Ban tin 5/2018 DPon vi thdng tin thuéc — BVDKTT An Giang

Tap chi Drug Safety Update tip 9, s6 6 cia MHRA ra thang 1/2016
NICORANDIL

Co quan quéan ly Dugc pham va San pham y té Anh (MHRA) di dua ra cac khuyén
cao lién quan den thudc Nicorandil nhu sau:

1. Khuyén cdo cdn bé y té

Chi str dung nicorandil dé diéu tri con dau that nguc 6n dinh trén nhirng bénh nhan
c6 con dau that nguc khong duoc kiém soat day du boi cac thude chdng dau thit
nguc hang mot nhu chen beta va thude d6i khang calci.
Nicorandil c6 thé gay cac vét loét nghiém trong trén da, niém mac, mat va ca cac
vét loét tiéu hoa c6 thé dan toi thung, xuat huyét, do, ap xe.
Dumng thudc néu c6 diu hiéu loét — can nhac thay thudc hodc trao doi véi can b y
té khi triéu chimg dau that nguc trAm trong thém.

Tang cudng bao céo cac phan tmg bt loi lién quan dén nicorandil.

2. Thong tin thém vé loét do nicorandil

Loét do nicorandil 13 bién c6 co6 thé xay ra trén duong tiéu hoa (ty 18 hiém gip),
trén da va niém mac, ké ca niém mac mat (ty 1& rat hiém gip). Sau khi tién hanh ra
soat do an toan cua thudc, Nhoém chuyén gia tu van Canh giac Duoc thudc ij ban
Duoc pham sir dung cho nguoi ciia Anh (UK’s Commission on Human Medicine’s
Pharmacovigilance Expert Advisory Group) va cac co quan quan ly dugc phim
trong Lién minh Chau Au d3 dwa ra cac khuyén cdao méi lién quan dén viéc sir
dung nicorandil.

3. Cdc yéu té nguy co

Bénh nhén c6 bénh tai thira (diverticular disease) c6 thé c6 nguy co hinh thanh 6
do hoac thung ruot.

Viéc dung dong thoi aspirin, NSAIDS hodc corticosteroid véi nicorandil 1am ting
nguy co loét, thung hodc xuat huyét duong tiéu hoa.
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4. Vi tri bi dnh hwéng va thoi diém danh huwéng

Loét c6 thé tién trién tai nhiéu vi tri trén cing mot bénh nhan vao cing mot thoi
diém hodc nbi tiép nhau. Loét cd thé xay ra vao bat ky thoi diém nao trong qua
trinh diéu tri bang nicorandil (ké ca hang ndm sau khi bat dau diéu tri).

5. Diéu tri loét

Hau hét 2/3 truong hop loét tidu hoa duge bao céo 1a nghiém trong. Loét do
nicorandil khong dap umg véi bién phap diéu tri thong thuong, bao gdm ca phiu
thuat. Cach xir tri duy nhat 14 ngimg nicorandil. Ty thudc mirc d6 nghiém trong,
c6 thé mat hang tuan dén hang thang dé lanh cac vét loét.

6. Cic khuyén cdo cdp nhit khdc
Chong chi dinh nicorandil trén bénh nhan giam thé tich mau (hypovolaemia) hoic
pht phoi cdp. Khong dung thudc cung chat kich thich guanylate cyclase hoa tan
nhu riociguat.
Than trong khi st dung nicorandil trong nhitng truong hop sau:
Bénh nhan suy tim (mac II hoac IV theo NYHA), bénh nhan thiéu men
G6PD (nguy co methemoglobin mau).
Bénh nhan dang sir dung dapoxetin (nguy co giam dung nap thé dung)
Phdi hop voi cac thude khac lam ting nong do kali, dic biét trén bénh nhan
suy than vira dén nang.
Tuy theo dap Gmg, bénh nhan c6 thé duoc hiéu chinh téi lidu t6i da 40 mg x 2
lan/ngay. Liéu diéu tri thuong dung dao dong trong khoang 10 — 20 mg X 2
lan/ngay; liéu khoi dau thap hon 5 mg x 2 1an/ngdy c6 thé sir dung trén bénh nhan
dé bj dau dau.

Nguon: Canh gidc dwoc
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/494
147/pdf _Jan_2016.pdf

Ngueoi diém tin: DS. Tran Thity Ngan
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QUY PINH MOI VE CHI PINH THUOC CAN QUANG

Bénh vién ban hanh Quy dinh sé: 300/QyD-BVAG ngay 10/05/2018 vé viéc chi
dinh va chong chi dinh ding thudc can quang trong Chudn dodn hinh dnh va dién
quang can thiép.

Theo do6, quy dinh viéc chi dinh va chéng chi dinh nhu sau:
|. Chi dinh:
Dung thudc can quang tuy thube vao bénh 1y khao sat.

Trucéc khi cho chi dinh dimg thubc can quang, bdc si lam sang phdi gidi
thich ro voi nguoi bénh vé tac dung phu cua viéc bom thuoc can quang va cho
nguoi bénh ky giay cam doan dong y thuc hién thu thudt.

