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V/v: Thyce hi¢n van ban cdp nhit thong Dién Bién, ngay (X thdng 10 ndm 2017
tin lién quan dén thudc
Kinh giri: Céc don vi truc thudc S& Y té.

Thuce hién cac
dugc-Bo Y té vév
methylprednisolon cl
cac don vi thyc hién

1. Chi tiét viin
tai dia chi http://soyt

Cong van so 15466/QLD-TT ngay 02/10/2017 cua Cyc Quan ly
iéc cung cép thong tin lién quan dén tinh an toan cia thudc tiém
hira thénh phén t4 duge lactose, S& Y té thong bao va huéng dan
mot s6 ndi dung sau:

ban trén dugc dﬁng tai trén cong thong tin dién tir cuia S& Y te
edienbien.gov.vn dé nghij cic don vi tai cc vian ban trén dé trién

khai, phé bién, thyc |

2. Céc don v
Phong, Phong Khém

hién tai cac don vi.

| trong nganh y té chiu trégh nhiém théng bdo t&i cac Khoa,
da khoa khu vyc, Tram y té€ cic thong tin tai vin ban néu trén;

Phong Y té cac huyén thi x4, thanh phd chiu trach nhiém thong bao dén céc co s&

hanh nghé y, dugc tir nhan trén dja ban quén ly; cac cong ty duge chiu trach nhi¢m

thong béo téi cic nh

3. Cac don vi
cac phan tng c6 lién
quy dinh.

:

thude, quy thubc, dai ly truc thude.

ting cuong theo ddi ngudi bénh dé phat hién va xir 1y kip thoi
quan. Guri bdo céo phan (rng c6 hai ctia thudce (néu cé) theo ding

S& Y té thong béo d& nghi cac don vi trién khai thyc hién./.
Noi nhin: KT. GIAM POC
- Nhu trén; PHO GIAM POC
- Lanh dao S& Y té; —

- Thanh tra S& Y té; N

- TTKN thubc-MP-TR ;

- Phong Y té cac huyé
- Céc cbng ty dugc;
- Website So Y t&;
- Luu VT, NVD.
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BO Y TH CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Doc lap - Tu do - Hanh phie
S6: 4.846%... IQLD-TT Ha Noi, ngay 04.. thang .10... nam 2017

V/v cung cp thong tin lién quan dén tinh an

toan cua thudc tiém methylprednisolon chia I
A han t4 duog lactose

bl

SO Y 1€ céc tinh, thanh phd truc thudc Trung uong;
Céc bénh vién, vién c6 giudng bénh tryc thude Bo Y €,

J \1. 2/9/2017, Hoi déng Tu van cdp Gidy dang ky luu hanh thuéc, nguyén
lieu Tam-thudc - Bo Y t& da hop xét duyét dot 159 - d6i véi thuse trong nudce va dot
98 --doi v6i thudc nudc ngoai da théng nhat cap nhat cic thong tin vé tinh an toan

cta: thuée tiém meth ylprednisolon chita thanh phan t4 duot lactose.

Dé dam bao si

dung thudc an toan, hop 1y, Cuc Quan 1y Duoc yeu cdu S6. Y

t€ cdc tinh, thanh phg truc thude Trung wong, cdc bénh vién, vién ¢é giudng bénh

truc thudéce Bo Y té:

l. Théng bdo ¢ho cdc co s& khim bénh, chita bénh, cdc co s& kinh doanh

duoc trén dia ban céc
tiém methylprednisolpn chita thanh phin td dugc lactose duoc

thong tin lién quan dén tinh an toan. hiéu qua cua cdc thusce
ghi trong Phu luc

“Cap nhat thong tin lign quan dén tinh an toan thudc” dinh kém trong cOng van nay,
dbng thoi duge dang tai tren céng théng tin dien tir cia Cuc Quén ly Duoc theo dia

chi http://www.dav.goy.vn trong muc

“Thong tin thuéc™ dé cdc can bo vy t& ¢6 thé

tra citu, cap nhat thong tin.

2. Huéng dén cic co sé kham benh, chifa bénh trén dia ban tang cuong theo
ddi, phdt hién va xir trf céc trudng hop xdy ra phan ang ¢6 hai ca cdc thudc néu trén

(néu ¢6). Gui bio cio
tin thuée va Theo dbi phan ing c6 hai ctia thude (13-15 Leé
Kiém, Ha Noi) hodc Trung tam khu vuc vé thong
hai cua thusec TP. H§

Minh).

phan g c6 hai cta thuéc vé: Frung tam quéc gia vé Thong
Thanh Tong, Quan Hoan
tin thude va theo ddi phan ting c6
Chi Minh (201B Nguyén Chi Thanh, Quén 5, TP. H6 Chi

Cuc Quan ly Duoc sé ti€p tuc cap nhat cic thong tin lién quan tinh an toan vi

hwéng dan xir trf d6i vi cdc ADR cia cde
ky thude cap nhat vao

thu6e néu trén deé yéu

cdu cic co s¢ dang
1hdn va 1o huéng dén sir dung thudc trong

thoi gian toi.

; Cuc Quan 1y Dupc thong bao dé cdc don vi bi€t v thuc hién./.

