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VIv cung cap thong tin cap nhat lien quan
d~ntinh an toan cua cac thuoc: thuoc chua
Naftidrofuryl, thuoc chua Eszopiclone,
thuoc khang Serotonin, thuoc dung ngoai
di~utri mun chua Benzoyl peroxide hoac
Acid salicylic, thuoc chua Ondansetron va

dung dich Chlorhexidine.

CQNG HOA xA HQI CHU NGHiA VI~TNAM
DQc l~p - T\f do - H~nh phuc

Hit Noi, ngay j A thang -.3 nom 2015

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

Ngay 27/02/2015, C1,lCQuan ly Duoc - B9 Y t&co Cong van s6 4105/QLD­
TT vS viec cung cap thong tin cap nhat lien quan den tinh an toan cua cac thuoc:
thuoc chua Naftidrofuryl, thuoc chua Eszopiclone, thuoc khang Serotonin trong
diSu tri bu6n non va non, thuoc dung ngoai dieu tri mun chua Benzoyl peroxide
hoac Acid salicylic, thuoc chua Ondansetron qua duong tinh mach a nguoi cao
tu6i (>65 tuoi) va dung dich Chlorhexidine (C6ng van 4105/QLD- TT kern Phu luc
duac dang tai tren Website cua Cues.

f)~ dam bao sir dung thuoc hop ly va an toan, C1,lCY t&GTVT yeu c~u cac
don vi:

1. Thong baa thong tin lien quan d&ntinh an taan, phan ung co h~i va k&t
lu~n cua H9i d6ng Tu v~n c~p S6 dang ky lUll hanh thu6c - B9 Y t&d6i v6i cac
thu6c neu tren trong taan don vi.

2. Ra saat, ki~m tra trang don vi xem co lUll hanh, su d1,lngla~i cac thu6c
tren, n&uco phai tang cuemg thea d5i, phat hi~n, xu tri cac truemg hqp xay ra phim
ling co h~i cua thu6c, gui baa caa ADR vS C1,lcd~ C1,lCt6ng hqp, baa caa C1,lC
Quan ly dugc, Trung tam Qu6c gia vS thong tin thu6c va thea d5i phan ling co h~i
cua thu6c.

C1,lCthong baa d~ cac dan vi bi&tva thvc hi~n./.~

No'i nhiin:
- Nhu tren (Qua website el,le Y t~ GTVT);
- Luu: VT, NVYD & TTBYT.



BOYTE
CVC QUAN LY DUQC

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
I>qc l~p - TV do - H~nh phuc

S6:4~ 051 QLD-TT Ha N(>i,ngaY:2+ thangOci ndm 2015
VIv cungcfrpthong tin c~pnhat

cue y_TE G'A~N»d1I.JC~~~~,tinh~an toan cua
CONe: v'; "\'n ,:'rQac~huoc

13 -03- 2015 Kinhjgiri: - Sa Y tS cac tinh, thanh ph6 tnrc thuoc Trung uong; ,
, I - Cac benh vien, vien co giirong benh true thuoc B9 Y teo

80': ... 3..3.Cj... Ngay.28110/2014, H9i d6ng Tu v~n c~p S6 dang ky luu hanh thuoc - BQY
tS da:h9P dot 148 d6i voi thuoc trong mroc va dot 88 d6i voi thuoc mroc ngoai.
Tai buoi h9P, HQi d6ng da:thao luan cac thong tin lien quan dSn tinh an toan va
hieu qua cua: thuoc chua Naftidrofuryl, thuoc chua Eszopiclone, thuoc khang
Serotonin trong di~u tri buon non va non, thuoc dung ngoai d~ di~u tri mun chua
hoat ch~t Benzoyl peroxide hoac Acid salicylic, thuoc chua Ondansetron qua
duong tinh mach a nguoi cao tuoi (>65 tudi) va dung dich Chlorhexidine.

