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PIEM TIN CANH GIAC DUQC

FDA: Khang sinh Fluoroquinolon va nguy co xay ra cac tac
dung khéng mong muén nghiém trong, cé thé gay tan tat va

khong hoi phuc

Ngdy 26/7/2016, FDA di phé
duyét nhimg thay d6i nhan lién quan
dén viéc st dung cac thudc khang
sinh fluoroquinolone tac dung toan
than (dung duong ubéng hoic dudng
tiém). Nhitng thuéc nay cé lién quan
dén nhiing tac dung phu nghiém
trong, co thé gay tan tat va khong hoi
phuc 1én gan, co, khép, day than kinh
va hé than kinh trung wong va nhiéu
phan &ng co thé xay ra trén cung mot
bénh nhan.

Nhadn thubc truéc day cua
fluoroquinolone da cé thong tin canh
b4o vé nguy co viém gan, dut gan,
ching nhuoc co, va nhitng nguy co
trén than kinh ngoai bién va than kinh
trung vong. Nhitng nguy co nghiém
trong khac lién  quan  dén
fluoroquinolone con c6 thé trén tim
mach, trén da va phan tng qua man.
Sau mot qua trinh ra soat dugc tién
hanh nam 2013, FDA bd sung canh
bao vé bénh than kinh ngoai bién c6

thé khdng hoi phuc. Trong ra soét
nay, FDA danh gia bao cdo thu dugc
sau khi thudc luu hanh trén thi truong
vé nhiing truong hop bénh nhan trudc
do6 khoe manh gap phai cac tac dung
khéng mong muén gay tan tat hoic
cac tac dung khéng mong mudn
nghiém trong, khong hdi phuc trén hai
hoic nhiéu co quan trong co thé sau
khi st dung cac  thudc
fluoroquinolone duong toan than. Céac
tac dung khdng mong mudn nay xay
ra sau khi bat dau st dung thudc tir
vai gio dén vai tuan. Tai thoi diém
FDA nhan duoc béo cao, cac tac dung
khéng mudn di kéo dai tir 14 thang
dén 9 niam sau khi ngung thudc.
Trong mot so truong hop, cac tac
dung khéng mong mudn cai thién sau
khi ngung thudc; tuy nhién, trong mot
s6 truong hop khac, cac tac dung
khéng mong mudn van tiép dién hoic
tro' nén nang hon.
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Vi vay, nhdn méi nhat cia cac
thudc fluoroquinolone duoc FDA phé
duyét ngay 26/7/2016 da cap nhat cac
thong tin canh bao vé nguy co giy cac
tac dung khéng mong mudn cé thé
gay tan tat hoic khéng hdi phuc cling
gigi han viéc st dung céc thubc nay
vao cac muc Canh béo, Chi dinh, Liéu
dung, Canh bao va than trong.

Théng tin danh cho can bd y té:

- FDA da phé duyét nhitng thay
doi trong nhan thubc fluoroquinolone,
bao gom: gigi han chi s dung
fluoroquinolon diéu tri viém xoang
nhidm khuan cép, dot bung phat
nhiém khuan cép caa viém phé quan
man va nhiém khuan tiét niéu khong
phtc tap trén nhitng bénh nhan khong
c6 lua chon diéu tri khac tai muc Chi
dinh, liéu dung; doi voi mot so
nhim khuan nang khac, FDA khang
dinh loi ich cua fluoroquinolone van
vuot troi nguy co va co thé duoc lua
chon dé diéu tri cho bénh nhan. FDA
b sung nguy co giy tan tat va khong
hoi phuc tai cac muc canh bao, canh
bao va than trong trong nhan thudc.
Cac tac dung khong mong mudn
thuong gap bao gém viém gin, dut
gan, dau co, yéu co, dau khop, sung
khép, bénh than kinh ngoai bién va
cac anh huong trén than kinh trung
uong.

