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Muc luc

TGA: Sat carboxymaltose va nguy co ha phosphat mau

Medsafe: cdp nhat s&t dung tramadol

MHRA: Cac bién phap méi tdng cudng an toan khi st dung thuéc nhuan
trang kich thich khéng ké don
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TGA: Sat carboxymattose va nquy co ha phosphat méu

Ha phosphat mau cé triéu chitng 1a mot nguy co lién quan dén sir dung sat
carboxymaltose. Can bé y t& duoc khuyén cdo danh gid thudng quy cac yéu td nguy co
trén bénh nhan trudc khi s& dung thuéc nay va theo déi nhitng bénh nhan cé yéu té
nguy co. Sat carboxymaltose c6 mat & thi trwdng Australia véi biét duoc Ferinject.
Thuéc dwoc st dung qua dudng tiém tinh mach dé diéu tri thi€u sat khi cac thuéc bo
sung sat dudng udng khong hiéu qua hodc khdng thé st dung. Viéc chan doan can phai
dua trén két qua xét nghiém.

Sat carboxymaltose duoc ghi nhan cé nguy co giy ha phosphat mau nhe, khéng triéu
chirng, thodng qua va nguy co thap gay ha phosphat mau nang, cé triéu chirng. Cac thir
nghiém 1dm sang cho thay gia tri phosphat huyét thanh gidm dén muirc thap nhat sau 2
tuan diéu tri va quay vé mirc ban dau sau 12 tuan diéu tri vdi ferric carboxymaltose.
Théng tin chi tiét vé nguy co nay dugc bé sung trong t& Thong tin san pham Ferinject
cap nhat nam 20109.

Ha phosphat mdu nhe thuwdng khéng cd triéu chirng, hodc cé thé xuat hién dau, budn
nén, suy nhwoc. Ha phosphat mau nghiém trong cé thé lién quan dén céc triéu chirng
réi loan chirc ndng sinh ly. Cac biéu hién cap tinh gdbm cé:

- Triéu ching co (yéu co, nhwoc co, dan dén bénh co tién trién trong doé cé tén thuwong
tim phdi va tlr vong)

- Triéu chirng than kinh (t& budn chan tay, thay d6i trang thai than kinh, déng kinh, liét)
- Thay d6i vé huyét hoc

Nguy co ha phosphat mdau cé y nghia trén 1am sang sau khi st dung sat dudng tinh mach
thudng xay ra trén bénh nhan can thay thé sat dai han va bénh nhan cé ferritin nén thap
hon, réi loan tiéu hda, suy dinh dudng hodc cd cac nguyén nhan khac gay thiéu hut
phosphat.

Ha phosphat méu cé thé 13 nguyén nhan gay suy nhuoc, mét, yéu co, ngirng thd, mach
nhanh va dau d4au, dan dén kha ndng chan doan nham thanh that bai diéu trj thiéu mau
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do thi€u sat, do dé can danh gia ha phosphat mau la nguyén nhan tiém an cho cdc triéu
chirng ti€p dién trén bénh nhan sau khi st dung st carboxymaltose.

Trén phu nit ¢6 thai, liéu tich tiiy t6i da 1a 1000mg cho bénh nhan cé Hb >90 g/L, hodc
1500mg cho bénh nhan cé Hb <90 g/L. Liéu tich liy khéng qud 1000mg nén duoc st
dung trong vong 1 tuan.

Dir liéu vé bién c6 bat lgi

D liéu vé bién cé bat lgi cia TGA ghi nhan 15 bdo cdo vé ha phosphat mau khi diéu tri
vdi sat carboxymaltose (trong d6 cé 14 bao cdo sat carboxymaltose la thudc nghi ngd
duy nhat). 6 bdo cdo ha phosphat mau lién quan dén sat polymaltose va khong cé bao
c4o nao lién quan dén cac ché phadm sat dung dwdng ngoai tiéu hoa khac.

Trong cac bdo cdo lién quan dén sat carboxymaltose, ndng dé phosphat mau dwoc bédo
cado trong 6 trwvong hop, trong dé 4 trudng hop bao cdo ha phosphat mau nghiém trong
(<0,3mmol/L). 5 trwong hop bdo cdo ha phosphat mau cd triéu chirng toan than (mét,
khé chiu, ngl lim) va 3 trudng hop cdo cdo triéu chirng xwong khép. Da sé bénh nhan
hoi phuc sau khi x{r tri bang phosphat duéng uéng, calcitriol hodc bé sung phosphat
duwong tinh mach, tuy nhién két qua x& tri “Khéng héi phuc” dwoc bdo cdo trong 2
truong hop.

