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BO Y TE
CUC QUAN LY DUGC

S6: 4L4Q0.. /JQLD-TT Ha Néi, ngay ..3C thdang .. A... nam 2017

V/v cung cdp thong tin lién quan dén tinh an
toan cha thude tranh thai khén ¢ap chita
levonorgestrel, thudc khang vi rit tdc déng
truc ti€p (DAA) diéu trj viém gan siéu vi C,

thudc chira warfarin

- S& Y t€ céc tinh, thanh phd truc thudc Trung uong;
- Céc bénh vién, vién cé giudng bénh truc thudc Bo Y té.

Ngay 13/01/2017, Hoi déng Tu vén c¢ap S6 ding k¥ luu hanh thudc - Bo Y t€ da
hop xét duyét dgt 157 - d6i v6i thudc trong nude va dot 96 - d6i v6i thude nudc ngoai
da thong nhét cip nhat cdc théng tin vé tinh an toan clia: thudc tranh thai khan cdp
chira levonorgestrel tuong tdc vdi cdc thudc cam tng enzym CYP3A4, thude khéng vi
rit téc dong truc ti€p (DAA) diéu trj viém gan siéu vi C, thusc chira warfarin.

Dé dam bao sir dung thudc an toan, hop 1y, Cuc Quan Iy Duge yéu ciu So Y t€
céc tinh, thanh phé tryc thudc Trung uong, cdc bénh vién, vién cd giudng bénh tryc
thuéc Bo Y t&:

1. Théng bao cho céc co s& khdam bénh, chita bénh, cdc co sé kinh doanh duoc
trén dia ban cic thong tin lién quan dén tinh an toan, hiéu qua cha cdc thude néu trén
dugc ghi trong Phu luc “Cap nhat thong tin lién quan dén tinh an toan thudc” dinh kém
trong céng van ndy, dong thoi duge dang tai trén céng thong tin dién tir cha Cuc Quan
ly Duoc theo dia chi http://www.dav.gov.vn trong muc “Thoéng tin thudc” dé céc cén
b v & ¢6 thé tra cifu, cap nhat thong tin.

2. Huéng dan cdc co sd khdm bénh, chita bénh trén dja ban ting cudng theo dai,
phét hién va x{r tri cdc truong hgp x4y ra phan tng c6 hai cia cdc thudc néu trén (néu
c6). Gii bao cdo phédn tng ¢6 hai cta thudc vé: Trung tam quéc gia vé Thong tin thudc
va Theo ddi phan ing ¢6 hai ctia thudc (13-15 Lé Thanh Téng, Quan Hoan Kiém, Ha
N9i) hoac Trung tAm khu vuce vé thong tin thudc va theo dai phan ting ¢6 hai clia thudc
TP. H6 Chi Minh (201B Nguyén Chf Thanh, Quan 5, TP. H8 Chi Minh).

Cuc Quén 1y Duogc s€ ti€p tuc cap nhat cdc thong tin lién quan tinh an toan va
hu6ng din xtr trf d6i v6i cdc ADR cha cdc thudc néu trén dé yéu cdu cic co so dang k¥
thudc cap nhat vao nhin va t& hudng din st dung thudc trong thdi gian tdi.

Cuc Quan 1¢¥ Dugc théng bdo dé céc don vi biét va thuc hién./.

Kinh gui:
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- Nhu trén; ¢
- Bo truémg Bo Y 1€ (6 bfc) ; Pf}Q&CUC TRUONG
- Céc Thit rudng BO Y t€ (dé b/c) ; & 5 L "' )
- Cue Quar 1y Khdm chifa bénh; {5{'
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- Cuc Quan Y - Bo Qudc phong ;

-Cuc Yt€-Bo Congan ;

- Cuc Y t& - Bo Giao thong van tdi:

- Trung tam DI & ADR Quéc gia;

- Trung tam DI & ADR khu vire TP. HCM;

- Website Cuc Quin Iy Dugc;

- Phdng DKT, QLKD, QLCL - Cuc Quan Iy Duoc;
-Lwu: VT, TT.
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awSoft = Tel: +84-5-3930 3279 = www. ThuVienPhapLuat.vn



PHU LUC
Cap nhat théng tin lién quan dén tinh an toan cia thude
(Dinh k&m theo Cong van s6:4040 /QLD-TT ngay 30 thdng 3 nam 2017)
1. Thuéc chira levonorgestrel sir dung trong tréanh thai khdn cip tuong tac
v6i cac thude cam ng enzym CYP3A4:
1.1. Cdp nhdt théng tin cia cdc nitée trén Thé gidi:
- Théng 9/2016, Co quan Quan 1§ Dugc va cdc san phdm y t€ cia Anh (MHRA)
dd dua ra khuyén cdo vé twong tic cha cdc thuSc trinh thai khdn cdp chia

levonorgestrel v6i cdc chit gy cAm tng enzym gan. Theo d6, cdc thuéc hoic céc thio.

