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ey §5%: 1,745-5 763) [3]. Nouy o iy tifp
tue duite khing dirh trong tich ghp cla
Melen vb clng sy dutc oiing bl ndm 2017,
Cic e gid 8 tén hah gbp 6 nhifn cll
quan s&t wii 563 bénk rhbin, trang d6, of 2
nghién ey 5o sénh phéil hop vencomycin vi
piperaciin/tazabactam vii vancomyzin ding
din dbe, 3 nghidn i so sbeh Wl
wancamiyein phdil hdp wii cefepim vl 1 nghién
edu so sdnh wdi phi  hop
wanomycin-merapenam. KB gud oo thy,
nguy i dbc tinh tén tidn ki phd nop
vancomyein vh pipereciin/tazobadam [8ng
I&n 2o wii khi chi sl dung vancomygin dta
hay meropanem [8]. So vl 3 tng quan hé
thfing trén, mit prin tich glp md cfing b
nlim 2018 o4 55 Iuighg B3 nghidn cliu due
dun vio thng kEL OO lifu Min nh8L wi 15
nglifn ciu 3 cfing b v 17 bai thm At béi
a8 khi t&i khiing dinh nguy o dic tink trén
thén khi phili hop hai thulc ndy. Ty 12 xudt
hién tn thutng thén clp khi phdi hop
vancomycin w3 piperaclin/tazcfectsn [
22,9% so vl chi 12,5% 4 cic nhdm A5
chidng  [fdn b §&  vancomydn ok
piperacilinTazabactam, vancommycin kS hog
cefepim kodic khdng sinh carbepenem) [5].
Cling wili ting quan hé thiing vi phén tich
gp, cic phin tich hli ciu o fu o 8
lugng bEah nhdn Mn cing & khdng dink
nguy o thn tuting thén cSp i phdi o
nghifn odu B8 ciu trén 100000 bénk nhdn
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dic tinh tén tén so Wi &N phS hop
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J€n tich Ky thulc trong cle nephron thin
cling J8 duige 38 cip [10),

Trong thaic hinh Bm shng, trong khi chii
dif cic khuyn clo chinh thue, nén trdnh 15
da vz phli hodp vancamyein vl piperaciing
tazobactam. O cic bénh nhdn of chi dinh
khing sinh chiing ty cBu dang dute difu tr
biing pipereciin/tazchaciam, thulc thay thé
cha vancomycin bas gbm khang sinh nfdm
axargiitinan {nhy linezolid) hofic daptomycin
liry thea loei nfidm @udn, Linezoio khing
gy dfc cho thin, of hifu gud trén o3 dhing
wi kiwin Gram dudng k€ o Snfemenen
khing vancomydn, fwy nhifn cin o ool
nguy o tuting tdc thulc tifm thng, dbc tink
trén huyE hoc vE nguy o nhidm tosn
chuylin héa Wi dirg kio dbi, Deptomysn
ciing khdng gy dic thin, cf tc durg cd
irfn  Eofeovocsy khdng  venoomyoin,  tuy
nhign khiing duiie chi dinki trong viém phii
do b bdt host b chit hiogt difn clia phii.
Lufe chign thay i che pipersciing taobiacism
trong A&y tri cic nhifm khulin ning & bénh
nhén dang ding vancomyoin cf the & milt
khing =inf bete-lectsm khdc of téc dung
chfing tryc kfisdn mi xani nh o=fepim hodc
c=ftazidim, hofc mit khing sinh
cerbapenem. Carbapensm & e chon hap 1y
chia bénk nhdn ob Ahifm khudn hoyt o iy
i nguy o mhifm cdc chdng vi khudn sich
bets-actamase phd réng (ESEL). Tuy nhién,
cng cin ki g, vifc =3 dung rng 3
carbapenem of thé 42n A8n bung phat vA lan
ring chc ching Achetnbacter Asumannd vh

Thm lgi, il tri &c tink trdn thén §En

Chn Phavmaveay The. 102[3), pp. 455465

3. Gulano C. &, Pebl T K., = al
[201&], "8 the Caoambinatien of
Figeracliiin-Tarobaomm  and
Aseocisbed with Developenent of Acubs Eldney
Infury® A Hetp-sradyds”, Flarmacodhenssy:, 38
[12], pp. 1Z17-033E,

4. Hammand D. A, SmEn M. M., et &l
(2017]), "Sysematic Review and Mez-AnElysE
of ADre Kdney Injury Associsbed  wis
CancomEsnt  Yamiomyoin and  Plp=rcliRG
tspnbmctem®, Cbv dnfect Osr B4[5), pp. &5&-
ET4.

5,  Luiher M. K, Timérook T. T., of &l
[ZD1E)], “vancomycin Plos
Fiperacilin-Tazmoeczm &nd Ao Eldney Imjury
In Auls: & Syst=matk Review and
Meiz-fraiysis”, Onf Cave Med 46011, pp. 12-Z0.

