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Ds Phim Phu Tri

B0 dim bl o sO dUng thullc an toan, hiip ly, ngay 15/8/2017, COc Quin ly DO0Oc d& c6 cong van
s 12312/QLD-TT g0i SO Y t0 cac t0 nh, thanh ph0 trl ¢ thudc TW; Cac bl nh viln, viln c6
gil0ng bl nh tric thulc BO Y t0 v vil ¢ cung cOp thong tin lién quan di n tinh an toan cla thulc
cln quang cé chi a gadolinium; thul ¢ chd a codein, tramadol; thul ¢ chi a hyoscine butylbromide
di ng tiém; thul ¢ chi a risperidone; thul ¢ sat trung chl a chlorhexidine gluconate

SO ding thulc an toan, hip ly

1. ThuUc ¢l n quang c6 chia gadolinium:
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1.1. Ngay 07/4/2017, sau khi xem xét, danh gia, 0y ban Banh gia nguy cl Cllnh giac diilc
(PRAC) cla Cl quan Quinly DOOc Chau Au (EMA) da khuyl n cdo tOm ding IDu hanh bin
hoUt chit thul ¢ c'n quang cé chi a gadolinium dO ng tiém tinh mO ch, cO th0: acid gadobenic,
gadodiamide, acid gadopentetic va gadoversetamide.

- Trong bao cao ting kit dU li0u v nhém thul c gadolinium, 0y ban Banh gia cac nguy c Clnh
giac di0c PRAC da tim th0'y nhi ng bl ng chl ng thuyOt phi ¢ vO vil ¢ tich [0y gadolinium trong
n&o bl nh nhan sau nhil u thang s ding thul c.

- MO ¢ du chOa ghi nhln bao cao nao vl cac trilu chilng hol ¢ bl nh ly lién quan din vilc tich lay
gadolinium trong ndo, PRAC v n tilp cOn vin d0 mOt cach thin tring do di lilu v nhing tac
di ng lau dai cla gadolinium trén ndo v n con rlt hdn chO. Vil ¢ tich Idy gadolinium trong cac
mo va trong cac ¢l quan khac cé lién quan din mit sO phln 0ng phd hidm g0p nhi ban da va
X0 héa hi thd ng nguln gOc thdn (nephrogenic systemic fibrosis) - mOt bl nh ly nghiém tring xJy
ra trén nhi ng bl nh nhan suy thi n.

- B0 n hoOt chit ma PRAC khuyOn nghll 1a nhiing chOt ¢ clu tric va phi0ng thi ¢ gili phong
gadolinium t00ng t0 nhau. Cac holt chlt khac cung nhém gadolinium cé vong lién kOt |0 n trong
clu trac hdéa hiic dilc cholan dinh hiinva cd xu hing gili phdng it gadolinium hin. Tuy
nhién, PRAC khuyl n cao chll sl ding cac holt chiitcd vong I0n nay 0 lilu thOp nhit cé thl va
chO s ding trong tr10ng hi p b0 nh nhan khéng thO chilu chi p khdng ¢l n quang.

- MOt sO holtchOtcd clutrac tilng t0 vin dii0c I0u hanh nhi acid gadoxetic. HoO't chit nay
dilc sO diing dd chilu chip gan vOi lilu thd p khi n6 dap 0ng nhi ng nhu clu chl n doan quan
tring vii it sU I0a chOn thay thl. Tuy acid gadopentetic di 0 ng tiém tinh mO ch b0 khuyl n cao
t0m di ng s dang ky, nhing mdt ding chd phOm khac c6 chlla acid gadopentetic tiém tric tilp
vao khi'p vin dd0c I0u hanh vi nng d0 gadolinium gili phéng thd p hin kholng 200 I0n so vOi
cac ch phIm ding tiém tinh mdch. CO hai hoOt chdt nay ddu nén dilc si ding vOililuthOp
nhOt cé thD va chi sO dOng khi chillu chl p khéng ¢l n quang khéng th0 thic hiln di0c.