dugc gdy cam img cic enzym CYP3A4 s& lam gidm ndéng do¢ trong mau cla
levonorgestrel, tir d6 ddn dén gidm hiéu qua trdnh thai khdn cdp. MHRA di dua ra
khuyén céo cho cic cdn bd y t€ nhu sau:

- Phu nit dang c4n sir dung bién phép trdnh thai khin c&p ma da st dung cdc chat
g4y cam (ng enzym gan trong vong 4 tudn truéc dé6:

+ T&t hon hét 1a s&r dung bién phap trdnh thai khédn cdp khong c6 hormon, vi du:
dung cu d&t tlr cung chida déng.

+ Néu phuong 4n trén khong phai 12 mét lga chon, cdn gép doi liéu cla
levonorgestrel tir 1,5mg 1&n 3 mg.

- D6i véi céc phu nit nay, cdc cdn bo vy t€ cin:

+ Cung cép tu vén vé cdc bién phép trénh thai lién tuc ¢6 hiéu qué cao khong bi
tdc dong bdi c4c thubc gay cdm iing enzym gan.

+ Tu vén ho ti€n hanh test thir thai dé loai trir khd ning mang thai sau khi sit
dung thudc trénh thai khdn c4p chia levonorgestrel.

+ Tu vén ho trong trudng hop c6 thai cin tham van ¥ ki€n chuyén gia y t&€ ngay
lap titc.

* Khuyén céo nay cha MHRA xufit phdp tir khuyén cdo cliia Co quan Quén Iy
Duge Chau Au vao ngay 01/8/2016.

1.2. Tinh hinh cdp s6 dang ky ché phdm thudc chuta Levonorgestrel 3 Viét Nam:

Hién nay, 0 Viét Nam c6 25 thuSc nudc ngoai chita hoat chét Levonorgestrel
dugc c8p SPK va 40 thudc trong nuée chita hoat chat Levonorgestrel duoc cdp SPK.

2. Thu6c khéng vi rit tdc dong truc tiép (DAA) diéu tri viém gan siéu vi C:
1.1. Cdp nhdt thong tin cita cdc nudc trén Thé gidi:

- Ngay 02/12/2016, Uy ban Dénh gid nguy co Canh gidc dugc (PRAC) cta Co
quan Quén ly Dugc Chau Au (EMA) da khing dinh bénh nhan dugc diéu tri v6i thude
khéng vi riit tc dong truc ti€p dé diéu tri viem gan sieu vi C ¢6 thé ¢6 nguy co t4i hoat
viém gan siéu vi B. PRAC khuyén cfo ring: trude khi bt ddu diéu tri, t4t ca céc bénh
nhin nén dugc sang loc vi nit viém gan B; nhilng bénh nhan déng nhiém véi vi it
viém gan B va C phai dugc gidm sét va quan ly theo céc huéng din diéu tri Iam sang
hién thoi.

Ngay 16/12/2016, Co quan Quan 1§ Duge Chau Au (EMA) di phé chuin khuyén
c40 néu trén.

- Ngay 01/12/2016, sau khi xem xét, Co quan Quén ly Y t€ Canada (Health
Canada) da két luan ring c6 thé c6 méi lién quan giita nguy co t4i hoat viém gan siéu
vi B & nhilng bénh nhan nhiém cd HBV va HCV dang duogc diéu tri v6i cdc DAA.
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Health Canada khuyén céo thong tin an toan cia t4t ci cdc DAA cén cap nhat vé nguy
cd nay nhu mot than trong. Hon nita, mét thong bao cép nhat thong tin s€ duge cong
b6 1Ong rdi t6i ngudi dan va cdc cdn bo y t&.

- Ngay 04/10/2016, Co quan Quén 1y Dugc va Thuc phdm Hoa Ky (US FDA)
dua ra canh bdo vé€ nguy co tdi hoat viém gan siéu vi B & nhiing bénh nhén hién tai
hoic truée day da bi nhiém HBV va hién dang sir dung céc thuéc DAA dé diéu tri
viém gan siéu vi C. Trong mot s& trudng hop, viéc tdi hoat HBV & bénh nhan dang diéu
tri v6i cdc thudc DAA di din dén c4c vin dé nghiém trong vé gan hoic t vong.