5. Mi=len C. K, Ryba 1. E., et al. {2007,
"Does Flperaciin-Tambactam Increase e Kk
of Nephrotoxicity wihen Lised with Vanoamydn:
A M=m-hnalyck of ODbe=rvational Trisk", T
Drug 5af, 12{1), pp. 52-55.
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[20LE], "Comparison of the Nephrobodcky of
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SUDUNG THUOC DIEU TRI DPONG KINH O PHUNU CO THAI

Tom tit

Khoeg <o thude chdng doeg kinh
10 0 1000 Tyt! A khi 6 dung tien
P i co that vt nting thude iy déy
bun tng nguy co gy quid that. Néu <o
thé, tranh dimg valproat vt oo kha ning

Glof thieu

10rxg kit Kideg duoe: kifen sodt & phu ni
mang thal B mot tnh tang bonh nguy dm
v 00 kb g de doa tioh mang < me v
that nhil D 50 ¢ plw na mang that bl dong
Kby dooc At g bang & ol mon i’
I A0 kind Muc a0 a1y dien 1o
Kidim sadt banh, Ko ot hite co g va con
sinh ra khoneg CoO B Sou iy By mot vl vin
A co Aol chat mau thishn cin duoc xem o
ddoa than

Wt 89 Kinh & pho oo mang thal
i phdi dong mot thede e dong knh pho
hop il wor G heu quid trong sudt qua tinh
mang that ¥ ndy don hoe ke th: v i iné
Ao kinh v o W duoe dong hoc o o
chiang e0neg Knh o, tong va s ki meng tha
K dhunag 6 Bt ndo do thade <hing

A0 kinh 1ac dong Wn su phat i o tha
bl s pha o dht phorg hode han o
A0 100 T o0 st cqud nh maneg Tl va
hoconba

D1 4t thai nhi

[y nhan ni dang S0 dung thede chdng

VA CHO CONBU

Flodng Ve 18, Hadeg 18 Phaong dich
Ngudien: Austrean Prescriber RN

Aoy kinh <o nguy cosinby it bedi i3 cao hon
(165 23 K30 o vl phag ok Banh thutng Wae ding
bt thade chaneg doog Kinh Ben Eing nowy oo
SO von i chil dong mot thade, 1y 16 aidt hitn
g o 40 nghidm tong 1en 1 nhu bink im
bim sinby ki 1 deg thin kinh, Ky i o
Conaquan I8 g sinh duc va sont mat hollc hd
ham dch B Khodeg 3 2% 0 nguit me o6 dieng
e chdey dong kindy, song &0 noguy <o cao
Don sy & nbang tguee me ding W co
valpmoat 0m hon 1400 mao/ngiy)

Trorg wong hon 30 nden, kiong y van mo
14 "ot vy hdo that phee nhndm von thude
Chony o gian ngdy cng 1hng o v & ca gy
At thal e nnhmneg thd: chdng dong kinh
W0 G barbiurat, phenytoln, catamazepin
Vi valpeoart - o ghl ntsn ngay cang can. 1 hen
COMOL SO i B0 md 1 v Limotrigen, nhwrng
CO 18 thang tin ght nhan Wi nguy co gy 1a
bt nhong thude chang dong kinh “mes” nhu
leveleacetam,  lopieemal,  oocarbasepin,
gabapentin, progabsaling tacgabin va 2ontsamid

NIOnGg Kt L& 10 0 th khot pht &
1 kY Lha Su Nhdu nghitn cou quy md nho
Cho thily nbneg Kyt i w® ngdn nga v nhan
(O & 10 cOmg su gl 13ng md 164 logn phd
(kg O c phot nhiden vt c thode chdng
A0ng Kinh khi & tong 10 cung. Niving bso cio
odn day cho thy nhomeg At my <o khd niing
XU O cao nhdt & nhiang 156 B phot nhiden
vor valprovt.

I hida 10 hon we K nding iy @ dj e
B sinh cOa 180 e cxe thude chdng dong
Kint, bt thdng ghi nhan thang tn trong qua
teiohy emang thal da duoc thist lap e Khdp ihé
QL He thdng nay chada nhida thong tn by
Ich Wt b thde chong dong Kinh duoc sar
dung phd bn nhdt 1 dd, dua ta cac cinh
bao chinh xdc Wt nguy co cao coa valpeoat
Oy 1 Kt 13 co thE 18, 10 thdng ghl nhan
1100) i tsoneg aued tnh mang thal O 1% My
A g b nhicu y kn K noal B quan aon
phenobabital va lamotrigin

Quan ly st dyng thudc 6 phw mirbi doag kanh

Truce: kI thg thal, thadt 13p k8 hoach xif il
bioh mot cach todn dite B 13t cin thise, K&t
qui chdn doan dong kinh phat dang tin cay,
hot chung dong kinh pha duce gin thich 1o,
phil e dinh cduoc thide dida 11 dong kinh
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i bl " el Bonh nhan vi clin b suneg lolal.
Mg o v chdng o § dinh sinh con cln
hisu ramag kehtng oo thaadc ddng kinh nao & "an
fosan” tecg) quia i mang thal, Mhomsg nguy
corck b pha oo glal thich che Bnh nkan,
Ehang tht koal tril hoan foan nouy o0 xay
thiiarg 160,

P nir dang kinh dang can nhdc w vitc
mang thal ndn duoe didas i Bbng thude chng
dddng kinh oo khd ndng gy di 13 bdm sinh thigp
nhadt, o bk cpued cac bt ddi v th diong kinh
dlancy médc & Wy thap nhdt of Reu gue Lan kE
Ficachh vh xin 1y van b 59 vt i mang thal
chuce: ddc Bt Khwey®n cao. Kbl vitc rmang That
nopoal ¥ et Gyt v il da Bt ddu phdl
Ui, gy cort g 1 chuce cAlTheen va o Thi
Wi & MUk cao khi negping hode thay 88 thissc
chdng dong knh. Nen theo dal som dé phat
Fieers b cpush st el oo EhWE el D B Tl v
i vl thich hop chie benh nhan

