
BO GlAO THONG VAN TAl
Cl)CYTt

S6:.1g,~ICYT-NVYD&TTRYT
VIv cung dp thong tin lien quan d~n
khang sinh nhom polymyxin (thuoc chua
colistin va natri colismethat); thuoc chua
valproate va thuoc chua testosteron

CONG HOA xX HOI CHU NGHiA VIETNAM. . .
D<)cl~p - T\f do - H~nh phuc

Ha N(Ji, ngay 02- thdng 3 ndm 2015

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam Y tS chuyen nganh GTVT.

Ngay 1110212015, Cue Quan ly Duoc - BQY t@co Cong van s6 2484/QLD­
TT vS viec cung c~p thong tin lien quan den khang sinh nhom polymyxin (thuoc
chua colistin va natri colismethat); thu6c chua valproate va thuoc chua
testosteron.

Thong tin chi ti@tvS dQ an toan, hieu qua cling k@tluan cua HQi dang Tir
v~n cap se dang ky hru hanh thuoc d6i voi cac thuoc neu tren duoc ghi trong Phu
luc "Cap nhat thong tin lien quan d@n tinh an toan cua thu6c" (Cong van
2484/QLD- TT kern Phu luc diroc dang tai tren Website cua Cue),

D~ dam bao sir dung thuoc hQP ly va an toan, Cue Y t@GTVT yeu c~u cac
dan vi:

1. Thong bao thong tin lien quan d@ntinh an toan, hi~u qua va k@tlu~n cua
HQi dang Tu v~n c~p S6 dang ky lUll hanh thu6c d6i v6i cac thu6c neu tren trong
tofm dan vi.

2. Ra soat, ki~m tra trong dan vi xem co lUll hanh, Slr dVng IOC;licac thu6c
tren, n@uco phai tang cuemg thea d5i, phitt hi~n, xu tri cac truemg hqp xay ra phan
ling co h9-icua thu6c, gui bao cao ADR vS Cvc d~ Cvc tfmg hqp, bao cao Cvc
Quan ly duqc, Trung tam Qu6c gia vS thong tin thu6c va thea d5i phan ling co h9-i
cua thu6c.

eVc thong bao d~ cac dan vi bi@tva th\fc hi~n.!.~

NO'inhijn:
- Nhu tren (Qua website eve Y t€ GTVT);
- Luu: VT, NVYD & TTBYT.
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2 7 -02- 2015 Kinh giri: - Sa Y tS cac tinh, thanh ph6 true thuoc Trung uong;
- Cac benh vien, vien co giuong benh tnrc thuoc BQY tS.

SO': 3.0)1. "."." VI2/20I4, HQi dAng Tu van cdp S6 dang ky hru hanh thu6c - BQY

te da: hQP dot 149 d6i voi thuoc trong mroc va dot 89 d6i voi thu6c mroc ngoai.
Tai bu6i hQP, HQi dAng da: thao lu~ cac thong tin lien quan dSn tinh an toan va
hieu qua cua: khang sinh nhom polymyxin (thuoc chua colistin va natri

CQNG HoA xA HQI CHU NGHiA VI$T NAM
Dqc I~p - TV do - Hanh plnic

Ha N9i, ngay /1,{ thimg{J.(_ nam 2015

colismethat), thu6c chua valproat, thu6c chua testosteron.

Thong tin chi tiet vS dQ an toan, hieu qua cung kSt lu~ cua HQi dAng d6i

voi cac thuoc neu tren duoc ghi trong Phu luc "Cap nh~t thong tin lien quan dSn
tinh an toan cua thuoc" dinh kern trong cong van nay, dAng thai dugc dang tai tren

c6ng thong tin di~n illcua C\lCQuarr ly Dugc thea dia chi http://www.dav.gov.vn
trong m\lc "Thong tin thu6c" d8 cac bac sy, dugc sy va cac can bQ y tS co th8 tra

Clru,c~p nh~t thong tin.