Thong tin chi tiSt v~ dQan toan, hieu qua cung ket luan cua HQid6ng d6i
voi cac thu6c neu tren duqc ghi trong Ph\ll\lc "C~p nh~t thong tin lien quan dSn
tinh an toan thu6c" dinh kern trong cong van nay, d6ng thai duqc dang tai tren
,

cong thong tin di~n tu cua C\lC Quan ly Duqc thea dia chi
http://www.dav.gov.vn trong m\lc "Thong tin thu6c" d~ cac bac s9, duqc s9 va
cac can bQy tS co th~ tra cUu,c~pnh~t thong tin.

D~ dam bao su d\lng thu6c an toan, hqp ly, C\lCQuan ly Duqc d~ nghi Sa
Y tS cac tinh, thanh ph6 tf\fCthuQcTrung uong; cac B~nh vi~n, vi~n co giuOng
b~nh tf\fCthuQcBQY tS:

1. Thong bao cho cac co sa kham chua b~nh, cac don vi kinh doanh duqc
ph~mtren dia ban cac thong tin lien quan dSn d9 an toan, hi~u qua va kSt lu~n cua
H9i d6ng Tu v~n c~p S6 dang ky luu hanh thu6c d6i voi: thu6c chua
Naftidrofuryl, thu6c chua Eszopiclone, thu6c khang Serotonin trong di~u tri bu6n
non va non, thu6c dung ngoai d~ di~u tri m\ln co chua ho?t ch~t Benzoyl peroxide
ho~c Acid salicyJic, thu6c chua Ondansetron qua duang tinh m?ch a nguai cao
tu6i (>65 tu6i) va dung dich Chlorhexidine.

2. Huang d~n cac co sa kham chua b~nh tren dia ban tang cUOngthea doi,
phat hi~n va xu tri cac truOng hqp xay ra phan ling co h?i cua cac thu6c neu tren
(nSuco). Qui bao cao phan ling co h?i cua thu6c v~: Trung tam qu6c gia v~ thong



tin thuoc va thea dci phan ling co hai cua thuoc (13-15 LS Thanh Tong, Quan
Hoan KiSm, Ha N9i) hoac Trung tam khu vue vS thong tin thu6c va thea doi phan
ling co hai cua thu6c thanh ph6 He, Chi Minh (201B Nguyen Chi Thanh, Quan 5,
T.P He, Chi Minh).

Cue Quan ly Diroc thong bao dS cac dan vi biet va thirc hien.'.

Nuinh~n: KT. CTTCTRTJONG
- Nhu tren; PHO eve TRUONG
- BQ tnrong BQ Y t~ (de b/c);
- Cac thir tnrong BQ Y t~ (de b/c);
- CI,lCtnrong CI,lCQuan Iy Diroc (dS b/c)
- CI,lCQuan Iy Kham chua benh;
- CI,lCQuan Y - BQ Quoc phong;
- CI,lCY t~ - BQ Cong an;
- CI,lCY t~ - BQ Giao thong V~n tai;
- Trung tam DI& ADR Quoc gia;
- Trung tam khu VI,l'CvS DI & ADR TP. HCM
- Website CI,lCQuan Iy Diroc;
- Phong DKT, QLKD, QLCL - CI,lCQuan Iy DUQ'c;
- Liru: VT, TT. DB Van Dong



PHl) Ll)C
C~p nh~t thong tin lien quan d~n tinh an toan thudc

(Dinh kern thee Cong van s6: 4;f 06 ngaydf thangOoZnam2015)
1. Thu8c chua Naftidrofuryl:

Ngay 23/1/2014, Cue QU3n ly Duoc nhan duoc cong van s6 12/TTT cua Trung
tam DI & ADR Quoc gia dS nghi Cue Quan ly Duoc:

- Yeu c~u cac cong ty san xuclt va kinh doanh diroc pham sua d6i, b6 sung
thong tin trong nhan thuoc va to hirong d~n sir dung cua cac biet diroc chua
Naftidrofuryl thee cac noi dung nrong irng diroc khuyen cao boi Co quan QU3n ly
Diroc Phap (ANSM):

+ Cac biet duoc co thanh phan hoat chat chinh la Naftidrofuryl chi duoc sir
dung trong diSu tri chirng khap khieng each h6i do cac benh nghen de>ngmach man
tinh gay hoai til' chi duoi giai dean 2 (arteriopathie obliterante des members
inferieures - AOMI).