FDA yéu céu b8 sung box canh bdo (Boxed Warnings - dang canh bdo manh
nh4t) vé nguy co néu trén vao nhan cdc thuéc DAA yéu ciu céc cin bo y t€ sang loc va
gidm sdt HBV & t4t ca cic bénh nhan dang st dung céc thuéc DAA. Canh bdo nay
cling dugc cip nhat vio t& thong tin cho bénh nhén hozc cdc huéng din diéu tri cha
céc thudc nay.

1.2. Tinh hinh cdp sé ding ky cdc thude khdng vi rit tdc dong truc tiép (DAA)
diéu tri viém gan siéu vi C:

Hién nay, & Viét Nam c6 06 thu6c khéng vi rit tdc dong tryc ti€p (DAA) diéu tri
viém gan siéu vi C nudc ngoai va 01 thuéc trong nude duge cédp SDK.

Cuc Quén 1y Dugc — Bo Y t&€ s& c¢6 cong véan gli cdc don vi dang k¥, sdn xust
thudc yéu céu va huéng dén viéc cap nhit cdc thong tin canh bdo nay vao nhan va td
huéng dan sir dung cha céc thude c6 lién quan.

3. Thudc chira warfarin:
3.1. Cdp nhdt théng tin cua cdc nuce trén The gidi:

- Trong 4n phim Drug Safety Update ra théng 7 nam 2016, Co quan Quan ly
Dugc phdm va San phdm y t€ Anh (MHRA) c6 cinh bdo v€ nguy co xdy ra chiing calci
h6a mach méu va hoat tir da lién quan dén viéc sit dung warfarin.

- M6t cudc ra soét trén toan chau Au di duogc thuc hién gén day dya trén nhiing
dit liéu hién ¢6 cho thdy viéc st dung warfarin cé thé gy ra ching calci héa mach méu
va hoai tir da (calciphylaxis) v6i ty 1¢ hi€ém gap. Pay 12 mét tinh trang rét nghiém trong
véi ty 1é tit vong cao, thudng dugce ghi nhan trén bénh nhan cé bénh than giai doan cudi
hodc trén nhiing bénh nhan c6é c4c yéu t6 nguy co nhir thi€u hut protein C hodc S, tang
phosphat m4u; tang calci mau hodc ha albumin méu. Céc trudng hop calci héa mach
méu va hoai tir da d& dugc bdo cdo trén bénh nhan sir dung warfarin, bao gém cé
nhitng bénh nhan c6 chic ning than binh thudng. T& thong tin san phdm va t& thong tin
cho bénh nhan clia warfarin s& dugc cap nhat cdc khuyén cédo néu trén cling nhu canh
bdo bénh nhan vé& nguy co clia chiing calci h6a mach mdu va hoai ti da.

- Nhan thuéc va t& huéng dén st dung thuSc cho bénh nhan sit dung warfarin da
dugc MHRA cép nhat théng tin vé nguy co xay ra chiing calci héa mach mau va hoa
tir da.

- Ngay 17/11/2016, Cyc Quén 1y Dugc nhan duge alert (canh béo) tir Hé thong
gidm sit hau mai (PMAS) clla ASEAN thoéng bdo: Cuc Quan 1§ Dugc Quéc gia
(NPCB) Malaysia théng bdo di yéu cdu cip nhat cdc thong tin méi v€ nguy co xay ra
ching calci héa mach méu va hoai tir da (calciphylaxis) lién quan dén viéc sit dung
warfarin vao muc Cénh béo va Than trong, T4c dung phu trén méu nhén tat ca céc
thuc chita warfarin.

- Tra ctu thong tin tai cic nhan thudc da dugc sitta ddi tai Anh, My, Canada,
nguy co xiy ra chiing calci héa mach méu va hoai tir da déu dwgc phén loai & mic
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“Chua rd tdn sudt xdy ra phan img”. Ngoai ra, nhan thudc tai Phdp, Australia chua
dugc cap nh4t thong tin vé nguy co nay. Co s& dif liéu clia TS chifc Y t€ thé gidi
(WHO) vé phan tng c6 hai (Vigilize) dd ghi nhan 212 bio cdo vé chimg calci héa
mach m4u va hoai tr da trong téng s6 60.788 bao cdo phan tng c6 hai lién quan dén
warfarin trong giai doan tir 01/01/2005 - 28/02/2017.

3.2. Tinh hinh cdp s& dang ky cdc thuéc chita Warfarin:

- Hién nay, & Viét Nam c6 02 thudc nudc ngoai va 07 thubc trong nudc chifa
hoat chadt Warfarin dugc cdp SDK.

Cuc Quan |y Dugc — Bo Y 1€ s& c6 cong van gui cdc don vi dang ky, san xudl
thudc yéu cdu va huéng dan viéc cap nhat cdc thong tin canh bdo ndy vao nhan va to
huéng dén sir dung clia cc thudc c6 lién quan.
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