E>8dam bao su d\lllg thu6c an toan, hgp Iy, Cvc Quarr Iy Dugc dS nghi Sa Y
te cac tinh, thanh ph6 tf\Ic thuQc Trung uong; cac B~nh vi~n, vi~n co giuemg b~nh

tf\ICthuQc BQY tS:

1. Thong bao cho cac co sa kham chua b~nh, cac don vi kinh doanh dugc

phfun tren dia ban cac thong tin lien quan dSn dQ an toan, hi~u qua va kSt lu~ cua
HQi dAng Tu van cdp S6 dang kY luu hanh thu6c d6i v6i: khang sinh nhom
polymyxin (thu6c co chua colistin va natri colismethat), thu6c chua valproat va

thu6c chua testosteron.

2. Huang dful cac co sa kham chua b~nh tren dia ban tang cuemg thea d6i,

phat hi~n va xu tri cac truemg hgp xay ra pharr Ung co h~i cua thu6c neu tren (nSu
co). Gui bao cao pharr Ung co h~i cua thu6c vS: Trung tam qu6c gia vS Thong tin
thu6c va Theo d5i phan Ung co h~i cua thu6c (13-15 Le Thanh Tong, Qu~ Hoan
KiSm, Ha NQi) ho~c Trung tam khu V\l'CvS thong tin thu6c va thea d5i phan Ung
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co hai cua thu6e TP. H6 Chi Minh (201B Nguyen Chi Thanh, Quan 5, T.P H6 Chi

Minh).
C\lCQuan ly Diroc thong bao d8 cac don vi biSt va thirc hi~n./.

NO';nhpn: KT. eve TRUONG
~:~:~ ne y t~ (dB b/c); PHD eve TRUONG
- Cac tht'rtnrong Bo Y t~ (dB b/c);
- C\lC tnrong Cue Quan ly Duoc (dB b/c)
- C\lC Quan ly Kham chua benh;
- Cue Quan Y - BQQu6c phong;
- Cue Y t~- BQ Cong an;
- Cue Y tS - BQ Giao thong V~ tai;
- Trung tam Dr & AOR Qu6c gia;
- Trung tam or & AOR khu V\lC TP. HeM;
- Website Cue Quan ly Diroc;
- Phong DDKT, QLKD, QLCL - Cue Quill ly OUQ'c;
- LUll: VT,IT.
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- - - - - - - - -- ----------------

PHVLVC
C~p nh~t thong tin lien quan d~n tinh an toan thudc

(Dinh kern theo Cong van s6:~4fr ngay _,{(thangtZnam 2015)

1.Khang sinh nh6m polymyxin (thu8c chua colistin va natri colismethat):
-Ngay 24/10/2014, Co quan Quan ly Duoc Chau Au (EMA) thong bao da ra

soat Iai dQ an tom va hieu qua cua cac ch~ pham khang sinh chua colistin hoac natri
colistirnethat va khuyen cao cAn thay d6i nhan thuoc va to huang dfu1 sir dung
(HDSD) cua cac thuoc nay dB dam bao an tom cho benh nhan trong diSu tri eac
tnrong hop nhiem khuan nghiem trong da.dS khang voi cac khang sinh thong thuong.

Uy ban thuoc su dung tren nguoi (CHMP) da xem xet thong tin vS diroc dong
h9C, hieu qua va an tom cua cac khang sinh nh6m polymyxin. Cac thuoc duoc ra scat
dot nay bao gam cac thuoc chua natri colismethat dung dirong tiem hoac duong khi
dung duoi dang dich long vao ph6i. Natri colismethat duQ'c chuyBn h6a thanh ho~t
chat colistin trong co thBnguai.