Noi nhan:
- Nhu trén;

- BO trudng Bo Y té (dé bje) -

- Céc Tha trudng Bo Y € (dé|b/c) -

- Cyc Quan I¥ Khdm chita bénh;

- Cue Quan Y - Bo Quéce phong ;

-Cuc Y 1€ - Bo Cong an ;

- Cuc Y 1€ - Bo Giao thong vin tai:

- Trung tam DI & ADR Quéc gia;

- Trung tam DI & ADR khu vuc TP, HCM;

- Website Cuc Quan 1y Duoc:
, - Phong DKT, QLKD, QLCL

-Luu: VT, TT.
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Cap nhat thong tin

(binh kéem theo

1. Ngay 07/7/20)

PHU LUC
lién quan dén tinh an toan cua thuoc tiém methylprednisolon
chia thanh phan ta dugc lactose

15446 /QLD-TT ngay pa thdng (0 nam 2017)

17, Uy ban d4nh gid nguy co canh gidac dugc (Phanmcovxg;lance

Cong vén s6:

Risk Assessment Committees - PRAC) cua Co quan Quan 1y Dugc phdm Chau Au

(EMA) da dua ra khu
c6 chira lactose trén

yén cdo vé viéc khong sir dung céc thude tiém methylprednisolon
bénh nhan cé di tng hodc nghi ngd di Gng v6i protein trong siia

bd. Bénh nhan dang diéu tri phéan ng di tng bang methylprednisolon nén ngiing thudc

trong trudong hop trié
cdo cua PRAC duog

u chitng x4u di hodc xudt hién thém cdc triéu chimg méi. Khuyén
dua ra sau cudc ra sodt cia Uy ban nay cho thay thanh phan

lactose trong thudc tiem methylprednisolon duge chiét xudt tir sita bd c6 kha nang con
chia vét protein, gay phan ung di Gng cdp tinh ¢ mot s6 bénh nhan di ung véi cac

protein nay. Cudc ra
cac phan (ng di ung

dung cdc thudc nay t

rat khé dé phan biél

sodt cia PRAC duoc bét ddu tir thang 12/2016 sau céc bdo cdo vé
nghiém trong nhu co thit phé quan va soc phan vé xay ra khi str
rén bénh nhan di Ung vdi protein sita bo. Trong truong hgp trén,

lieu triéu ching gap ¢ bénh nhan la phan ung di ttng mdéi do

methylprednisolon c¢ chira lactose hay do tinh trang x&u di cua phan tng di ing dang
duoc diéu tri bdng methylprednisolon. Di ting protein stta bo anh hudng dén mot ty 1€

nho dan s6 (khoang
dung nap lactose & i
thiéu nguy co trén la

3 trong s6 100 ngudi) va khong nén nhdm 1in véi tinh trang khong

10t s6 ngudi. PRAC ciing khuyén cdo cédch t6t nhat dé han ché 6i
loai bo protein sita bo khoi nhitng ché pham nay.

Khuyén cdo ciig PRAC duge glri dén Nhom diéu phdi thude su dung trén nguoi

dugc phé duyét theo

quy trinh khong tap trung va thira nhan 1an nhau (Coordination

Group for Mutual Recognition and Decentralised Procedures - Human - CMDh) cta
EMA va da nhan dugc su dong thuén cua tiéu ban nay vao ngay 01/8/2017. Theo d6,

CMDh khing dinh k
trén bénh nhan di
thic thude tiém met

cac cong thic khac K

pham cua céc thudc

10ng dugc su dung thudce tiém methylprednisolon c6 chifa lactose
1g hodc nghi ngo di Gng vdi protein sita bo va dé nghi cdc cong
hylprednisolon hién nay ¢é chita lactose cdn dugc thay thé bang
hong chira thanh phan nay. Hién tai, nhan thude va théng tin san
liém methylprednioslon chita lactose dugc yéu cau cdp nhat canh

bdo: khong duoce sur dung thude nay trén bénh nhan di tng vGi protein stra bo.

2. Trude do,

trong Ban tin Health Product InfoWatch s6 10 nam

2016 cua Co

quan Quan 1y Y t&€ Canada (Health Canada), Co quan nay ciing d@ canh bdo cdn bo y t€
vé mot ché pham methylprednisolon tai Canada (biét duoc Solu-Medrol Act-O-Vial)

c6 thanh phén lactose

mén vGi methylpred
trong do tudi tr 3 dé
may day biing methy|
man nghiém trong. C
dung ché phiam nay |
hi¢u vé1 protein tron

di tmg sita hay khong

Cuc Quan 1y Dy
methylprednisolon ¢
hudng dan su dung:
bo.

trong cong thic. Theo dé, trén thé gidi da cé cic bdo cdo qua
nisolon xay ra trén bénh nhéan di dng véi sita bo, v6i 11 tré em
n 15 wéi di tng sita bo duge diéu tri dot cdp hen phé quan hodc
Iprednisolon natri succinat dudng tinh mach va gap phan dng qua
4c doi tugng cb nguy co gap phan tng di ting nghiém trong khi st
pa0 gom bénh nhan hen ph& quan va nhiing ngudi ¢o tang IgE dac
b sita bo. Cdc cdn bo y 1€ duoc khuyén cdo kiém tra bénh nhan ¢
trude khi dung Solu-Medrol Act-O-Vial 40 mg.

roc ¢6 cong van yéu ciu cic co s¢ dang ky, san xudt thudc tiem
hita thanh phan td dugc lactose cap nhat canh bdo trén nhin,
Khong sit dung thuoc nay trén bénh nhdan di ing voi protein sita




