BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phije
S6 : é {Lfﬁ( /QLD-TT Ha Néi, ngay JJf thdng$  nam2012
V/v théing tid vé cdc Danh muc

thuéic céin quan ly dac biét cia Co
quan quan 1y duge phdm Phap

Kinh gifi: - S&Y t&€ cdc tinh, thanh phé tryc thudc Trung wong;
- Céc bénh vién, vién ¢6 giudng bénh truc thuge By Y t€

Ngav 03 thiang 05 nam 2012, Cyc Quan 1§ duge nhan duge cong van s6
17/TTT dé ngay 02 thing 05 nam 2012 cha Trung tam Qudc gia vé théng tin
thudc va theo doi phén ting ¢6 hai ctia thudc thong bao Co quan quan 1y duge
phém Phip (Affsaps) dd sép x€p lai Danh myc thudc cin quan Iy dac biét thanh
ba danh muc nho:

- Danh muc thudc can quéan ly nguy co

- Danh muc thudc cén tang cudng gidm sét

- Danh muc thuéc bi dinh chi, thu héi.

Trong thdi gian vira qua, Cuc Quén 1y dugce da co van ban khuyén cdo mot
6 thuoc nam trong Danh muc néi trén nhu Buflomedil, Ketoconazol (dudng
udng), Pioglitazon...

a”‘:’”&"ﬁhém muc dich d4dm béo sir dung thudc an toan, hop 1y, Cuc Quan 1y duoc
cung cip thong tin nay va dé nghi :

S& Y t€ céc tinh, thanh phé truc thu6ce Trung uong, cc bénh vién, Vién co
giudng bénh tryc thudc Bo Y 1€ phd bi€n thong tin néi trén 161 cdc cd s dieu tri
thudc pham vi quan 1y biét va luu ¥ trong qud trinh ké don, sir dung cdc loai thudc
trong cdc danh muc néi trén.

Théng tin vé Danh muc thude cdn quan Iy dic biét clia Affsaps duge dinh
kém theo cong van nay va dang tai trén cong théng tin dién tir cha Cuc Quén 1y
dugc theo dia chi: http://www.dav.gov.vn muc thong tin thude dé cdc béc s¥, dugc
s§ va cdn bo y t& ¢6 thé tra cu, cap nhat thong tin.

Cuc Quéan 1§ dugc thong bdo dé cdc don vi biét va thuc hi¢n./.

N;’ll; nhgein: KT. CUC TRUONG
- Nhu trén; A

- Thit truéng Cao Minh Quang (dé b/c); PHO cyc TRUONG
- Cuc QLKCB;

- Cuc Quan Y — BQP;

- Cuc Y t&€—Bo CA;

- Cuc Y t€ - Bo GTVT;

- Phong DKT, QLKD, QLCL:
-Luu: VT, TT.
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DANH MUC CAC THUOC CAN THEO DOI, QUAN LY
(Phu luc kém theo Cdng vin s&1F ITTT ngay 02 thang 05 nam 2011 cta Trung tém Quéc gia vé
Théng tin thudc va Theo dai phan tmg c6 hai cia thude giri Cuc Quan ly Duge Viét Nam vé viéc
cung cp théng tin v& céc thude can theo ddi, quan Ly)
Danh muyc 1: Danh muc thude cin quan Iy nguy co

Thube dugc xép vao danh muc nay khi ¢6 chita mét hoat chat m&i holic ¢6 nhitng thay
ddi 16n sau khi dua thudc ra thi trudng nhu: lidu diing méi, chi dinh méi, dudng ding mai, thay
ddi trong qua trinh san xuét thude hogic thubc c6 nguy co nghiém trong trong qué trinh luu hanh
thudc.
Muc dich:

- X4c dinh rd rang , du phong nguy co lién quan dén thube

- Hoén thién hd so hién c6 clia thudc

- Pua ra diéu kién gidm st st dung thudc khi thube duge st dung trong diéu tri thue té,
Trong trudng hgop cén thiét s& ap dung thém céc bién phép bd sung ngoai theo ddi thudng quy, vi
du:

- Tang cudmg gidm sat canh gide dugce chit ché do mot s6 nguy co nhét dinh duoc dé cap

- Thuc hién mét sb nghién ctu lién quan dén thi nghiém l&m sang giai doan hiu
marketing.