Folat v witamin K1

[ ca b i i duce kKhaeetn nen b sung
it b ket maand thal 2 kb cio b sung
fiodaat e Bt 0,51 migfngsy, cho 13 o3 bnh nhan
il b cfing kinh o Ehdindng sinh sindang ddutn
dng thude chiing dong kinh nogay i khiho chua
et B Foach snbcon Clnthutmg zupennbidc nhd
kb b et anh clrey kakal S mepricgry liong
wiirk] & Ui oo kh b thal va B nbdl B Dong
Sthrey ol oo Tl ki HIS o oo s e g Cho
Wit bl sundg desal B gl ngguy <o i 6t sng
Wi ol 1230 R cpiin C mghate L Dt 58 g
Ecnh nhan ken, nhng khaing <6 bdig chiomdg nao
chio thiy v ot o thd Bmgebm nauy oo gy
ol il bm sinh cho tet & nhiomg phu nindang 0
ciuncy thancic ching dong kinh,

Hurmig ok ity 1 ca Hitd ddng Chde gia
W nghien oo v khoa vl v 08 Uc (NHMPC) néim
2000 khunn cao 13 ¢ nhong st md snh ntn
duor Bem bdp 1 mg vlamin K1 hode udng mil
el witarmin K1 R b nouitn me uneg vilamin
K1, i cdu 10 rcpnogy Tong wiing 1 (g o
gy sl con, o e e dang ding thidc
ching dong kinh oo khd nding gy clm ang
ey v shiomeg T may oo the® gy beab xut
haryt 1t 5o sinh, luy iiien, mit +6 bio cio cho

£ ey Conmay b thic 18 khong ding kS,
Cade the dong kink

Cin phan bt w0 hal thi diing kinh bdi su

ol v sl nbviang thude chda dong kink ola
cAC bnh nhdn médc cac the dong kink khic

nhau Ly khac nhaw Bang kinh ting phdn hay
cuc b o dng vl hdu hét cac thude chéng
chng kindu B vt ddng kinh toan thié o phit,
valpioal thutmg B thadc oo hita qud nhil.
It Whwereg, eom el o6 U duios kidm sost

2 | Ban tim Canhgi duge | 581 - 2014

will walpmoat WSu thap, Wi du S0 meonagsy hosc
Uhdp b dac B & nhirg bénh nhdn a thanh
nidn dng kinh gl ool Lamaolegin cong o
1C chyng nhwng Thucne khdeg hieu quei bang
valproat v A khi con Bim xdu di Tinh Tng
it co i benh nhan W thanh nida dong kinh
qlal oo Topramal v lesetiacctam of thed oo
b quiat vl nhiimg bend nhaan dong kinh ioan
thé 1w phat, trong khi carbamarepin, tagabin,
cocarteepin, phermdoin v gabagentin o thd
lam xdu di tinh tang cac loal dong kinb khac,
e b |2 com glal oo com vang § thc., DG
it 56 b nad bl dong kink toan the i phal, oo
T kfudng oo Thadc nao Thay T heeu qua cho
vl

5 dyng thubc chéng déng kinh hop iy

Duice: cdng hoc ol nling Thode dong
KIibs e thit thay o6 tsodg quia tinh mandg thal
I diing nhing thudc nay phil dupc ditu
hilraby o can Bineg ol nguUy oo oo g O ngu
i el S g (i e 11t niguy oo idn
thiucang) chio thai nhd

Valproat

Bein b thédng ghi nkdn fhdng tin fong qus
trinh mang thal va niita nghitn odu nhehon da
canh bo wé nguy oo dang ke gay di at nghitm
trong bao gdm mit ddt sfng khl valpmal duoc
st cduny chomn ke by b b o rabang Dhodc
khac. 18 thimg ghd nhan Thong tn ong qua
tinh markg thal ola U bdo céo w nguy oo o
U ben o 16 Troneg b thaneg ddu thl k1 ndu
sl el cducer s iy v IS by hom 1400 mg!
Mgy, S0 v 658 ol I thidp hom 1400 mgngay
Pt b thineg bl cineg o cio v nguy oo
can hom khi nding & walproad trong hue® uong
can in tu dien hom D mopl. Do de, nén idnh
el tanay vialparcsaat & nbinag e i dong kink o khia
nangy sinh sin. Khi khéng the isnh duoc, nén
dimg W thdpnhél oo it qud Khing ninding
valpoat wen 16ng 18U vucr quis 1000 mg/ngy.
P ni mang thal cn duior cinh béowd nguy oo
Ay oo o v phal teanh ribng w0 o0
i e co i, v du Ui ngie K ding B
U, Bl mbain b b ch il e

Méu Iéu valpenal da duee gidm d8n midc
theip nbhdl tromeg s gusi itnh mang thal 98
g nguy oo gy d) 130 bl sinh cho o, B
Fike aqued truesc ki chasan da C08 valproat cin
duoc B Lol indec khi Bnb nhan sinhocon, Dy
1 hasding thit glan ma ke ndng xudl hign cac
oon oo it thng, Qe b ien nhiong bénh
nihéin dneg kind thit voan the® 1 phat, ot nhay
carm wil wiu i thidu ngd.