+ Cac biet duoc nay khong con duoc chi dinh trong diSu tri h6 trg cac tri~u
chung suy giam tri tu~ b~nh ly va thiSu nang th~n kinh cam giac m~n tinh a nguai
gia (ngo~i trir Alzheimer va cac d~ng m~t tri nh6 khac) va trong diSu tri h6 trg he>i
chung Raynaud.

- C~p nh~t thong tin t6i cac co sa kham chua b~nh va khuySn cao can be>y tS
nhfrng thong tin nhu sau:

+ Khong su dvng Naftidrofuryl trong diSu tri h6 trg cac tri~u chUng suy giam
tri tu~ b~nh ly va thiSu nang .th~ kinh cam giac m~ tinh a nguai gia (ngo~i trir
Alzheimer va cac d~g m~t tri nh6 khac) va trong diSu tri h6 trg he>ichung Raynaud.

+ Khong ke m6i va ke l~i Naftidrofuryl ngoai chi dinh diSu tri chung kh~p
khi~ng cach h6i do b~nh nghen de>ngm~ch m~n tinh gay ho~i til' chi du6i (giai do~n
2).

+ Xem xet phuang phap diSu tri thay thS phil hgp (nSu c~ thiSt) cho cac chi
dinh dffbi lo~i bo.

T~i Vi~t Nam, hi~n co 01 s6 dang ky (SDK) thu6c nu6c ngoai va 02 SDK thu6c
trong nu6c cua thu6c chua Naftidrofuryl.

Cl:lC Quem Ii' DU(Jc - B9 Y ti se co cong van gui cac dan vi scm xudt va kinh
doanh dU(Jcphdm yeu cdu va huang ddn vi¢c c(lp nh(lt cac thong tin cemh bao nay
VaGnhiin thu6c va ta huang ddn su d/:mg cua cac thu6c co lien quan thea cac n9i
dung tuang zmg dU(Jckhuyin cao boi ANSM
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2. Thu8c chua Eszopiclone
Ngay 15/5/2014, Co quan quan ly Duoc Hoa Ky (FDA) ban hanh canh bao vS

viec thu6c tri chirng m~t ngu Lunesta (hoat ch~t: Eszopiclone) co thS gay ra S\1 suy
giam kha nang 1Mxe va cac hoat dong doi hoi S\1 tinh tao khac vao ngay hom sau.
FDA khuyen cao g!am IiSu khoi d~u Lunesta xuong 1mg ngay tnroc khi di ngu, Phu
......,.... ,(7'; ......~'t"'t"\ rr;/v; rta.l1 r-A nf"l'11" r-rv COl'" ,.....;';n"t lrh& ";;inn ,....,;" n1",. 1"\1,-:111 lrh, c,"., rJl1nn
J.J.U v U. J.J.'-".L.l.J. 0.1'-'.1. u."",y \00'''''' J.J.5\A.) ""'''''' tJ ....,J b.l.'-"'L.a.J. .J.lr..A.J. ......... U.4,....l.0 J,.. ........ ; ..l..L&..LfoA. .&..L&..I.""- .... .I.~.a..L v_ --~.Lb

Lunesta, vi v~y lieu khoi d~u khuyen cao cho Lunesta la 1mg cho ca hai d6i nrong
nam va nit.

FDA da:phe duyet S\1 thay d6i tren thong tin ke toa va huang dfu1su dung cho
benh nhan cua san pham cua Lunesta dS bao g6m nhUng khuySn cao mai nay. Nhan
thu6c cua cac thu6c generic chua Eszopiclone cilng se duQ'cc~p nh~t thea do.

T~i Vi~t Nam, hi~n co 03 SDK thu6c nuac ngoai va khong co SDK thu6c trong
nuac nao cua thu6c chua Eszopiclone.

