulfamid ha dirong huyet: run, tang can,
chong mat, yeu co, tao bon, viem h~u hong
- phoi hop voi glitazon: phu ngoai bien, dau d~u, yeu co
Nguy co ehinh: t6n thirong gan, phu mach, ha duong
huyet; t6n thirong ngoai da (dang bong mroc hoac loet);
r6i loan d§n truyen trong tim, xu~t huyet tieu hoa; cac r6i
loan than kinh; nhiern khuan, t6n thuong tren co.

21 Gardasil Vaccin tai to hop 28/07/2008 Tac dung khong mong muon duoc ghi nhan trong cac thir Merck Sharp & QLVX-
t(Y gia ph6ng vius nghiem lam sang: phan irng tai vi tri tiem; phan irng s6t Dohme - H0308-10
HPV (y ngLl'cYi thoang qua.Dtr lieu tien lam sang va lam snagf hien tai USA
[Types 6, 11, 16,

chtra du tao cc sa cho viec khuyen cao sir sung thuoc a18]
phu nir eo thai.

-~---- ----



22 I1aris Canakinumab 29/07/2010 Tac dung khong mong muon ghi nhan trong cac thir Khong
nghiem lam sang: nhiem khuan tieu hoa tren; viern hc1u
hong; phan irng nhe tai vi tri tiem; giam bach cau trung
tinh; chong mat, tang cholesterol mau, tang enzyme gan va
bilirubin. Cac tac dung khong mong muon khac cc1nduoc
thee doi voi cac thuoc thuoc ho diroc ly nay: phan irng tu
mien; d~c tinh sinh miSn dich di irng; S\I phat trien cac t6
clnrc ac tinh .

23 Increlex Mecaserrnin 16/04/2008 Tar dung khong mong muon ghi nhan trong cac thir Khong
nghiem lam sang bao g6m: ha dirong huyet, phi dai tai vi
tri tiem, phi dai tuyen amidan. Nguy co tang ap hrc nQi so;
phat trien cac kh6i u lanh tinh va ac tinh; b~t thuong tren
dien tam d6 ciing cc1nduoc theo doi. Khong sir dung cho
phu nu co thai va cho con bu do khong co dc1ydu thong tin
lam sang.

24 Instanyl Fentanyl citrat 12/05/2010 Nguy co ire ch~ ho hap, ire ch~ tuc1nhoan, ha huyet ap va Khong
trang thai s6c. Cc1nthan trong ti~n hanh do liSu cho cac
benh nhan co benh phoi man tinh t~c nghen mac kern, cac
benh nhan dang co suy ho h~p, cac benh nhan tang huyet
ap, tang ap lire nQi so va hon me), nguy co su dung thuoc
ngoai chi dinh diroc phe duyet (tre em < 18 tu6i, benh
nhan khong phai la benh nhan ung thtr); nguy co qua liSu
va cac sai sot lien quan d~n su dung thuoc khac.

\

25 Intelence Etravirin 16/06/2009 Tac dung khong mong muon ghi nhan trong cac thir Khong
nghiem lam sang bao gom: ban da, tieu chay, buon non.
Phan irng ngoai da nang nhu hQi chimg Stevens-Johnson,
hoi clnrng hong ban da dang cling dfl duoc ghi nhan voi 15'
l~ hi~m g~p. Cae nguy co khac cc1ntheo doi: dQc tinh tren
gan, viem tuy, tang lipid mau, bien c6 mach vanh; phat
trien khang thuoc.



26 Intrinsa Testosteron 07/0212007 Tac dung khong mong muon ghi nhan trong cac thir
nghiem lam sang: phan trng tai ch6 tai noi dung thuoc; cac
tac dung androgen phu thuoc lieu (tnrng ca, rung toe, ram
long, tang can). Cfu! theo d5i nguy co xuat hien ung thir vu
va cac bien c6 tim mach. Theo doi d~ han ch~ t6i da viec
sir dung thuoc khong cfu! ke don.