Benh nhan dang déu trl bdng valpmat
ot thé cho con i Mdng 39 valpeoat do duoc
D) bt Chicandy 1 B e hep
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140 Uy bl e thoeg T Toneg guid eeh
mang that & R My 1o ¢ao tng wie dang
Renotngin rong 3 thing dsu th K oo the bim
g oy coha Tam &ch i 1o (g 10 1y B 9% 0
VOO e (00 auden (e tham <. | gy
Ul thad c0m Bamoteigimn G duoe bao <o 1 it
200 Moy,

16 thandy % e Bamotricgpn Eing Af iong
SO 32 s mang that Noog A0 lamotrigin
Trong b 1uoneg g nagay ong et K dbu
rraneg It o o phid Ling W o kadm sam co
it Ndeg o0 chay lamoteigin trong huy g
e kil mang thal, & thee dden ddu ba thang
IO Thal KD it hot Thaneg Troneg sudt quid tinh
arang That o T B cor s o Eing W Lamaotrgin
i, NG A0 lamotriegin (g roneg vong mot
A Oy st K nh nen oty B bodc ghien
nhand <hoen) & nglin noia doc tinh

Larmotnigin €O IhE B IR Va0 SR me Wi
Raon dang ke MoL A Bao cao cho thiy nhing
1 A thang g mot chat vin dé khong
A0 gl 0 b mae, nhung cAn theo dolchit
e b it Ao tnh, e b G e sinh thicy
thang hay nhe can.

Carbamazepin

Trong gdn 20 slen, nhadu hao cao da tim
ol RN Quan g cabamazepin vol nguy co
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PIEM TIN CANH GIAC DUQC

1. Théong tw s6 51/2017/TT-BYT vé Huéng din phong, chian doan va xir
tri phan v€ c6 hi¢u luc tir 15/02/2018

Ngay 29/12/2017, B6 Y té da ban hanh Thong tu sé 51/2017/TT-BYT vé
Hudng dan phong, chan doan va xir tri phan vé. Thong tu ndy c6 hiéu lyc tir
ngay 15/02/2018. Theo do:
- Tt ca truong hop phan vé phai duoc béo cédo vé Trung tdm Qudc gia vé
Thong tin thudc va Theo ddi phan tmg c6 hai cta thudc hodc Trung tim Khu
vuc thanh phé H6 Chi Minh vé Thong tin thudc va Theo ddi phan tng c6 hai
cta thudc theo mau bao cao phan tng c6 hai ctia thude hién hanh.
- Bac si, nguoi ké don thubc hodc nhan vién y té khac c6 tham quyén phai
khai thac k¥ tién st di tng thudc, di nguyén ctia ngudi bénh trudc khi ké don
thudc hodc chi dinh st dung thudc.

- Khéng dugc ké don thude, chi dinh dung thuc hodc di nguyén da biét 1d
gdy phan vé cho nguoi bénh. Truong hop khong co thudc thay thé phu hop
ma can dung thudc hodc di nguyen da gay phan vé cho nguoi bénh phai hoi
chan chuyén khoa di ing - mién dich lam sang hoac do bac si dd dugc tap
huén vé phong, chan doan va xir tri phan vé dé théng nhat chi dinh va phai
dugc su dong ¥ bang van ban cia ngudi bénh hodc dai dién hop phap cua
nguoi bénh. Viée thir phan tmg trén ngudi bénh véi thude hodc di nguyén da
ting gdy di Gng cho ngudi bénh phai dugc tién hanh tai chuyén khoa di
g - mién dich 1am sang hodc do céac bac si di duoc tip huan vé phong, chan
doan va xtr tri phan vé thuc hién.

- Khong phai thir phan tng (test) cho tat ca cac loai thudc trir trudng hop co
chi dinh sau: Phai tién hanh test da trudc khi st dung thudc hodc di nguyén
néu nguoi bénh co tién sit di Gng voi thude hodc di nguyén co lién quan
(thuoc di nguyén cung nhom hodc c6 phan ng cheo) va néu nguoi bénh co
tién sir phan vé vGi nhiéu di nguyén khéac nhau.

- Trong XU tri cdp ctru phan vé: Thay d6i duong tiém adrenalin mili cip ciru
ban dau tir tiém duéi da sang tiém bap. Khoang cach giita cac mili tiém nhic
lai cua adrenalin la tr 3-5 pht (thay cho 15 phut cua Thong tu 08/1999/TT-
BYT). Déi vi nguoi co tién sir phan vé cé san adrenalin mang theo nguoi thi
nguoi bénh hodc nguoi khac khong phai 1a nhan vién y té dugc phép sir dung
thudc trong truong hop khan cap dé tiém bap cap ciru khi khong c6 nhan vién
y té. Thong tu nay ciling bd sung xir tri phan vé véi cac trudng hop dic biét
nhu nguodi dang dung thudc chen beta, phan vé v&i thudc giy té, gdy mé,
thudc can quang, phan vé do gang stic, phan vé vo can.

-Khi di x4c dinh duoc thudc hodc di nguyén giy phan vé, bac si, nhan
vién y té phai cip cho nguoi bénh thé theo ddi di tng ghi 16 tén thudce hodc di
nguyén gy di ung, giai thich k§ va nhic nguoi bénh cung cip thong tin
nay cho bac si, nhan vién y t& mdi khi kham bénh, chita bénh.
Ngay 13/02/2018, Cuc trudéng Cuc Quan ly Kham, chira bénh - BO Y té di ¢6
cong van s6 186/KCB-NV dé nghi céc co s& kham, chira bénh truc thuoc Bo



Y té, S& Y té céc tinh, thanh phé tryc thudc Trung vong, Y té cac BO, nganh
trién khai phd bién Théng tu s6 51/2017/TT-BYT. Céc co so kham bénh,
chita bénh ciing can chuan bj hop thude cap ciru phan vé va trang thiét bi y té
theo cac quy dinh tai (ndi dung chi tiét xin xem Thong tu).