C¥c Quem If;DU(1chi?n dang tiip t¥c xem xet va se dua ra kit lugn d6i vOi cac
thu6c nay sau khi cgp nhgt them f; kdn cua trung tam DI & ADR Qu6c gia va B9
man DU(1cIf; - Truirng Dc;zih9C Y Ha N9i.

3. Thu8c khang Serotonin trong di~u trj bu8n non va non
Ngay 14/5/2014, B9 Y tS Canada da: ban hanh thong bao vS nguy co cua h9i

chUng serotonin lien quan dSn cac thu6c khang Serotonin trong diSu tri bU6n non va
non, bao g6m: dolasetron (ANZEMET®), granisetron (KYTRIL® va cac thu6c
generic), ondansetron (ZOFRAN® va cac thu6c generic) and palonosetron
(ALOXI®). Theo thong bao nay:

- R9i chUng Serotonin (co thS bao g6m: kich d9ng, Iil Ifu1,nhip tim nhanh, co
gi~t co ho~c Ctrngkh6p, s6t, m~t y thuc ho~c hon me) xay ra khi serotonin khi duQ'c
tich lily & muc cao trong co thS. DiSu nay thuOng xay ra khi ph6i vai cac thu6c
khang Serotonin, nhUng cilng co th~ xay ra khi su d\1ngthu6c dan Ie. Vi~c chAndoan
sam h9i chung Serotonin la r~t quan tn;mg vi diSu nay co th~ d~n dSn tu vong nSu
khong duQ'cdiSu trio

- Cac chuyen lu~n vS san phAm d6i vai ALOXI, KYTRIL va ZOFRAN cua
Canada hi~n t~i da: dUQ'cc~p nh~t cac thong tin vS tinh an toano Rieng san phAm
ANZEIv1ET da: duQ'c nha san xu~t rut khoi thi truang Canada. Cac chS phAm d~g
generic cua cac thu6c tren cilng se duQ'cc~p nh~t cac thong tin nay trong chuyen lu~
san phk cua minh.

T~i Vi~t Nam hi~n co 42 SDK thu6c nuac ngoai va khong co SDK thu6c trong
nuac nao cua thu6c chua cac ch~t d6i khang serotonin.

C¥c Quan If;DU(1chi?n dang tdp t¥c xem xet va se dua ra kit lugn d6i vOi cac
thu6c nay sau khi cgp nhgt them f; kiin cua Co quan quan If;Du(1c tc;zicac nuac tren
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thi gioi, trung tam DI & ADR Quoc gia va B9 man Duac If; - Truong Dai h9C Y Ha
N9i.

4. Thuec dung ngoai d~ di~u tr] mun chua hoat ch§t Benzoyl peroxide ho~c
Acid salicylic:

Ngay 25/6/2014, CO'quan quan ly Diroc Hoa Ky (FDA) ban hanh canh bao vS
viec mot s6 ch~ pham thuoc OTC dung ngoai d~ diSu tri mun co th~ gay ra cac phan
irng di irng tuy hiem g~p nhung nghiem trong, co th~ de doa tinh mang hoac kich
irng nang, Cac phan irng qua mfin nghiem trong khac voi cac kich irng da tai ch6 co
th~ xay ra tai vi tri sir dung thuoc (cac kich irng da chang han nhu: do, rat, kho, ngira,
troc vay, hoac r(>pnhe , nhtrng kich irng nay da: ducc dS c~p trong nhan thuoc).
Nhfrng phan img qua mfin c6 th~ xay ra sau vai phut d~n m(>tngay ho~c lau han sau
khi sir dl,lngsan phAm.

Khuy~n cao cua FDA d6i v6i can b9 y t~:

- Cac phan ung qua mfin nghiem trQng lien quan d~n vi~c su dl,lng cac thu6c
OTC dung ngoai da d~ diSu tri ml,lnda:duqc bao cao. Dva tren nhung pharr Ung c6
hlitiduqc bao cao, FDA chua th~ xac dinh duqc cac phan ung qua mfin nghiem trQng
da:duqc kich holittbai cac holittch~t trong ch~ phAmdiSu tri ml,lnla Benzoyl peroxide
ho~c Acid salicylic, hay bai cac tharrh ta duqc, hay bai ca 2 y~u t6 nay.