CIDv1Pk~t lu~ r&ngtiem ho~c truySn (nho giQt) natri colistimethat chi nen uu
tien dB diSu tri cac truang hqp nhi€m khuftn nghiem tr9ng do cac chung vi khuan
nh~y cam khi vi~c ll,l'achQn dic khing sinh khac bi h~n ch~. Khang sinh nay nen
duQ'c dung ph6i hqp v6i cac khang sinh khac n~u c6 thB. CIDv1Pcling khuy~n cao
liSu dung cua natri colistimethat nen duQ'cke dan theo dan vi qu6c t~ (IU). Do liSu
dUng cua natri colismethat co thB dUQ'cvi~t du6i nhiSu d~g khac nhau nen d.n c6
mQt bang quy d6i trong nhan thu6c va to HDSD. Nhung b~nh nhan n~ng nen duQ'c
dUng liSu tai dBnhanh ch6ng d~t duQ'cnang dQkhing sinh c6 hi~u qua trong co thB.
M~c du nhUng thong tin hi~n c6 rat h~ ch~, Uy ban nay van dua ra khuy~n cao vS
liSu dung cho b~nh nhan c6 suy th~ va tre em, dang thai, cung c§.pnhung huang dan
vS liSu dUngcho b~nh nhan nguai Ian tiem thu6c vao tuy s6ng ho~c nao th§.t.

T~i Vi~t Nam, hi~n co 07 s6 dang kY (SDK) thu6c trong nu&c c6 chua natri
colismethat d~g bQt pha tiem va chua co SDK thu6c nu&c ngoai nao chua colistin
ho~c natri colismethat.

H9i d6ng Tu vdn cdp SDK luu himh thu6c - B9 Ydhi¢n dang tiJp t1:lCxem xet
va se dua ra kit luq.nd6i v6'i cac thu6c nay sau khi cq.pnhq.t them quyJt dinh cua co
quan quan If;cac nuac khac co lien quan.
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2. Thu8c chua valproat
2.1. Co quan quan Iy Duoc Chau Au
Ngay 21111/2014, Nhom dieu phoi thuoc sir dung cho con ngtroi theo nhimg

quy trinh khong t~p trung va thira nhan lin nhau gitra cac thanh vien trong lien minh
Chau Au (Coordination Group for Mutual Recognition and Decentralised Procedures
- Human - CMDh) da chap thuan viec th~t ch~t viec gioi han sir dung thu6c chua
valproat tren phu nu do nguy co gay quai thai va cac r6i loan phat trien thea hra tu6i
d6i voi tre tung bi phoi nhiem thuoc chua valproat ill trong thai ky, tiep thea kien
nghi cua Uy ban Danh gia nguy co Canh giac Diroc Chau Au (PRAC) true tkuQc Co
quan Quan Iy Duoc Chan Au (EMA) vao ngay 10/10/2014 truce do. ::~,

Cac bac sy duoc khuyen cao khong nen ke dan thuoc chua valproat cho benh
dong kinh hoac r6i loan tam thin hrong eire d6i voi tre vi thanh nien m! v~ ph\l nu
dang mang thai ho~c dV dinh mang thai trU truang hqp cac phac d6 diSu tri khac
khong co hi~u qua ho~c b~nh nhan khong dung n~p duQ'c.Trong truang hQ'pb~t bUQc
su d\lng thu6c chua valproat, phai su d\lllg bi~n phap tranh thai co hi~u qua va vi~c
diSu tri phai duQ'cb~t dau va duQ'cgiam sat boi bac sy co kinh nghi~m trong diSu tri
b~nh. B~nh nhan nu dUQ'cke dan thu6c nay khong nen dUng thu6c rna khong co y
kiSn bac sy diSu tri vi co th~ gay h~u qua nghiem trc;mgcho chinh b~nh nhan ho~c cho
thai nhi. 6 nhiSu nuac, thu6c chua valproat duQ'ccho phep su d\lng d~ phong b~nh
dau nua dau. Trong truang hQ'Pnay, ph\l nu tuy~t d6i khong duQ'csu d\lng thu6c nay
vai m\lc dich d~ phong dau nua dau khi dang mang thai. Vi~c phong tranh thai phai
duQ'ctiSn hanh truac khi b~t dau diSu tri b&ngthu6c chua valproat va ph\l nu nen su
d\lng bi~n phap tranh thai hi~u qua trong su6t thai gian diSu trio PRAC cung da·
khuySn cao cac bac sy khi ke dan thu6c chua valproat phai cung cdp day dii thong tin
cho b~nh nhan nu d~ dam bao rkg b~nh nhan hi~u r5 vS nguy co nay va ling hQ
quySt dinh Cllabac sy. Ben c~nh do, bac si diSu tri phai tiSn hanh ra soat l~i dva tren
th\fc hanh lam sang thuang quy d6i vai vi~c diSu tri cho tre vi thanh nien nu va ph\l
mi, bao g6m ca thai gian d~y thi va chuAnbi mang thai. PRAC cung nhdn m~nh r&ng
ph\l nu dang trong thai gian diSu tri khong nen 1\1' y dUng thu6c chua valproat rna
khong tham khao y kiSn bac sy. Cac thong tin san phfun 0 chau Au danh cho nhan
vien y ts va b~nh nhan cling se duQ'cc~p nh~t thong tin va khuySn cao mai nh§.tnay.

