BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic

S& /14'%5 JQLD-TT Ha Noi, ngay 3.Q thang.04ndim 2011
V/v: Thong tin vé 59 loai thudc trong

Danh muc can quén 1y dic biét cia

“€o”quan quan ly duge phdm Phép

Kinh glti: - S&Y t€ cdc tinh, thanh phé truc thudc Trung wong;
- Céc Bénh vién, Vién c6 giuong bénh truc thuoc Bo Y t€.

Ngay 19/01/2011 Co quan quéan 1y dugc pham Phap (Afssaps) ban hanh
danh muc 39 loai thudc yéu ciu nha san xuat cin cé k& hoach quan ly nguy co.

Sau khi tra cttu va thu thap thong tin tir-co quan quan ly dugc ctia Phdp, Cuc
Quan 1y dugc ¢6 y kién nhu sau:

bay 1a 59 thude thuoe danh muc thuée duge co quan quan ly Phap theo doi
ddc biét vi lo ngai tac dun0 phu va yéu cdu nha san xuit can c6 k& hoach quan ly
nguy cdo. K& hoach quan ly nguy co la mot hoat dong mang tinh du phong chu
dong trong canh gidc duoc, hién dang dugc trién khai tai mot s6 nudc c6 hé théng
canh giac duoc phat trién, nhu Phdp va cdc nudc Chau Au. Hoat dong nay mang
tinh thuon0 quy doi hoi sy phoi hop cua nhi€u bén lién quan, gom Co quan quan ly
nha nudc vé duoc, cac Trung tam va don vi canh gidc duoc, cic Hang dugc phim
va cdc cdn bd y te.

Theo y kién ctia Trung tam quoc gia Ve thong tin thuéc va theo doi ADR:
mot thu6e nam trong danh muc thude can quan 1y nguy co la thuée can duogc hang
duac pham luu ¢, theo doi trong qua trinh luu hanh, st dung. Diéu nay khong dong
nghia v6i viéc thude do gay nguy hai cho bénh nhan co phan ting c6 hai ncrhlem )
trono can rit s6 dang ky hay can canh bdo cong don0 Dé dua ra céic quyet dinh
nhu ¢ can nhac loi 1ch/ncruy CO; bo sung than trong, chon0 chi dinh trong tém tét dac
tinh san pham/to huéng dan st dung gui thu canh bao téi cdn bo y te va nOhlem
trong nhat la rit s6 dano ky, dinh chi [tu hanh va thu héi khoi thi truong, Co quan
quan 1y dugc pham can pha1 c6 mot qud trinh theo doi, thu thap va phan tich day
du thong tin tur qua trinh theo déi tich cuc nay thong qua k& hoach quan 1y nguy co.

Do vay dé dam bdo an toan cho ngudi st dung thudc, Cuc Quan 1y duoc yéu

cau:

- S6 Y t€ cdc tinh, thanh pho truc thudc Trung wong, cdc bénh vién, Vién co
giuong bénh tryc thude Bo Y e pho bién thong tin noi trén t6i cdc cd so diéu tri
thuoc pham vi quan 1y biét va luu ¥ trong qua trinh ké don, str dung cdc loai thudc
trong danh muc noi trén.

- Khuyén cdo cho bénh nhan than trong, tuan thu ding hudng dan diéu tri
clia bdc s§ trong qud trinh sl dung céc thudc thuoc danh muc cin kiém sodt dac
bi¢t néu trén va thong bdo cho béc s¢ diéu tri ngay khi thdy tdc dung khong mong
muén cta thudc dé cé hudng xir 1y kip thoi.

Thong tin vé 59 loai thudc thugc danh muc thudc cén kiém sodat dic biét cuia
Co quan quan 1y duoc Phdp dugc dinh kém theo cong van nay va dang tai trén
mang cua Cuc Quan 1y duoc theo dia chi: dav.gov.vn. muc thong tin‘ thude dé cac
béc s§, duoc s§ va cdn bo y t&€ khdc c6 thé tra ciru, cap nhat thonc tin.

Cuc Quan ly duoc théng bdo dé cac don vi biét va thuc hién./.

KT. CUC TRUONG
PHO CUC TRUONG
Di ky: Nguyén Vin Thanh



NAM MUOI CHIN THUOC CAN KE HOACH QUAN LY NGUY CO
THEO CO QUAN QUAN LY DUQC PHAP (AFSSAPS)

(Phu luc kém theo Cong vin sé/»ﬂ]’T TT ngﬁyjﬂthéng (Mnam 2011 caa

Cuc Quén Iy Dwgce — By Y té vé thong tin 59 thube duwgc Co quan Quan Iy Duge phim Phap yéu ciu cin theo doi dic biét do lo

ngai tic dung khéng mong mudn)