2. Cap nhit vé cac bién phap du phong mang thai khi sir dung retinoid:
Khuyén cdo tir PRAC

Ngay 09/02/2018, Uy ban Panh gia Nguy co Canh giac dugc (PRAC) thudce
Co quan Quan ly Dugc pham chau Au (EMA) dua ra khuyén cdo mot s6 bién
phap mdi nham du phong bénh nhén nir c6 thai trong thoi gian su dung
retinoid, bao gém ca canh bao Ve nguy co roi loan tim than kinh khi st dung
cac thudc retinoid theo duong udng hoic kem hoic gel boi trén da.

PRAC xé4c nhan lai vé viéc tat ca cac thudc retinoid dung theo dudng udng
déu co thé gdy ra cac tac dung bét loi cho thai nhi va khong duoc phep sur
dung cac thudc nay cho phu nir ¢6 thai. Thém vao do, cac thudc ret- inoid nhu
acitretin, alitretionin va isotretionin dung dudng udng ciing khong duoc sir
dung cho phu nit trong d6 tudi sinh san trir khi thoa min cac diéu kién
dugc néu trong Chuong trinh dy phong mang thai khi st dung thude.

Véi cac thudc retinoid dung duong udng khéc 1a bexaroten va tretinoin,
Chuong trinh dy phong mang thai khong can thiét do cac thudc nay duoc sir
dung dé diéu tri mot sb loai ung thu trén quan thé bénh nhan rat khac biét
trong diéu kién giam sat chat ché. Vi vdy, cac bién phap hién tai da phu hop
dé du phong viéc mang thai.

Pbi v6i cac thube retinoid dung ngoai da, dir liéu hién tai cho thay chi mot
luong rat nho hoat chat duoc hép thu qua da vao co thé, do do, cac thube nay
it c6 kha nang gay hai cho thai nhi. Tuy nhién, néu sir dung qua nhiéu cac
thudc nay hodc trong trudng hop cb ton thuong trén da co thé lam tiang hap
thu thudc. Do d6, dé du phong, PRAC khuyén céo cac thude retinoid dung
ngoai da cling khong dugc st dung cho phu nitr ¢6 thai va cac phu nit c6 du
dinh mang thai.

3. Cac bién phap méi nhiam tranh phoi nhiém valproat trong thoi ky
mang thai: Khuyén cdo tir PRAC

Ngay 09/02/2018, Uy ban Panh gia Nguy co Canh giac dugc (PRAC) thudc
Co quan Quan 1y Dugc pham chau Au (EMA) di dua ra mot sé khuyén cao
méi nham tranh viéc tré phoi nhiém véi valproat trong thai ky do nguy co gay
di tat thai va cac van dé vé phat trién & tré c6 me str dung valproat trong thai
ky.

* Céc bién phap chinh dugc PRAC khuyén cdo:

- Vi thude ¢6 chi dinh diéu trj dau nira dau hodc rdi loan ludng cuc:
+ O phu nir mang thai: Khoéng duogc sir dung valproat.
+ O bénh nhan nir c¢6 kha ning sinh san: Khong dugce st dung valproat trir
khi théa man cac diéu kién dugc néu trong Chuong trinh du phong mang thai
moi.

- Béi véi thude c6 chi dinh dong kinh:



+ O phu ntr mang thai: Khong dugc su dung valproat. Tuy nhién, c6 mot sO
phu nit mic dong kinh khong thé ngung su dung valproat va van can tiép tuc
su dung thudc trong khi mang thai (can tu van chuyén khoa phu hop).

+ O bénh nhan nir c¢6 kha ning sinh san: Khong dugc st dung valproat trir
khi thoa min cac diéu kién trong Chuong trinh dy phong mang thai moi.

- PRAC ciing khuyén cao bao bi ngoai cua cac thudc chua valproat phai co
canh bao quan sat dugc bang mat thuong vé nguy co khi mang thai.

- Thé nhic nhé bénh nhan cling can dugc dinh kém vao bao bi ngoai dé duoc
sT trao d6i voi bénh nhan vé nguy co trén trong mbi l1an cap phat thude.

* Cac diém quan trong trong Chuong trinh dy phong mang thai khi str dung
thudc:

- Banh gia kha ndng mang thai cia bénh nhén, bao gém ca xem x¢&t hoan canh
ca nhan cua bénh nhan va phan tich giip ho dua ra quyet dinh.

- Thr thai trudce va trong qua trinh diéu tri néu can thiét.

- Tu vén cho bénh nhéan vé cac nguy co co thé xdy ra khi st dung valproat.

- Giai thich cho bénh nhan vé tinh can thiét ctia viéc tranh thai hiéu qua trong
sudt thoi gian diéu tri.

- Bac s chuyén khoa dinh ky danh gia lai viéc diéu tri, toi thiéu 1a hang nam.

- Gidi thiéu cho bénh nhan vé biéu mau thong tin vé nhan thirc nguy co méi.
Trong 0, bac si va bénh nhan cing ra soat timg diém nham dam bao béc si da
cung cap cho bénh nhan cac khuyén cdo phu hop va bénh nhan ciing d3 nam
duoc cac khuyén cdo nay.

