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|.Medsafe: Dgc tinh cua aciclovir va valaciclovir trén bénh nhan suy giam
chirc nang than

Aciclovir va valaciclovir

Aciclovir va valaciclovir 1a cac thudc khang virus dugc st dung dé phong ngira
va/hodc diéu tri cac bénh nhiém virus, bao gdm nhiém virus herpes simplex (HSV),
varicella zoster (bénh thuy déu) va cytomegalovirus (CMV). Tai New Zealand,
aciclovir hién co6 san duoi dang bao ché duong tinh mach (IV) va dudng ubng, trong
khi valaciclovir chi ¢ sin duéi dang duong uong.
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Aciclovir dudng uéng co sinh kha dung thap. Valaciclovir 1a tién chat cua aciclovir,
c6 sinh kha dung cao hon. Aciclovir duong tinh mach c¢6 sinh kha dung cao nhét va
duoc khuyen cao st dung trong diéu tri cac truong hop nhiém tring nang.

Nguy co nhiém déc than kinh & bénh nhan suy than

Aciclovir thai trir qua than théng qua ca qua trinh loc & cau than va bai tiét & 6ng
than. Do do, bénh nhan suy than c6 kha nang bi tich iy aciclovir.

Nong do aciclovir trong mau cao ¢ thé dan dén nhiém doc than kinh.

Aciclovir dé dang vuot qua hang rao mau nao. O bénh nhén suy than, néng do thude
trong co thé co thé ting 1én dan dén nhiém doc than kinh. Céc tridu ching bao gdm
lo mo, 1u 1an, 4o giac, kich dong, co giat va hon mé. Triéu ching thudng co thé mat
di sau khi ngimg thude.

Loi khuyén cho nhén vién y té

Danh gia chiic nang than cua bénh nhan truéc khi ké aciclovir hoac
valaciclovir. Giam liéu va/hodc tan suét dung thudc theo mirc d¢ suy giam chirc nang
than.

Tham khao cac khuyén cdo trong t& thong tin san pham cua thudc.

Trong qué trinh diéu tri, ddm bao bénh nhan udéng dii nudc va theo ddi chat ché cac
tac dung khong mong mudn trén than kinh.



IL. Nguy co gip hdi chirng tiét hormon ADH khong thich hep khi sir dung
olanzapin.

Health Canada d3 bd sung canh b&o vé nguy co tiém an cua hoi ching tiét
hormon chdng bai niéu khéng thich hop (Syndrome of inappropriate secretion of
antidiuretic hormone - SIADH) vao t& thong tin san pham cua olanzapin.

Hoi chung SIADH dic trung bai tinh trang ting tiét qua mac hormon chéng
bai niéu din dén khong thé bai xuat nudc ra ngoai co thé. SIADH thudong dan dén ha
natri mau, c thé gay de doa tinh mang va tir vong cho ngudi bénh. Hién nay,
olanzapin dang duogc chi dinh trong diéu 10 tri cac tinh trang tdm than phan liét, réi
loan tm than, va rdi loan ludng cuc.

Hién nay, mdi lién hé giita viéc st dung olanzepin va SIADH chua dugc Xac
dinh rd rang. Tuy nhién, du trén cé4c dix liéu hién cd, Health Canada khang dinh khéng
thé loai trir kha ning nguy co SIADH va ha natri mau lién quan dén thudc olanzepin.
Pong thoi, sau khi xét dén sy phd bién cua olanzepin trong diéu tri va dic diém cua
nhém ddi tuong bénh nhan dugc ké don olanzepin tai Canada, Health Canada da
quyét dinh canh bao vé nguy co SIADH va ha natri mau lién quan dén olanzapin.