Ngay d¢ Hoat chit ¢4
ST | ... 2 trinh ké Téc dung khong mong muén hodic dsi twong bénh , iy
Biét dugc Hoat chat ! st AR 3 el L s GRIERE . Nha san xuat SPK ¢ Viét
T hoach quan nhan can giam sat chat ché khi sir dung :
Iy nguy co’ D
1 | Abstral Fentanyl citrat | 21/09/2009 | Nguy co suy ho hap, ha huyét ap va trang thai soc Khong
5 | Aclasta Acid 30/05/2008 | Phan tmg gia cim xuat hién khi truyén tinh mach thuoc | Novartis Pharma | VN-9323-09
zoledronic, dich Stein AG
truyén - Switzerland
5mg/100ml
3 | Acomplia Rimonabant 09/08/2007 | Roi loan tAm than (triéu chimg ‘grﬁm cam, lo 4u, kich thich, Khong
cam giac chong mat, roi loan giac ngu
4 | Alli Orlistat 60mg | 17/12/2009 | Khong nén sir dung orlistat cho tré em dudi 18 tudi, phu Khong
nir ¢6 thai, cho con bd, man cam véi cac thanh phan cia
thudc, dang duoc diCu tri bang ciclosporin, warfarin va
cac thuoe chong dong dudng udng khac. 7
Can c6 y kién b:élc si trt{éc khi diéu tri cho bénh nhan ti€u
dudng, dang diéu tri bang amiodaron hodc levothyroxin
hoéc thudc chQng dong kinh, bénh nhan suy than ;
Co thé lam that bai cac liéu phéap tranh thai dudng udng,
can can nhac lua chon bién phap tranh thai khac dé dam
bao hiéu qua. ‘ L
Lam giam hap thu céc vitamin tan trong dau nén can bod
sung c4c vitamin nay trong thoi gian diéu tri
5 | Antasol Hdn hop oxi va | 07/01/2010 | Nguy co giy liét, tic dung an thin sau, thay doi dap tmg Khong

nito oxit theo ty
& tuong duong
vé sb mol

cac co quan cam thy, cir dong nghich thuong thuong xuat
hién trén bénh nhan tang thong khi, cam giac chong mat,
ndn va budn ndn, do giac, mong mi.




6

| Arcoxia

Etoricoxib

30mg&60mg

12/03/2010

Nguy co bién chimg ting céc bién chimg tim, mach mau
ndo, mach mau ngoai vi lién quan dén huyét khéi; nguy co
phu va tang huyét ap lién quan dén than; nguy co viém
loét va xuit huyét tiéu héa; nguy co thay ddi chic ning
than; phan tmg ngoai da va phan tng phan vé; chéng chi
dinh & phu nit c6 thai trong subt thai ky.

Khong

Byetta

Exenatid

03/04/2008

Téc dung khong mudn trén tiéu hoa (ndn, budn nén, ticu
chay) nguy co ha dudng huyet giam ngon miéng; viém
tuy cép; suy than cip trén bénh nhan da c6 thay ddi chirc
nang than

Khong

Celsentri

Maraviroc

21/09/2009

Nguy co gay ton thuong gan, thay dbi hé thong mién dich
v6i kha nang xuét hién boi nhiém vi khuén, t& chirc 4c tinh
va cac bénh ty mién; nguy co sir dung ngoai chi dinh phé
duyét cho tré em va tré vi thanh nién; nguy co thay dbi
kha nang tap trung; nguy co bénh thiéu mau co tim cuc
bd; nguy co roi loan co nhu tiéu co van hodc viém co:
nguy co gy tuong tac véi cac thube khac qua trung gian
CYP450; nguy co stir dung cho phu nit cho con bu

Khong

Cervarix

Vaccin

18]

HPV &
nguwoi [Types 16,

16/04/2008

Tac dung khong mong muon dugc ghi nhén trong thi
nghiém 14m sang sang bao gém: dau dau, dau co, mét moi,
phan ung tai vi tri ti€m; dir li€u hién c6 khong du aé
khuyén c4o sir dung thudc cho phu nif c6 thai

GlaxoSmithKline
- Bi

QLVX-
H0342-10

10

Champix

Vareniclin
tartrat

12/02/2008

Téac dung khoéng mong mubn dugc ghi nhéan trong thir
nghiém lam sang bao gom: budn nén, dau dau, 4 mong,
mit ngi. Céc nguy co xut hién sau khi thudc hru hanh
trén thi trudng: nhdi mau co tim va cé y dinh tu tir. Céac
dbi tugng: nguodi gia > 75 tudi, tré em < 18 tudi, phu nit co
thai, bénh nhén c6 tién st bénh tim mach, bénh phéi man
tinh tic nghén hay bénh nhan dong kinh chua dugc nghién
cuu déy du. Cing can theo d&i cac phan tmg lién quan dén
cai thudc 14; can giam liéu tir tu truée khi ngirng thude dé
han ché cic tac dung khéng mudn.

Khong




11

Chlorhydrate
de
buprenorphine

Buprenorphin
clorohydrat

16/04/2007

Céac tac dung khong mong muon tuong tu morphin: dau
dau, chéng mit, mat ngu, yéu mét, tho bén, nén. Cac tac
dung khéng mong muodn ciing dugc ghi nhén trong céc thir
nghiém 14m sang bao gém: ha huyét ap tu thé nén va ngu
ga. Khong sir dung chung cung rugu. Ton thuong gan kiéu
hoat tir té bao gan; suy hd hip de doa tinh mang, triéu
chimg cai thudc ciing da dugc ghi nhan

Khong

12

Cimzia

Certolizumab-
pegol

14/09/2010

Nguy co nhiém khuén bao gdém ca lao va c4c nhiém tring
co hoi xam l4n khac; phan ng phan v¢. Nguy co lién
quan dén e ché TNF: xut hién t6 chire 4c tinh; di san tuy
xuong, hoat hoa viém gan B tiém 4n; nguy co chdy mau
nang ddc biét la chay méu tir cung

Khong

13

Cymbalta
30mg& 60mg

Duloxetin

30/01/2008

Nguy co rdi loan tiéu héa (budn nén, khé miéng, tio bon),
mét ngn, cam gidc chong mat, ngl ga, ting tiét mod hoi,
giam cam gi4c ngon miéng. Nguy co ton thuong gan kiéu
hoai tir t& bao, nguy co hdi chimg Stenvens — Johnson
ciing da duoc ghi nhan trogn qua trinh lwu hanh thudc.