- Bb sung bién phdp giam thiéu nguy co (cung cap thong tin cho cén b y té va bénh
nhan) '
Nhiing thube trong danh sich 13 nhimng thubc ¢ ké hoach quan 1y nguy co thude mét trong
nhitng bién phép duge phé duyét bdi Co quan Quan Iy Duge phim Phép.

TT | Tén biét durge Tén hoat chit TT | Tén biét dwoe Tén hoat chit

1 Abstral Fentanyl 31 | Multaq Dronedaron

2 Aclasta Acid zoledronic 32 | Mycamine Micafungin

3 Alli Orlistat 33 | Nplate Romiplostim

4 Arava Leflunomid 34 | Onglyza Saxagliptin

5 Arcoxia Etoricoxib 35 | Orencia Abatacept

6 Byetta Exenatid 36 | Ozurdex Dexamethason

7 Celsentri Maraviroc 37 | Pradaxa Dabigatran

8 Cervarix Vaccin phong ung thu | 38 | Prevenar Vaccein  phong viém
¢0 tur cung phoi

9 Champix Vareniclin 39 | Procoralan Ivabradin

10 | Cimzia Certolizumab 40 | Quienza Capsaicin

11 | Colokit Phosphat 41 | Relistor Methylnaltrexon
monohydrate,
phosphat dihydrat

12 | Cymbalta Duloxetin 42 | Revlimid Lenalidomid




13 | Effentora Fentanyl 43 | Revolade Promacta
14 | Efient Prasugrel 44 | Roactemra Tocilizumab
15 | Ellaone Ulipristal 45 | Ruconest Conestat
16 | Eucreas — Galvus | Vildagliptin 46 | Stelara Ustekinumab
17 | Exjade Deferasirox 47 | Subutex Buprenorphin
18 | Firmago Degarelix 48 | Symbicort Budesonid/ Formoterol
19 | Gardasil Vaccin phong ung thu | 49 Thalidomide Thalidomid
¢0 t cung
20 | Naris Canakinumab 50 | Toctino Alitretinoin
21 | Increlex Mecasermin 51 | Toxine botulinique | Pde t& botulinique typ
AouB A hodc typ B
22 | Instanyl Fentanyl (dang xit | 52 | Tracleer Bosentan
mfii)
23 | Intelence Emtravirin 53 | Tysabri Natalizumab
24 | Intrinsa Testosteron 54 | Tyverb Lapatinib
25 | Isentress Raltegravir 55 | Valdoxan Agomelatin
26 | Januvia Sitagliptin 56 | Vimpat Lacosamid
27 | Kuvan Saprotein 57 | Victoza Liraglutid
28 | Lucentis Ranibizumab 58 | Volibris Ambrisentan
29 | Meopa Nitrogen monoxid — |59 | Xarelto Rivaroxaban
Oxygen
30 | Methadone Methadon 60 | Xyrem Natri oxybat
61 | Zypadhera Olanzapin




Danh muc 2: Thudc cin ting cwdng gidm sat

L4 nhimg thudc da hinh thanh tin hiéu canh gidc dugc tir bdo céo tu nguyén va dang duge
trién khai thuc hién mot sb nghjen ctru dé khang dinh. Sau khi ¢6 két qua tir nhitng nghién ctru
do, cac bién phap thich hgp ¢6 thé duge thuc hién nhu: dua ra cdc canh bao va than trong khi su
dung, gidi han diéu kién ké don hodc dinh chi, thu hdi san pham.

