
LONG HOA xA HOI CHU NGHIA VIVI' NAM 
DO 14p — Tty do — 11#nh phtic 

UBND TINH HA TINH 
SO Y TE 

s6:ous /SYT-NVD 
V/v cung cap th6ng tin lien quan den tinh 

an toan cua thuoc tiem 
methylprednisolon clina thanh phAn td 

dugc lactose 

Ha Ttnh, ngay/10 thong 11 nom 2017 

Kinh girl: 
- Cac don vi kham chira b8nh; 
- Trung tam y t6 du phong cac huy8n, thi xa, thanh ph6 ; 
- Phong Y to cac huy8n, thi xa, thanh pho; 
- Cac Cong ty dugc trong tinh. 

Can cir Cong van s6 15466/QLD-TT ngay 02 thong 10 nom 2017 dia. Cyc 
Quan ly dugc - B6 Y to ve vi8c cung cap thong tin lien quan den tinh an toan cua 
thuoc tiem methylprednisolon china thanh phan to dugc lactose. 

Thong tin cap nhat chi tit va tinh an toan, hi8u qua do'i 	thu6c tiem 
methylprednisolon chira thanh phan td dugc lactose ghi trong Phu lye "Cap nhat 
thong tin lien quan den tinh an toan cua thuoc tiem methylprednisolon chira thanh 
phan to dugc lactose", &Ong th6i dugc dang tai tren cong thong tin din tir cua Cpc 
Quan 1)",  Dugc theo dia chi http: //www.day.2ov.vn  trong myc "Thong tin thuoc" 
de cac can b0 y to có the tra ciru, cap nhat thong tin. 

D6 dam boo sir dip& thu6c an toan, hgp 15/,,  Y t6 sao gui Phu 	"Cap 
nhat thong tin lien quan den tinh an toan 	thu6c tiem methylprednisolon china 
thanh phan to dugc lactose" va yeu cau: 

- Cac don vi kham chila b8nh thong boo r6ng rai cho can 134 vien chirc cac 
khoa phong, b6 phan biet thong tin lien quan den tinh an toan cua cac thuoc neu 
tren; 

- Trung tam Y to dkr ,phong cac huy8n, thi xa, thanh ph6 thong boo cho cac 
tram y to xa, phu•:).ng, thi tran tren dia ban biet thong tin lien quan den tinh an toan 
cua cac thuoc neu teen; 

- Phong Y to cac huy8n, thi xa, thanh ph6 thong boo cho cac nha thu6c tu 
nhan va cac ca sOf hanh nghe y tu nhan tren dia ban biet thong tin lien quan den tinh 
an toan cua cac thuoc neu teen; 

- Cac Cong ty dugc thOng boo cho cac chi nhanh, quay thu6c, dai ly trong h8 
thong phan phoi cua minh biet thong tin lien quan den tinh an toan cua cac thuoc 
neu tren; 

- Cac don vi kinh doanh, sir dung thu6c tang cuong thgc hi8n vi8c theo doi 
tac dung khong mong muon cua thuoc trong qua trinh sir dung va luu hanh. Giri 



bao cao ADR (ne'll co) dm thu0c Ve:,  Trung tam quOc gia ve Thong tin thuOcr  va 
Theo cloi the phan img có hai dm thuoc (13-15 Le Thanh Tong, Quan Hoan Kiem, 
Ha NOi) va Phong Nghiep vu chive - Soy Y t6.i 

Nci nhijn: 
- Nhu Wen; 
- Website S6 Y t8; 
- Luu: VT,P.NVD. 
Girl van ban giAy va din tit. VAAr.„ 



KT. CUC TRUING 
PHO CUC TRUONG 

yen Tfit Dat 

BO Y Tg 
CUC QUAN DON 

S6: 4066   /QLD-TT 
V/v cung c5p tht5ng tin lien quan din tinh an 
toan cua thu6c tiem methylprednisolon chda 

y T I N  iliaPitt MX lactose 

CONG HOA XA HO! CHU NGHIA VIET NAM 
DOel4p - 	do - Hanh phoc 

Ha NGi, ngay 	thcing .1P... nom 2017 

A/solT4Kinh 	- Ser Y to cac tinh, thanh ph6 tare thuQc Trung ming; 
DEN Ngay ..../ 	7 	Cac benh vien, vien c6 giung benh true thuQc BO Y 