Khong

14

Effentora

Fentanyl citrat

16/02/2010

Nguy co uc che ho hép, trc ché tuan hoan, ha huyet ap va
trang thai sbc. Can thén trong tlen hanh do 11eu cho céac
bénh nhan c6 bénh ph01 man tinh tic nghén mic kém, cac
bénh nhan dang c6 suy ho hip, cac bénh nhan ting huyét
ap, tang ap luc ndi so va hén mé), nguy co sir dung thude
ngoai chi dinh duoc phé duyét (tré em < 18 tudi, bénh
nhan khong phai la bénh nhan ung thu); nguy co qua lidu
v céc sai sot lién quan dén sir dung thube khac.

Khong

15

Efient

Prasugrel
hydrochlorid

11/02/2010

Nguy co chay mau, thiéu mau

Khong

16

Ellaone

Ulipristal acetat

28/01/2010

Céc tac dung khong mong mudn chinh dugc ghi nhan
trong thir nghiém lam sang: dau dau, budn non, dau ving
thuong vi. Chéng chi dinh cho phu ni¥ c6 thai hodc nghi
ngor dang c6 thai. Nguy co tang huyet ap, ton thuong gan;
rdi loan kinh nguyét; hdi chimg budng trimg da nang

Khong

17

Entonox

Hon hop oxi va
nito oxit theo ty
1é tuong duong
vé s6 mol

07/01/2010

Nguy co gdy liét, tic dung an thin siu, thay d6i d4p tmg
cac co quan cam thu, cir dong nghich thudng thuong Xuét
hién trén bénh nhan ting théng khi, cam gidc chong mait,
ndn va budn ndn, 4o giac, mong mi.

Khoéng




18

Exjade

Deferasirox -
Vién nén:

- 125mg

- 250mg

- 500mg

18/04/2007

Céac tac dung khong mong mudn chinh dugc ghi nhan
trong th nghiém ldm sang: tdng creatinin, ting
transaminase, roi loan duong mat

Novartis Pharma
Stein AG -
Switzerland

-VN1-221-09
-VN1-215-09
-VN1-216-09

19

Firmagon

Degarelix

22/02/2010

Cac tac dung khong mong muén du doan duge lién quan
dén tac dung tic ché bai tiét testosteron bao gdm cam giac
ndéng bung, tang can. Phan Ung tai vi tri tiém khi tiém dudi
da. Nguy co kéo dai doan QT trén dién tim d6. Nguy co
giam d6 khoang ctia xuong do tic ché kéo dai su bai tiét
testosteron; nguy co ting enzym gan c6 thé dan dén suy
gan can duoc theo doi.

Khong

20

Galvus

Vildagliptin

07/10/2009

Tac dung khong mong mudn dugc ghi nhén trong cac thir
nghiém lam sang:

- phac db don tri liéu: cam giac chong mdt, dau dau, phu
ngoai bién, tdo boén, viém hau hong, nhieém khuan hé hap
trén.

- phdi hop véi metformin: run, dau du, cam giac chéng
mit, mét méi, budn nén

- phdi hop voi sulfamid ha dudng huyét: run, ting can,
chong mat, yeu co, tdo bon, viém hau hong

- phéi hop véi glitazon: phii ngoai bién, dau dau, yéu co
Nguy co chinh: ton thuwong gan, phu mach, ha dudng
huyét; ton thuong ngoai da (dang bong nudc hodc loét);
rbi loan dén truyén trong tim, xut huyét tiéu héa; cac réi
loan than kinh; nhiém khuén, tén thuong trén co.

Khong

21

Gardasil

Vaccin tai t& hop
t& gia phong vius
HPV & ngudi
[Types 6, 11, 16,

| 18]

28/07/2008

Téc dung khong mong mudn dugc ghi nhan trong céc thir
nghiém 1am sang: phan tng tai vi tri tiém; phan tng st
thoang qua.Dit lidu tién 1am sang va lam snagf hién tai
chua du tao co s& cho viéc khuyén cdo sir sung thudc &
phu nit cé thai.

Merck Sharp &
Dohme -
USA

QLVX-
HO0308-10




N
(S )

[laris

Canakinumab

29/07/2010

Tac dung khong mong mudn ghi nhidn trong cac thir
nghiém l4m sang: nhiém khuan tiéu héa trén; viém hau
hong; phan {mg nhe tai vi tri tiém; giam bach ciu trung
tinh; chong mat, ting cholesterol mau, tdng enzyme gan va
bilirubin. Céc tac dung khong mong muon khac can duge
theo ddi véi céc thudc thudc ho duoc ly nay: phan ing ty
mién; dic tinh sinh mién dich di img; su phat trién céc 6
chire &c tinh

Khong

23

Increlex

Mecasermin

16/04/2008

Téac dung khong mong mudn ghi nhén treng cac thir
nghiém lam sang bao gom: ha dudng huyét, phi dai tai vi
tri tiém, phi dai tuyen amidan. Nguy co tang ap luc ndi so;
phat trién cac khéi u lanh tinh va é4c tinh; bat thuong trén
dién tdm dd ciing can dugc theo dbi. Khoéng st dung cho
phu nit ¢6 thai va cho con bi do khong ¢6 diy du thong tin
lam sang.