- PRAC ciing I0u y tinh trdng t0m nglng nay c6 thl di0c gl bl ndu cac din vl chiu trach
nhidm dang ky cac chl phIm c6 chla bl n holt chlttrén dia ra dllc bl ng chlng chlng minh
I0i ich khi sO d0ng thuO ¢ vO Ot trdi hOn so vOinguy ¢l hollc chdng minh di0c chl phOm cOa hi
gili phéng gadolinium khéng dang ki va khéng din t0i tich Iay thul ¢ trong mé. Khuyln cao cla
PRAC sl dilc chuylnlén Oy ban cac siin phim Thulc si ding trén ngi0i (CHMP) d0 xét
duylt. QuyD't dl nh tr ng tai culi cung s dl0c dla ra blily ban Chau Au (EC).
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1.2. Ngay 05/01/2017, CO quan Quin ly Y t0 Canada (Health Canada) da clp nhit théng tin
mOi vO tinh an toan cla céc thul ¢ c n quang cé chi a gadolinium (GBCA) dil ng tiém dilc sO
ding trong chip cing hOOng t0 (MRI). MO c du chia phat hitn dic triing hip nao din din
hOu qul nghiém tr0 ng nhi ng Health Canada vOn yéu clu cac nha s n xult thul c cOp nhOt
théng tin nay trén nhan thul ¢ ¢l n quang chi a gadolinium. Cac can bl y t0 d00c khuyln cdo
hin ch sO d0ng cac thull c nay va chl dung khi thdc sO cln thilt; dung liDu thOp nhit co hiCu
qul ; danh gia cin thOn I0i ich/ nguy ¢ cla mdi b0 nh nhan tr00c khi s ding lilu I0p I0i. BOnh
nhan va ngl i cham séc bl nh nhan nén trao dii vii bac st dilu trl cla hd nlu hd c6 thc mic
vl vil ¢ sO dOng cac thull ¢ ¢ n quang chl a gadolinium d0 chOp cing hiOng t0.

2. Thulc chia hoUt chit codein dU dilu tr0 ho va gil m dau, thul ¢ gii m dau chia holt
chit tramadol:

2.1. Ngay 20/4/2017, CO quan Quln ly DOOc va Tho ¢ phi m Hoa KO (FDA) da théng béo gili
hin sO di ng codein va tramadol 0 trd em. Cac thul ¢ nay c6 nhllng nguy ¢ nghiém trl ng, bao
gdm thd chO'm hoUc khé thD va t0 vong, nhi ng nguy c nay xOy ra nghiém tring hin 0 trf0 em
di0i 12 tubi. Hi0 n t0i, cac thul ¢ chl a diln thanh phin codein va tlt ¢ cac thull ¢ chl a tramadol
di0c FDA phé duylt chl sO diing cho dlitlOng nglOilon. FDA cling dang khuyO n cao I0i vil ¢
sl di ng codein va tramadol cho phl nil cho con bd do khil nang gay hii diin trl nhO dang bu
mO. B0 ng thdi, FDA cling dl a ra nhi ng khuylln cdo cho can bl y 0, b0 mO va ngl0i cham s6c
tr0 d0 gilm thiDu nguy cO c6 thd x0y ra.

2.2. FDA dang yéu clu thay dli nhan thul'c cla tit cl cac sin phiim thulc ké diin cé chla cac
thanh phOn néu trén, cO thD FDA yéu cOu bl sung nhl sau:

- Codein khéng sl diing di di0u tr0 gil m dau va ho. Tramadol khéng di0c¢ s ding di dilu tr0
giimdau trfd em diDi 12 tuli.

- Chiing ch dlnh sO dOng tramadol 0 tr0 em d00i 18 tuli d0 gidm dau sau th0 thudt cOt amidan
va’/hollc n0o V.A. (BUi vli codein: FDA da yéu clu bl sung chdng chd dinh nay t0 thang
02/2013).
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- COnh bao khéng khuyll n cao sil ding codein va tramadol cho thanh thilu niéntl 12 din 18
tuli béo phi hoU ¢ c6 cac tinh trl ng bl nh nhi ngd ng thi khi ngd do t0 ¢ nghOn hol ¢ bl nh phii
nghiém tring, day la nhiing yOu t0 lam tang nguy ¢ c0a nhiing v n d0 hé hi p nghiém trl ng.

- COnh bdo cac ba mi khéng cho con bu khi dang dif u tr0 vOi codein hol ¢ tramadol do nguy ¢l
cac phin 0ng b0t I0i nghiém tring co6 thd glp phdi 0 trd ba mO. NhOng phIn Ong bt I0i nay bao
gdm: ul oli, ngd nhil'u, khé cho an hol ¢ cac vin di nghiém tring vO hd hip, thOm chi la to
vong.