2.2. Co quan Quan ly DuQ'cUc (TGA)
Gan day, Co quan Quan ly DuQ'c Uc (TGA) cling aa c~p nh~t thong tin lien

quan giua vi~c dUng thu6c chua valproat trong thai kY mang thai va suy giam nh?n
th:rc a tre em tren ta Thong tin san phAmclla cac chS phAmchua valproat hi~n hanh 0
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ue, Trong muc Dung thuoc trong thai ky da ducc b6 sung canh bao vS m6i lien quan
gitra r6i loan ph6 tu ky va nguy co r6i loan phat trien theo dQtu6i a tre em voi phoi
nhiem thuoc chua valproat trong thai ky,

2.3. Co quan Quan ly Duoc va Th\1cpham Hoa Ky (FDA)
Ngay 05/06/2013, Co quan Quan ly Diroc Pham va Thuc pham Hoa Ky (FDA)

ding dii dua ra khuyen cao toi nhan vien y tS va cong d6ng vS viec chong chi dinh
cac thuoc chong dQng kinh chua valproat (bao g6m natri valproat, acid valproic va
natri divalproex) dung du phong dau mra dau a phu nu co thai voi ly do nguy co
giam chi s6 IQ tren tre bi phoi nhi~m thuoc chua valproat trong thai kyo FDA da

. chuyen tir rmrc D (lei ich cua thuoc a rmrc chApnhan duoc ben canh nguy co thuoc
gay ra tren ph\! nu mang thai) sang muc X (nguy co cua thu6c vuqt trQi ra rang so vai
lqi ich thu6c mang l~i tren ph\! nu mang thai}d6i vai Canh bao cho ph\! nu mang thai
tren nhan cua cac thu6c chua valproat d6i vai chi dinh dg phong dau nira d§.u.Tuy
muc dQ Canh bao cho ph\! nu mang thai d6i vai chi dinh diSu trj dQng kinh va r6i
lo~ lu5ng C\1Cv§n giu nguyen muc D nhung FDA cung khuySn cao chi nen ke dan
thu6c chua valproat trong truOng hqp cac thu6c khac khong d~t dUQ'chi~u qua diSu. :..tf! mong muon.

T~i Vi~t Nam, hi~n co 13 SDK thu6c nuac ngoai va 05 SDK thu6c trong nuac
cua thu6c co chua valproat.

Clj.C Quan If!DU(Jc- B9 Y ti se co cong win gUi cac d071vi dang IcY, san xudt
thu6c yeu cdu va huang ddn vi?c cqp nhqt cac thong tin canh bao nay VaGta huang
ddn sir dlj.ngcua cac thu6~ co lien quan.