- Céc tac dung khéng mong muébn
c6 thé xay ra sau khi bat dau sir dung
thudc tir vai gio dén vai tuan. Ngirng
fluoroquinolone ngay lap tac khi thay
nhitng dau hiéu hoic triéu chiing sau:

e Cac tac dung khdng mong
muébn nghiém trong trén hé co xuong
va hé than kinh ngoai bién bao gom:
viém gan/dat gan; dau co; yéu co; dau
khép; sung khép; bénh than kinh
ngoai bién, cam gi4c té ran ran nhu
kién bo, té canh tay hoic té chan.

e Cac tac dung khdng mong
muébn nghiém trong trén hé than kinh
trung wong bao gdm: rdi loan tam
than, lo lang, mat nga, tram cam, ao
giac, y nghia ty tir, 10 1an.

e Cac tac dung khbng mong
muébn khac bao gdém: nhuoc co tram
trong hon, kéo dai khoang QT, tim
dap réi loan hoic nhanh bat thuong,
phan tng qua man/phan vé, da ting
nhay cam véi anh séang, rbi loan
duong huyét, tiéu chay do
Clostridium difficile.

- Cén bo y té can nhic nhd bénh
nhan doc k¥ to thong tin hudéng dan
st dung thuéc danh cho bénh nhan
khi ho dugc ké don khang sinh
fluoroquinolone.

- Cén bo y té can tang cuong bao
c4o cac tac dung khong mong mudn
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liéen quan dén  khang  sinh

fluoroquinolone.

Mgt sé khang sinh quinolone
trong danh muc thudc cia BVTB:
Ciprofloxacin (Cophacip),
Levofloxacin (Ceteco Leflox 250,

Amlevo 750), Norfloxacin, Ofloxacin
(Usaroflox 200mg).

Nguon:
http://www.fda.gov/drugs/drugsafety/
ucm511530.htm

Cap nhat théng tin dwoc ly cia thudc chira codein

Ngay 7/7/2016, Cuc quan 1y Dugc da
c6 cong vin sd 12973/QLD-PK vé
cap nhat thong tin dugc Iy cua thudc
chtra codein. Cong vin nay tiép noi
cong van 15113/QLD-DK va cong
van 18905/QLD-TT trudc d6 vé viéc
cung cip céac thong tin lién quan dén

tinh an toan, hi¢u qua, phan ng co
hai cua cac thudc c6 chaa codein;
nham dam bao muyc tiéu st dung
thudc hop ly, an toan va hiéu qua.

Mot s6 noi dung thay d6i/bd sung
ddi vaoi thudce chira codein:

Chi dinh

- Pdi véi cac thudc chira codein (dang phdi hop) cé chi dinh
giam dau: duoc chi dinh cho bénh nhan trén 12 tusi dé giam
dau cap tinh & muc trung binh khi cac thudc giam dau khac nhu
paracetamol hay ibuprofen (don doc) khéng hiéu qua

- Pdi véi cac thudc chira codein (dang phdi hop) cé chi dinh
diéu tri ho: duoc chi dinh cho bénh nhan trén 12 tuéi dé diéu
tri triéu ching ho khan hoac kich tng

Liéu lwong va

cach dung giam dau:

- Pdi véi cac thude chira codein (dang phdi hop) cé chi dinh

Ngueoi 16n: khoang thoi gian diéu tri giam dau nén gi6i han dudi
3 ngay va trong truong hop khong dat dugc hiéu qua giam dau,
nén dén gép bac si dé duogc tu van. Liéu dung tbi da caa codein
trong diéu tri giam dau khong qua 240mg/ngay

Tré tir 12-18 tuoi: licu diing tir 30-60mg mdi 6 gio. Liéu dung
tuy thugc vao khoi lugng co the (0,5-1mg/kg). Trong truong
hop can thiét, cé thé tang 1én toi da 240mg/ngay

Tré duwdi 12 tudi: khong dugc khuyén cao dé diéu tri giam dau
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do nguy co ngd doc opioid bai cac thay do6i khdng thé du doan
trude trong qua trinh chuyén hda codein thanh morphin

- Pdi véi cac thude chira codein (dang phdi hop) cé chi dinh
dieu tri ho

Tré tir 12-18 tugi: dé diéu tr trigu ching ho, thudc khong duoc
khuyeén céo dung cho tré em cé suy giam chirc nang hé hap.

