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Ema1l. V/v cung cip thong tin lién quan dén tinh s s . .
soyte@hatinh.g an toan cta thubc tiém Ha Tinh, ngay|0 thdang 11 nam 2017
ov.vn methylprednisolon chira thanh phan ta
Co quan: Tinh duoc lactose
Ha Tinh
Thoi gian ky: 5 it
10.11.2017 Kinh gui: . )
08:42:02 +07:00 - Cac don vi kham chira bénh;

- Trung tdm Y té du phong cac huyén, thi x4, thanh pho ;
- Phong Y té cac huyén, thi xa, thanh phé;
- Cac Cong ty dugc trong tinh.

Can cu Cong van so 15466/QLD-TT ngay 02 thang 10 nam 2017 cua Cuc
Quan ly duge - BO'Y té vé viéc cung cép thong tin lién quan dén tinh an toan cta
thudc tiém methylprednisolon chira thanh phan ta duoc lactose.

Thong tin cap nhat chi tiét vé tinh an toan, hiéu qua ddi voi thude tiém
methylprednisolon chura thanh phan ta dugc lactose ghi trong Phu luc ‘Cép nhat
thong tin lién quan dén tinh an toan cta thudc tiém methylprednisolon chira thanh
phin ta duoc lactose”, dong thoi dugc dang tai trén cong thong tin dién tir ctia Cuc
Quan ly Dugc theo dla chi http: //www.dav.gov.vn trong muc ‘“Théng tin thudc”
dé cac can bo y té co thé tra ctru, cap nhat thong tin.

Pé dam bao sir dung thudc an toan, hop ly, So Y té sao guri Phu luc ““Cap
nhat thong tin lién quan dén tinh an toan cua thudc tiém methylprednisolon chira
thanh phan ta dugc lactose” va yéu cau:

- Cac don vi kham chita bénh thong bao rong rai cho cén b vién chuc cac
khoa phong, bo phan biét thong tin lién quan dén tinh an toan ctia cac thudc néu
trén;

- Trung tdm Y té du phong cac huyén, thi xa, thanh phd thong bao cho cac
tram y té x4, phuong, thi tran trén dia ban biét thong tin lién quan dén tinh an toan
cla céc thudc néu trén;

- Phong Y té cac huyén, thi x3, thanh phd thong bao cho cac nha thude tu
nhan va cac co s& hanh nghé y tu nhan trén dia ban biét thong tin lién quan dén tinh
an toan cua céc thudc néu trén;

- Cac Cong ty duge thong bao cho céc chi nhanh, quiy thude, dai ly trong hé
thong phan phdi cia minh biét thong tin lién quan dén tinh an toan cta cac thudc
néu trén;

- Céc don vi kinh doanh, sir dung thudc tang cuong thuc hién viéc theo doi
tac dung khong mong mudn cta thude trong qua trinh st dung va luu hanh. Gui




b4o cao ADR (néu c6) cua thude vé:,Trung tam qudc gia vé Thong tin thu(‘)c,vé
Theo doi cac phan ing c¢6 hai cta thude (13-15 Lé Thanh Tong, Quan Hoan Kiém,
Ha No6i) va Phong Nghiép vu duge - S6' Y té./z

Noi nhdn:
- Nhu trén;
- Website S& Y té;
- Luu: VT,P.NVD.
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V/v cung c4p thong tin lién quan dén tinh an
toan ctia thude tiém methylprednisolon chita
(S T i PP e e _
] A SoST2y Kinh glri: | - SO Y t€ céc'linh,.thénh p!16 tryc thuoc Trung uong;
DEN NgaylX/10) 200 Cic bénh vién, vién ¢6 giudng bénh truc thudc Bo Y t€.

| Chuy&h: Ngay 12/9/2017, Héi déng Tu vin cdp Gidy dang ky luu hanh thude, nguyén

7 ligu 1am thudc - BO Y t€ dd hop xét duyét dot 159 - d6i véi thube trong nude va dot

- Lun 15 s982:d6i v6i thude nude ngoai da th6ng nhat cAp nhat céc théng tin vé tinh an toan
~ “¢ha: thude tiém methylprednisolon chifa thanh phén t4 dugt-lactose.

b Dé didm bdo slr dung thudc an toan, hgp 1y, Cuc Quan Iy Duge yéu cdu S& Y

/ t€ c4c tinh, thanh phd truc thudéc Trung uong, cdc bénh vién, vién c¢6 giuvdng bénh

“ir b” truc thudc B Y t€:
VA

Vm 1. Thong bdo cho cdc co s& khdm bénh, chita bénh, cdc co s& kinh doanh
duge trén dia ban cédc thong tin lién quan dén tinh an toan, hiéu qua cta céc thubc
)&,u tiém methylprednisolon chita thanh phén t4 dugc lactose dugc ghi trong Phu luc
“Cap nhat théng tin lién quan dén tinh an toan thudc” dinh kém trong cong van nay,
yyw*  déng thdi duge ding tdi trén cbng thong tin dién tir cia Cyc Quan 1y Dugc theo dia
“_ , .chi http://www.dav.gov.vn trong muc “Thong tin thu6c” dé cdc cén bo y t€ ¢ thé
4 V¢ 7 tracit, cap nhat thong tin.
2. Huéng din cédc co s& kham bénh, chita bénh trén dia ban ting cudng theo
doi, phat hién va xr tri cdc trudng hop xady ra phan tng ¢6 hai ctia cac thudc néu trén
(néu ¢6). Glri bdo cdo phan tng ¢6 hai cta thu6c vé: Frung tdm qudc gia vé Thong
tin thudc va Theo déi phan tng c6 hai cia thudce (13-15 Lé Thianh Téng, Quan Hoan
Kiém, Ha Noi) hodc Trung tdm khu vyc v€ thong tin thuGc va theo ddi phéan dng ¢6
hai ctia thu6c TP. H6 Chi Minh (201B Nguyén Chi Thanh, Quan 5, TP. H6 Chi
Minh).
Cuc Quén 1y Dugc s€ ti€p tuc cap nhét céc thong tin lién quan tinh an toan va
hudng din xU tri d&i v6i cdc ADR cta céc thuée néu trén dé yéu cdu céc co s ding
ky thudc cap nhat vao nhin va to huéng déin sir dung thudc trong thai gian téi.

