UBND TINH DONG NAI CONG HOA XA HOQI CHU NGHIA VIET NAM
SOYTE Poc lap — Ty do — Hanh phic

S6: AGil  /SYT-NVD Poéng Nai, ngay 1% thdng § ndm 2017

V/v cung cip théng tin lién quan
dén tinh an toan cua thudc can
quang c6 chira gadolinium; thube
chita codein; tramadol; thudc chura
hyoscine butybromlde dang tiém;
thudc chira risperidone; thudc sat
trung chtra chlorhexidine gluconate

Kinh gtri:
- Gidm dbc céc don vi truc thude S& Y té;
- Giam ddc cac bénh vién tu nhan, cic co s& ban budn thude
trén dia ban;
- Trudng Phong Y té cac huyén, TX.Long Khanh, TP. Bién
Hoa;
( Sau day goi la cac don vi)

Cén cu ¢bng van sb 12312/QLD-TT ngay 15/8/2017 ctia Cyc Quéan ly
Duoc - Bo Y té vé viéc cung cip thong tin lién quan dén tinh an toan caa thudc
cén quang c6 chira gadolinium; thudc chira codein; tramadol; thudc chira
hyoscine butybromide dang tiém; thudc chira risperidone; thudc sat trung chira
chlorhexidine gluconate. S& Y té thong bao @& cac don vi biét va thuc hién thong
tin v& tinh an toan cta cac thubc da néu./.

(Dinh kém Céng vin s6 12312/QLD-TT ngay 15/8/2017 ciia Cuc Quan ly
Duoc)

Noi nhgn: KT.GIAM POC
- Nhu trén; PHO GIAM POGC
- Ban GD (b/c); e S

- Phong PC15 Co6ng an Pdng Nai;
- Chi Cuc QLTT Péng Nai;

- Bénh vién Cty CS Pong Nai;

- TTKN, Thanh tra S&, P. QLHN;

- Trung tim TT-GDSK; T
- Website S¢ Y t€ Pong Nai; Y oEve M//

. e .
- Lwu: VI, NVD. Phan Huy Anh Vii

S6 2 - Phan Pinh Phiing, phirdong Quang Vinh, thanh phé Bién Hoa, tinh Ddng Nai
DT: (0613) 942641, Fax: (0613) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn
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/
Lo BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Péc lap - Ty do - Hanh phic

$6: 4444 JQLD-TT Ha Ngi, ngay A thang ..8... ndm 2017
Viv cung cfp thong tin lidn quan dén tinh an
todn cha thudc cin quang o6 chis
gadolinium; thuéc chén codein, tramadol;
thuéc chia hyoscine butylbromide dang
tiém; thudc chuia risperidone; thudc st
trimg chiia chlorhexidine gluconate

Kinh giti: - S&Y t& c4c tinh, thanh phé tryc thudc Trung vong;
- Céc benh vign, vién c6 givdmg bénh tryc thudc BY Y t£.

Ngay 19/5/2017, Hoi d6ng Tu vén cfp S6 déing k§ luy hanh thubc - BO Y t& dd
hop x£t duyet dot 158 - d6i v6i thusc trong nubc va dot 97 - 461 véi thudc nubc ngodi
di thOng nhit cp nhat céc théng tin vé tinh an todn cha: thubc cdn quang cé chia
gadolinium; thudc chida hoat chét codein d€ diéu trj ho v gidm dau, thu6c gidm dan
chia hoat cht tramadol; thuSc chita hoat chat hyoscine butylbromide dang tiém; thuéc

;lllli'a hoat chét risperidone; thu6c s4t tring ngo&i da chéa hoat chét chlorhexidine
uconate.

DE dim bo sir dung thudc an toln, hop 1y, Cuc Quén 1y Dugc yéu cdu S5 Y &

gO&%WWWMW,C@WW&L“@ﬁQWSWW
u :

1. Thong béio cho céic co s& khdm bénh, chifa bénh, cic co s& kinh doanh dugc
trén dia ban cédc thong tin lién quan dén tinh an toan, hiéu qui clia cdc thudc néu trén
duge ghi trong Phy luc “Cap nhit thong tin lién quan dén tinh an ton thusc” dinh kim
trong cOng vin niy, déng thdi duge ding t3i trén cdng thong tin dién 6 cda Cyc Quin
1§ Duyc theo dia chi http://www.dav.gov.vn trong myc “Thong tin thusc” dé cfc cfn
b0 y 1€ c6 thé tra ciu, cap nhat thong tin.