Khong

24

Instanyl

Fentanyl citrat

12/05/2010

Nguy co tic ché hd hép, trc ché tudn hoan, ha huyét ap va
trang thai séc. Can than trong tién hanh do lidu cho céc
bénh nhan c6 bénh phdi man tinh tic nghén mic kém, cic
bénh nhan dang c6 suy hé hip, cac bénh nhan ting huyét
ap, tang ap luc ndi so va hon mé), nguy co sir dung thude
ngoai chi dinh dwoc phé duyét (tré em < 18 tudi, bénh
nhan khong phai 12 bénh nhan ung thu); nguy co qua lidu
va c4c sai s6t lién quan dén sir dung thudc khéc.

Khoéng

25

Intelence

Etravirin

16/06/2009

Tac dung khong mong mudn ghi nhin trong cac thir
nghiém 1am sang bao gdm: ban da, tiéu chay, budn nén.
Phan Uung ngoai da ning nhu hoi chimg Stevens-Johnson,
hoi chimg hong ban da dang ciing da dugc ghi nhan véi ty
1& hiém gap. Cac nguy co khac can theo ddi: doc tinh trén
gan, viém tuy, ting lipid mau, bién c¢6 mach vanh; phat
trién khang thudc.

Khong




26

Intrinsa

Testosteron

07/02/2007

Tac dung khéng mong mudn ghi nhin trong cac thir
nghiém lam sang: phan ung tai chd tai noi dung thudc; céc
tac dung androgen phu thugc lidu (trimg c4, rung toc, rdm
16ng, tang can). Cén theo doi nguy co xuat hién ung thu va
va céc bién cb tim mach. Theo doi dé han ché t6i da viéc
sir dung thudc khéng can ké don.

Khong

27

Isentress

Raltegravir

10/04/2008

Tac dung khong mong mubn ghi nhén trong cac thur
nghiém lam sang: tiéu chay, budn nén, dau dau, sot. Can
theo ddi cac nguy co: phan tmg viém lién quan dén nhiém
trung co hoi khong co tri€u chimg hay con duoc goi la
phan ung phuc h6i hé¢ mién dich; kha ning xuit hién
khang thude, dic biét 1a khang chéo véi cac thudc tc ché
integrase; giam ndng do raltegravir khi dung cung céc
thubc cam tUng manh enzyme uridin diphosphate
glucuronosyltransferase (UGT), dac biét la rlfamplcm
Cén can nhic su bién thién 16n giita céc ca thé vé duoc
dong hoc c6 thé thay ddi tac dung duoc luc cua thude. Can
thém thong tin vé& d6 an toan cua thudc & déi tugng tré em
< 16 tudi, ngudi cao tudi, phu nit c6 thai, bénh nhéan suy
gan nang; an toan khi s dung thudc kéo dai; nguy co ung
thu, nguy co xuat hién cac phan ung ngoai da nghiém
trong; nguy co rdi loan phén b6 md; nguy co ting
creatinin kinase v6i su xuit hién bénh co hodc tiéu co van;

nguy co tang enzyme gan.

Khong

28

Januvia

Sitagliptin
100mg

20/03/2008

Téac dung khéng mong muén ghi nhan trong thir nghiém
1am sang: r6i loan tiéu héa (budn non, tao bon, tiéu chay,
dua thuong vi); nhiém khuén (h6 hap trén, viém miii hau);
rbi loan co-xwong-khép. Tir khi thuoc dugc luu hanh trén
thi truomg, di c6 cac phan mg qua man nghiém trong bao
gdm: sdc phan vé, hit mach, tiéu thugng bi nhiém doc, hoi
chiing Stevens-Johnson dugc bao c4do. Khong nén sir dung
thu6c cho phu nit ¢6 thai va cho con b do chua ¢ du dir
liéu trén nguoi.

Khong




Kalinox

Hon hop oxi va
nito oxit theo ty
1¢ twong duong
vé sb mol

07/01/2010

Nguy co gdy liét, tic dung an than séu, thay dbi dap img
cic co quan cam thy, cr dong nghich thuong thuong xuit
hién trén bénh nhan ting thong khi, cam gidc chdng mat,
ndn va budn ndn, a0 gidc, moéng mi. Trong truong hop can
st dung lidu ldp lai, khong nén ding qua 15 ngay va can
b sung them vitamin B12. Theo ddi cac bénh nhan dang
stt dung dong thoi thude e ché thin kinh trung wong.
Khong nén van hanh may méc va diéu khién phuong tién
trude khi trang thai nhan thic tré vé binh thuong. Can
nhic nguy co lam dung thubc va phu thudc. Tuan thu
huéng din bao quan va sir dung binh chira thudc nay.

Khong

Kuvan

Sapropterin
diclorohydrat

05/01/2010

Tac dung khong mong mubn ghi nhin trong cac thu
nghiém lam sang: dau hau hong; ngat miii, ho, tiéu chay,
ndn, dau ving bung, giam phenylalanine mdu; phan ung
ddi nguoc khi ngimg thudc. Than trong st dung cho bén
nhan < 4 tubi; bénh nhan > 65 tudi; suy gan, than, phu nir
c6 thai. Khong ding thudc cho phu nit cho con bu. Can
theo ddi cac nguy co sau: roi loan tiéu héa (ndn, tidu chay,
giam phenylalanine mau, phén tmg ddi nguoc khi ngimg
thude, tuong tac véi cac thube can thieeoj vao con dudng
NO trong co thé (nguy co ha huyét ap), cac thudc tc ché
dihydrofolat reductase (nguy co tang phenylalanine mau),
levodopa (nguy co ting kich thich). Nguy co gy doc trén
than cling da duge xdc dinh trong nghién ctru tién 1am
sang trén chudt cong.

