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PIEM TIN AN TOAN THUOC

Nguy co bién co tim mach lién quan dén
cefazolin: Khuyén cao tir Uy ban Panh
gia nguy co’ Canh giac Dwo'c Chau Au

(PRAC

Hoi chimg Kounis 1a c4c bién ¢ trén tim mach xay ra do
phan tng di ing hodc qua man gay ra, lién quan dén céc tinh
trang nhu co that dong mach vanh va co thé dan dén nhoéi mau
co tim.

Cefazolin 1a khang sinh cephalosporin thé hé tha nhat,
duong tiém truyén, dang duoc sir dung rdng réi trong diéu tri
cac bénh Iy nhiém khuan do vi khuan nhay cam gay ra, ciing
nhu dé du phong trong phau thuat .

Khuyén céo tir PRAC

Sau khi danh gia cac dor liéu hién cO to CSDL
EudraVigilance va tai liéu y van, dir 1liéu bao cao an toan tich
lity tir cAc nha san xuat, Uy ban Panh gia nguy co Canh giac
Duoc Chau Au (PRAC) khuyén nghi cac nha san xuat can bo
sung nodi dung canh bao vé nguy co hoi chimg Kounis trén
thong tin san pham cua cic ché pham thudc chira cefazolin.
Cu thé, PRAC yéu cau c4c nha san xuat nép ho so sira doi
nham cép nhat nguy co ndy trong muc “Canh bdo va than
trong” va “Tac dung khéng mong mudn”, trong do, dé cap dén
viéc da ghi nhan cac truong hop hoi chirng Kounis (vdi cac
dau hiéu nhu kho tho, dau nguc) & bénh nhan dang diéu tri voi
cefazolin. Pong thoi, khuyén céo bénh nhan ngimg thudc ngay
lap tic va thdng bao nhan vién y té ngay khi xuat hién céc
biéu hién nay.




MHRA: Dan chat thiopurin va nguy co &
mat trong gan thai ky

Dan chat thiopurin bao goém azathioprin, 6-
mercaptopurin va thioguanin (con goi la tioguanin), duoc
chi dinh trong diéu tri ung thu, bénh bach cau va @c ché
mién dich trong diéu tri cac rdi loan do tinh trang viém
trong bénh viém rudt (IBD) hodc sau khi cay ghép
tang. Thiopurin chi nén duogc st dung trong thai ky khi
da can nhic loi ich va nguy co ddi véi timg ca thé bénh
nhan. Nguy co & mat trong gan thai ky (Intrahepatic
cholestasis of pregnancy - ICP) da duoc ghi nhan qua mot
sO it b4o cdo ca trong y van. Cu thé, ICP di duoc bao céo
& mot s6 phu nir mang thai duoc diéu tri bang azathioprin
va mercaptopurin. Tuy nhién, cac dan chat thiopurin déu
duogc chuyén hoa tuong tu nhau, do d6 nguy co nay co
thé xuat hién d6i voi tat ca cac thude thudoc nhom nay
(bao gom: azathioprin, mercaptopurin va tioguanin).

Tan suat mac ICP do thiopurin it hon so vdi Cac
nguyén nhan khac, thuong xay ra ¢ khoang 1 trong 150
phu nir ¢ thai. Cac béo c4o ca chu yéu ghi nhan trén dbi
twong bénh nhan diéu tri IBD hoic cay ghép tang. Trong
hau hét truong hop, ICP lién quan dén thiopurin xuat hién
sém hon trong thai ky so véi ICP khong lién quan dén
thudc. Mot s6 truong hop cho thay tinh trang ting nong
do acid mat khong cai thién sau khi dung acid
ursodeoxycholic, tuy nhién, cac triéu ching nay dugc cai
thién khi ngirng str dung thiopurin. Cac truong hop duogc
bao cdo thuong nghiém trong, mot sd gay ra tir vongﬂ
thai nhi. L
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Tuy nhién, thién léch bdo c4o c6 thé dan dén cac truong hop
ning cO thé dugc ghi nhan nhiéu hon. Viéc chan doan sém va
nging/giam liéu thiopurin cd thé giam thiéu nguy co doi véi thai
nhi. Can can nhic can than loi ich diéu tri va nguy
co cua thiopurin d6i véi me va thai nhi dé c6 bién phap xir tri thich
hop d6i voi ICP.

Khuyén céo theo ddi nong do acid mat trong huyét thanh dé du
doan cac nguy co dbi voi thai ky, vi du: nguy co sinh non (acid mat
trong huyét thanh >40 pmol/L) hodc thai chét luu (acid mat huyét
thanh khong nhin an >100 umol/L).