2.H diin céic co s& khim bénh, chita bénh trén dja ban thng cudng theo di,
phiét hién va xur trf céc trudmg hop xdy ra @ng c6 hai cla céc thudc néu trén (nfu
¢6). Gii béio cdo phin tng cb hai clia thude vé: Trung tAm quéc gia vé Thong tin thuc
va Theo d3i phén dng c6 hai clia thuéc (13-15 Lé Thénh Tong, Quan Hoan Ki¢m, Ha
Nbi) holic Trung tAm khu vyc vé thong tin thuc va theo ddi phan dng c6 hai cla thudc
TP. Hé Chf Minh (201B Nguy&n Chi Thanh, Quan 5, TP. H6 Chf Minh).

Cuc Quén Iy Dugc s& ti€p tuc cap nhit céc thong tin lién quan tinh an todn vi
huéng din xit trf d6i v6i cdc ADR cia céc thubc néu trén dé yéu cdu céc co s& dang k¥
thu6c cap nhit vio nhén va ty hudng din sit dung thudc trong thoi gian tdi.

Cyc Quén 1§ Duge thong béo d€ céc don vi biét va thyc hign./.

Noi nhan: KT. CUC TRUONG

~ Nhu trén;
- By truimg BY Y t& (34 bfc) ; JC TRUONG

- Céc Thit trudmg BO Y 16 (¢4 bic) ;

- Cuc Quin 1y Kham chita benh;

- Cye Quiin Y - Bo Qudc phdng ;

~-Cyc Y€ Bo Congan;

- Cyc Y 1€ — Bd Giao thong van tii;

- Trung tam DI & ADR Quéc gia;

- Trung tam DI & ADR khu vue TP. HCM;

"- Website Cuc Quin 1y Dugc;

- Phdng PKT, QLKD, QLCL - Cuc Quén 1§ Duyc;
-Lwu: VT, TT.

i

Nguyén T4t Pat
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PHU LUC
Cép nhét théng tin lién quan dén tink an toin cila thubc .
(Dinh kim theo Cong van s6: 4J3/,f /QLD-TT ngdy /S théng £ nim 2017)

1. Thulc cin quang c6 chita gadolinium:

1.1. Ngdy 07/4/2017, sau khi xem xét, d¢4nh gid, U¥ ban Dénh gis nguy co Canh
gific duge (PRAC) ciia Co quan Quén 1f Duoe Chau Au (EMA) di khuyé&n céo tam
dimg luu hinh b&n hoat chét thuSc cin quang c6 chia gadolinium dang tiém tinh
mach, cy thé: acid gadobenic, gadodiamide, acid gadopentetic v gadoversetamide.

- Trong bdo céo tdng k&t di¥ litu v& nhém thubc gadolinium, iy ban Pé4nh gis
céic nguy co Cénh gisc dugec PRAC d4 tim thfy nhitng bing ching thuyét phyc vé viec
tch 1fly gadolinium trong nfio bénh nhan sau nhiéu thing siidung thudc.

~ - Mic di chua ghi nhan béo cfo ndo vé céc tritu chimg hodc benh 1f litn quan
d&n vige tich Ity gadolinium trong nio, PRAC vin ti€p can véin d8 mdt céch than trong
do dft liéu vé nhiing téc ddng lau dai cla gadolinium trén ndo vin cdn rdt han ché.
Viéc tich lily gadolinium trong céc mo va trong cic co quan khdc c6 lién quan d&n mot
s6 phin dng phu him gip nhur ban da vixo h6a h¢ th6ng nguén goéc than
(nephrogenic systemic fibrosis) - m¢t b¢nh 1§ nghiém trong xy ra trén nhitng bénh
nhan suy thén.

- B6n hoat ch#t ma PRAC khuyén nghi 12 nhitng chét c6 cfu tréc va phuong thitc
gidi phéng gadolinium twong ty nhau. Céc hoat chit khéc cing nhém gadolinium c6
vdng litn ké&t 16n trong cfu triic héa hoc duwge cho 12 8n dinh hon va ¢6 xu huéng gidi
phéng it gadolinium hon. Tuy nhién, PRAC khuy&n céo chi sit dung céc hoat chét c6
vdng 16n ndy & liéu th&p nh#t c6 thé va chi sl dung trong trudng hop bénh nhan khong
thé chi€u chyp khong cén quang. -