Khong

27 Isentress Raltegravir 1010412008 Tac dung khong mong muon ghi nhan trong cac thir
nghiem lam sang: tieu chay, buon non, dau diu, s61. Cin
theo doi cac nguy co: phan irng viem lien quan d~n nhiem
trung co hoi khong co trieu chirng hay con diroc goi la
phan irng phuc h6i h~ mi~n dich; kha nang xuat hien
khang thuoc, d~c biet la khang cheo voi cac thuoc ire ch~
integrase; giam nong dQ raltegravir khi dung cung cac
thuoc earn img manh enzyme uridin diphosphate
glucuronosyltransferase (UGT), dac biet la rifampicin.
Can can nhac S1J bien thien Ian gifra cac ca th~ v~ duoc
dong hoc c6 th~ thay d6i tac dung duoc hrc cua thuoc. Cin
them thong tin v~ dQ an toan cua thuoc a d6i nrong tre em
< 16 tuoi, nguoi cao tu6i, phu nu c6 thai, benh nhan suy
gan nang; an toan khi su dung thuoc keo dai; nguy co ung
thu, nguy co xuat hien cac phan irng ngoai da nghiern
trong; nguy co r6i loan phan b6 ma; nguy co tang
creatinin kinase voi S1J xu~t hien benh co hoac tieu cavan;
nguy co tang enzyme gan.

Khong

28 Januvia Sitagliptin

100mg

20103/2008 Tac dung khong mong muon ghi nhan trong thir nghiern
lam sang: r6i loan tieu h6a (buon non, tao b6n, tieu chay,
dua thirong vi); nhiem khuan (ho h~p tren, viem mfii hau);
r6i loan co-xuong-khop. Tir khi thuoc duoc luu hanh tren
thi tnrong, dfl c6 cac phan irng qua mfuI nghiem trong bao
g6m: s6c phan v~, hu mach, tieu thuong bi nhiern doc, hoi
chirng Stevens-Johnson diroc bao cao. Khong nen sir dung
thu6c cho phu nu c6 thai va cho con bu do chira co du dfr
lieu tren nguoi.

------------ -------_.- ------

Khong



29 Kalinox H6n hop oxi va 07/0112010 Nguy co gay li~t, tac dung an than sau, thay d6i dap Un$ Khong
nito oxit theo tY cac co quan dun thu, cir dong nghich thuong thuong xuat
l~ tuong duong hien tren benh nhan tang thong khi, earn giac chong mat,

v~ s6 mol non va bu6n non, ao giac, mong mi. Trong tnrong hop ck
sir dung li~u lap Iai, khong nen dung qua 15 ngay va ck
b6 sung th~m vitamin B)2. Theo, dai, cac benh nhan dang
sir dung dong thai thuoc ire che than kinh trung uong.
Khong nen van hanh may m6c va di€u khien phirong tien
tnroc khi trang thai nhan thirc tro vS binh thuong, Can
nhac nguy co lam dung thuoc va phu thucc. Tuan thu
huang d~n bao quan va su dung binh chtra thuoc nay.

30 Kuvan Sapropterin 05/0112010 Tac dung khong mong muon ghi nhan trong cac tlnr Khong
diclorohydrat nghiem lam sang: dau h§.u hong; ngat miii, ho, tieu chay,

non, dau vung bung, giam phenylalanine mau; phan irng
d9i ngiroc khi ngirng thuoc. Than trong su dung cho ben
nhan < 4 tuoi; benh nhan > 65 tuoi; suy gan, than, phu nfr
c6 thai. Khong dung thuoc cho phu rifr cho con bu. Can
theo dci cac nguy co sau: r6i loan tieu hoa (non, tieu chay,
giam phenylalanine mau, phan trng d9i nguoc khi ngirng
thuoc, nrong tac voi cac thuoc can thieeoj VaGcon dirong
NO trong co th~ (nguy co ha huyet ap), cac thuoc ire ch~
dihydrofolat reductase (nguy co tang phenylalanine mau),
levodopa (nguy co tang kich thich). Nguy co gay d9C tren
than cling da duoc xac dinh trong nghien CUu ti€n lam r

sang tren chuot c6ng.

31 Lucentis Ranibizumab 16/0412007 Tac dung khong mong muon diroc ghi nhan trong cac thir Khong
10mg/ml nghiem lam sang: lien quan d~n mat: viem n9i nhan, bong

yang mac, chay mau yang mac, due thuy tinh th~ kieu
chan thuong xuat hien khi tiem noi nhan; tang nhan ap.
Nguy co xuftt hien phan irng di irng nang c6 th~ c6 sau khi
tiem noi nhan