Tré duwdi 12 tusi: chéng chi dinh dé diéu tri triéu chimng ho

Chéng chi dinh | - Ddi véi tit ca cac thudc chira codein

Phu nir cho con bu.

Nhitng bénh nhan mang gen chuyén héa thuéc qua CYP2D6
siéu nhanh

- Pdi véi cac thudc chira codein (dang phdi hop) cé chi dinh
giam dau

Tré em tir 0 dén 18 tuoi vira thyc hién thu thuat cat amidan
va/hodc nao V.A dé di€u tri hoi ching ngung tho khi lién quan
den tac nghén duong tho do cac bénh nhan nay cé nguy co cao
xay ra cac phan ung c6 hai nghiém trong va de doa tinh mang

- Pdi véi cac thudc chira codein (dang phdi hop) cé chi dinh
diéu tri ho

Tré dudi 12 tudi dé diéu tri ho do c6 nguy co cao xay ra cac
phan ng co hai nghiém trong va de doa tinh mang

Than trong va | - Chuyén héa qua CYP2D6:
canh bao dac
biét khi sie
dung thudc

Codein dugc chuyén hoa thanh morphin qua enzyme gan
CYP2D6 tai gan. Néu thiéu hut mot phan hoic toan bo enzyme
nay, bénh nhan s& khdng dat duoc hiéu qua diéu tri phi hop.
Tuy nhién, néu bénh nhan mang gen chuyén héa manh hoic siéu
nhanh, s€ tang nguy co xay ra cac phan ung cé hai do ngd doc
opioid ngay ca & liéu ké don thuong dung. Nhiing bénh nhan
nay c6 kha nang chuyén hda codein thanh morphin nhanh hon,
dan dén nong d6 morphin trong huyét thanh cao hon so véi du
Kién.

C4c triéu chimg thuong gap caa ngd doc opioid bao gom roi
loan y thtic, budn ngi, tho nong, co dong tir, budn ndn, ndn, tao
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bon va chan an. Trong céc truong hop nghiém trong, co thé xuat
hién cac triéu ching cua suy giam tuan hoan va hd hap, co thé
de doa tinh mang va rat hiém khi gay ti vong. O chung toc
ngudi Chau A, ty 18 ude tinh ngudi mang gen chuyén héa thude
qua CYP2D6 siéu nhanh 1a 1.2 dén 2%, trong khi & chung toc
ngudi Chau Phi ty & nay 1én dén 29%.

- Bénh nhan suy giam chic ning hé hap

Codein khong duoc khuyén céo sir dung & nhitng tré em c6 suy
giam chirc ning ho hap, bao gdom réi loan than kinh co, bénh ly
nang vé tim hozc hd hap, nhiém trung duong hd hap trén va
phoi, da chan thuong hay vira trai qua phau thuat 16n. Céc yéu to
nay cd thé 1am tram trong hon cac triéu chiing caa ngo doc
morphin.

- Pdi véi tat ca cac thudc chira codein (dang phdi hop) cé chi
dinh giam dau khi sir dung sau phau thuat cho tré em

D3 c6 bao cdo trong cac y vin duoc cdng bd rang viéc sir dung
codein dugc dung sau phau thuat cho tré em vira thuc hién tha
thuat cat amidan va/hoic nao V.A dé diéu tri hoi ching ngung
tho khi ngu lién quan dén tic nghén duong tho co thé gay ra cac
phan tng c6 hai hiém gap nhung de doa tinh mang, tham chi ta
vong. T4t ca bénh nhan nhi nay déu sir dung codein trong mirc
liu quy dinh, tuy nhién, di c6 bang ching cho thay nhiing tré
ndy mang gen chuyén héa codein sang morphin manh hoac siéu
nhanh.