TT Thudc Hoat chit Nhém thude Ly do gidm sat
Lauromacrogol 400 Thudc didu tri xo Nguy co bién ching huyet
(hodc polidocanol) | héa tinh mach khdi thc mach (huyet khéi tinh
mach séu, nghén mach ph01 tai
blen mach mau néo, tai bién do
thiu mau tam thqi), anh hudng
1 | AETOXISCLEROL thi lye, dau nira dau
Nguy co gdy bién ching nhiém
khuén
Chi dinh ngoai chi dinh dugc
phé duyét bdi Cuc quan ly
Duoc
Cic chit dbi khang | Khéng chiro Thube diéu tri Nguy co gay ra roi loan &m anh
2 dopaminergic va parkinson cudng che
Levodopa
3 ALLI Orlistat Ho trg giam cén TO{] thu’q‘ng gan va su dung
khong dung céich
4 Thube ho chira Pholeodin Thube ho Nguy co gdy di ing chéo voi
pholcodin cac thudce gidn co
Fondaparinux Thurf)c ch’éng Bién ching xuat huyét va
sodium huyét khoi khong phit hop dé sit dung trén
5 ARIXTRA bénh nhén cao tudi va bénh
nhén suy than
Thube nhé mit Khong ghi 1o Thubc gian dér}g T4c dung khéng mong mudn
khédng cholinergic ti va liét cothé mi | chung
6 | gidn con ngudi trén
bénh nhin cao tudi
va tré em
CONTRACNE, Isotretinoin (dudng | Thudc tri mun Nguy co gay quéi thai va nguy
7 CURACNE, ubng) co gdy rbi loan tdm than
ISOTRETINOINE
TEVA, PROCUTA
Methysergid Thuéq diéu tri dau Trong chi dinh “dleu tri tdn
nra dau gbc bénh dau nira dau”, thube
nay c6 nguy co gay ra xo hoa,
dac biét 1a sau phic mac, phoi,
g DESERNIL mang phdi va van tim. Téc

dung nay hiém gip nhung rét




nguy hiém, viéc sir dung thudc
nay ¢6 thé dan dén nguy co
trén bénh nhén, trong khi hiéu
qua ctia thudc lai thip

Khéng ghi 13 Dung dich thdm Nguy co lam tang ndng dd ndi
. phan phtic mac ddc to 6 the do viem phic
DIANEAL, mac vo khuén
9 EXTRAEAL, T sz = g
NUTRINEAL uong tac vm‘mot s0 }}\_(et
nghiém do dudng huyct
(Extraneal)
10 FERRISAT Fer dextran Sét dang tiém Phan (mg qué man
FURADANTINE, | Nitrofurantoin Thgéc chéng Bdc tinh trén gan va phdi,
11 FURADOINE, nhim khuin nguy hiém hon & nhirng bénh
MICRODOINE nhén diéu tri dai ngay
Fingolimod Thudc trc ché mién | T4c dung phu trén tim mach.
dich Nhiém khuén.
12 GILENYA Téc dung phu trén mit.
Téc dung phu trén gan.
Nguy co gdy quai thai.
HEXAQUINE, | Quinin (dang phdi | Thubc didu triri | Nguy co gy ra dj (mg —mién
OKIMUS, hgp) logn co dich, bao gom phan Ung trén
13 QUININE da, méu va phan tng trén gan
VITAMINE C nguy hiém
GRAND
HYDERGINE, Dihydroergotoxin | Thuéc gidn mach | Nguy co gdy xo hda
CAPERGYL, Dihydroergocornin | 1g0ai bién (dihydroergocristin va .
14 ISKEDYL, Dihvdroergocristin dihydroergotoxin), xo hoa phoi
VASOBRAL, HIyeroeBaenat va mang phdi (nicergolin)
SERMION va thudc | Dihydroergocryptin
gbe Nicergolin
Dihydroergotamin Thube didu trj dau | Gay téc dung khéng mong
FEARAN, nira dau hodc gifin | mudn co mach nguy hiém, xo
15 | SEGLOR, TAMIK weg , R IR T 2
. ¥ mach ngoai bién hoa, nguy co, bénh vé van tim
va thudc goce W Sam s
hay tang ép dong mach phoi
i ; Immunoglobulin Khéng huyét Nguy co xay ra bién cb vé
16 Immunoﬁlfubulmes ngudi binh thuétng | thanh va huyet khoi — tdc mach va bénh
immunoglobulin vé than
Cpﬁt tre ché tai thu | Fluoxetin, Tl:luéc didu tri Nguy co tac dong 1en sy phat
hoi serotonin ding | fluvoxamin, tram cam trién va sur hoan thién chuc
17 i — . N—r
cho tré em va vi sertralin ning sinh duc
thanh nién
g | KETUMva thude | Ketoprofen (dang | Thudng chéng Phan tmg di tmg 4nh sang
goc gel) viém