32 Methadone Methadon 20/0412008 H9i chirng cai thuoc, tang tiet mb hoi, tao bon, suy ho hap, Khong

clorohydrat ha huyet ap qua rmrc, ngirng ho hap, s6c va ngirng tim.
Khi ket hop voi cac thuoc giam dau dfrn chat cua morphin
khac, cac thuoc ngu barbituric, benzodiazepin, thuoc giam
ho nguon g6c thuoc phien, nguy C(J suy ho h~p tang len va
co th~ gay tir vong. Cac nguy C(J khac nhu keo dai doan
QT tren di~n tam d6 va xoan dinh cling da diroc mo 1<'1.
Thu6c qua nhau thai va duoc bai ti~t vao sua my do v~y
viec sir dung thuoc a d6i nrong nay dn dua tren c~ nhac
nguy co/lei ich. Nguy C(J lam dung, su dung vien de tiem
a nguoi nghien ma my, nguy C(J qua li~u cling dll duoc
giam sat.

33 Multaq Dronedaron 26110/2010 Tac dung khong mong muon ghi nhan trong cac thir Khong
nghiem lam sang: tieu chay, non, yeu C(J. Nguy C(J chinh
dll theo doi: tirong tac voi cac thuoc ire ch~ va cac thuoc
earn img manh CYP3A4, cac thuoc UC che P-gp, mroc
buoi ep. Nguy C(J tang creatinin mau, keo dai doan QT
tren dien tam d6; sir dung khong hop ly thuoc tren cac
benh nhan co huyet d9ng khong 6n dinh bao g6m ca cac

\

benh nhan suy tim nang (NYHA IV va NYHA II khong 6n
dinh), Cac nguy C(J khi su dung amiodaron, mot thuoc
cling nhorn voi dronedaron nhu benh phoi ke, benh ly than
kinh, viem day than kinh thi, nhay earn voi anh sang, b~t ,
mau da, t6n thuong gan cling c§.n duoc theo doi. Chong
chi dinh su dung dronedaron cho cac benh nhan suy gan
nang, suy than nang, khong khuyen cao dung thu6c cho tre
em, phu nil' co thai va cho con bu do chua co du du lieu v€
d9 an toano

34 Mycamine Micafungin 07/0412009 Tac dung khong mong muon ghi nhan trong cac thir Khong
nghiern lam sang: buon non, tang phosphatase kiem, viem
tinh mach d?c biet tren cac benh nhan HIV/AIDS, cac
benh nhan duoc cai d?t catheter ngoai bien; non; tang
enzyme gan. Cac nguy C(J phan irng di img da, thay d6i
chirc nang gan, thay d6i chirc nang than cling c§.n duoc
theo doi, Su hinh thanh cac vung bien d6i trong gan, cac
kh6i u t~ bao gan da duoc quan sat tren chuot cong cling. c§.n duoc theo doi chat che, Nguy C(J tan mau noi mach
dp tinh hoac thieu mau tan mau cling c§.ndiroc ziam sat.



35 Nplate Romiplostim 21109/2009 Tac dung khong mong muon diroc ghi nhan trong cac thir Khong
nghiem lam sang: d~u dftu, giam ,ti~u cftu; tang reticulin 6
my xtrong do tang lang dong chat nay tai my xirong; dac
tinh sinh miSn dich; nguy co phat tri~n cac benh mau ac
tinh da sfuI co; ti~n hQi chimg di san my xirong. Cac sai
s<?ttrong qua trinh sir dung lien quan d€n li~u dung ciing
can duoc giarn sat.

36 Onglyza Saxagliptin 10/1112010 Tac dung khong mong muon ghi nhan trong cac thir Khong
nghiem lam sang: nhiSm khuan, non, dau d~u, ha dirong
huyet (chi co khi phoi hop voi cac sulfamid ha dirong
huyet), phu mach ngoai bien (chi xuat hien khi phoi hop
voi thiazolidinedione); phan irng qua m§n. Cac nguy co
chinh cftn thee doi: nhiem khuan, r6i loan tieu hoa, t6n
thuong di irng ngoai da; thay d6i k~t qua cac thong s6 xet
nghiem: giam bach cftu lympho, giam tieu cftu; ha dirong
huyet; phu mach ngoai vi. Than tong va can nhac khi su
dung thuoc cho tre em, tre vi thanh nien, nguoi gia, phu nil'
co thai, eho con bu, benh nhan suy tim NYHA III-IV, suy
than vira va nang, suy gan vira va nang,