Khong

31

Lucentis

Ranibizumab

10mg/ml

16/04/2007

Tac dung khong mong mubn dugc ghi nhén trong céc thir
nghiém 14m sang: lién quan dén mét: viém ndi nhén, bong
vong mac, chdy mau véng mac, dyc thuy tinh thé kiéu
chin thuong xuét hién khi tiém ndi nhan; tang nhén &p.
Nguy co xuét hién phan img di {mg ning c6 thé c6 sau khi
ti€ém ndi nhan

Khong




32

Methadone

Methadon
clorohydrat

20/04/2008

Hoi ching cai thudc, ting tiét md hoi, tao bon, suy ho hép,
ha huyet 4p qua muc, ngu’ng ho hap, soc va ngimg tim.
Khi két hop véi cac thube giam dau dan chét cua morphm
khac, cac thuoc ngu barbituric, benzodiazepin, thudc giam
ho nguon gbc thube phién, nguy co suy hé hép tang Ién va
c6 thé giy tr vong. Cac nguy co khac nhu kéo dai doan
QT trén dién tim d6 va xoan dinh cling da dugc mo ta.
Thube qua nhau thai va dugc bai tiét vao sita me do viy
viéc sir dung thubc & ddi twong nay cin dua trén can nhic
nguy co/loi ich. Nguy co lam dung, sir dung vién dé tiém
& ngudi nghién ma tiy, nguy co qua lidu ciing can duoc
giam sat.

Khong

33

Multaq

Dronedaron

26/10/2010

Téc dung khéng mong mudn ghi nhan trong céc thu
nghiém lam sang: ti€u chay, nén, yeu co. Nguy co chinh
can theo doi: twong tac v6i cac thude e ché va cac thude
cam tmg manh CYP3A4, cic thubc trc ché P-gp, nudc
budi ép. Nguy co ting creatinin mau, kéo dai doan QT
trén dién tdm d0; str dung khong hop 1y thudc trén céc
bénh nhan c¢6 huyét dong khong 6n dinh bao gdm ca cac
bénh nhan suy tim nang (NYHA IV va NYHA II khong én
dinh). Cic nguy co khi sir dung amiodaron, mdt thudc
cung nhém véi dronedaron nhu bénh phéi k€&, bénh ly than
kinh, viém day than kinh thi, nhay cam v6i 4anh sang, bt
mau da, ton thuong gan ciing can dwoc theo ddi. Chdng
chi dinh str dung dronedaron cho cac bénh nhan suy gan
ning, suy than ning, khong khuyén cdo dung thubc cho tré
em, phu nit c6 thai va cho con bi do chua c6 du dir liéu vé
dd an toan.

Khong

34

Mycamine

Micafungin

07/04/2009

Tac dung khong mong mudén ghi nhan trong céac thi
nghiém l1am sang: budn nén, ting phosphatase kiém, viém
tinh mach dic biét trén cac bénh nhdn HIV/AIDS, céac
bénh nhdn dugc cai dat catheter ngoai bién; ndn; tang
enzyme gan. Céc nguy co phan ung di tmg da, thay déi
chitc ning gan, thay dbi chirc ning thin ciing can duoc
theo d&i. Su hinh thanh c4c ving bién dbi trong gan, cic
kh01 u té bao gan da dugc quan sat trén chudt cong cling
can duoc theo ddi chit ché. Nguy co tan mau ndi mach
cép tinh hogc thiéu mau tan mau ciing cin dugc gilam sat.

Khong




(5]
(9]

Nplate

Romiplostim

21/09/2009

Tac dung khéng mong mudn dugce ghi nhén trong cac thur
nghiém 14m sang: dau dau, giam | tiéu cau; tang reticulin &
tuy xwrong do tang ling dong chét nay tai tuy xuwong; dac
tinh sinh mién dich; nguy co phat trién cdc bénh mau 4c
tinh da sin c6; tién hdi ching di san tay xuwong. Cac sai
s6t trong qué trinh sir dung lién quan dén liéu ding ciing
can dugc giam sat.

Khong

36

Onglyza

Saxagliptin

10/11/2010

Tac dung khéng mong mudn ghi nhén trong cac thir
nghiém 14m sang: nhiém khuén, noén, dau diu, ha dudng
huyét (chi c6 khi phdi hop véi cac sulfamid ha duong
huyét), phit mach ngoai bién (chi xuit hién khi phdi hop
voi thiazolidinedione); phan img qua man. Céc nguy co
chinh can theo ddi: nhiém khuén, rbi loan tiéu hoa, tén
thuong di ung ngoai da; thay dbi két qua cac thong s6 xét
nghiém: giam bach cau lympho, giam tiéu cau; ha dudong
huyét; phtt mach ngoai vi. Thén tong va can nhéc khi sir
dung thudc cho tré em, tré vi thanh nién, ngudi gia, phu ni
c6 thai, cho con bu, bénh nhén suy tim NYHA III-IV, suy
than vira va nng, suy gan vira va nang.

Khong

Orencia

Abatacept

21/12/2007

Tac dung khong mong mubn dugc ghi nhén trong céc thir
nghiém 14m sang: nhidm khuén (cha yéu 13 nhiém khuén
h6 hép va tiét niéu) do vy chéng chi dinh cho cic bénh
nhan nhiém khuén ning hoic nhiém céc nhiém khuin co
hoi, thin trong cho cdc bénh nhén c6 tién st nhidm trung
tai phat hoic trén co dia di c6 nhiém tring sin c6; phan
{mg lién quan dén tiém truyén: chao dao, dau dau, ting
huyét ap; phan {mg di ung. Khong str dung abatacept cho
phu nit c6 thai, cho con bu; khong tiém phong vaccine
trong vong 3 thang sau khi ngimg thudc.