- Khi khuy~n cao b~nh nhan sir dl,lngthu6c OTC dung ngoai da d~ diSu tri ml,ln,
can b(>y t~ can canh bao hQvS nhung tri~u chung cua cac pharr ung qua mfin nghiem
trQng. Vi dl,lnhu cac sv thay d6i tren da ho~c niem mlitc,va d~c bi~t la nhfi'ng thay
d6i dang thai vS ho h~p ho~c tim mlitch,ching hlitllnhu: kh6 tha, hlithuy~t ap, ho~c
ng~t la gqi y cho pharr Ung pharr v~.

- Khuy~n nguai b~nh ngling sir dV~gc~~ phAmn~u m9t 'pharr,Ungqua mfin xay
ra va tim kiem cac can thi~p y khoa khan cap ngay l~p ruc neu xuat cac tri~u chUng
gqi y cho phan ung pharr v~.

- Khuyen nguai b~nh sir dl,lngthu6c OTC dung ngoai da d~ diSu tri ml,lnthi Ian
su dl,lng dau tien d6i v6i ch~ phAm nay can boi m(>t IUQ'Ilgnbo tren m9t ho~c hai
vt:ng da nbo trong 3 ngay d~ ch~c chfu ring khong xay ra b~t ky cac tri~u chung qua
man nao.

- can luu y r~ng m(>ts6 ch~ phAmthu6c ke dan dung ngoai da d~ diSu tri ml,ln
cling bao gam cac carrh bao tren nban thu6c vS phan ung di ung, bao gam phan Ung
pharr v~.

T<:liVi~t Nam hi~n c6 04 SDK thu6c nu6c ngoai va 04 SDK thu6c trong nu6c
cua thu6c chua Benzoyl peroxide, 09 SDK thu6c nu6c ngoai va 15 SDK thu6c trong
nu6c cua thu6c chua Acid salicylic.
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C1:lCQuan If;DU(1chien dang tiep tuc xem xet va se dua ra k~t ludn d6i voi cac
thu6c nay sau khi cdp nhdt them f; kiin cua trung tam DI & ADR Quoc gia va B(>
man DU(1cIf; - Truong Dai h9CY Ha Noi.

5. Thu8c chua Ondansetron qua dU'irng tinh mach (y ngU'iricao tu8i (>65 tu8i):
Ngay 12/6/2014, Co quan quan ly Duoc Canada (Health Canada) da:chap thuan

thong bao quan trong vS tinh an tom thuoc cua cong ty GlaxoSmithKline Inc. cho
cac can bQy te lien quan den thuoc ZOFRA~ (Ondansetron). Theo thong bao nay:

- Su gioi han moi vS liSu dung duoc khuyen cao dS giam nhe nguy co keo dai
khoang QT &nhtrng benh nhan cao tu6i (>65 tuoi). Can bQ y te nen sir dung cac
khuyen cao moi vS Lieu hrong va Cach dung dS giam thieu nguy co keo dai khoang
QT &ngiroi cao tuoi,

- Gioi h;;mm6i vS liSu dung cho nguai cao tu6i duQ'ct6ng ket nhu sau:

+ d nhfrng b~nh nhan ~ 75 tu6i, liSu tInh m~ch kh&i d~u khong nen vuqt qua
Smg;

+d nhfrng b~nh nhan < 75 tu6i, liSu tTnhm~ch kh&i d~u khong nen vuqt qua
16mg;

+ Cac liSu tinh m~ch tiep theo khong nen vuqt qua Smg va co thS duQ'cdua
m6i 4 va S gia sau liSu d~u tien.

+ T~t ca cac liSu tInh m~ch nen duQ'c pha loang trong 50-100ml dung djch
mu6i ho?c cac ch~t long phu hQ'Pkhac.

