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HandiHaler).

Dang dung dich hit dinh liéu: M3i ngay hit mét 14n 5 microgam (2
xit) (dang ndy chi ding giGi han & nhimg bénh nhan khé sir dung
dung cy hit HandiHaler ding céch).

Ngueoi suy than: Néng d6 thude trong huyet trong ting lén & ngudi
suy thiin. Diing lhan rong & ngudi suy thin trung binh dén nang.
Tuy nhién, khong cén diéu chinh lidu.

Nguoi cao tuéi, bénh nhan suy gan: Khong cin diéu chinh liéu
Lteu y: Diing thuée mdi ngdy mét lan vao ciing mét thoi diém trong
ngdy. Phai diing thude ding cich theo huéng din ciia nha san xuét.
Tuwong tdc thude

Tang tac dung/dgc tinh: Tiotropium ¢4 thé lam ting nong do/tac
dung ctia cac thude khang ChO]merglC cac canabinoid, kali clorid.
Pramlintid c6 thé 1am tang nong do/tac dung cua tiotropium.

Giam tdc dung: Tiotropium c6 thé lam giam nong do/tac dung cia
céc chit e ché acetylcholmesterase secretin,

Céc chét trc ché acetylcholinesterase, peginterferon alpha-2b c¢6
thé lam giam ndng do/tac dung cua tiotropium.

Qu:i liéu va xir tri

Liéu cao cla tiotropium c6 thé gdy ra céic diu hiéu va triéu chimg
khang cholinergic. Tuy nhién, khdng c6 ADR khéng cholinergic
toan than nao sau khi hit mét lidu cao téi 340 microgam tiotropium
0 6 nguoi tinh nguyén khoe manh. Trong mdt nghlen ciru trén
12 ngudi tinh nguyén khoe manh, da thiy viém két mac hai bén
va khé mi¢ng sau khi hit nhic lai m&i ngy mét 14n 170 microgam
tiotropium.

Cdp nhdt lan cuéi: 2018.

TIZANIDIN HYDROCLORID

Tén chung qudc té: Tizanidine hydrochloride.

Mi ATC: M03BXO02.

Loai thude: Gidn co van, tic dong lén hé thin kinh trung vong,
chu vén alpha -adrenergic.

Dang thude va ham lrgng

Lidu ding duoc tinh theo tizanidin base. 1,14 mg tizanidin
hydroclorid tuong duong voi 1 mg tizanidin base.

Vién nén: 2 mg, 4 mg.

Vién nang: 2 mg, 4 mg, 6 mg.

Duge Iuc hoc

Tizanidin 14 chét chii vin alpha,-adrenergic, thube téc dong vao hé
TKTW wviing tiy song va trén tity séng. Thudc lam ting e ché tién
synap cua cac noron vdn dong tai thu thé alpha,-adrenergic, bing
cach lam giam giai phong cac amino acid kich thich (aspartic, acid
glutamic) va trc ché con dudng dan truyén N-methyl D-aspartat
(NMDA receptor), din dén lam giam co cimg co. Tizanidin tac
dung chu véu trén noron ¢ nhiéu synap, do dé lam giam qua trinh
kich thich cac noron vén dong trén tiy song, lam giam co co va
khéng lam yéu co qua mire. Thude khong ¢4 tic dung truc tiép trén
co, khép than kinh co va phan xa don synap ¢ tiy song.

Do gin vao thy thé imidazolin, thudc ¢6 tac dung lam giam huyét
ap Tac dung lam giam huyét ap nay nhe va tam thdi, ¢6 lién quan
dén hoat tinh gidn co cua thudc.

Thudc ciing ¢6 tac dung giam dau, tao ra thong qua co ché tac dong
trén thy thé alpha_-adrenergic. Liéu giam dau dugc xac lap thap
hon liéu gian co.

Dugce djng hoc
Hap thu: Tizanidin hép thu tot qua dudng udng, thudc dat ndng do
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dinh trong huyét trong sau uémg | gid.

Phén bé: Ty 1é lién két véi protein huyét twong cua thube khodng
30%. Thudc phin b khiip co thé, thé tich phin bd trung binh 12
2,4 livkkg, thudc qua dugc hang rao méu - ndo.