2.3. Ngay 07/7/2016, COc Quin ly DOOc da c6 cong van s 12973/QLD-DK yéu clu clp nhit
théng tin dic ly cla cac thul ¢ chd a codein trong dé da néu cac nili dung clp nhit vO chd dinh
(d00c chd dinh cho bInh nhén trén 12 tuli), mOc liDu I00ng va cach dung (dli vOi trd0ng hO p
gilm dau quy dinh lilu cho trl em t0 12-18 tuli, d0i vi chd d0nh dilu tr0 ho thi khéng khuyl n
cao cho tr t0 12-18 tuli c6 suy gidm chic nang ho hip va ching chl diinh cho tr0 dii 12
tuli), b0 sung chllng chl d0nh cho ph0 n0 cho con bu va bl nh nhan mang gen chuydn héa

thul c qua CYP2D6 siéu nhanh, clp nhit thO n trdng cho bl nh nhan suy gilm chl ¢ nang ho
hip, sU ding sau phCu thult cho trfJ em,...).

So vili cac khuylln cao tli cdng van s 12973/QLD-DK néu trén, FDA c6 khuyOn cdo bl sung
nhO sau:

+ BUivlichl dnh gil m dau: theo cong van hdng din la chl d0 nh cho bl nh nhén trén 12 tuli
va khuyl n cdo khéng sU ding cho dili {00 ng nay, tuy nhién FDA da chuyl n t0 khuyln cao sang
ching chl d0nh cho tr0 dODi 12 tulli.

+ BO sung khuyln cao khéng sl dil ng codein cho thanh thilu nién td 12 din 18 tuli béo phi
holU ¢ ¢6 cac tinh trl ng bl nh nhd ngd ng thi khi ngd do t0 ¢ nghU n hol ¢ bl nh phOi nghiém trd ng,
day la nhIng yOu t0 lam tang nguy cl cOa nhing vl n dl hé hip nghiém trdng (c0 chd dinh
gilm dau va dilu tr0 ho).

COcQuinly DOOc—BO Y 10 sO c6 cong van gli cac din vO dang ky, sin xult thulc yéu clu va
hiOng ddn vidc cOp nhit, b0 sung cac thdng tin ¢l nh bao nay vao nhéan va tl hiIng din s{
ding cla cac thullc cé lién quan.
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3. ThuUc chUa holt chit hyoscine butylbromide ding tiém:

Trong 0n ph m Drug Safety Update ra thang 2 nam 2017, CO quan Quin ly DO0Oc phOm va Céac
sin phOmy t0 Anh (MHRA) c6 cOnh bao vl nguy cU gdp phlinhdng tac ding b0t I0i nghiém

tr0 ng khi sO dU ng céc thull ¢ hyoscine butylbromide dl ng tiém 0 nhl ng bl nh nhan bl bl nh tim.
Theo dé, théng tin ké din cla cac thulc nay sl dic cllp nhit nhOm gil m thilu nguy cl cac tac
ding b0t I0i nghiém trding 0 nhd ng bl nh nhan c6 bl nh tim. B0 ng thii, MHRA cling d0a ra

khuyl n cao cho cac can bl y t0 nh0 sau:

- Hyoscine butylbromide di ng tiém cé thl gay ra nhi ng tac dilng b0t I0i nghiém trl ng, bao gl m:
nhOp tim nhanh, h0 huydt &p va phin 0ng phin vO.

- NhO ng tac ding bt I0i nghiém trl ng nay c6 thl din din t0 vong 0 bl nh nhén cé bl nh tim nhi
suy tim, b0 nh tim m0 ch vanh, lo0 n nh p tim hoUc tang huyOt ap.

- Hyoscine butylbromide ding tiém nén dilc sU ding thdn tring 0 b0 nh nhan bl b0 nh tim.

- COn giam sat chit chl céc bl nh nhan nay va ddm bl o sl n sang ph00ng til n ciing nhl nhén
I0c clp clu khi cln thidt.

- Hyoscine butylbromide ding tiém v n til p t0c ching chd d0nh cho bl nh nhan bl nhip tim
nhanh.