Tai Viét Nam, Cuc Quan 1y Duoc da c6 cong van sb 10107/QLD-BK ngay
08/6/2015 vé viéc cap nhat thong tin duoc 1y ddi véi thude chira valproat theo
khuyén cdo cuia EMA nam 2014. Theo do, ¢ bé gai, tré vi thanh nién ni,
phu nit trong do tudi sinh san va phu nir ¢o thai, cac thube chua valproat can
dugc khoi dau diéu tri va giam sat chit ché boi bac si chuyén khoa. Chi nén
st dung thuéc nay khi cic bién phap diéu tri khac khong cé hiéu qua
hodc bénh nhan khong dung nap dugc. Can bang loi ich - nguy co cua thude
nén dugc danh gia can than trong mdi 1an thim kham dinh ky cho bénh nhén.
Pong thoi, chong chi dinh thudc chua valproat trong cac truong hop
du phong con dau ntra dau cAp & phu nir ¢ thai hodc phu nit trong do tudi
sinh san khong str dung céc bién phép tranh thai hiéu qua trong subt thoi gian
diéu tri bang valproat. Can loai trir phu nit c¢6 thai trudc khi bat dau diéu
tri bang valproat.

4. Than trong khi ké don clarithromycin cho bénh nhan cé bénh ly tim:
Khuyén cdo tir FDA Hoa K3y.
Ngay 22/02/2018, Co quan Quan 1y Thudc va Thuc pham Hoa Ky (FDA Hoa
Ky) dd dua ra khuyén céo than trong khi k& don clarithromycin cho bénh
nhan c6 bénh 1y tim do ting nguy co cic van dé trén tim hodc tir vong xay ra
sau vai nam. Khuyén cdo ciia FDA Hoa Ky dua trén két qua ra soat dir liéu
cua mot nghién ctru theo doi kéo dai 10 ndm trén bénh nhan c6 bénh ly mach



vanh dugc thu nhan to mot thr nghiém lam sang 16n ma trong do, lan
dau tién van dé nay dugc ghi nhan.

Thu nghiém 1am sang 16n dugc dé cap & trén mang téen CLARICOR, da ghi
nhén hién tuong tang sO truong hop tir vong ngoai du kién & nhom bénh nhan
mic bénh Iy mach vanh c6 tién st dung clarithromycin voi thoi gian diéu tri
kéo dai 2 tuan. Hién tuong nay duoc ghi nhan kha rd rang khi bé¢nh nhan dugc
theo doi trong thoi gian mot nam hodc dai hon. Hién chua c6 giai thich rd
rang cho quan sat tang ty 1¢ tor vong ¢ nhoém dung clarithromycin so voi
placebo trong thir nghiém nay. Mot s6 nghién ctru quan sat cting ghi nhan cac
truong hop tir vong hodc gip van dé nghiém trong v€ tim mach tang I1én khi
su dung clarithromycin, trong khi mot s6 nghién ctu khac lai khong cho thay
két qua tuong tu. Can luu ¥, tat ca cac nghién ctru ndi trén déu c6 nhitng han
ché nhét dinh vé thiét ké nghién ctru. Trong 6 nghién ciru quan sat di dugc
cong bo dén nay, trén bénh nhan mic kém hodc khong mic kém bénh 1y mach
vanh, c¢6 2 nghién ctru da chi ra nguy co dai han khi st dung clarithromycin
trong khi 4 nghién ctru con lai khong cho thdy van dé twong tu. Nhin chung,
két qua tur thor nghiém lam sang c6 d6i chung v6i placebo CLARICOR da
cung cip bang chimg manh nhét vé viéc ting nguy co nay so voi két qua tir
cac nghién ctru quan sat.

Tir cac két qua trén, FDA Hoa Ky d3 yéu cau b sung canh bao vé viéc ting
nguy co tur vong trén bénh nhan c6 bénh ly tim va khuyén cao bac si ké don
can can nhic sir dung cac khang sinh thay thé phu hop cho ngudi bénh. FDA
Hoa Ky ciing s& yéu cau bd sung két qua ctia nghién ctru trén vao to hudng
dan st dung thude.

Khuyén céo danh cho cén bo y té:

- Nhan thtc duoc vé cac nguy co nghiém trong trén va danh gia can bang loi
ich - nguy co cua clarithromycin trudce khi ké don cho bénh nhan, dac biét vai
bénh nhan c¢6 bénh 1y tim mach va ngay ca trong cac dot diéu tri ngin, can
nhic sit dung cac khang sinh khac thay thé.

- Tu vAn cho bénh nhan c6 bénh 1y tim mach vé cac diu hiéu va triéu ching
bat thuong trén tim mach, bat ké clarithromycin dugc st dung vai chi dinh
nao trén bénh nhan do.

5. Dabigatran va bénh gut hoic cac triéu chirng twong tw bénh gut:
Thong tin tir Medsafe

Thang 9/2017, Trung tam Theo ddi Phan ng c6 hai New Zealand (CARM)
da ghi nhan mdt truong hop tlen trién bénh gut nang hon sau khi diéu tri bang
dabigatran. Bénh nhan nay c6 s6 con gt cap tang dang ké sau khi bat dau sir
dung dabigatran va hién tuong nay dugc cai thién sau khi ngung dabigatran
ma khong can can thiép nao khac. Co sé dit liéu vé phan tmg c6 hai caa To
chic Y té Thé gidi (Vigibase) ghi nhan 71 bao cao vé gut va triéu ching
tuong ty gut nghi ngd lién quan dén dabigatran, S6 luong bao céo ndy cao
hon duy kién va d3 hinh thanh tin hi¢u an toan thudc. Co quan Quan 1y An toan
Dugc pham va Thiét bi Y té New Zealand (Medsafe) hién dang tim
kiém thém théng tin.