Sir dung thuéc
cho phu nir c6
thai va phu nir
cho con bu

Khéng dugc khuyén cdo ding cho phu nit dang cho con bu.

O liéu diéu tri thong thudng, codein va chat chuyén hda c6 hoat
tinh c6 thé c6 mit trong sira me & liéu rét thap va dudng nhu
khong gy anh huong bat loi dén tré bd me. Tuy nhién, néu bénh
nhan 13 nguoi mang gen chuyén héa thuc qua CYP2D6 siéu
nhanh, morphin (chat chuyén héa cé hoat tinh caa codein) c6 thé
c6 trong sita me Vai nong d6 cao hon va trong nhitng truong hop
rat hiém gap, ¢ thé dan dén cac triéu chung ngdé doc opioid &
tré so sinh, co thé gay tir vong

Mot s6 thudc phdi hop c6 chtra codein - Thudc chira codein chi dinh
& Bénh vién Tan Binh giam dau: Codalgin forte

(paracetamol 500mg + codein 30mg);
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Hapacol Codein sui
500mg + codein 30mg)

- Thubc chira codein chi dinh ho:
Terpin Stada (terpin 100mg + codein
15mg), Neo-Codion (codein 25mg +
sulfogaiacol 100mg).

(paracetamol

Nguén: céng vin sé 12973/QLD-PK
cua Cuc Qudn Iy Duwoc Vé cap nhat
théng tin dwoc ly cua thudc chira
codein

THONG TIN THUOC

Nhitng loai thudc can than treng & phu nir mang thai

CO nhiéu lGc viéc dua ra mét
phuong phéap diéu tri toi uu cho bénh
nhan 1a mot van dé kha nan giai. Rat
nhiéu yéu t6 chuyén biét thuoc vé
teng bénh nhén anh huong téi viéc
lya chon mét trong sé rat nhiéu nhom
thuéc dé diéu tri cdc bénh nhu trdm
cam, cao huyét ap, cao lipid mau, dai
thao duong va nhitng bénh khéc. Va
mot trong nhiing yéu to quan trong
can phai luu y khi ké thubc cho bénh
nhan la liéu bénh nhan do6 c6 dang
mang thai hay dang chuan bi mang
thai vi yéu to thai ky cd thé thay doi
viéc dung thudc rat 16n.

1. Thudc giam dau

Mot s6 thude giam dau khong can
ké don phd bién nhu ibuprofen,
aspirin va naproxen khéng an toan
trong sudt thai ky. Thuc té, viéc st
dung thudc giam dau khong steroid
(NSAID) trong suét thai ky co lién

quan Vvaéi Vviéc gia tang nguy co say
thai. Do d6, paracetamol dugc xem la
thudc giam dau dé nghi sir dung cho
phu nit trong giai doan thai ky.

2. Thude diéu tri cao huyét ap:

O hau hét bénh nhan, cac thudc
diéu tri cao huyét ap dau tay co thé
gom wc ché men chuyén hoic chen
thu thé angiotensin, nhung nhiing
thudc nay khong duoc dung cho phu
nit mang thai. Viéc ding wc ché men
chuyén trong ba thang dau cua thai ky
c6 thé gia ting nguy co di tat bam
sinh va nhiing thubc tac dong trén thu
thé renin-angiotensin cé thé gay ra
nhitng ton thuong dén sy phat trién
cuaa thai nhi va nghiém trong hon co
thé gay chét bao thai. Thudc dau tay
trong diéu tri cao huyét 4p & phu nit
mang thai la labetalol, methyldopa va
nifedipin.
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3. Thuéc chéng tram cam

Diéu tri tram cam cho phu nit
mang thai cling 13 mot van dé rat dang
lo ngai. Thudc chéng tram cam nhém
tic ché thu hdi serotonin nhu
fluoxetine, sertraline, escitalopram, va
citalopram duoc xép vao mac d6 C*
cho phu nr mang thai. Nhom san
pham paroxetine, dugc chi dinh trong
diéu tri bénh tdm than, duoc xép vao
muc do D* cho phy nir mang thai.