Cuc Quén ly Dugc thong bao dé cdc don vi biét va thuc hién./.
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PHU LUC
Cap nhat théng tin lién quan dén tinh an toan ctia thudc tiém melhylpredmsolon
chita thanh phén ta dugc lactose
(binh kém theo Cong vén s6: / c446 /QLD-TT ngay g2 thdng (0 ndm 2017)

1. Ngay 07/7/2017, Uy ban dénh gi4 nguy cd canh gidc dugc (Pharmacovxgxlance
Risk Assessment Committees - PRAC) clia Co quan Quan 1§ Dugc phim Chau Au
(EMA) da dua ra khuyén cdo vé viéc khong sit dung cédc thudc tiém methylprednisolon
¢6 chua lactose trén bénh nhan cé di ting hodc nghi ngd di ing véi protein trong sita
bd. Bénh nhan dang diéu tri phdn tng di tmg bing methylprednisolon nén ngimg thudc
trong trudmg hgp triéu chitng x4u di hodc xudt hi¢n thém céc triéu chiing méi. Khuyén
cdo cha PRAC duge dua ra sau cudc ra sodt cia Uy ban ndy cho thdy thanh phin
lactose trong thudc tiém methylprednisolon duge chiét xudt tir sita bd ¢6 kha nang con
chita vét protein, gay phan ung dj ing cdp tinh & mot s6 bénh nhan di tng véi cic
protein ndy. Cudc ra sodt cia PRAC dugc bét ddu tir thang 12/2016 sau cic bédo cdo vé
cic phan ung di ting nghiém trong nhu co thit ph& quén va s6c phan vé xay ra khi sl
dung céc thuc nay trén bénh nhan di ng v6i protein sira bo. Trong trudng hgp trén,
rdt kh6 dé phan biét liéu triéu chiing gap & bénh nhan la phéan tng di tng méi do
methylprednisolon cé chifa lactose hay do tinh trang x4u di ctia phan tng di tng dang’
duge diéu tri bing methylprednisolon. Di tmng protein sita bd dnh hudng dén mot ty 1é
nho dan s6 (khoang 3 trong s6 100 ngudi) va khong nén nhdm l&n véi tinh trang khong
dung nap lactose & mot s6 ngudi. PRAC ciing khuyén cdo cédch t6t nhét dé han ché t6i
thiu nguy co trén 12 loai bd protein sita bd khoi nhing ché phﬁm nay.

Khuyén cdo clia PRAC duoc giri dén Nhém diéu phéi thubc st dung trén ngudi
dugc phé duyét theo quy trinh khong tap trung va thira nhan ldn nhau (Coordlnatlon
Group for Mutual Recognition and Decentralised Procedures - Human - CMDh) ctia
EMA vd di nhan duoc su déng thuan cia tiéu ban ndy vao ngay 01/8/2017. Theo dé,
CMDh khéng dinh khéng duge sir dung thu6c tiém methylprednisolon c6 chira lactose
trén bénh nhan di @ng hoac nghi ngd di tng véi protein sta bd va dé nghi cic cong
thitc thu6c tiém methylprednisolon hién nay c6 chifa lactose cdn duge thay thé bing
cdc cong thite khdc khong chifa thanh phin ndy. Hién tai, nhan thude va thong tin san
phdm ctia cc thue tiém methylprednioslon chifa lactose duge yéu cdu cap nhat canh
bdo: khong duge str dung thudc nay trén bénh nhan di ting v6i protein sita bd.

2. Trude d6, trong Ban tin Health Product InfoWatch s6 10 nim 2016 cia Co
quan Quén 1y Y t&€ Canada (Health Canada), Co quan nay cling da canh bdo cén bd y t&€
vé mot ché phdm methylprednisolon tai Canada (biét duge Solu-Medrol Act-O-Vial)
c6 thanh phén lactose trong cong thitc. Theo d6, trén th€ gidi da cé cdc bdo cdo qud
min véi methylprednisolon x4y ra trén bénh nhan di ung vdéi sita bo, v6i 11 tré em
trong d6 tudi tir 3 dén 15 tubi di tng sira bd duge diéu tri dot cap hen ph€ quan hoic

may day bing methylprednisolon natri succinat du&mg tinh mach va gap phan ing qué
méin nghiém trong. Cic d6i tugng c6 nguy ¢ gap phén ting di tng nghiém trong khi sir
dung ché phdm nay bao gém bénh nhan hen phé€ quan va nhfmg ngudi c6 tang IgE dic
hiéu véi protein trong sita bd. C4c cdn bo y t€ duge khuyén cdo ki€m tra b¢nh nhan c6
di tng sita hay khong trude khi diing Solu-Medrol Act-O-Vial 40 mg.

Cuc Quan 1y Duge ¢6 cong vian yéu cdu cic co sO dé‘ng k¥, san xudt thu6c tiém

_ methylprednisolon chita thanh phén td dugc lactose cap nhat cinh bdo trén nhan,

huéng dén sir dung: Khoéng sit dung thuée nay trén bénh nhdn di iing vdi protein sita
bo.
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