Gut khong phai 1a tac dung khong mong muén di dugc ghi nhan véi
dabigatran va chua duoc liét ké trong muc tac dung khong mong mudn trong
to hudng dan sir dung cia thudc. Loi ich cua viéc st dung dabigatran van
vuot tréi hon nguy co ndy cua thudc. Bénh nhan c6 bénh git hodc cac triéu
chtng tuong ti bénh gut nghiém trong va/hoic tién trién nang hon van nén
tiép tuc dung thude va tham khao thém tu véan tir cdn bo y té.

6. Giéi han dong goi dé ting cwong an toan khi sit dung loperamid
khéong ké don: Khuyén cdo tir FDA Hoa Ky

Theo thong béo ngay 30/01/2018, dé ting cuong an toan khi sir dung thudc
diéu tri tiéu chay loperamid dang khong can ké don (OTC), FDA Hoa
Ky dang lam viéc voi cac nha san xuat dé chuyén sang dong goi dudi dang
vi thuéc hodc dang déng géi don liéu, dong thoi, gidi han sé lugng liu trong
mot don vi dong goi. Thong bao nay dugc dua ra do FDA Hoa Ky
tiép tuc nhan dugc bao cdo vé cac tai bién nghiém trong trén tim va céc
truong hop tir vong lién quan dén viéc sir dung loperamid véi lidu cao hon so
v6i khuyén céo. Cac trudong hop ndy chil yéu xay ra ¢ nhitng nguoi dung sai
c6 chu ¥y hodc lam dung thudc mic du cac thong tin canh bao da dugc bo sung
vao nhén thudc va dugc FDA Hoa Ky thong bao trude do.

Loperamid c¢6 tac dung trén cac receptor opioid trén duong ti€u hoa, lam giam
nhu dong rudt va giam so lan dai tign. Liéu t6i da duoc phé duyét cho nguoi
lon la 8 mg/ngay voi dang khong can ké don va 16 mg/ngay véi dang can ké
don. Thudc ndy an toan khi dung trong mirc liéu duoc phé duyét. Tuy nhién,
khi dung liéu cao hon so voi liéu khuyén cdo, thudc co thé giy ra cac van de
nghiém trong, bao gom loan nhip tim va tir vong. FDA Hoa Ky dang tiép
tuc danh gia van dé an toan ndy va s& cap nhat cho cong dong khi co thong
tin b sung.

Khuyén cao danh cho can bo y té:

- Nhan thtc dugc vé viée st dung loperamid voi liéu cao hon so véi khuyén
cao, c6 hodc khong co chu y, co thé giy ra cac bién cb bt loi trén tim nghiém
trong, bao gom kéo dai khoang QT, xodn dinh hodc cac rdi loan nhip thét
khac, ngit va nging tim. Trong truong hop lam dung thudc, bénh nhan
thuong st dung lopera- mid két hop voi cac thude khac dé lam ting kha ning
héap thu va tham nhédp cta thuéc qua hang rio mau - ndo, tc ché chuyén hoa
loperamid va tang tac dung tao ao giac. Mot s6 bénh nhan dung loperamid
heu cao dé diéu tri cac triéu ching cai opioid. Trong truong hop nghi ngo
xuat hién doc tinh cia loperamid, can ngung ngay thudc va xu tri kip thoi.
Trong trudng hop loan nhip tim khong kiém soat hiéu qua boi thude, can nhic
tao nhip hoac khir rung bang sbc dién.

- Khuyén cao bénh nhan str dung loperamid theo lidu duogc ké don hoac theo
hudng dan str dung trén nhén thudc khong can ké don. Tu van cho bénh nhan
ve€ tuong tac gitra loperamid voi cac thudc thudng dung khac c¢6 thé lam ting
nguy co xuét hién bién c6 nghiém trong trén tim.



7. Thong nhit thong tin chi dinh ddi véi thudc chira alphachymotrypsin
dung dwong udng, ngdm duéi ludi

Ngay 26/12/2017, Cyc Quan ly Dugc da c6 cong van sO 22098/QLD-bK yéu
cau thay d6i cach ghi chi dinh cua thudc trén nhén, to “hudng dan st dung
thudc chtra hoat chét alphachymotrypsin ding duong ubng hoic ngam dudi
ludi theo hudng dan trong chuyén luan alphachymotrypsin cia Dugc thu
Quoc gia nim 2015, cu thé: “Chi dinh: diéu tri pht né sau chan thuong,
phau thuat, bong”.

Yéu cau trén duge Cuc Quan Iy Duge dua ra nham dam bao muc tiéu st dung
thudc hop 1y, an toan va hiéu qua cua thudc va théng nhat cach ghi chi dinh
ctia thudc chira hoat chat alphachymotrypsin ding dudng ubéng hoic ngam
dudi ludi.

Vé viée dang ky, nhap khau don hang céc thudc chira hoat chat sulfaguanidin,
cac thude chira hoat chit ephedrin don thanh phan dung duong udng, va cac
thudc chira hoat chat nitroglycerin dung dudng udng

Can ctr két ludn cua Hoi dong tu van cap gidy dang ky luu hanh thudc,
nguyén liéu lam thudc - Bo Y té, dé dam bao str dung thude hop 1y, an toan,
hiéu qua, ngay 11/01/2018, Cuc Quan Iy Duoc di c6 cong vin sé 456/QLD-
DK thong bao:

- Ngung tiép nhan va xét duyét don hang nhap khau thudc thanh phém chua
c6 gidy dang ky luu hanh, ho so dé nghi cap, gia han, thay d6i/bo sung gidy
dang ky luu hanh d6i véi voi cac thude chira hoat chat sulfaguanidin; cac
thudc chira hoat chat ephedrin don thanh phan dung duong udng va cac thude
chtra hoat chét nitroglycerin dung dudng udng.