Insulin glargin

Thubc didu tri dai

Nguy co tiém 4n giy ung thu

19 LANTUS o ditbng
Levothyroxin Hormon tuyén Nguy co gy mét cin l:‘if?mg
20 LEVOTHYROX va gidp tuyén giap khi thay the
thude gbe Levothyrox/thude generic
(hodc ngugce lai)
Dronedaron Thube chéng loan | Géy phan Ung c6 hai trén gan
21 MULTAQ nhip va nghi ngd gy ra phan mg c¢é
hai trén hé tim mach
MYNOCINE va Minecyclin Thubc chéng Phan tmg qua man déi khi
22 Lo K .z 2 :
thuoe goc nhiem khuan nguy kich
7 NEXEN va thude | Nimesulid Thubng chéng Gay phan tmg c6 hai trén gan
géc viém
PARLODEL; Bromocriptin ;{::;igu}’;c ché E}i:;ll ching trén hé mach thin
24 BROMOKIN Utc 2 G 5%
ché tibt sika Nguy co gdy Xo hoa phoi va
sau phuc mac
25 PEDEA Ihuprofen (dang Djéu m bénh tim Niguy co gdy phan tng co hai
tiém) bam sinh trén than
Métoclopramid Thubc chéng nén | Nguy co gay phéan tng c6 hai
- * . A= -
2% PRIMPERAN tre'n than klph (r6i loan ngoai
thap), nghiém trong hon trén
tré em va vi thanh nién
Ranelat strontium Thudc chéng xdp | Phan img trén da nghiém trong
xuong (DRESS, hoi chimg Stevens-
27 PROTELOS Johnsson va hoai tir biéu bi)
Bién cb huyét khéi tic tinh
mach
i A A s A A ~
28 PROTOPIC Tacrolimus T‘huoc uc ché mién Nguy co tiém an giy u lympho
dich trén da
29 SORIATANE Acitretin Thubc tiéu sing | Nguy co gy quéi thai
30 STABLON Tianeptin Thube trdm cam NgL}y co I‘am dung va phu
thudc thudc
31 TRIVASTAL Piribedil Thude lkhéng Gé?z budn ngt va rdi loan giéc
dopaminergic ngu
UVESTEROL D, | Ergocalciferol B sung vitamin Khé chiu trong lic ubng thube
15 UVESTEROL cho bita dn
VITAMINE
A.D.E.C
33 VASTAREL va Trimetazidin Thuéc chéng dau | Héi chimg parkinson, giam tiéu

thudc géc

that nguc

c&u va ban xudt huyét




Voriconazol Thube chéng ndm | Péc tinh do 4nh sang va mdt
vai trudng hop hieém gép ung
# YEEND thir t bao bidu mé néu didu tri
trong thoi gian dai
35 XENICAL 120mg, | Orlistat Hb tro giam can Nguy co gay bénh trén gan
vién nang
Linezolid Thl.}_éc chér}g Gy phan {mg ¢¢ hai trén mau
nhiém khuan va nguy co nhiém toan acid
36 ZYVOXID lactic lién quan dén viée sit

dung thudc dai ngay ngoai chi
dinh da dugc phé duyét bdi
Cuc quan ly Duge




Danh muc 3: Thudc bi dinh chi, thu hoi

Biét dwgre

Hoat chét

Nhém thube

Can thigp dang hodc du kién thue hién

ACTOS

Pioglitazon

Pidu tri dai thao
dudng

+  Thu hdi san phim tai Phép tir 11/07/
2011

« Y kién cua EMA (Cyc Quan ly Duge
chéu Au) vao ngay 21/07/2011: vén giir
AMM (Quyén dugc luu hanh trén thi
trudng), ting cudng cdc bién phap theo
doi

. Bang doi quyet dinh cudi cling cua Hoi
déng chau Au, dya trén quy trinh danh
gid lai tién hanh tai Phdp

COMPETACT

Pioglitazon +
Metformin

Diéu tri déi thao
dudng

+  Thu hdi san phim tai Phdp tir 11/07/
2011

. Y klél’l ctia EMA (Cyc Quan ly Duoc
chau Au) vao ngay 21/07/2011: vén gitt
AMM (Quyén duoc luu hanh trén thi
truong), ting cudng céc bién phép theo
ddi