Chuyén héa: Mic du dugc hdp thu tdt, do chuyén héa budc dau ¢
gan nhiéu nén sinh kha dyng dudng udng chi dat 34%. Tizanidin
chuyén héa chi yéu qua cytochrom P450 1A2 in vitro.

Thai trie: Nira d&i thai trir cua tizanidin 1a 2,5 gio. Tizanidin thai
trir qua thén 70% dudi dang khéng hoat lmh qua phén 20%. Trén
bénh nhin suy thén (C1, < 25 ml/phat), ndng dé dinh trong huyét
turong cao gﬁp 2 Ién, nira doi thai trir kéo dai khoang 14 gio, gia tri
AUC cao gép 6 lin ngudi binh thuong.

Chi dinh

biéu trj co cimg co do bénh xo cimg rai rac hoc ton thuong tiy séng.
Chéng chi dinh

Qué mén véi tizanidin.

Dung ddng thoi vai ciprofloxacin hodic fluvoxamin.

Suy gan ning,

Thén trong

Tut huyét 4p: Tinh trang tut huyét ap cé thé xay ra trong qua trinh
diing thube ciing nhwr khi phéi hop thube véi cac thube irc ché CYP
1A2 va/hodic céc thube ha huyét ap. Tinh trang tut huyét ap nang
nhu bét tinh va truy tudn hoan ciing da duoc ghi nhén,

Hoi chimg cai thuéc: Hién tuong ting huyét 4p hdi img va loan
nhip nhanh da dwoc ghi nhan khi ngimg thube dot ngot. Khong nén
ngimg thubc dot ngdt, cn giam lidu tir tir, dic bidt & ngudi bénh
diing liéu cao (20 - 28 mg/ngay) trong thoi gian kéo dai (> 9 tun).
Than trong trén bénh nhén suy than (xem muc Liéu ding).

Thin trong cho cdc bénh nhén ¢é cdc bénh tim mach, bénh ly mach
vanh hogc réi loan chirc ning gan, than. Cin Kiém soét thudng
qui céc triu ching lam sang va dién tim d trong qua trinh dung
tizanidin.

Thude ¢6 thé gy rdi loan chirc ning gan nhung hiém gap. Can theo
ddi xét nghiém chirc nang gan trong 4 thang du ding thude trén
céc bénh nhén sir dung mirc lidu trén 12 mg/ngay va trén cac bénh
nhén ¢6 cac ddu hiéu 1am sang goi y roi loan chirc nang gan nhu
budn non 'khong ro nguyén nhan, chén an hodc mét moi. Ngimg
diéu tri néu hoat dd AST va ALT cao gip 3 lan g:m han trén cua
khoang gidi han binh thuromg hodc bénh nhén c6 diu hiéu viém gan
hodc vang da.

Thubce co La«., dung an thén, c6 thé gdy budn ngi, can thin trong d6i
vai ngum can sy tinh tao nhur 1ai xe, van hanh may moc.

Thudc c6 thé gay ao glac hodc hoang twéng. Can than trong khi
ding cho ngudi bénh bi roi loan tim thin.

Chua c6 thong tin vé an toan va hiéu qua & tré em dudi 18 tudi. Do
viy, khong ding tizanidin cho tré em dudi 18 tudi.

D¢ thanh thai tizanidin & ngucrl cao tudi giam rd rét va chua cé
nhiéu kinh nghiém sir dun g thude & ngudi cao tudi cho nén khong
dung thudc cho bénh nhén & Y ]ua tudi nay trir khi that cin thiét voi
hiéu qua diéu tri lén hon yeu to nguy co mot cach ro rét.

Thoi ky mang thai

Céc ADR di dugc quan sat trén cac nghién ciru doc tinh sinh san trén
dong vat. Cde nghién clu trén dong vat cho thay thude lam ting ty
lé tir vong trudc va trong khi sinh khi sir dung liéu gay déc & me. Do
chura c6 cac nghién ciru ¢6 kiém soat trén phy nir mang thai, thuéc
chi nén sir dung cho phu nir mang thai khi thue sy cén thiét.

Thoi ky cho con bi

Mic du chi mét lugng nhé tizanidin dugc bai tiét vao sita me trong
cac nghién ciru trén dong vét, khong nén sir dung thude cho phu nix
dang cho con bu.
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Tdc dyng khdng mong muén (ADR)

Thuong gap

Tim: loan nhlp chdm, loan nhip nhanh.