37 Orencia Abatacept 21/12/2007 Tac dung khong mong muon diroc ghi nhan trong cac thir Khong
nghiem lam sang: nhiem khuan (chu y~u la nhiem khuan
ho h§.p va tiet nieu) do vay chong chi dinh cho cac benh
nhan nhiem khuk nang hoac nhiem cac nhiem khuftn co
hoi, than trong cho cac benh nhan co ti~n su nhiem trung
tai phat hoac tren co dia da co nhiem trung sfuI co; pharr
irng lien quan d€n tiem truyen: chao dao, dau d~u, tang
huyet ap; pharr irng di irng. Khong su dung abatacept cho
phu nil' co thai, cho con bu; khong tiem phong vaccine
trong vong 3 thang sau khi ngirng thuoc,



38 Oxynox H6n hop oxi va
nito oxit theo ty
l~ nrong dirong

" ,
ve so mol

07/0112010 Nguy co gay liet, tac dung an than sau, thay d6i dap irng
cac co quan earn thu, cir dQng nghich thuong thuong xuat
hien tren benh nhan tang thong khi, earn giac chong mat,
non va bu6n non, ao giac, mong mi. Trong tnrong hop ck
sir dung lieu l~p lai, khong nen dung qua 15 ngay va ck
b6 sung them vitamin B12. Theo d6i cac benh nhan dang
su dung d6ng thai thuoc ire ch~ than kinh trung irong.
Khong nen van hanh may moc va di€u khien phuong tien
truce khi trang thai nhan thirc tro v€ binh thuong. Can
nhac nguy co lam dung thuoc va phu thuoc. Tuan thu
huang d§n bao quan va su dung binh chira thuoc nay.

Khong

39

40 Prevenar

Pradaxa

Vaccin chong 24/06/2010

Dabigatran
etexilat
mesylate

ph~
polyosidique
lien hop

,
diu

19/12/2008 Tac dung khong mong muon ghi nhan trong cac thir
nghiem lam sang: buon non, non, tao bon, huyet kh6i tinh
mach sau; m&t ngu, phu ngoai bien, tang li€n S(fO sau m6.
Cac nguy co xu&t huyet tieu hoa; t6n thuong gan cling dn
diroc theo doi.

Tac dung khong mong muon ghi nhan trong cac thir
nghiem lam sang: phan irng tai vi tri tiem, s6t, kich irng;
m&t earn giac ngon mieng va mat ngu thoang qua. Cac
nguy co sinh mi~n dich va dQ an toan va tinh dung nap a
tre em voi ch~ dQ tiem 4 lieu cling dang duoc giam sat va
theo doi.

Boehringer
Inghelheim
Pharma GmbH&
Co. KG -
Germany

-VNl-347-10

-VN 1-348-1 0

-VNI-349-10

-VNI-350-10

Khong

41 Procoralan - Ivabradine
HCL vien nen
7,5mg
- Ivabradine
HCL vien nen
5mg
- Ivabradine
vien nen 7,5mg
- Ivabradine
vien nen 5mg

11110/2007 Cac tac dung khong mong mu6n duoc ghi nhan trong tlnr
nghiern lam sang: dau dfru, tim rnach (cham nhip co th~
kern theo giam huyet ap dong mach), earn giac chong mat,
m~t moi; r6i loan thi giac va nhin, co quang sang tarn thai
trong thi kinh. Cac nguy co loan nhip nhir rung nhi, t6n
thuong vong mac cling ck duoc giam sat. f)Q an toan cua
thuoc tren tre em va tre vi thanh nien chua duoc danh gia.

Les Laboratories

Servier Industrie
- France

-VN 1-063-06

-VN 1-062-06

-VN-4521-07

-VN-4520-07



42 Relistor Methylnatrexon 16106/2009 Tac dung khong mong muon ghi nhan trong cac thir Khong
bromid nghiem lam sang: dau bung, buon non, tiey chay, earn giac

ch?ng mat, phan irng tai vi tri tiem th}loc. Giam ~at cac
bieu hien va trieu chirng cua ha huyet ap nr the trogn
tnrong hQ'Pqua li~u. Khong khuyen cao su dung thuoc cho
benh nhan < 18 tuoi, benh nhan suy gan nang, Chong chi

. dinh dung thuoc cho cac benh nhan t~c ruot da: duoc
khang dinh hoac nghi ngo hoac sau phftu thuat 6 bung e<lp
ciru. Cc1nhieu chinh li€u cho cac benh nhan suy than,
khong khuyen cao dung thuoc cho benh nhan phai loc \

mau, Khong sir dung thuoc cho phu nu c6 thai. Vi~c sir
dung thuoc cho phu nu cho con bu cc1ncan nhac nguy
co/loi ich,