3. Thu8c chua testosteron
- Ngay 10/10/2014, Uy ban danh gia nguy co Canh giac DuQ'c Chau Au

(PRAC) tf\lC thuQc EMA thong bao da hoan thanh qua trinh danh gia dQan toan cua
cac chS phAro chua testotsteron tren toan lanh th6 Lien minh Chau Au, d~c bi~t t~p
trung ra soat cac tac d\lllg ph\! nghiem tr<;mgtren tim m~ch, m~ch mau bao g6m ca
nh6i mau co tim. Ban bao cao cua PRAC chua ghi nh~ b~ng chUng chUngminh vi~c
sir d\!ng testosteron tren b~nh nhan nam giai - nhling nguai khong san xuAt du
testosteron (lam tang nguy co cac biSn c6 tim m~ch. PRAC ding danh gia 19'iich cua
vi?c sir dl:mg testosteron vdn vU(Jt tr9i h071nguy ca, tuy nhien PRAC d6ng thai
khuySn cao r~g cac chS phAro chua testosteron chi nen duQ'c sir d\!ng trong truOng
hqp S\1thiSu h\!t testosteron dUQ'cxac dinh b~g ca tri~u chUng lam sang va xet
nghi~m c~n lam sang.
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- Bing chimg v~ nguy co bien cf>tim mach nghiem trong cua loai thuoc nay
v~n co nhieu mau thuan, Trong mot s6 nghien ciru v~ dQ an toan cua testosteron duoc
cong b6 g§.n day, co ba nghien ciru cho dng nguy co bien c6 tim mach a nhom nam
gioi sir dung testosteron tang cao han nhom nam gioi khong sir dung loai thuoc nay.
Tuy nhien cac nghien ciru khac khong khang dinh nguy co nay va ba nghien ciru tren
v~n con t6n tai mot s6 han ch~. Mat khac, PRAC cling cho ring ban than sir thieu hut
testosteron cling co thS lam tang nguy co benh tim. Vi vay, PRAC khuyen cao ring
chi nen sir dung cac che pham nay khi hrong testosteron trong co thS thirc su thieu
hut va Sl,l'thi~u hut nay phai duoc khang dinh qua cac trieu chung lam sang va cac k~t
qua xet nghiem, TO' thong tin san pham cua toan bQ ch~ phclm chua testosteron a ED
c§.nphai c?p nh?t khuy~n cao nay cling nhu cac canh bao th?n tr9ng sir d\lng thu6c
nay tren d6i tuQ'ng nam gi6i dang miic cac b~nh nghiem tr9ng tren tim, gan, th?n.
Ngoai ra, to' thong tin san phclmcling se dUQ'cyeu c§.unh~n m~nh dfr li~u v~ hi~u qua
va dQan toan clla thu6c tren b~nh nhan tren 65 tu6i con h~n ch~ cling nhu tren thvc t~
luqng hormon nay S\lt giam thea dQtu6i va hi~n chua co cac gia tri tham chi~u n6ng
dQtestosteron tuang ung thea dQtu6i.

- DQ an toan clla cac ch~ phclm chua testosteron c§.nphai duQ'cti~p wc giam
sat. D~c bi~t mQt sf>nghien Clmv~n dang duQ'c ti~n hanh va cac k~t qua cua nhfrng
nghien cuu nay se ti~p t\lCduqc Can-nl1~Ctrong cac danh gia lQ'iich/nguy co thuang
quy d6i v6i testosteron trong thai gian t6i.

- Khuy~n nghi nay clla PRAC dii duqc trinh t6i Nhom diSu ph6i thu6c sir d\lng
tren nguai duqc phe duy~t thea nhfrng quy trinh khong t?p trung va thira nh?il l&n
nhau (Coordination Group for Mutual Recognition and Decentralised Procedures -
Human - CMDh) dS cha dua ra quy~t dinh cu6i cling.

- FDA dang ti~n hanh danh gia nguy co gay dQt quy', nh6i mau co tim va tU
vong cling nhu danh gia cac bi~n c6 tim m~ch lien quan d~n kha nang xu~t hi~n C\lC
mau dong a dQng m~ch tren b~nh nhan sir d\lng testosteron. K~t qua cu6i cling se
duQ'ccong b6 trong thai gian tm.

T~i Vi~t Nam hi~n co 04 SDK thu6c nu6c ngoai va 01 SDK thu6c trong nu6c
clla thu6c co chua testosteron.

H9i a6ng Tu van cap SDK luu himh thu6c - B9 y dhi?n aang tiip t{lCxem xet
va se aua ra kit lu(in ac5iv6'i cac thu6c nay sau khi c(ip nh(it them quyit ajnh cua co
quan quem If;cac nuac khac co lien quan.
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