Khong




38 | Oxynox Hon hop oxi va | 07/01/2010 | Nguy co gdy liét, tic dung an thin sau, thay dbi dap tmg Khong
nito oxit theo ty cac co quan cam thuy, cir dong nghich thudong thudng xuét
1é tucmg du'orng hién trén bénh nhan tang thong khi, cam giac chong mat,

v& s6 mol non va budn ndn, 4o gidc, mdng mi. Trong trudmg hop can
sir dung liéu 1ap lai, khong nén ding qua 15 ngay va can
bd sung them vitamin B12. Theo d&i cac bénh nhan dang
sit dung ddng thoi thube trc ché thdn kinh trung uong.
Khong nén van hanh may méc va diéu khién phuong tién
truée khi trang thai nhan thic trd vé& binh thuong. Cén
nhic nguy co lam dung thuéc va phu thudc. Tuan thu
huéng din bao quan va sir dung binh chira thudc nay.

39 | Pradaxa Dabigatran 19/12/2008 | Tac dung khong mong mubn ghi nhén trong cac thu | Boehringer -VN1-347-10
etexilat nghiém lam sang: budn ndn, non, tio bon, huyet khoi tinh | [nghelheim _VN1-348-10
mesylate mach sdu; mét ngu, phu ngoai bién, ting lién seo sau mo Pharma GmbH&

Céc nguy co xut huyét tiéu hoa; ton thuong gan ciing cin -VN1-349-10
dugc theo doi. Lo S | -VN1-350-10
Germany

40 | Prevenar Vaccin  chdng | 24/06/2010 | Tac dung khong mong mudén ghi nhan trong céc thir Khong
phé cau nghiém l4m sang: phan Ung tai vi tri tiém, st, kich ung;
polyosidique mAit cam gidc ngon miéng va mit ngi thoang qua. Cac
lién hop nguy co sinh mién dich va do an toan va tinh dung nap &

tré em voi ché d6 tiém 4 liéu ciing dang duoc giam sat va
theo dai. '

41 | Procoralan |- Ivabradine | 11/10/2007 | Cac tic dung khéng mong mubn dugc ghi nhan trong thir | Les Laboratories | -VN1-063-06
I';I’g;g b Eg:lnl etrﬁleéan.l’ saxlllg: ?a‘f da?’ tim mach ,(cha.rr’l nhg}? co t{le Servier Industrie | -VN1-062-06

i giam huyét ap dong mach), cam giac chong mat, E
iICL Ii’}?gr{ad;gz mét m(’)i.; rc"zi loan ’thi gidc va nhin, cc’).quéng sang tam thfxi Fiiran -VN-4521-07
Smg trong thi ~klnh. Cac~ngu); co loan .n,hgp 1,1hu rung nl‘n, ton -VN-4520-07
) thuong vong mac cling can dugc giam sat. g an toan cua
- Ivabradine :

vién nén 7,5mg

- Ivabradine

vién nén Smg

thuoc trén tré em va tré vi thanh nién chua dugc danh gia.




Relistor

Methylnatrexon
bromid

16/06/2009

Tac dung khéng mong mudn ghi nhin trong cac thir
nghiém lam sang: dau bung, budn nén, tidu chay, cam giac
chong mat, phan g tai vi tri tiém thudc. Gidam sét cac
biéu hién va triéu chimg ctia ha huyét ap tu thé trogn
trudng hop qua lleu Khong khuyén céo sir dung thude cho
bénh nhan < 18 tudi, bénh nhan suy gan ning. Chong chi
dinh dung thubc cho cac benh nhéin tic rudt di dugc
khing dinh ho#c nghi ngd hodc sau phiu thuat 6 bung cAp
ctru. Can hiéu chinh lidu cho cic bénh nhéan suy than,
khong khuyén cdo dung thubc cho bénh nhén phai loc
méu. Khong st dung thubc cho phu nit ¢ thai. Viéc sir
dung thudc cho phu nit cho con bu cin cin nhéic nguy
co/loi ich.

Khong

43

Revlimid

Lenalidomid

18/09/2007

Do céu trac twong tuw voi thalidomide, chéng chi dinh
ding lenalidomid cho phu nif c6 thai déng thoi can lam tit
ca cac xét nghiém can thiét khing dinh khong c6 thai
true khi khoi dau diéu tri, sir dung cac bién phap tranh
thai hiéu qua trong qué trinh diéu tri. Véi nam gioi, cin
ding bao cao su khi quan hé tinh duc dé tranh t6i da kha
ning thudc c6 mit trong tinh tring c¢6 thé tiép xuic véi ban
tinh.

Tac dung khéng mong mudn: réi loan huyét hoc (giam
bach cAu trung tinh, giam tidu cau, thiéu mau), yéu co, rbi
loan tiéu hoa (tdo boén, ti€u chay), co co; ban da trong d6
nhdi méu tinh mach va  giam bach cAu trung tinh 14 céc tac
dung khong mong mudn nghiém trong da dugc ghi nhan.
Can hi¢u chinh liéu cho cdc bénh nhan gidm bach cu
trung tinh hodc giam tiéu ciu. Cin theo d&i nguy co xuét
hién céc bénh 1y than kinh ngoai vi va kha ning suy giap
trong qua trinh diéu tri.