43 Revlimid Lenalidomid 18/09/2007 Do du true nrong tv voi thalidomide, chong chi dinh Khong
dung lenalidomid cho phu nU c6 thai d6ng thai cc1nlam t~t
ca cac xet nghiem dn thi~t khang dinh khong c6 thai
tnroc khi khoi d§.u di€u tri, su dung cac bien phap tranh
thai hieu qua trong qua trinh di~u trio V,oi nam $iai, cc1n
dung bao cao su khi quan h~ tinh due de tranh toi da kha
nang thuoc c6 mat trong tinh trung c6 th~ tiep xuc voi ban
tinh.
Tac dung khong mong muon: r6i loan huyet hoc (giam
bach du trung tinh, giam tieu du, thieu mau), yeu co, r6i
loan tieu h6a (tao bon, tieu chay), co co; ban da trong do
nh6i mau tinh mach va giam bach c§.utrung tinh la cac tac
dung khong mong muon nghiem trong da: duoc ghi nhan.
Cc1n hieu chinh lieu cho cac benh nhan giam bach c§.u
trung tinh hoac giam ti~u duo Cc1ntheo doi nguy co xuat
hien cac benh ly ~hc1nkinh ngoai vi va kha nang suy giap
trong qua trinh dieu trio



44 -Revolade Eltrombopag 03/0112011 Tac dung khong mong muon ghi nhan trong cac thir Khong
nghiem lam sang: dau diu, buon non, tang enzyrn gan, tieu
chay, met moi. Cac nguy co dQc voi gan cin duoc theo doi. chat bang cac xet nghiem tham do chirc nang gan. Nguy
co bi~n chirng cua huyet kh6i (huyet khoi tinh mach sau,
nhoi mau phoi, z:h6i I?au cO'ti~ cap, tai bien mach mau
nao) xay ra voi tan suat it hon, can than trong khi su dung
thuoc cho cac benh nhan c6 cac yeu t6 nguy co hinh thanh
huyet khoi. Nguy co giam ti~u ciu voi hau qua xu~t huyet
khi dirng thuoc cin duqc,giam sat c~~t che. Nguy co tao
reticuline a my xuong, roi loan huyet hoc; due thuy tinh
th~, xu~t hien t6 clnrc ac tinh; dQc tinh tren 6ng than ein
diroc theo doi.

45 Roacternra Tocilizumab 08/0412010 Tac dung khong mong mu6n ghi nhan trong cac tlnr Khong
nghiern lam sang: nhiem trung ho h~p tren; viem miii
hong, dau diu, tang huyet ap, tang ALAT. Cac nguy co:
tang nguy co nhiem trung va hoat h6a cac nhiem trung
tiem tang; thung tieu h6a voi bien chirng viern phuc mac,
ro va ap xe; tang transaminase gan; b~t thirong bilan lipid
mau; giam bach ciu trung tinh hoac giam tieu cau; tuong
tac voi cac thu6e chuyen h6a qua CYP3A4, lA2 hoac 2C9
ein diroc can nhac khi su dung thuoc.

46 Stelara Ustekinumab 18110/2010 Nguy cc: phan irng qua mfuI (bao gem ca s6c phan v~ va Khong
phu mach); tang nguy co nhiem trung va hoat h6a cac
nhiem trung ti~m tang; xuat hien cac kh6i u ac tinh tren da
va ngoai da cin diroc giam sat trong qua trinh str dung.
Khong su dung cho phu nft c6 thai. Can nhac nguy co/lei
Ich khi su dung cho tre em < 18 tuoi. Than trong khi di~u
tri d6ng thai voi cac thu6c ire ch~ mi~n dich,

47 Symbicort Budesonid/ 31107/2007 D,anh trong ngirc, dau diu, run lien quan d~n formoterol, Astra Zeneea AB VN-II04-06
formoterol nam hau hong, kich thich nhe hong, ho, khan tieng lien -Sweden VN-1583-06
Fumarate - quan d~n budesonid. Nguy co str dung qua lieu voi cac tac

thu6c hit
dung cirong giao earn va cortieolid toan than cling cin
diroc thee doi. Nguy co dung th~t bai di~u tri, lam trim
trong con hen do dung khong du li~u cling cin diroc giarn
sat.