Ngay 12/9/2017, HO dong Tu vSn cep GiSy dang k9 km hanh thu6c, nguyen Chuyen:
heu lam  thir66.-16 Y to da hop xet duyet dot 159 - d6i vori thu6c trong ntrac va dot 

Liin II'S s98(11,d6i vai thu6c mr6c ngoai da thifing nhgt cap nhat cac thOng tin ye tinh an toan 
caa: thu6c tiem methylprednisolon chtla thanh phdn to thict-lectose. 

fk) vv, evt-i 4 	De darn bao sir dung thu6c an toan, hop 19, Cuc Quin 19 Dugc yeu cdu SZI Y 
t6 cac tinh, thanh ph6 true thuQc Trung Iron, cac benh vien, vien c6 gitrarng benh 

4.• true thuOc BO Y 
f) 	1. 'ThOng bao cho cac co ser kham benh, china benh, cac co s& kinh doanh 
dugc tren dia ban cac thong tin lien quan den tinh an Loan, hieu qua cira cac thu6c 

)4, 	tiem methylprednisolon chtla thanh phdn to dugc lactose dugc ghi trong Phu luc 
"Cap nhat thong tin lien quan den tinh an toan thu6c" dinh kern trong cung van nay, 

vrtivv."' 	(long theri dugc dang tai tren cdng thOng tin dien tir cira Cuc Quan 19 Dtroc theo dia 
chi httn://www.day.goy.vn  trong muc "ThOng tin thu6c" cac can bey te c6 the 

4 414 	tra citu, cap nhat thong tin. 
2. Hu6ng clAn cac co sit kham benh, china benh tren dia ban tang cueing theo 

dal, phat hien va xir tri cac truerng hop xay ra phan ting c6 hvi cira cac thu6c neu tren 
(n6u c6). Giri bao cao phan ang c6 hvi cua thu6c vd: Trung tam qu6c gia ye Tilting 
tin thu6c va Theo deii phan t'mg c6 hvi cira thu6c (13-15 Ld Thanh Tong, Quan Hoan 
Kitten, Ha NOi) hoac Trung tarn khu virc ye thong tin thu6c va theo doi phan tIng c6 
hvi cua thu6c TP. HO Chi Minh (201B Nguyd`n Chi Thanh, Quan 5, TP. HO Chi 
Minh). 

Cuc Quan 19 Duoc se tie'p tyc cap nhat cac thong tin lien quan al-1h an toan va 
hu6ng clan xir tri d6i vOi cac ADR cira cac thu6c neu tren de yeu cdu cac co s& clang 
k9 thu6c cap nhat vao nhlin va ter hu6ng dan sir dung thu6c trong th6i gian t6i. 

Cuc Quan 19 Dugc thOng bao de cac don vi bi6t va thuc hien". 
Nai nhdn: 
- Nhu tren; 
- BO truZing BO Y te (de b/c) ; 
- Cac Thu truang BO Y te (dd b/c) ; 
- Cue Quin ly Khain chaa berth; 
- Cuc Quan Y - BO Qu6c phong ; 
- Cyc Y te - BO COng an ; 
- Cuc Y 	BO Giao thong van tai; 
- Trung tam DI & ADR Qu6c gia; 
- Trung tarn Dl & ADR khu vuc TP. Hat 
- Website Cue Quan 1y Duoc; 
- Mang DKT, QLKD, QLCL - Cue Quin ly Woe; 
- Lau : VT, 71'. 



PIIU LUC 
Cap nlifU th6ng tin lien quan den tinh an town cua thu6c tiem methylprednisolon 

club thimh phfin tá dirge lactose 
(Dinh kern theo Cling van se:A ct/66 /QLD-TT ngay 	thing 10 nam 2017) 