I11. CBIP: Nguy co tiém an khi sir dung liéu cao corticosteroid dang hit
Boi canh
O thoi diém hién tai, cac hudng din déu nhén manh vai tro cua corticosteroid dang
hit (ICS) nhu mdt liéu phap diéu tri duy tri d6i v6i bénh nhan hen phé quan. ICS c¢6
tac dung giam cac triéu ching cua dot cip hen phé quan, giam tinh trang nhap vién
va ty 1& tr vong & bénh nhan hen phé quan.
Bén canh hi¢u qua diéu tri cao, viéc str dung ICS ciing tiém an nguy co gap tac dung
khong mong muén cua thudc. ‘Trong do, tac dung khong mong mudn thudng gip
nhét 1a khan giong va nhiém nam candida hau hong, mac du sir dung dung cu hit c6
budng dém hoic stic miéng sau khi hit thudc c6 thé giam thiéu nguy co nay. Ngoai
ra, cAc bién c¢d bat 1oi toan than cling dugc ghi nhan, dac biét 1a khi su dung lidu cao
ICS trong thoi gian dai. Cu thé, nguy co viém phoi lién quan dén ICS d3 duogc xac
dinh trén d6i twong bénh nhan COPD. Tuy nhién, nguy co nay chua dugc xac dinh
trén dbi tuong bénh nhan hen phé quan. Do do, mot nghién ctru doan hé da dugc tién
hanh nham danh gia nguy co khi str dung liéu phap ICS ngan han (dudi 1 nam) trén
bénh nhan hen phé quan. Trong do, nghién ctru tap trung vao cac bién cb tim mach,
loan nhip tim, thuyén tic phdi va viém phoi.
Thiét ké nghién ctru
Nghién ctru doan hé hoi ctru dua trén dit liéu tir hai co so dit liéu Qudc gia ciia Vuong
qudc Anh. Nghién ctru tién hanh phan tich trén 162.000 bénh nhan nguoi 16n bi hen
phé quan. Mau nghién ctru duoc chia thanh 2 nhom bénh nhan: nhém bénh nhan
duoc ké don ICS trong vong mot nam ké tir khi ho duoc dua vao nhom nghién clru



(nhém phoi nhiém) va nhém bénh nhan chi duoc ké don ICS tir ndm thir hai sau khi
ho dugc dua vao nghién ctiru (nhém ddi ching). Tiéu chuan loai trir gdm nhitng bénh
nhan st dung corticosteroid duong udng trong qué trinh nghién ctru.

Viéc st dung ICS dugc phan loai duwa trén lidu trung binh hang ngay so véi lidu
beclomethason twong duwong nhu sau: thap (< 200ug beclomethason mdi ngay hoic
twong duong), trung binh (201-599 pg mdi ngay hoic tuong dwong) va cao (tir 600
ng moi ngay hoic tuong duong).

Tiéu chi dnh gi4 chinh 1a ty 18 xuét hién ctia cac bién c6 tim mach 16n (nhdi méu co
tim cép, dot quy hoac tor vong do bién cd tim mach), loan nhip tim, nhap vién do
viém phdi va thuyén tic phoi. Thoi gian danh gia t6i da 13 1 nam.

Dt liéu vé muc do nghiém trong cua hen phé quan khong duge ghi nhan, tuy nhién,
mot s bién phap giam thiéu sai s6 da dugc ap dung, nhu str dung phuong phap tinh
diém khuynh huong dua trén cac yeu t6 nhu tudi, BMI, hut thudc, bénh mac kém, st
dung thudc chi van B2 tac dung ngin (SABA) hoic tac dung kéo dai (LABA) va loai
khoi nghién ctru nhitng bénh nhan khong stir dung ICS trong vong hai nam.

Két qua vé nguy co lién quan dén sir dung ICS liéu cao

- Khong ghi nhan su gia ting nguy co khi st dung ICS liéu thap (< 200 pg
beclometason mdi ngdy hoic twong duong).

- Nguy co cac cac bién ¢ tim mach 16n, loan nhip tim, thuyén tic phdi va viém phoi
gia ting phu thudc vao lidu khi sir dung ICS & muc lidu > 200 pg beclometason hoic
tuong duong.