II. Chdng chi dinh:
* Khong c6 chdng chi dinh tuyét doi.
+ Chdng chi dinh dung thudc can quang ibt tan trong nudc

- Chéng chi dinh: Tién sir c6 phan tng véi thude can quang ibt tan trong
nudc; Tang hoat giap trang cap tinh.

- Can nhic chi dinh: Hen phé quan; thiéu mau héng cau 1on; suy than nang,
suy gan nang; tang va ha huyét ap; phu ndo; phu nir c6 thai.

+ Chdng chi dinh dung thudc can quang cong hudng tir.
- Chéng chi dinh: Tién sir c6 phan Gmg voi thube can quang cong hudng tir.
- Can nhéc chi dinh: suy than nang; thiéu mau nang; phu nit ¢o6 thai, cho con
ba.
* Trwomg hgp nguwdi bénh suy than:
Dua vao d6 loc cau than ctia bénh nhan (eGFR) dé c6 chi dinh phu hop.
1. Khéng ¢6 yéu to nguy co, eGFR>60ml/phut/1.73m” da:
Chi dinh dung thudc can quang chup dién quang binh thuong
2. C6 yéu té nguy co trung binh, eGFR 45-59ml/phGt/1.73m? da:

_ Chi dinh dung thudc can quang chup dién quang sau khi bu dich theo phac
do.
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(1) Dung dich 0.9% NaCl, truyén 1V toc do 1-2 ml/kg/gio bat dau 3-12 gio
trudce dung thuoc can quang va Imi/kg/gio trong 6-12 gio sau dung thuoc
can quang, muc tiéu lwong nuoc tiéu dat 150ml/gio.

(2) Hodic dung dich NaHCO3 150mEq trong 850 ml D5W truyén 3 ml/kg/gio cho
1 gio trudc lam thu thuat va 1 ml/kg/gio cho 6-12 gio sau lam thu thudt.

3. C6 yéu t6 nguy co cao, eGFR 30-44ml/phat/1.73m? da:
- Trude khi chi dinh dung thudc can quang chup dién quang khoa 1am sang
phai hoi chan véi khoa ndi than va bu dich.
- Sau khi chup tiép tuc bu dich.
4. Co yéu 10 nguy co rit cao eGFR < 30ml/phut/I. 73m’ da:
Chong chi dinh dung thudc can quang.
* Di v nguoi bénh cd'p cuu co nguy co suy thian:
- Pbi véi bénh nhan cép ctru c6 thé tri hodn, cho thir chic nang than

- B6i voi bénh nhan cép ctru khong thé tri hodn, can nhic viéc chup; déng
thot bu dich 0.9% NaCl 1-2ml/kg/gio trong 3-4 gi6 cho bénh nhan.

* Ghi chu: Truyén dich va theo doi nguoi bénh dwoc thuc hién tai cac khoa lam
sang.
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PINH CHI LUU HANH THUOC

Can cir Cong van sd 1120/SYT-NVD ngay 02/05/2018 va 1164/SYT-NVD ngay
07/05/2018 ctia S6 Y An Giang t¢ vé viéc dinh chi luu hanh thuoc khong dat ti€u

chuan chat.

1. S¢ Y té thong béo dinh chi luu hanh va thu hdi trong tinh An Giang ddi véi toan

b0 16 thudc sau:

STT|  Tén thube Tén donvisx | >0 PK,s010, | Ly dodinh chi
’ han dung luu hanh
. . | SbK: L6 thudc khong
r DO; Cong ty C‘i ) ) dat tiéu chuan
Oridiner 300mg phan dugc pham | VD-25255-16 A \
1 . A . chat luong vé
(Cefdinir 300mg) | Phuong Dong | 56 16: 614204 chi tiéu d6 hoa
san xuat. HD: 10/11/2019 | tan.
Do Cong ty M/S L6 thudc khong
Stat:hon SPK: dat tiéu chuan
Laboratories ’ 4 5
Hesopak UN-17911-14 | chat luong v

2 (Cefpodoxime
proxetil dispersible
tablet 100mg)

Pvt. Ltd (India)
san xuat.

Cong ty TNHH
Xuét nhap khau
Y té Delta nhap
khau.

SH16: 7011
NSX: 29/06/2017
HD: 31/05/2019

chi tiéu do hoa
tan, tinh chét,
khéi lwong 20
vién, khéi luong
trung binh vién,
do day.

2.S6'Y té yéu cau:

£ Tét ca cac co s kinh doanh, phan phéi, str dung thudc trén dja ban tinh An
Giang dinh chi luu hanh va khan truong thu hdi toan bo 16 thudc khéng dat
tiéu chudn chat lwong néu trén;

+ Thu truong cac don vi'y té trong tinh, Truong phong Y té cac huyén, thi,
thanh phd chiu trach nhiém phd bién rong rai noi dung thong bao nay cho tt
ca cac nhan vién y té trong don vi, cac co s¢ y té nha nudc va tu nhan biét dé

thuc hién;

+ Thanh tra S¢ Y té, Truong phong Y té cac huyén, thi, thanh phd kiém tra,
giam sat viéc thuc hién thong bao nay, néu phat hién c6 co so vi pham, xir 1y
theo quy dinh hién hanh va bdo cao vé SO Y té.

S6 Y té thong béo dé cac don vi biét va thuc hién./.
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