- Mot s6 hoat chét c6 cfu triic twong ty véin dugc hwu hinh nhu acid gadoxetic.
Hoat chét ndy duge sir dung dé chigu chup gan véi lidu thap khi n6 dép tng nhitng nhu
céu chén dodn quan trong v6i ft sy lya chon thay th€. Tuy acid gadopentetic dudng
tiém tinh mach bj khuyén céo tam ditng s6 dang k¢, nhung mot dang ché phfm khéc
c6 chifa acid gadopentetic tiém tryc ti€p vio khép vin duoc luu hinh vi néng )
gadolinium gidi phong thép hon khoing 200 14n so v6i cdc ché phdm dudng tiém tinh
mach. CA hai hoat chét ndy d8u nén duoc sir dung v6i lidu thép nhét c6 thé va chi sit
dung khi chi€u chup khong cdn quang khong thé thuc hién dugc.

- PRAC ciing Iuu ¥ tinh trang tam ngimg ndy c6 thé dugc g& bd néu céc don vi
chiu trdch nhiém diing k¥ céc ch€ phdm c6 chiza b6n hoat chét trén dua ra duge bing
chimg chiing minh lgi ich khi sir dung thudc vugt trdi hon so véi nguy co hoic ching
minh dugc ché€ phdm clia ho gidi phéng gadolinium khong dﬂ;g}gk:iikhmdintﬁ
tich lily thuéc trong mo. Khuyén cdo clia PRAC s duge chuyén 1én dy ban céc sin
phém Thudc sit dyng trén ngudi (CHMP) d€ xét duyét. Quyét dinh trong ti cudi ciing
s& duge dua ra bdi Uy ban Chau Au (EC).

1.2. Ngay 05/01/2017, Co quan Quén 1§ Y t&€ Canada (Health Canada) d& cép
nhat thong tin m6i vé tinh an todn clia cdc thubc cin quang c6 chéa gadolinivm
(GBCA) dang tiém dugc sir dung trong chup cong hudmg tir (MRI). Mac dix chua ph4t
*hi¢n dwoc trudng hop nao din d&n hiu qua nghiém trong nhung Health Canada vin
yéu cfiu cdc nhi sdn xuft thudc cap nhat théng tin ndy trén nhén thu6c cdn quang chifa
gadolinium. Céc cin bd y t&€ dugc khuyén cdo han ché sir dung céc thudc nay va chi
ding khi thuc sy cén thiét; ding liéu thdp nh&t c6 hiéu qua; dénh gis cdn than Igi fch/
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séc bénh nhén nén trao ddi v6i béc si didu trj cda ho néu ho c6 théc méc vé viec
dung cfic thu6c cin quang chia gadolinium dé chup cOng hudng tir.

2. Thudc chita hoat chét codein 8¢ diéu trj ho va gism dan, thudc gidm dau
chita hoat chét tramadol: .

2.1. Ngay 20/4/2017, Co quan Quén 1§ Duge vA Thyc phém Hoa K3 (FDA) da
théng béo gidi han sir dung codein va tramadol & tré em. Céc thuGe ndy c6 nhimg nguy
co nghiém trong, bao gbm thé cham hogc khé thé va tir vong, nhitng nguy co ny xiy
ra nghiém trong hon & trd em duti 12 tudi. Hién tai, cic thu6c chéa don thanh phén
codein va t4t ¢ céc thuc chifa tramadol dwyc FDA phé duyét chi sit dung cho d6i
tuong ngudi 16n. FDA cling dang khuyén céo lai viéc st dyng codein va tramadol cho
phunﬂchoconbﬁdoklﬁnﬁnggayhaidénu'énhbdangbﬁ..gp.angthbi.FDAcﬁng
dira ra nhiing khuyén cdo cho cdn bg y t&, b6 me vi ngudi chim séc tré d€ gidm thidu
nguy co ¢6 thé xay ra. ‘

2.2. FDA dang yéu cdu thay ddi nhiin thu6c cha t4t ci cic sin phim thufc ke
don c6 chda cc thinh phdn néu trén, cy thé FDA yéu c4u bd sung nhu sau:

- Codein khong sir dung dé diéu trj gidm dau vi ho. Tramadol khong dugc sit
dung dé diéu trj gidm dau & tré em dusi 12 twéi.

- Chong chi dinh sit dyng tramadol & tré em dudi 18 tudi d€ gidm dan sau thd
thugt cét amidan va/hoiic ngo V.A. (D4 vdi codein: FDA dd yéu cdu bd sung chong
chi dinh nay tix thing 02/2013).