Bénh nhan can tham khao y kién nhan vién y té khi xuat hién
cac dau hiéu va triéu chimg cua ICP, bao gom ngira dit doi khdng
kém phéat ban, budn nén va chan an.

Khuyén c4o danh cho nhan vién y té:

- U mat trong gan thai ky 1a mot bién c6 hiém gip lién quan
dén cac thudc dan chat thiopurin (bao goém: azathioprin,
mercaptopurin va tioguanin).

- U mat trong gan do thiopurin c6 thé xay ra sém hon trong thai
ky so vai ICP khong lién quan dén thudc, va thuong khdng dap tmg
diéu tri véi acid ursodeoxycholic.

- Ngtng thudc hodc giam liéu thiopurin ¢ thé cai thién chirc
nang gan cho bénh nhan.

- Canh giac voi cac dau hiéu va triéu chung cua ICP ¢ phu nit
mang thai dang dung thiopurin va tham khao y kién cta béac si diéu
tri va bac si chuyén khoa gan mat khi can thiét.

- Nhic nhé bénh nhan can théng bao cho nhan vién y té ngay
néu gip c4c dau hiéu va triéu chimg cua ICP bao gom ngira dit doi
khong kém phat ban, budén nén va chéan an.

- C4 thé hda nguoi bénh dé xac dinh hudng xtr tri phi hop khi
ICP xay ra. Can nhic loi ich va nguy co cia viéc tiép tuc dung
thudc va ngimg thude.

- Theo d6i nong do acid mat trong huyét thanh dé xac dinh cac
trudng hop ¢6 nguy co cao dan dén sinh non (>40 pmol/L) hoic
thai chét luu (acid mat huyét thanh khdng nhin an >100 umoI/L).m



Medsafe (Co quan An toan Thuoc va
Thiét bi Y té New Zealand): Nguy co ha
phosphat mau khi s dung sat dwong tinh
mach

Ha phosphat méau 1a mét phan tng c6 hai da biét khi str dung sat
dwdng tinh mach, dac biét la sat carboxymaltose. Ha phosphat méau
c6 thé dién bién nghiém trong, kéo dai va cé thé gay ra cac bién
chirng nhu lodng xwong va gdy xwong. Can danh gia nguy co ha
phosphat mau & bénh nhan trwéc khi chi dinh sat dwdng tinh mach.
Sat dwdng tinh mach dwoc chi dinh trong diéu tri va/hodc dy phong
thiéu sat khi cac ché pham sat dwong ubdng khdng phd hop hoac
khéng hiéu qua. Cac ché pham sat dwéng dwdng tinh mach dang
dwoc cap phép Ilwu hanh tai New Zealand bao gém sét
carboxymaltose va sat polymaltose.
Hién nay, viéc s dung sat dwong tinh mach, dac biét la sat
carboxymaltose dang ngay cang gia tang & New Zealand. Do do,
Medsafe da dwa canh bao vé nguy co ha phosphat mau sau khi st
dung sat dwdng tinh mach.
1. Nguy co’ ha phosphat mau:
Ha phosphat mau la mét tac dung khdng mong muén da dwoc ghi
nhan cla sat carboxymaltose va sat polymaltose. Trong d6, nguy co
ndy cao hon & bénh nhan s dung ché phdm chira sat
carboxymaltose.
2. Co’ ché ha phosphat mau:
Co ché cua ha phosphat mau khi s&¢ dung sat dwdng tinh mach do sw
gia tang yéu t6 tdng trwdng nguyén bao soi, dan dén than bai tiét
phosphat qua murc va lam gidm néng dé phosphat mau.
3. Mdre dé nghiém trong:
Tinh trang ha phosphat mau do s dung st dwdng tinh mach thuwéong
thoang qua va khong co triéu chirng. Tuy nhién, ha phosphat mau
nghiém trong, kéo dai, ddng thdi xuét hién cac bién chirng nhu loéng
xwong va gay xwong ciing cé thé xay ra, dic biét A & nhirng bénh
nhan cé cac yéu td nguy co.
4. Yéu té nguy corgay ha phosphat mau:
Céac yéu td nguy co gay ha phosphat méau lién quan dén ché pham
chira sat dwong tinh mach dwoc trinh bay & Bang 1. Bénh nhan can
s dung sat dwong tinh mach dai han c6 nguy co cao ha phosphat
mau va gap cac bién chirng ctia ha phosphat mau.