1. Ngay 07/7/2017, t'.1y ban danh gia nguy ca canh giac dirge (Pharmacovigilance 
Risk Assessment Committees - PRAC) cua Co quan Quan ly Duoc phdm Chau Au 
(EMA) da dua ra khuyen cao ye viec khOng su dung cac thu6c tiem methylprednisolon 
ce chtla lactose tren benh nhan có di img hoac nghi nge di (mg v6i protein trong sua 
bd. Benh nhan clang dieu tri phan Ling di Ling bang methylprednisolon nen ngirng thu6c 
trong taking hop trieu chimg xau di hoac xuat hien them cac trieu chting mai. Khuyen 
cao cua PRAC dugc dua ra sau cuOc ra soat cua fly ban nay cho thay thanh phan 
lactose trong thu6c tiem methylprednisolon duac chiet xuat tir Oa be cO khi nang con 
chda vet protein, gay phan tIng di dng cap anti ct met s6 benh nhan di img vai cac 
protein nay. CuOc ra soat cua PRAC duck: bat Mu tir thing 12/2016 sau cac bao cao ve. 
cac phan tang di (mg nghiem trong nhu co that phe quan va sec phan ve xay ra khi sir 
dung cac thu6c nay ten benh nhan di (mg voi protein sera be. Trong truing hop tren,. 
rat kh6 de phan biet lieu trieu chimg gap ct be,nh nhan la phan tIng di Ong mei do 
methylprednisolon c6 china lactose hay do tinh tang xan di cUa phan (mg di ring dang• 
duoc didu tri bang methylprednisolon. Di ring protein sira be anh hue-rig den met tY le 
nh6 dan s6 (khoang 3 trong s6 100 ngtrei) va khOng nen nhAm lAn v6i tinh tang khOng 
dung nap lactose & met se nguei. PRAC ciing khuyen cao each tet nhat dd han the t6i 
thieu nguy co ten la loai be protein sin be khoi nhang chi plifim nay. 

Khuyen cao cita PRAC dugc giri den NhOm clidu phei thu6c sir dung tren ngirei 
duoc phe duyet theo quy trinh khOng tap trung va th6.a nhan lan nhau (Coordination 
Group for Mutual Recognition and Decentralised Procedures - Human - CMDh) cua 
EMA va da nhan duoc su dong thuan cua tiL ban nay vao ngay 01/8/2017. Theo do, 
CMDh khang dinh khOng dugc sir dung thu6c tiem methylprednisolon co chda lactose 
ten benh nhan di dug hoac nghi nge di ting v6i protein sira be va de nghi cac cling 
thus thu6c tiem methylprednisolon hien nay ce chda lactose can throe thay the bang 
cac ceng thk khac kheng chda thanh phan nay. Hien tai, nhan thu6c va thong tin san 
pham cua cac thu6c tie,m methylprednioslon chda lactose duoc yeu can cap nhat canh 
bao: khOng dirge sir dung thu6c nay tren benh nhan di ting voi protein sera be. 

2. Truce de, trong Ban tin Health Product InfoWatch s6 10 nam 2016 dm Co 
quan Quan ly Y te Canada (Health Canada), Co quan nay cling da canh bao can be y 16 
ve mot the pham methylprednisolon tai Canada (biet duoc Solu-Medrol Act-O-Vial) 
ce thanh phan lactose trong cling thin. Theo do, ten the giOi da c6 cac bao cao qua 
man v6i methylprednisolon xay ra ten benh nhan di dug v6i sda be, viii 11 tre em 
trong d6 tu6i tir 3 den 15 taii di dng sira be duoc didu tri dot cap hen phe quan hoac 
may day bang methylprednisolon natri succinat cluZIng tinh mach va gap phan ling qua 
man nghiem tong. Cac d6i Wong co nguy co gap phan dug di dug nghiem tong khi sir 
dung the pham nay bao gdm benh nhan hen phe quan vii nhang nguei co tang IgE dac 
hieu vei protein trong Oa be. Cac can be y te dugc khuyen cao kiem tra benh nhan c6 
di (mg sira hay khOng tar& khi dimg Solu-Medrol Act-O-Vial 40 mg. 

Cuc Quail ly Duoc c6 cong van yeu can cac co se clang ky, san xuat thu6c tiem 
methylprednisolon chda thanh phan to duoc lactose cap nhat earth bao tren nhan, 
huong dart sir dung: Khong set dung thy& nay tren ben', nhan di ring voi protein silo 
ha. 


	Page 1
	Page 2
	Page 3
	Page 4

		2017-11-10T08:42:02+0700
	Việt Nam
	Sở Y tế<soyte@hatinh.gov.vn> đã ký lên văn bản này!