------------_. ---------.-----



48 Thalidomide Thalidomid 05110/2009 Tac nhan gay di ~t bao thai diroc dira lai su dung tren lam Khong
sang trong di~u kien giam sat r~t chat che. Chong chi dinh
cho phu nft co thai, darn bao cac bien phap chk doan dn
thiet khang dinh khong co thai truce khi khoi d:1udi~u tri,
su dung cac bien phap tranh thai hieu qua trong qua trinh
di~u trio Voi nam gioi, dn dung bao cao su khi quan h~
tinh due dS tranh t6i da kha nang thuoc co mat trong tinh
trung co the tiep xuc voi ban tinh.
Cac tac dung khong mong muon: huyet h9C (giam bach
du trung tinh, giam bach c:1ulympho, giam ti~u c:1u,thi~u .
mau); m~t ngu; tao bon; r6i loan earn giac; rung, chong
mat, phu ngoai bien, benh than kinh ngoai vi; huyet kh6i
tinh mach (viern tinh mach huyet khoi, nhoi mau phoi);
phan irng di irng da nang nhu hQi clnrng Stevens-Johnson,
hoi chtrng Lyell; ngat, cham nhip

49 Thelin Natri sitaxentan 28112/2007 Nguy co tang ap dQng mahcj ph6i chira diroc danh gia d:1y
du tren mot s6 hrong nho benh nhan cua thir nghiem lam
sang. Tac dung khong mong muon duoc ghi nhan: nhiem
trung ho h~p tren, r6i loan dong mau; phu ngoai bien va
earn giac nong birng lien quan d~n tac dung gian mach;
dau d:1u, ngat miii; tang transaminase, giam hemoglobin
mau. Khong dung thuoc cho phu nii co thai, phai sir dung
cac bien phap tranh 'thai co hieu qua trong qua trinh, su
dung thuoc do kha nang gay di t~t bao thai dff diroc khang
dinh tren dQng v~t. Giam li€u thu6c chong dong khang
vitamin K khi dung d&ng thai 2 thuoc. DQ an toan, hieu

\

qua tren cac d6i nrong: tre em < 18 tuoi, benh nhan khong
phai ngiroi da trang, benh nhan t~c nghen mach phoi chua
diroc khang dinh.



50 Toctino Alitretinoin 0411112009 Gay di t~t bao thai, dn thirc hien cac bien phap dam bao Khong
chic chin khong c6 thai va cac bien phap tranh thia c6
hieu qua trong qua trinh sir dung thuoc.
Tac dung khong mong muon khac: tang ap lire n9i S9 lanh
tinh (khong phoi hQ'P voi tetracycline); r6i loan chuyen
h6a lipid; chirc nang tuyen giap; tang nhay earn voi anh
sang; r6i loan thi giac (nhin dern); r6i loan tam thk (tram
earn) ck diroc theo d5i trong qua trinh di~u trio
Khong su dung thuoc cho phu nil' cho con bu, suy gan
hoac than nang, tang cholesterolltriglycerid mau; suy giap
khong duoc kiem soat, benh nhan thira vitamin A. Giarn
li~u khi dung d6ng thai voi cac thuoc ire ch~ CYP3A4.

51 Tracleer Bosentan 62,5 04/0812008 D9C tinh tren gan, giam hemoglobin mau; kha nang gay di Patheon Inc. - -VN-6378-08
mg; 125 mg - t~t bao thai; tang transminase ck diroc giam sat trong qua Canada -VN-6377-08
vien nen trinh di~u trio

52 Tysabri Natalizumab 07/0112011 Xuit hien nhiem trung co hoi, hoat h6a cac nhiem trung Khong
tiem tang; h9i clnrng viem lien quan d~n hoat h6a h~ thong
mi€n dich (IRIS); phan trng di irng trong qua trinh truyen;
t6n thuong gan; S\1' t6n tai dai ding khang th~ khang
natalizumab lam giam tac dung cua thuoc, tang hoat tinh
sinh mien dich cua thuoc) ck diroc theo doi, giam sat
trong qua trinh di~u trio

53 Tyverb Lapatinib 18/07/2008 Tac dung khong mong muon ghi nhan trong cac thir Khong
nghiem lam sang: r6i loan tieu h6a (tieu chay, buon non,
non); ban da; d9C voi gan; giam phan s6 tong mau that
trai, viem ph6i ke ck duoc thee d5i trong qua trinh sir
dung.