Mach: ha huyét ép, ting huyét ap héi mg,

Than kinh: ngu ga, chéng mjt.

Tiéu hoa: kh6 miéng.

Toan than: mét moi.

Hiém gép

Téam thén: hoang tudng, mat ngu, réi loan gidc nga,

Tiéu héa: budn nén, rdi loan ticu héa, viém gan, suy gan.

Gan - mat: ting enzym transarnmase gan,

Co xuong va md lién két: yeu co.

Chuca xdc dinh dwoc tan sudt

Hé mién dich: phan img qua min,

Tam than: lo 4u, 1d 1an,
Théin kmh dau dﬁu mat diéu van, roi loan ngén ngir.

Mit: rdi loan diéu tiét.

Tim: kéo dai khoang QT.

Tiéu hoa: dau bung, nén.

Da va md dudi da: phat ban, man ngira.

Toan thin: chan an.

Khi sir dung v6i liéu thip véi muc dich giam dau do co clmg, céc
hién twong mat ngu, mét moi, chéng mit, kho miéng, giam huyét
ap, budn nén va rdi loan tiéu héa di duoc ghi nhan nhung thuong
nhe va tam thoi.
Khi sir dung vcn lidu cao dé diéu tri co cung cdc ADR thuong gip
hon va ning né hon, nhung hiém khi cin ngimg thude.
Hoi chimg cai thudc: Hién tuong ting huyet ap hai img va loan
nhip nhanh di dugc ghi nhan khi ngimg thuéc dét ngot, khi sir
dung thu6e man tinh va/hodc véi lidu cao hang ngay, va/hoac phbi
hop véi cac thude ha ap. Trong mot s6 it truong hop, hign tuong
tang huyét 4p hoi (mg c6 thé din dén cac tai bién mach nio.

Hurémg din cach xir tri ADR

Pé han ché tdi da ADR cua thudc nhu budn ngu, mét moi, chong
mat, khé miéng, budn nén, rdi loan tiéu hoa va ha huyet ap, cin
khéi dau véi licu thap sau d6 tang dan dén liéu higu qua ma ngudi
dung con dung nap. It khi phai ngimg thudc. Ao giac tu hét, khong
6 biéu hién ciia bénh tdm thin va thuong xay ra khi dung ddng
thoi véi cac thude chéng trdm cam. Aminotransferase tang nhat
thori, khi ngimg thuée s& tré lai binh thudng. Yéu co déi khi duge
théng bdo nhung thudng thude khong gy giam truong luc co.
Cén theo doi chit ché biéu hién trén huyét ap trudc khi tang liéu dé
tranh nguy co ha huyét ap. Than trong khi thay doi tur thé dot ngot
t&r ndm hodc ngdi sang tw thé dimg thing.

Déi vai ngucn suy than, can theo ddi chit ché ADR dé tranh nguy
co qua lidu va can theo déi chirc nang than cia ngudi dung thudc.

Liéu lrgng va cach ding

Cach ding: Co thé ubng trong bira &n hodic ngoai bifa &n, nhung
khéng duge thay ddi cach udng, chuyén tir udng trong bira an sang
ngoai bita an c6 thé thiic ddy sém hodc lam cham thoi gian bit ddu
tac dung va lam xuat hién cac ADR.

Thubc udng, cb tac dung twrong d6i ngén nén phal uéng nhiéu lan
trong ngay (3-4 lam‘ngay) phu thugc vao nhu cau ctia ngudi bénh.
Cén phai diéu chinh liéu tuy theo dap (mg cia ngudi bénh. Khong
vugt qua lidu diéu tri.

Liéu diing

Ngum lém:

Diéu tri co cimg co: Lidu khoi diu thong thuong: 2 mg, ngay | lan.
Sau d6, ty theo dap (mg cta timg ngudi bénh, liéu co thé ting dan

t nhal 3 - 4 ngay, thudng tGi 24 mg/ngay,
chia 3 - 4 ln. Liéu ton da khuyén céo 1a 36 mg/ngay.