+ T~t ca cac liSu tinh m~ch nen duQ'c truySn trong thai gian khong du6i 15
phut.

- Khuyen cao b6 sung nay la dQng thai tiep theo mQt thong bao tru6c day (ngay
3110/2012) vS nguy co him keo dai khoang QT do liSu dung thu6c Ondansetron,
diSu nay co thS d§n den xo~n dinh - mQt d;;mgr6i lo;;mnhjp tim co nguy co de dQa
tinh m~ng. C~ th~ trQng khi su d\ll1gOndansetron &nhung b~nh nhan co yeu t6
nguy co cao keo dai khofmg QT, r6i lo;;mtim m~ch va ck kh~c ph\lc S\I m~t can
bAngdi~n giai tru6c khi su d\ll1gOndansetron.

- Khong co khuyen cao nao vS liSu dung khuyen cao d6i v6i Ondansetron
duang u6ng.

T~i Vi~t Nam, hi~n co 21 SDK thu6c nu6c ngoai va 01 SDK thu6c trong nu6c
cua thu6c chua Ondansetron.

C1:lCQuan If;Du(1c hi¢n dang ti~p t1:lCxem xet va se dua ra k~t lugn d6i v6i cac
thu6c nay sau khi cgp nhgt them f; ki~n clla trung tam DI & ADR Qu6c gia va B(>
man DU(1cIf - Truirng Dgi h9C Y Ha N(>i.
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6. Dung djch Chlorhexidine:
Chlorhexidine la mot chit sat trung thuong duong su dung dS sat trung ngoai da

truce khi d~t catheter a tre de non. CO'quan quan ly Duoc Anh (MHRA) da: nhan
diroc 13 bao cao v~ cac tac dung phu nghiern trong a tre de non da:duoc di~u tri bing
dung dich Chlorhexidine tnroc khi d~t catheter tinh mach trung tam. 16 tnrong hop
khac xay ra tac dung phu nghiem trong da:dtroc tim thiy trong y van. Cac tac dung
phu bao gom ban do va cac vSt bong do hoa chit kem/khong kern mit da. 04 tnrong
hop trong s6 cac tnrong hop nay da: phai chiu hau qua nang n~, mac du cac bien
chirng nghiem trong cua viec tre de thieu thang co thS chiem 02 trong s6 04 ca nay.
Cac thirong t6n do bong hoa chit xay ra khi su dung cac dung dich mroc
Chlorhexidine 2% hoac dung dich c6n Chlorhexidine 0,5% ho~c 2% trong 70% c6n
a tre sa sinh du6i 32 tuk thai ky va trong vai ngay dftu sau khi tre ra doL

KhuySn cao cua MHRA cho can bQy tS:

- Khi su d\lng dung djch nu6c ho~c dung djch c6n chua Chlorhexidine a tre sa
sinh thiSu thang, cftn ghi nh6 nguy cO't6n thuO'llghoa chit nghiem tn;mg co thS xay
ra.

- Chi su d\lng mQt luqng t6i thiSu Chlorhexidine cftn thiSt va khong dS dung
djch d<;mgthanh vung tren da. Lo~i bo bit ky dung djch du thua ho~c bit kY v~t li~u
nao da:duqc duqc ngam, tim dung djch Chlorhexidine khoi b~ m~t da.

- Theo d5i b~nh nhan thuemg xuyen dS phat hi~n va quan ly cac tac d\lng ph\l
tren da (; giai do~n dftu.

T~i Vi~t Nam, hi~n co 02 SDK thu6c nu6c ngoai va khong co SDK thu6c trong
nu6c cua thu6c chua ho~t chit Chlorhexidine.

C1:lCQuan ly DU(1chi?n dang tiip t1:lCxem xet va se dua ra kit luijn d6i v6i. cac
thu6c nay sau khi cijp nhijt them y kiin cua trung tam DI & ADR Qu6c gia va B(J
man DU(1cly - TruCrngDr;d h9C Y Ha N(Ji.
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