- V6i mie lidu dung hang ngay 201 - 599 pg beclomethason hodc twong duong,
nghién ctru ghi nhén ty s6 nguy co (hazard ratios - HR) d6i véi mot s bién cd bat
loi nhu sau: viém phoi: HR 2,25 (khoang tin cay 95% CI 1,77 - 2,85), NNH 230 (
NNH- Number needed to harm 1a s6 bénh nhan phoi nhiém v6i thude dé ghi nhan
duogc 1 truong hop xuét hién bién cb bat loi); bién cb tim mach 16n: HR 2,63 (95%
Cl 1,66 - 4,15), NNH 473; rbi loan nhip tim: HR 2,21 (95% CI 1,60 - 3,04) NNH
567; thuyén tac phdi: HR 2,10 (95% CI 1,37 - 3,22) NNH 1221.

- Cac nguy co nay cang gia tang khi st dung ICS ¢ muec liéu > 600 pg beclometason
mdi ngdy hodc twong duong, cu thé nguy co viém phdi: HR 4,09 (95% CI 2,98 -
5,60), NNH 93; bién c¢6 tim mach 16n: HR 4,63 (95% CI 2,62 - 8,17), NNH 224; r6i
loan nhip tim: HR 2,91 (95% CI 1,72 - 4,91), NNH 396; thuyén tic phoi: HR 3,32
(95% CI 1,69 - 6,50), NNH 577.

Két luan:

- Hen phe quén 1a bénh man tinh pho bién va gia ting dang ké ty 1¢ mac bénh va tir
vong, dong thoi gay anh huong dén chat luong cudc song cua nguoi bénh. ICS lam
giam cac triéu ching, giam so dot cp, tinh trang nhép vién va tir vong do hen phé
quan, do d6 thudc c6 vai trd quan trong trong phac do diéu tri.

- Liéu thap ICS (tuong duwong < 200 kg beclomethason mdi ngay) khong lam gia
tang cac bién chimg nghiém trong, dong thoi, trén da sé bénh nhan, muc lidu nay



dugc danh gia 1a da dé kiém soat tinh trang bénh. Nghién ctru cho thdy str dung murc
heu cao hon 200 ug beclomethason moi ngay c6 lién quan dén sy gia tang nguy co
xudt hién cac bién cb tim mach nghiém trong, loan nhip tim, viém ph01 can nhap vién
va thuyén tic phoi. Su gia tang cac nguy co nay phu thudc vao lidu ICS trong vong
mot ndm ké tir khi bit dau diéu tri. Tuy nhién, nguy co xuét hién dot cap hen phé
quan van cao hon t&i 20 1an so voi nguy co gip bién ching nghlem trong.

- Do day la nghién ctru quan sat, vi vy c6 nhiing diém han ché vé sai 1¢ch thién vi,
sai s ngdu nhién c6 thé anh hudng dén két qua nghién ctru. Do do, can tiép tuc trién
khai cac nghién ctru chit luong hon dé khang dinh két qua nay.

- Nghién ctru nay khong thay doi vi tri cia ICS trong phac do diéu tri hen phé quan
dai han. Tuy nhién, nghién ctru cho thay st dung ICS c¢6 kha niang dan dén cac bién
chung hlem giap nhung nghiém trong, dic biét khi sir dung lidu cao. Do d6, can nhan
manh tAm quan trong ctia viéc sir dung liéu thap nhat c6 hiéu quéa dua trén cac hudng
dan hién hanh. Cu thé, huéng dan khuyén cao giam liéu ICS tir 25% dén 50% o
nhitng bénh nhan hen phé quan kiém soat tét cac triéu chimg va dot cip cho dén khi
dat duoc lidu hiéu qua thap nhat.

- Khi hen phé quan khong duoc kiém soat, khuyén cdo kiém tra sy tuan thi diéu tri
va k¥ thuat str dung binh xit ctia bénh nhan trude khi diéu chinh phac db diéu tri.