Ngimg didu tri: Néu cén ngung diéu tri dfic biét cho céc bénh npy,
sir dung liéu cao kéo dai, can giam liéu tir tir 2 - 4 mg/ngay dé trknh

hanh hoi ung
ting hu ét ap va nhip tim n
hi¢n tugng tang huy! | < 25 ml/phiit: Liéu khcn diu 2 mg

Déi véi suy than c6 C
6i voi ngieoi bo t6i hiéu qua mong mubn. M3 I3,

ngay | lan, sau d6 ting dén ¢
tang khong duge qua 2 mg. Nén ting cham liéu lugng cia | 13,

udng thude, trudce khi tang sb 14n dung thudc trong ngay. Phai gidm
sét chirc nang thin. o
Nguoi cao tusi: Liéu thong thudng nhu nguai tre. Co the phai digy
chinh liéu vi d¢ thanh thai than c6 thé giam 4 1dn so véi ngudi tre
Tvé em: Chua xéac dinh duge mirc do an toan va hi¢u qué cua thude,

Khéng khuyén céo sir dung thude cho tré em.

Twong téc thube
Céc thude nén tranh phoi hop
Cic thuée irc ché CYP1A2: Bao gbm acyclovir, thude chéng loa

nhip (amiodaron, mexiletin, propafenon, verapamil), cimetidin,
famoudln'ﬂuuoxamln céc fluoroquinolon (ciprofloxacin, ofloxacin,
nofloxacin), thubc udng tranh thai, Llclop:dm va zileuton. Viéc phj
hop lam g:am do thanh thai, tang nong do tizanidin trong huyét
twong, diéu nay dan dén tinh trang tut huyét ap kém theo lo ma,
chéng mat va giam tam thin vén dong kéo dai.

Cc thube kéo dai khoang QT: Nong do tizanidin trong méu ting
cao c6 thé din dén tinh trang qué liéu v&i céc trigu chu‘ng nhu kéo
dai khoang QT. Nén tranh phoa hop tizanidin véi cac thuuc cd nguy
co gy kéo dai khoang QT. Nén theo doi dién tam d6 néu phéi hop.
Céc thude can than trong khi phoi hop

Céc thudc ha huyét ap: Tizanidin cling lam ha huyet ap vi vay can
thén trong khi diing dbng thot vai cac thudce gay ha huyet ap nhu
céc chat chi van alpha,-adrenergic, thudc tre ché beta-adrenergic,
digoxin va thubc lgi tiéu vi co nguy co ha huyét 4 ap va cham nhip tim.
Thuéc tranh thai duong udng: Phéi hop thude tranh thai véi
tizanidin lam giam do thanh thai cia tizanidin khoang 50%, do vy
lam ting ADR cua tizanidin.

Ruou va cac chat tc ché TKTW khéc: Ruou 1am tang AUC cia
tizanidin khoang 20%, ting noéng do dinh khoang 15% do dé lam
ting ADR cua tizanidin. Tizanidin va rugu hodc céc chat dc ché
TKTW khée nhu baclofen, dantrolen, diazepam hiép déng tac
dung we ché TKTW.

Qua liéu va xir tri

Qud liéu: C6 thé giy thay d6i trang thai tim than, ngu lim, nhip tim
cham, ha huyei ap kéo dai QT, kich dong, 14 14n, budn ngu, budn
non, nén, hoa mit, co ddng tir, hon mé va suy ho hép.

Xir tri: Sir dung cac bién phap diéu tri ngd doc chung dé thai trr
thude nhu rua da day, ding than hoat va thudc lgi tiéu cudmg bic
nhu furosemid, manitol. St dung cac bién phap diéu trj triéu chimg
va diéu tri hd trg. Theo doi ngudi bénh: Thudng xuyén theo doi
cac dau hiéu sinh ton, dién tdm dé: theo doi ho hép (hd trg thong
thoang khi) va chirc nang hé TKTW; theo dai can bang dlen giai.
Tham phin khong c6 tic dung loai trir tizanidin trong h¢ tudn hoan
vi thudc c6 thé tich phéan b 16m (2.4 lit/kg).

méi lan 2 mg, cich nhau i

Cédp nhdt lan cuci: 2017.

TOBRAMYCIN

Tén chung quéc té: Tobramycin,
Ma ATC: JO1GBO1, SO1AA12,
Loai thude: Khang sinh nhém aminoglycosid.