Viéc str dung cac thudc e ché thu
hoi serotonin c6 thé gay doc bao thai,
nguy co gy ra cac bién chang trén sy
phét trién caa tim mach va hé hd hap.
M3t khac, dung thudc chdng tram cam
trong sudt thai ky c6 méi lién quan
Vi viéc say thai ty phat. Nhung viéc
ngung thubc chéng tram cam co thé
lam anh hudng dén tinh trang stc
khoe va tinh than cua bénh nhan, gay

' Mic dp C: cac nghién curu trén dong vat
phat hi¢n cac tac dung phu trén thai (gay
quéi thai hodc thai chét hodc cac tdc dong
khac) va khong co cac nghién cizu kiém
chueng trén phu niz; hodce chuwa co cdac nghién
cueu trén phy niz hodc trén dong vdt. Chi nén
si dung cac thuac nay khi lgi ich mang lai
cao hon nguy co cé thé xay ra cho thai nhi

2 Mike dg D: ¢6 bang chirng lién quan dén
nguy co ¢ thai nhi nguoi, nhung do loi ich
mang lai, viéc siz dung thudc trong thai ky
c6 thé dwoc chdp thudn, bdt chdp nguy co
(nhw can thiét phdi dung thudc trong cac
tinh huéng de doa tinh mang hogc trong mgt
bénh tram trong ma cac thudc an toan
khdng thé si dung hogc khong hiéu qua)

nguy hai cho thai nhi. Vi vay, viéc
dung thudc chdng tram cam can phai
c6 sy can nhic gitra nguy co va loi
ich, viéc dung thudc @c ché thu hoi
serotonin trong suét giai doan thai ky
can phai duoc diéu chinh trén ting
dbi twong bénh nhan, va can c6 sy
hop tac trao doi thong tin xuyén sudt
gitra cac chuyén gia tdm than, bac si
khoa san, bac si khoa nhi trong sudt
qué trinh theo ddi diéu tri cho thai
phu.

4. Thuéc diéu tri réi loan lipid
huyét

Thudc diéu tri réi loan lipid huyét
phd bién cho hau hét ddi twong bénh
nhan 1a nhém statin vi ¢ nhiéu bang
ching cho thay viéc sir dung statin
lam giam cac chi s6 m& mau. Tuy
nhién, chéng chi dinh dung statin
trong giai doan thai Ky vi statin ic ché
tdng hop cholesterol s& anh hudng tai
su phat trién cua thai nhi.

Acid béo omega-3 14 nhém thudc
c6 thé st dung an toan trong thai ky
cO tdc dung giam triglycerid. Vi
khéng c6 nhiéu nghién ciu vé viéc sir
dung fibrate trong giai doan thoi Ky,
nén nhiing thubc nay ciing khdng
khuyén céo st dung cho phu nit c6
thai. Néu mot bénh nhan dang dung
statin mang thai, phai lap tic ngung
thudc va dé nghi tién hanh danh gia
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kiém tra tinh trang cua bénh nhan va
thai nhi.

C6 thé thay, cd nhiéu yéu té anh
huong dén viéc diéu tri cho bénh
nhan, va trén d6i twong phu nit mang
thai, nhitng yéu t6 can nhéc tham chi
con nhiéu hon. Viéc dung thubc cé
thé gia ting nguy co ¢6 hai cho thai
nhi, nhung nguoc lai ngung thube co
thé anh huong t6i tinh trang bénh cua

bénh nhan, tir d6 lai anh huong lén
thai nhi. Vi vay, can c6 su danh gia
can nhic gitta nguy co va loi ich khi
quyét dinh dung hay ngung thudc cho
phu nir mang thai.

Nguén:
http://www.pharmacytimes.com/contri
butor/shivam-patel-pharmd-
candidate/2016/08/medication-
considerations-in-pregnancy
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