- Pdi v6i cac thude chira hoat chat sulfaguanidin; cac thudc chira hoat chat
ephedrin don thanh phan dung duong udng va céc thudc chia hoat chit
nitroglycerin ding duong udng dang con hiéu luc gidy dang ky luu hanh hodc
con han dung dang luu hanh trén thi trudng: Trong vong 06 thang ké tir
ngdy ban hanh cong vin ndy, yéu cdu cong ty ding ky bao céo an toan,
hiéu qua cta thudc (theo mau 3A/TT, 3B/TT quy dinh tai Thong tu sb
44/2014/TT-BYT ngay 25/11/2014 ctia Bd Y té quy dinh viéc dang ky thudc).
Trén co s& bao cdo cua cac co sd, Cuc Quan Iy Dugc s€ xem xét quyét dinh
vé viéc luu hanh cac thude néu trén.

8. Sir dung hop ly amoxicilin dwong tiém trong giam thiéu nguy co ling
ciin tinh thé trong nuéc tiéu: Khuyén cio tir ANSM

Nguy co xuat hién can tinh thé trong nudc tiéu khi diéu tri bang
amoxicilin da duoc ghi nhan va chu yéu lién quan dén dang tiém, phdi hop
hodc khong phdi hop véi acid clavulanic, trong diéu tri hodc sir dung khang
sinh voi muc dich du phong. Déc biét, tor nam 2010, sO truong hop xuat hién
bién ¢ nay dugc ghi nhan tai Phap di gia ting dang ké.
Pé 1am giam nguy co xuat hién cin tinh thé trong nuéc tiéu khi diéu
tri v&i amoxicilin, ANSM khuyén c4o nhan vién y té:
* Tuan tha ché do liéu, chuin bi dung dich ti€m va céach tiém truyén:

- V6i amoxicilin don doc, can tuan thu:



+ Liéu t01 da trong ngay la 200 mg/kg/ ngay, khong vuot qua 12 g/ngay.
+Lidutdida2g trong mdi 1an truyén va truyén cham (tir 20-30 phut).

+ Khoang thoi gian tir khi hoan nguyén thudc dén khi két thic truyén: THi
da 1 gid (néu pha lodng bang dung dich glucose) hoic tbi da 6 gid (néu
pha lodng trong nudc mudi sinh 1y).

- Véi dy phong bang dang phdi hgp amoxicilin/acid clavulanic, can tuan thi:
+ Liéu toi da 2 g/200 mg/lan truyén va truyén cham (tir 30-40 pht).

+ Thé tich hoan nguyén: 50 mL dén 100 mL tuy theo ché pham.

+ Dich pha truyén: Khong st dung dung dich glucose dé pha.

+ Khoang thdi gian tir khi hoan nguyén thudc dén khi két thac truyén: Toi
da 1 gio.

* Pam bao bu di nudc cho bénh nhan dé duy tri chirc ning tiét niéu.

* Kiém hoa nuéc tiéu (pH trung tinh dén kiém) & bénh nhin c6 mot hoic
nhiéu yéu t6 nguy co.

* Theo ddi thudng xuyén chirc ning than va luong nude tiéu cua bénh nhan
trong qua trinh diéu tri.

* Néu diéu tri bang khang sinh lidu cao, dinh luong amoxicilin trong huyét
thanh dé hiéu chinh liéu phu hop.

9. Vé viéc ding Ky, nhdp khau don hang thudc chira hoat chat
paracetamol dang giii phéng bién doi
Ngay 15/3/2018, Cuc Quan Iy Dugc da ban hanh cong vin s6 4430/QLD-PK
vé viéc dang ky, nhap khau don hang thudc chira hoat chat paracetamol dang
giai phong bién d6i. Theo d6, dé dam bao str dung thude hop 1y, an toan, hiéu
qua, Cuc Quan 1y Duoc théng bao tam thoi ngling tiép nhan va xét duyét don
hang nhap khau thubc thanh pham chua c6 sb ding ky, ho so ding ky moi, hd
so dang ky gia han; ngung xem x¢t duy tri hiéu luc s6 dang ky d6i véi cac
thudc chtra paracetamol dang giai phong bién ddi ké ca cac don hang nhap
khau cac thude chua co sb dang ky, cac hd so ding ky da nop tai Cuc Quan 1y
Duogc trude ngay ky ban hanh cong van nay.
Trude d6, ngay 01/9/2017, Uy ban Panh gia Nguy co Canh giac dugc
(PRAC) cua Co quan Quan ly Dugc pham chau Au (EMA) d3 dua ra khuyen
c4o vé viéc ngung luu hanh thudc chira paracetamol dang giai phong bién doi
dang luu hanh trén thi trudng, sau khi co quan nay xem xét nguy co déi véi
cac bénh nhan sau khi sir dung qua liéu do cach giai phong phire tap caa thude
trong co thé. Trung tim DI & ADR Quoc gia ciing da co cac cong van cung
cap thong tin cho Cuc Quan 1y Dugc vé van dé an toan néu trén cua thudc.