Khong




44 |‘Revolade

Eltrombopag

-1 03/01/2011

Téac dung khong mong mudn ghi nhan trong cac thu
nghiém lam sang: dau dau, budn nén, tang enzym gan, tiéu
chay, mét méi. Cac nguy co doc voi gan cin duge theo di
chat bémg cac xét nghiem tham do chiic nang gan. Nguy
co bién chimg cua huyet khéi (huyet khéi tinh mach sau,
nhdi mau ph01 nh01 mau co tim cap, tai bién mach méau
ndo) xay ra voi tan sut it hon, can than trong khi sur dung
thudc cho cac bénh nhan c6 cac yéu t6 nguy co hinh thanh
huyét khdi. Nguy co giam tiéu cau véi hau qua xuat huyét
khi dimg thudc can duoc _giam sét chdt ché. Nguy co tao
reticuline ¢ tuy xuong, roi loan huyét hoc; duc thuy tmh
thé, xuit hién t6 chic ac tinh; doc tinh trén dng than can
duoc theo doi.

Khong

45 | Roactemra

Tocilizumab

08/04/2010

Tac dung khong mong mudn ghi nhin trong céc thur
nghiém ldm sang: nhiém trung ho hip trén; viém mii
hong, dau dau, tang huyét 4p, ting ALAT. Céc nguy co:
tang nguy co nhiém tring va hoat héa cac nhiém tring
tiém tang; thing tiéu hoa véi bién chimg viém phuc mac,
o va ap Xe; tang transaminase gan; bét thuong bilan lipid
mau; giam bach cau trung tinh hodc giam tiéu cau; tuong
tac voi cac thubc chuyén héa qua CYP3A4, 1A2 hoac 2C9
can dugc cin nhéc khi sir dung thudc.

Khong

46 | Stelara

Ustekinumab

18/10/2010

Nguy co: phan ng qud man (bao gbém ca soc phan vé va
phu mach); tang nguy co nhiém trung va hoat hoéa cac
nhiém tring t1em tang; xuit hién cac khdi u 4c tinh trén da
va ngoai da can dugc gidm sat trong qua trinh st dung.
Khéng sir dung cho phu nit ¢6 thai. Can nhic nguy co/loi
ich khi sir dung cho tré em < 18 tudi. Than trong khi diéu
tri ddng thoi vai cac thude e ché mién dich.

Khong

47 Symbicort

Budesonid/
formoterol
Fumarate
thudc hit

31/07/2007

banh tréng nguc, dau dau, run lien quan dén formoterol,
nidm hau hong, kich thich nhe hong, ho, khan tiéng lién
quan dén budesonid. Nguy co sir dung qua liéu véi cac tac
dung cudng giao cam va corticolid toan than ciing can
dugc theo ddi. Nguy co dung thét bai didu tri, lam trdm
trong con hen do dung khong du liéu ciing can duoc giam
sat.

Astra Zeneca AB

-Sweden

VN-1104-06
VN-1583-06




48

Thalidomide

Thalidomid

05/10/2009

Tac nhan gy di tat bao thai dwgc dua lai sir dung trén lam
sang trong diéu kién giam sat rat chat ché. Chong chi dinh
cho phu nir c6 thai, dm bao céc bién phép chin doan cin
thiét khing dinh khong c6 thai truée khi khoi dau diéu tri,
st dung cdc bién phap tranh thai hi€u qua trong qua trinh
diéu tri. V6i nam gioi, can dung bao cao su khi quan hé
tinh duc dé tranh t6i da kha nang thudc c6 mat trong tinh
trung c6 thé tiép xuc véi ban tinh.

Céc tac dung khong mong mudn: huyét hoc _(giam bach
cau trung tinh, giam bach céu lympho, giam tiéu cau, thiéu
mau); mét ngu; tio boén; rdi loan cam giac; rung, chéng
mat, phu ngoai bién, bénh than kinh ngoai vi; huyet khéi
tinh mach (viém tinh mach huyét khéi, Bt man phéi);
phan Ung di ing da néng nhu hdi chimg Stevens-Johnson,
hoi ching Lyell; ngét, chdm nhip

Khong

49

Thelin

Natri sitaxentan

28/12/2007

Nguy co ting 4p dong mahcj phdi chua dugc dénh gia day
du trén mot s6 luong nho bénh nhan cua thir nghiém 14m
sang. Tac dung khong mong mudn duge ghi nhan: nhiém
trung ho hép trén, rdi loan déng mau; phit ngoai bién va
cam giac néng bumg lién quan dén tac dung gifn mach;
dau dau, ngat miii; ting transaminase, giam hemoglobin
mau. Khong dung thube cho phu nii ¢6 thai, phai sir dung
cac bién phap tranh thai c6 hi€u qua trong qua trinh su
dung thubc do kha niang gay di tit bao thai da duoc khing
dinh trén dong vat. Giam lidu thudc chéng déng khang
vitamin K khi dung dong thoi 2 thuoc D§ an toan, hiéu
qua trén cac dbi tuong: tré em < 18 tudi, bénh nhan khong
phai ngudi da tring, bénh nhan tic nghén mach phéi chua
duoc khing dinh.




50

Toctino

Alitretinoin

04/11/2009

Gay di tat bao thai, can thuc hién cac bién phap dam bao
chic chin khong c6 thai va cac bién phéap tranh thia c6
hiéu qua trong qua trinh st dung thude.

Tac dung khong mong mubn khac: ting ap luc ndi so lanh
tinh (khong phéi hop voi tetracycline); réi loan chuyén
hoa lipid; chirc nang tuyén giap; tang nhay cam voi anh
sang; roi loan thi gidc (nhin dém); r6i loan tim than (tram
cam) can dugc theo ddi trong qua trinh diéu tri.

Khong sir dung thubc cho phu nir cho con bu, suy gan
hoac than néng, tang cholesterol/triglycerid mau; suy giap
khong dugc kiém soat, bénh nhan thira vitamin A. Giam
liéu khi dung ddng thoi véi cac thude tic ché CYP3A4.