4. Thulc chla hol't chit risperidone:

4.1. Ngay 20/12/2016, CI quan Khoa hi'c Y tl Singapore (HSA) da théng bao gili hi'n chl
di nh cl a risperidone trong dil u tr sa sut tri tull . Risperidone hilln dang dilI ¢ phé duylt dl
difu tr0 r0i lo0n hanh vi 0 bl nh nhan sa sut tri tull . Danh gia cla HSA cho thly risperidon 0 lil u
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dilu tr0 cho hidu quO trén bl nh nhan cao tulli sa sut tri tul mic dl via holc ning, bao gim sa
sut tri tul do Alzheimer, sa sut tri tul do b nh mOch mau hol ¢ sa sut tri tul hOn hOp. Cac bil n
c mch mau ndo nhil dit qul hol ¢ thilu mau ndo clc bl thodng qua, bao gilm cl t0 vong da
di0c ghi nhO n trong céc thd nghidm lam sang s di ng risperidon dil u tr0 r0i lod n tdm thO n do
sa sut tri tul trén bl nh nhan cao tuli. DO li0u an toan thul ¢ sau khi thul ¢ [0u hanh trén tho

trd 0 ng cho thdy b0 nh nhé&n sa sut tri tud do bl nh mch mau hol ¢ sa sut tri tul hOn hOp sO dOng
risperidon gdp phUi biln ¢ mdch mu ndo viitl I0 cao hiOn so vOi bl nh nhan sa sut tri tull do
Alzheimer. KOt qul glp t0 cac nghién clu c6 dili ching cho thOy nguy c biln cd mdch mau
nao tang 1én 2,1 10n (biln ¢ mdch mdu ndo 0 mic d nghiém trlng c6 thO tang 1én 2,7 10n) trén
bl nh nhan sa sut tri tul do bl nh mch mau holl ¢ sa sut tri tud hi'n hD'p so vOi bl nh nhan sa sut
tri tuD do Alzheimer.

B0 gil m thiDu nguy c0 nay, HSA khuyOn céo risperidon chi di0c¢ chl dinh d0 didu trd ngdn

hO n trén bl nh nhan sa sut tri tul do Alzheimer mi ¢ d trung binh dl n n0 ng khéng dap 0ng vOi
cac billn phap khéng dung thull ¢c; khéng con dilI ¢ khuyln cao sil ding cho cac typ khac clla sa
sut tri tul nOa (sa sut tri tul thD hOn hOp/ sa sut tri tul do mOch mau).

4.2. QuyltdinhtiOngtl cing da dilc diarabli CO quan Qulnly Y t0 Canada (Health
Canada) va CO quan Quin ly cac sin phim didu trl Uc (TGA). EMA gili hin thém thii gian sO
di ng risperidon dl difu trd ngdn hdn cac hanh vi gay hin trfi0ng didn 0 bl nh nhén sa sut tri tul
do Alzheimer mi ¢ d0 trung binh di n n0 ng khéng dap 0ng vii cac bil n phap khéng dung thul ¢
va co nguy cll gay hii cho bl n than hollc ngiiDi khac la khéng qua 6 tull n.

5. Thul ¢ sat trung ngoai da chia holt chit chlorhexidine gluconate:

CO quan Quin ly DOOc va Tho c phdm Hoa KO (FDA) da cll nh b4o:

- Cac phinng dd 0ng hil m gdp nhd ng nghiém tr0ng (th0 kho khé hay khé thl, sing mOt, mO
day va c6 th nhanh chdéng til n tril n thanh céc tri0 u chd ng nghiém tri ng hi'n nhl phat ban
nghiém tri ng hay sCic) da dil c bao cao lién quan dln cac s n phll m sat trung ngoai da dic sl
di ng r0ng rai c6 chi a chlorhexidine gluconate.

- MO c du hiim gl p nhilng sO 100ng bao cdo cla cac phinOng di 0ng nghiém trdng lién quan
din cac s n phlm nay da lién t0 ¢ tang trong cac nam gl n day.
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- FDA da yéu cllu cac nha siin xult c p nhit trén nhan cac thul ¢ chl a chlorhexidine gluconate
(c0 ding sét trung ngoai da, suc mill ng hay ding lat ming dung ding midng dd di0u tr0 cac
bl nh v nO0u) cOnh bao vl nguy cl néu trén.

COcQuinly DOOc s tilp tOc cp nhit cac théng tin lién quan tinh an toan va hiOng din x0 tri
diivOicac ADR cla cdc thulc néu trén di yéu céu cac cll sl dang ky thul ¢ c'p nhit vao nhan
vatl hiOng din s ding thulc trong thdi gian t0i.

Ngul n: http.//www.dav.gov.vn/
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