- Cénh béo khong khuyén céo sit dung codein va tramadol cho thanh thi®u nién
tir 12 dén 18 méi béo phi holic ¢6 céc tinh trang bénh nhv ngung thé khi ngd do the
nghén hogc benh phdi nghiem trong, day 1a nhitng y&u 16 1am ting nguy co clia nhitng
vin d8 ho hip nghiém trong.

- Cénh bdo cdc ba me khong cho con b khi dang diéu tri v6i codein holic
tramadol do nguy co céc phin dng bét lgi nghiém trong c6 thé gap phii & tré bd me.
Nhiing phin tng bat loi ndy bao gém: ué odi, ngii nhiéu, khé cho #n ho#ic cdc vin dé
nghiém trong vé ho hép, tham chf 1a tif vong.

2.3. Ngay 07/7/2016, Cyc Quan Iy Dugc dd c6 cong van s§ 12973/QLD-DX yéu
cdu cap nh4t théng tin dugc 1§ clia céc thusc chia codein trong d6 dd néu cdc ndi dung
cdp nht vé chi dinh (duge chi dinh cho bénh nhan trén 12 tudi), myc liéu lugng va
céch ding (d6i véi trudng hop gidm dau quy dinh lidu cho tré em tir 12-18 tudi, d6i véi
chi dinh diéu trj ho thi khong khuyén céo cho tré tir 12-18 tudic6 suy gidm chifc ning
ho hdp va chong chi dinh cho tré du6i 12 wéi), b6 sung chéng chi dinh cho phu nit cho
con b vi bénh nhén mang gen chuyén héa thuéc qua CYP2D6 siéu nhanh, c4p nhat
than trong cho bénh nhan suy gidm chitc nang hé hp, s& dung sau phiiu thuat cho tré
em,...).

So véi cdc khuyén cdo tai cong van s6 12973/QLD-DK néu trén, FDA cb
khuyén cdo b6 sung nhir sau: :

+ D6i véi chi dinh gidm dau: theo cong van hudng din 12 chi dinh cho bénh
nhan trén 12 tudi va khuyén céio khéng sit dung cho d6i twong ndy, tuy nhién FDA di
chuyén tir khuy€n cdo sang chéng chi dinh cho tré dwsi 12 tubi.

+ B8 sung khuyén cio khong sit dung codein cho thanh thi&u nién tir 12 dén 18
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Ambi béo phi holic c6 chc tinh trang benh nhu ngung thd khi ngl do tic nghén holic
- bénh phdi nghiém trong, day 1A nhitng y& t6 IAm ting nguy co cha nhiing viin 44 ho
héfp nghiém trong (cA chi dinh gidm dau va diéu trj ho).

Cyc Quén 1y Duge ~ B Y t& s& c6 cOng vin gifi cic don vj dang k¥, sén xust
thusc yéu cfu va hudng din viec cgp nhat, b sung céc thong tin cinh béo ndy vio
nhiin vi t¥ hudng din sir dung ciia cdc thubc 6 lién quan.

3. Thubc chita hoat chét hyoscine butylbromide dang tiém:

Trong 4n phém Drug Safety Update ra thdng 2 nim 2017, Co quan Quén Iy
Dugc phém va Céic sén phim y t€ Anh (MHRA) c6 cdrh bdo v¢ nguy cc gdp phdi
nhitng tdc dung bdt Igi nghiém trong khi sit dung cdc thudc hyoscine butylbromide
dang tiém 0 nhitng bénh nhan bj bénh tim. Theo d6, thong tin ké don clia céc thuSe nay
s& duge cop nhat nhim giim thiéu nguy co cdc tic dyng bat loi nghiém trong & nhiing
bénh nhan c6 bénh tim. Péng thdi, MHRA ciing dua ra khuy&h cdo cho cdc cdn by y t€
nhy sau:

- Hyoscine butylbromide dang tiém c6 thé gdy ra nhitng tdc dung bat lgi nghiém
trong, bao gém: nhip tim nhanh, ha huyét 4p va phin tng phin v§.

- Nhitng tic dung b#t 1¢i nghiém trong ndy c6 thé din dé&n tir vong & bénh nhan
c6 bénh tim nhw suy tim, bénh tim mach vanh, loan nhip tim hoc tang huyét &p.

- Hyoscine butylbromide dang tiém nén duge sir dung than trong & bénh nhan bi

- Cén gidm sét chiit ché céc bénh nhan ndy va dim béo sén sang phuong tién
cling nhw nhan lyc cfp ctu khi cdn thiét.