Thoi gian khdi phat thuong kéo dai tir vai ngay dén 2 tuan sau khi bat dau diéu trj bang
sat carboxymaltose.




o
D>

nh vién chuyén khoa San Nhi tinh Séc Trang

Medsafe: cap nhat str dung tramadol

Tramadol la thudc gi?

Tramadol [a mét thuSc gidam dau than kinh téng hop, co ché tac dung:
- Lién két vdi cac thu thé p-opioid

- Uc ché tai hap thu noradrenalin va serotonin.

Tramadol dugc sir dung dé gidm dau mirc do vira dé€n ndng khi paracetamol va/hoac
thuéc chdng viém khong steroid (NSAID) khéng phu hop.

Tam quan trong cua CYP2D6

Tuong ty codein, tramadol chuyén hda théng quaCYP2D6 dé tao ra chat chuyén hda cé
ai lywc I1&n hon vdi thu thé opioid.

Chat chuyén hda c6 hoat tinh ch( yéu cla tramadol |a O-desmethyltramadol (M1). Mé
hinh trén déng vat cho thdy M1 tao ra tac dung gidm dau manh gap 6 [an va kha nang
gan vai thu thé p-opioid manh gap 200 Ian tramadol. B&nh nhan bj thi€u hut CYP2D6 cé
thé bj giam lgi ich diéu trj tir tramadol. Mt khéc, bénh nhan cé khd ndng chuyén hda rat
nhanh thi cé thé nhay cdm hon v&i tac dung cd hai, ngay ca & lidu diéu trj thong thuong.
Tan suat kiéu hinh chuyén hda kém va siéu nhanh khac nhau gitra cac quan thé.

Chéng chi dinh tramadol & tré em

Sau khi xem xét di¥ liéu an toan, cac cong ty hién da chong chi dinh s&r dung tramadol
daivai :

-Tré em duwdi 12 tudi

-Tré em dudi 18 tudi dé kiém soat con dau sau phau thuat cat amidan va/hodc cdt hach
vom hong.

Chuyén luan tramadol dang dwoc cdp nhat cdc chdng chi dinh trén

S&r dung than trong & bénh nhan trén 75 tudi
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Nong do tramadol trong huyét thanh tdng nhe va thoi gian ban thai kéo dai & bénh nhan
trén 75 tudi. Kha nang dung nap cac phan &ng bat lgi trén nhédm bénh nhan nay duoc
du dodn c6 bién thién I&n. Do d6, s&t dung liéu t6i da hang ngay thap hon 300 mg trén
nhom bénh nhan nay.

Phan trng phu nghiém trong

Tramadol c6 lién quan dén cac phan &ng bat lgi twong tu ca opioid va thudc chéng tram
cam. S&r dung than trong tramadol & nhitng bénh nhan cé nguy co suy hd hap. Tranh s
dung déng thoi vadi cac thudc benzodiazepin hodc rc ché hé than kinh trung wong khac
trir khi khéng cé lwa chon diéu trj thay thé phu hop.

Tramadol cé thé gay ra hdi chirng serotonin khi dung don déc hay dung liéu cao hon
hodc thuwdng xuyén hon khi dung déng thoi véi mét loai thudce serotonergic khac. Tranh
str dung déng thoi véi cac chat (rc ché tai hap thu chon loc serotonin (SSRIs), thudc tre
ché tai hap thu serotonin va norepinephrin (SNRI), thuéc &rc ché monoamin oxydase
(MAOIs), thudc chéng tram cam ba vong va mirtazapin.

Pong kinh d3 dugc bdo cdo trén bénh nhan dung tramadol ngay ca & liéu khuyén
cdo.Tramadol cling cé thé lam tdng nguy co co giat & nhitng b&nh nhan dung cac loai
thuéc khac cé ngudng dong kinh thap hon. Tranh s dung tramadol & nhirng bénh nhan

bj ddng kinh hodc nhirng ngudi dé mac tinh trang co giat.
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MHRA
(3 bién phép i ting cring anfoé Kt dung thud nhuginring Kichhich Khng ké o

MHRA d3 dwa ra cdc gidi han vé kich c& bao bi, d6 tudi va cdc canh bao an toan mdi d6i
vdi thudc nhuan trang kich thich khong ké don (OTC) sau khi ddnh gid an toan thuéc.
Khuyén cdo bénh nhan vé cac bién phap thay déi ché dd &n uéng va 16i séng nén duoc
ap dung truwdc dé giam tdo bon khong thudng xuyén trong thoi gian ngan va chi nén sl
dung thudc nhuén trang kich thich néu cac bién phap nay va céc thuéc nhuan trang khac
khong hiéu qua.