Khong

51

Tracleer

Bosentan 62,5
mg; 125 mg —
vién nén

04/08/2008

Ddc tinh trén gan, gidm hemoglobin mau; kha nang gay di
tat bao thai; ting transminase can dugc giam sat trong qua
trinh diéu tri.

Patheon
Canada

Inc.

-VN-6378-08
-VN-6377-08

52

Tysabri

Natalizumab

07/01/2011

Xuét hién nhiém tring co hoi, hoat héa cac nhiém tring
tiém tang; hdi ching viém lién quan dén hoat hoa hé théng
mlen dich (IRIS); phan tmg di ung trong qué trinh truyén;
tén thuong gan; su ton tai dai ding khang thé khang
natalizumab 1am giam tic dung cia thudc, ting hoat tinh
sinh mién dich cta thudc) can dugc theo doi, giam sat
trong qua trinh diéu tri.

Khong

53

Tyverb

Lapatinib

18/07/2008

Tac dung khong mong mudén ghi nhdn trong cac thir
nghiém 1dm sang: rdi loan tiéu hoa (tiéu chay, budn nén,
non); ban da; doc v6i gan; giam phan sé tong mau thit
trai, viém phéi ké& can dugc theo ddi trong qué trinh sir
dung.

Khong

54

Valdoxan

Agomelatin

04/06/2010

Tac dung khéng mong mudn ghi nhén trong cac thir
nghiém 14m sang: budn non, cam gidc chéng mat; ting
transaminase; phan ung di Uimg ngoai da (ban do, eczema);
¢6 hanh vi/y dinh tu tir cin dwoc theo di trong qua trinh
st dung.

Khong




55

Vimpat

Lacosamid

16/06/2009

Tac dung khong mong mudn ghi nhén trong cac thir
nghiém 1am sang: budn ndn, cam giac chong mat; dau diu,
kéo dai doan PR trén dién tdm do (nguy co bloc nhi-that,
ngit, chAm nhip); c6 hanh vi/y dinh tu tir cin dugc theo
doi trong qua trinh st dung. Can hiéu chinh liéu trong
trudng hop suy gan nang. PO an toan trén cac ddi twong
tré em < 16 tudi, ngudi gia, phu nit cho con bu, nguy co
xay ra tac dung khong mong mudn lién quan dén kéo dai
doan PR, nguy co ddc tinh trén gan, nguy co lam trAm
trong thém bénh dong kinh; nguy co lam dung; nguy co
tang y dinh/hanh vi tu tir can dugc danh gia chi tiét thém.

Khong

56

Volibris

Ambrisentan

05/01/2010

Tac dung khong mong mudn ghi nhén trong céc thir
nghiém lam sang: phu ngoai bién, d6 bimg do vin mach;
dau dau; r6i loan h6 hép trén (viém miii hiu, sung huyét
miii); giam hemoglobin mau; dénh tréng nguc; dau bung;
ting enzym gan can dugc theo doi trong qué trinh st
dung. Chdng chi dinh ding ambrisentan cho bénh nhan
suy gan ning hoic c6 gia tri transaminase > 3 lan gia tri
gi6¢i han binh thuong trén; phu nit ¢6 thai. Nguy co giit
nudce; giam hemoglobin méu; qua mén; ting kho thd cin
dugc gidm sat.

Khoéng

57

Xarelto

Rivaroxaban -
vién nén 10 mg

16/07/2009

Tac dung khong mong muén ghi nhén trong céc thu
nghiém 14m sang: budn ndn, non. Sét, ha huyét ap; huyét
khéi tinh mach sau; phu ngoai bién; thiéu mau. Nguy co
chay mau, doc tinh trén gan, trén tuy, thay ddi chirc ning
than can dugc giam sit. Khong khuyén céo sir dung cho
bénh nhan c6 Cl creatinin < 15 ml/min.

Bayer Healthcare
AG - Germany

-VN1-301-10




58

Xyrem

Natri oxybat

31/03/2008

Tac dung khong mong mudn ghi nhan trong cac thur
nghiém 1am sang: dau diu, chéng mit, budn non; suy hod
hap; réi loan tim-than kinh (déc biét r6i loan hanh vi; trim
cam; c6 hanh vi/y dinh tu tr) can duoc theo dai trong qua
trinh sir dung. Nguy co hdi chimg cai thudc; tuong tac voi
cac thudc tc ché than kinh trung wong, rugu; can dugc
giam sat.

D6 an toan trén cac ddi tuong tré em < 18 tudi, nguoi gia,
phu nit c6 thai/cho con bu, bénh nhéan suy than; nguy co
xuét hién cac rdi loan ndi tiét nguy co tang calci mau;
nguy co hdi chimg cai thudc va hoi chimg bat lai; nguy co
lam dung thubc; nguy co qua lidu can dwoc danh gia chi
tiét thém.

Khong

59

Zypadhera

Olanzapin
(Pamoate

monohydraté
d’olanzapine)

28/01/2010

Tac dung khéng mong mudn ghi nhdn trong céc thir
nghiém 1am sang: hoi ching sau tiém thudc voi cic dau
hiéu va triéu cing phu hop véi qué lidu olanzapin can
duoc theo doi trong qua trinh sir dung. Nguy co giam tap
trung trong van hanh may moéc, phuong tién giao thong;
sai sot trong sir dung thudc lién quan dén nham 14n dang
bao ché cua olanzapin; nguy co ting cin; nguy co ting
duong méu, bat thuong chuyén héa lipid cin dwoc giam
sat.

Khong