- Hyoscine butylbromide dang tiém véin ti€p tuc ch6ng chi dinh cho bénh nhén
bj nhip tim nhanh. - .

4. Thudc chira hoat chét risperidone:

4.1. Ngay 20/12/2016, Co quan Khoa hoc Y & Singapore (HSA) d2 thong bdo
gi6i han chi djnh ciia risperidone trong diéu trj sa s6t trf twé. Risperidone hi¢n dang
dugc phe duyét dé didu trj i loan hanh vi & bénh nhan sa sdt trf tug. Dénh gi cla
HSA cho thély risperidon & liéu diéu tri cho hiéu qué trén bénh nhan cao tudi sa stt trf
tué mitc ¢ vira hodic nang, bao gém sa st i tué do Alzheimer, sa sGt trf tug do bénh
mach m#u hoic sa st trf tué hdn hop. Céc bi€n cf mach méu niio nhu 4t quy hodc
thi€u m4u nfo cuc bo thodng qua, bao gbm cé tif vong d3 dugc ghi nhan trong céc thir
nghiém 1am sing sir dung risperidon diéu trj rdi loan tam thédn do sa st trf tué trén
bénh nhan cao wdi. Dit litu an toan thudc sau khi thu6c luu hanh trén thi trudng cho
th&y bénh nhan sa sGt trf tué do bénh mach mAu hodc sa st trf tug hdn hop st dung
risperidon gép phai bién c& mach m4u ndo v6i ty 1¢ cao hon so so v§i bénh nhéan sa sit
trf tué do Alzheimer. K&t qua gop tit céc nghién ctu c6 d6i ching cho thify nguy co
bi€n 6 mach méu ndo ting 1én 2,1 14n (bién c6 mach mdu nfo & mic df nghiém trong
c6 thé tang Ien 2,7 14n) trén bénh nhan sa st trf tué do bénh mach méu hodc sa sdt trf
tué hdn hop so vdi bénh nhan sa sit trf tué do Alzheimer.

Dé gidm thiéu nguy co ndy, HSA khuyén cdo risperidon chi dugc chi dinh dé
diéu tri ngén han trén bénh nhdn sa sit tri tug do Alzheimer mitc dj trung binh dén
" nding khong ddp ving vdi cdc bién phdp khong ding thudc, khong con duge khuyén cdo
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sit dyng cho céc tp khéc ciia sa g6t trf tug nla (sasﬁtuimeﬂ]éthhqplsasﬁtuihig* .
do mach méu).

42. Quy&tdinhMgmcﬁngdidwcdmnbbiCUqquuinlthscmada
(Health Canada) v Co quan Quin 1 céic sin phém diéu trj Uc (TGA). EMA gi6i han
thém thdi gian sir dung risperidon diéu trj ngfin han céc hanh vi gay hén trudng dién
6b¢nhnhansasﬁtuimedoAlﬂwimermﬁchmmgblnhdénmgkhOngdﬁpmg
véi céc bién phép khong ding thubc va c6 nguy cd gy hai cho bén than hodc ngudi
khéc 12 khong qué 6 tuln.

5. Thudc sét tring ngoai da chita hoat ch4t chlorhexidine gluconate:

 Co quan Quén Iy Duge vi Thyc phém Hoa K§ (FDA) d2 cénh béo:

- Céc phén ing di tng hi€m gip nhung nghism trong (thd khd khé hay khé tho,
sungmit.médayvicéthénhanhchéngﬁén&iénﬂﬁnhcﬁ_cﬁi@uch&ngnghi&mtrgng
hon nhwr phét ban nghiém trong hay s6c) 43 dugc béo cho libnquan dén cdc sin phim
s4t tring ngodi da dugc sir dung réng rdi c6 chia chlorhexidine gluconate.

- Mic dit hi€ém gip nhung s6 lugng béo céo ciia cic phin Ung di dng nghiém
tmnglimquandéncécsﬁnphﬂmnhydili&ntucﬁngtrongcﬁcnﬁmgﬁndﬁy.

. FDA d& yéu cu céc nhd sén xufit cdp nhit tén nhiin céc thube chea

chlorhexidine gluconate (ci dang s4t tring ngodi da, sic mi¢ng hay dang lat mdng
dding dudng miéng d€ didu tri céc bénh vé nu6u) cinh béo vé nguy co néu trén.
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