Khuyén cdo danh cho cac nhan vién y té:
Céc lwa chon diéu tri tdo bén

- D&i vai tdo bon, diéu tri nguyén nhan va tw van cho bénh nhan ngudi 1én vé cac bién
phdp wu tién hang dau trong ché& d6 &n udng va 18i sdng phu hop, chang han nhu ting
chat xo, udng nhiéu nudc va tdng cuong van dong.

- Chi nén str dung thuéc nhuan trang kich thich khi cadc thudc nhuén trang khéc (tao khdi
va thdm thiu) khéng hiéu qua.

- Khdng nén sty dung thudc nhuan trang kich thich & tré dwdi 12 tudi khi khéng cé 1
khuyén ctia bac sTva can tuan theo hwdng dan diéu tri
(https://www.nice.org.uk/guidance/cg99/chapter/1-Guidance)

Thay ddi tinh san c6 cta thudc

- Cac clra hang tap hda va siéu thj chi con san cécac dang thuéc déng géi nhd hon dé
chita tdo bén ngdn han, khéng thudng xuyén & ngudi I6n.

- Cac hiéu thuéc van cé thé mua/ban cac goi Idn hon 1én dén 100 vién dé st dung cho
nguwdi 1én va tré em tir 12 tudi trd 1én, dudi su gidm sat cda dugc si.

Khuyén céo cho bénh nhan
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- Tim kiém su ho tro tir bac si, y ta hodc duoc si khi mac tdo boén lién tuc, thay vi ty dung
thuéc nhuan trang trong thoi gian dai.

- Tham khdo y ki€n bac si néu cac triéu chirng tdo bdén khdng cai thién sau khi thay ddi
ché& d6 &n uéng va 16i sdng va diéu tri thudc nhuan trang ngan han (theo 161 khuyén cla
duoc si), hodc trong tredong hop dau bung dai dang hay di ngoai ra mau.

- Cha me va ngudi chdm séc nén tim kiém 101 khuyén tir nhan vién y té& khi tré mac tao
bon

- Tré em dudi 12 tudi khéng nén sir dung thudc nhuan trang kich thich trir khi dwoc bac
si ké don.

Céac bién phap tang cwéng an toan thudc
Han ché kich thwéc déng goi

C4c san pham kich thuwdc déng géi nho sé tiép tuc dwoc ban cho bénh nhan ngudi Ién
mac ching tdo bdn ngan han, khdng thudng xuyén. Cac sdn phdm nay chi duoc déng
g6i d0 hai liéu trinh diéu tri ngan (t6i da 20 vién nén ham lwong tiéu chuén, 10 vién nén
ham lwgng téi da hodc 100ml dung dich/si-rd).

Gidi han do tudi str dung thudc

Thudc nhuén trang kich thich dwgc ban trong clra hang tién lgi va siéu thj chi duwoc
khuyén cdo str dung cho ngudi tir 18 tudi trd 18n. Khong duwoc dung loai thudc nay cho
tré em duwdi 12 tubi néu khéng cé 1&i khuyén tir bac s ké don, cé thé sir dung thudc cho
tré em tir 12 dén 17 tudi dudi su gidm sat cda duoc si.

Can bang giira cac chi dinh va canh bao an toan méi

Chi dinh cla tat ca cdc thu6c nhuan trang kich thich OTC d3 duoc théng nhat va da loai
bé céc cach sir dung khdng phu hop. Trong tredng hop can s dung thubc thuong
xuyén, lau dai dé diéu tri tdo bon man tinh, thudc s& dwoc cap phat dudi dang ché pham
ké don.

Canh b&o trong t& théng tin sdn pham cda tat ca cac thudc s& théng nhat khuyén céo
bénh nhan vé nguy co gay hai do mat nudc va réi loan dién gidi hodc rdi loan chirc nang
rudt néu lam dung thudc. Canh bdo ciling dang dwoc bd sung trén bao bi dé ting cuvdng
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nhan thirc cha ngwdi dan. Thong tin sdn pham ciling s& dé cap dén cac khuyén nghi mai
vé dé tudi st dung thudc.