Bang 1: Cac yéu to nguy co gdy ha phosphat mau khi st dung sat dwéng tinh mach
Sir dung sat carboxymaltose

Mat mau tai phat hoac lién tuc (xuat huyét tr cung bat thudng, gidn mach xuat huyét di
truy&n, xudt huyét dudng tiéu hoa)

R&i loan hép thu (phéu thuat gidm cén, bénh viém ruét, bénh celiac)
Chirc nang than binh thudng

Thigu sat nghiém trong

Trong lugng co thé thap

Nong do phosphat huyét thanh nén thap

Nong do hormone tuyén can gidp (PTH) trong huyét thanh cao

5. Can nhdc khi ké don:

Khi ké don st dudng tinh mach can:

- Luu y vé théng tin vé tac dung khéng mong muén cta C4c ché
pham khéc nhau va cé4c yéu td nguy co ha phosphat mau trén bénh
nhan.

- Théng b&o cho bénh nhan vé nguy co ha phosphat méau va céc
biéu hién thuong gap nhu dau xuong, dau khdp, mét moi.

- Theo d&i ndng do phosphat ¢ nhitng bénh nhan ¢4 nguy co cao
gip tinh trang ha phosphat méau hoic bién chung lién quan.

- Panh gié lai viéc diéu tri bang sit duong tinh mach khi xuét
hién bién c6 ha phosphat mau.



Théng tin thudc méi

1. Troysar AM

Hoat chat: Amlodipin + losartan - m.m: " |
kali [ LOSARTAN POTASSIUM AND AMLODIPINE TABLETS |
TROYSAR AM

10 Blisters x 10 Tablets

Biét duwgc:  Troysar AM

FILM COATED TABLET

M43 thudc BV: G2025.0662

Nhom dwge ly: THUOC TIM MACH
Dang bao ché: vién nén

Chi dinh: Thudc Troysar AM duoc chi dinh trong:
Truong hop ting huyét ap hodc/va CAD. Trong trudng hop nay, nén
dung liéu Losartan 50 mg va Amlodipine Smg.
Bénh ting huyét ap.
Bénh BDM vanh (CAD).
Pau that nguc 6n dinh man tinh.
Pau thit nguc (Prinzmetal’s hoic bién thé cua dau that nguc).
Chuyp X-quang mach mau du li¢u CAD.

Chéng chi Khong st dung thudc Troysar AM cho nguoi bi man cam véi
dinh losartan hodc amlodipine hodc bat ctr thanh phan cua thuoc.

Liéu dung va cach sir dung

- 1 vién/lan/ngay hodc theo chi dan cta bac si
- Uong thudc vao budi toi.



https://trungtamthuoc.com/bai-viet/tang-huyet-ap-thong-tin-ve-benh-danh-cho-benh-nhan

Thong tin thudc méi

2. Sarvetil HCTZ 20/12.5

Rk Thudc ké don / Prescription only

Hoat chat: Lisinopril +
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Sarvetil HCTZ 20/125 ©

Lisinopril 20 mg + Hydrochlorothiazide 12,5 mg

Hydroclorothiazid
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Ham lwgng: 20mg + 12,5mg
Blét dll’(.)'c: Sarvetil HCTZ 20/12. .M 30vlénnénllablets

M3 thude BV: G2025.0732
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Nhom dwge ly: THUOC TIM MACH
Dang bao ché: Vién nang cirng
Chi dinh:

Thudc Sarvetil HCTZ 20/12.5 duogc chi dinh: kiém soat tinh trang ting
huyét ap tir nhe dén trung binh & bénh nhan duoc on dinh véi timg thude don 1é
(Hydrochlorothiazide/Lisinopril) ¢ ciing mic liéu trude do.

Liéu lwong va cach ding:
Cach dung :

Nén ubng thudc vao cung 1 thoi diém trong ngay.

Liéu dung:
* Tang huyét ap vo ciin
Liéu thong thuong: ubng 1 vién/lan/ngdy. Néu khong dat duoc hiéu qua diéu tri
sau 2-4 tuan, c6 thé tang liéu 1én 2 vién/lan/ngay.
* Nguoi cao tudi
Khéng can diéu chinh lidu.
* Bénh nhan suy than
Khong dung thude Sarvetil HCTZ 20/12.5 cho diéu trj khai dau.
Bénh nhan ¢6 CICr tir 30-80 ml/phit: chi nén str dung thudc sau khi d diéu
chinh liéu phu hop cho ting hoat chat trong cong thirc phdi hop.
* Ngwoi bénh dwgce diéu tri bing thudc loi tiéu truée doé
Nén ngimg thudc loi tiéu tir 2—3 ngay trude khi bat dau dung Sarvetil HCTZ
20/12.5.
Trong truong hop khong thé ngimg dung thudc loi tiéu, nén khoi dau diéu tri
bang lisinopril don tri liéu véi liéu 5 mg dé giam nguy co ha huyét ap qua mirc.



https://trungtamthuoc.com/bai-viet/tang-huyet-ap