: Dang doi quyet dinh cudi ciing ctia Hoi
ddng chéu Au, dya trén quy trinh danh
gid lai tién hanh tai Phap

EQUANIL va
cac generic

Meprobamat

Thudc cai rugu

+  Thu héi san pham tir 10/01/2012

«  Két luan nguy co vugt qua lgi ich duge
khang dinh sau mdt quy trinh danh gia
tién hanh trén toan chau Au, dugc phat
dong tai Phap

FONZYLANE
VA C4c generic

Buflomedil

Thubc gidn mach
ngoai vi

o Thu hdi san pham fir 17/02/2011

»  Két lufin nguy co vugt qua loi ich duge
khang dinh sau mgt quy trinh danh gia
tién hanh trén toan chiu Au, duoc phat
dong tai Phap

MEPRONIZINE

Meprobamat +
Aceprometazin

Thube giai lo
va thudc khang
histimin

¢ Thu hdi san phdm tir 10/01/2012

«  Ban hanh huéng dén dé ngin nglra hodc
han che tac dung nguoc hodc hdi ching
cai thubc @i v6i bénh nhan ngimg diéu
trif NOCTRAN va MEPRONIZINE
trong qua trinh thu hoi thube

o Két ludn nguy co vuot qua loi ich dugc
khﬁng dinh sau mot quy trinh dénh gia
tién hanh trén toan chau Au, duge phat
dong tai Phap

NIZORAL

Ketoconazol

Thuéc chér}g
nhiém khuan

e Thu hdi san pham tir 10/01/2012
«  Dang thuc hién danh gi4 lai mdi quan




hé loi ich/nguy co trén quy mé toan
chau Au, phat ddng tai Phap (két qua
dugce céng bd vao thang 4/2012)
Nizoral van cé t€n trong danh myc
ATU (nhitng thude duge phép siv dung
tam thoi), dé xudt boi Afssaps, dbi

v6i nhitng bénh nhan méc hdi ching
Cushing

NOCTRAN

Acepromazin
+
aceprometazin
+ clorazepat

Thubc an than,
géy ngu

Thu hdi san pham tir 27/10/2011

Ban hanh huéng dan dé ngan ngira hoac
han ché tac dung nguge hodc hoi chimg
cai thube ddi véi bénh nhan ngimg didu
tri NOCTRAN va MEPRONIZINE
trong qué trinh thu hdi thude

Vién dan chtra
terpin hydrat
danh cho tré con
bl me

Dén chét
terpenic

Thude sat trung
dudng hé hap

Thu hdi hoan toan toan bd biét dugc chi
dinh trén tré em duéi 30 thang bit dAu
tir 13/02/2011

Thay ddi thong tin gidi thidu ctia nhing
dang bao ché khéc danh cho tré em,
trong d6 ¢6 bd sung chéng chi dinh méi
nay

Giri thur dén nhimg béc s§ ké don thong
béo vé chbng chi dinh nay dbi véi tré
em dudi 30 thang tudi va nhimg thay
@bi duge thue hién trong RCPs (Thong
tin vé dic tinh cua san phdm) va luu ¥
dén nhig ché phdm van tiép tuc Iuu
hanh trén thi trudng

XIGRIS

Alpha
drotrecogin
hoat hoa

Thudc chdng
dong

Thu hdi san pham tir 27/10/2011

Sau két qua ctia mot nghién ctu lam
sang (PROWESS — SHOCK), chi

ra r?mg biét duge khong c6 hiéu qua
(khong lam giam ty 1€ tir vong trong
vong 28 ngay & nhirng bénh nhan dugc
didu trj bang XIGRIS so véi placebo),
Lilly di quyét dinh thu hdi thudc khoi
thi truong trén toan ciu

Afssaps dinh chi mgt thir nghiém ldm
sang duy nhét dang thuc hién tai Phép
(dwoc tién hanh badi don vi thé ché luét
phap)

Ban théng bao s& duge hing bao ché
Lilly giri dén cho cac nhén vién y té ¢6
lién quan