54 Valdoxan Agomelatin 04/06/2010 Tac dung khong mong muon ghi nhan trong cac thir Khong
nghiem lam sang: bu6n non, earn giac ch6ng mat; tang
transaminase; pharr irng di irng ngoai da (ban do, eczema);
co hanh vily dinh tu nr ck diroc theo doi trong qua trinh
su dung,



55 Vimpat Lacosamid 16/06/2009 Tac dung khong mong muon ghi nhan trong cac thir Khong

nghiem lam sang: bu6n non, dun giac ch6ng mat; dau d~u,
keo dai doan PR tren di~n tam do (nguy co bloc nhi-that,
ng.1t, cham nhip); c6 hanh vi/y dinh tv tir ck duoc theo
doi trong qua trinh sir dung. ck hieu chinh lieu trong
tnrong hQ'P suy gan nang, DQ an toan tren cac d6i nrong
tre em < 16 tu6i, nguoi gill, phu nu cho con bu, nguy co
xay ra tac dung khong mong muon lien quan dSn keo dai
dean PR, nguy co dQc tinh tren gan, nguy co lam trfun
trong them benh dong kinh; nguy co lam dung; nguy co
tang y dinh/hanh vi tu tir ck duoc danh gia chi tiet them.

56 Volibris Ambrisentan 05/0112010 Tac dung khong mong muon ghi nhan trong cac thir Khong
nghiem lam sang: phu ngoai bien, do birng do van mach;
dau d~u; r6i loan ho h.1p tren (viem miii h~u, sung huyet
mfii); giam hemoglobin mau; danh trong ngirc; dau bung;
tang enzym gan ck diroc theo doi trong qua trinh sir
dung. Chong chi dinh dung ambrisentan cho benh nhan
suy gan nang hoac c6 gia tri transaminase > 3 lk gia tri
gioi han binh thuong tren; phu nu c6 thai. Nguy co gitr
mroc; giam hemoglobin mau; qua mfu1; tang kh6 tho ck
diroc giam sat.

-
57 Xarelto Rivaroxaban - 16/07/2009 Tac dung khong m<?ng muon ghi, nhan trol}g cac th~ Bayer Healthcare -VNI-301-10

vien nen 10 mg ng~i~m lam sang: buon non, non. Sot, ha huyet ap; huyet AG-Germany
khoi tinh mach sau; phu ngoai bien; thieu mau, Nguy co ,

chay mau, dQc tinh tren gan, tren tuy, thay d6i chirc nang
than ck diroc giam sat. Khong khuyen cao sir dung cho
benh nhan c6 Cl creatinin < 15 ml/min.

J



58 Xyr m Natri oxybat 31103/2008 Tac dung khong mong muon ghi nhan trong cac thir Khong
nghiern lam sang: dau d~u, chong mat, bu6n non; suy ho
hap; r6i loan tam-than kinh (dac biet r6i loan hanh vi; tram
earn; co hanh vi/y dinh tv nr) can diroc theo d5i trong qua
trinh str dung. Nguy C(J hoi clnrng cai thuoc; nrong tac voi
cac thuoc ire ch€ th~ kinh trung irong, nrou; c~ diroc
giam sat.
DQ an toan tren cac d6i tuong tre em < 18 tuoi, nguoi gia,
phu nfr co thai/cho con bu, benh nhan suy than; nguy C(J

xu~t hien cac r6i loan nQi ti€t nguy C(J tang ca1ci mau;
nguy C(J hci clurng cai thuoc va hci clnrng b~t lai; nguy C(J

lam dung thuoc; nguy C(J qua li~u c~ duoc danh gia chi
ti€t them.

59 Zypadhera Olanzapin 28/01/2010 Tac dung khong mong muon ghi nhan trong cac thir Khong

(Pamoate nghiern lam sang: hoi clurng sau tiern thuoc voi cac d~u
hieu va trieu cimg phu hop voi qua li~u olanzapin c~

monohydrate diroc theo d5i trong qua trinh sir dung. Nguy C(J giarn t~p
dolanzapine) trung trong van hanh may moc, phuong tien giao thong;

sai sot trong sir dung thuoc lien quan d€n nhb lin dang
bao chS cua olanzapin; nguy C(J tang can; nguy C(J tang
dirong mau, b~t thuong chuyen hoa lipid c~ diroc giam .
sat.


