BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do — Hanh phiic

S6: A1036 /QLD-PK

V/v dinh chinh phan phu luc cong vin sb Ha N¢i, ngay ./70 thang 6 nam 2014
9049/QLD-DK ngay 03/6/2014
: 8ay - CONG VAN DEN |
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Kinh gtri: Ngay AL thing od-nim 2(///7‘1

- S& Y té céc tinh, thanh phé truc thudc trung wong;
- Céc bénh vién, vién c6 glum}g bénh truc thudc BO Y té;
- Céac cong ty dang ky, san xuat thudc luu hanh tai Viét Nam.

Ngay 03/6/2014, Cyc Quén Iy Dugc da ban hanh céng van s6 9049/QLD-
DK v/v huéng din cép nhit théng tin dugc ly dbi véi thuoc chira phéi hop
cyproteron acetat va ethinylestradiol. Tuy nhién, do c6 so xuét trong qua trinh bién
soan, mdt sd ndi dung dich chua chinh xac theo khuyén cdo ciia Uy ban danh gia
nguy co Canh giac duge (PRAC). Sau khi ra soéat lai, Cuc Quéan ly Dugc dinh
chinh mdt sé ndi dung trong phan Phu luc dinh kém cta cong van so6 9049/QLD-
DK ngay 03/6/2014 nhu sau:

- Muc 3. Chéng chi dinh:
+ Stra "Ha huyét &p ning" thanh "Tang huyét 4p ning".

- Muc 4. Canh bao va than trong dic biét khi sir dung:

+ Stra "nguy co c6 thé xay ra & mdi phu nir va thao lun v6i phu nir" thanh
"nguy co trén timg ca thé va thao luan véi nguoi str dung".
+ Sira "hoi chimg budng. trimg c6 vach" thanh "hoi chimg budng trimg da

nang".

+ Sira "vét thuong 16n" thanh "chén thuong ning".

+ Stra "néu phau thuat khong cép thiét" thanh "trong trudng hop phiu thust
theo chuong trinh".

+ Stra "Ha huyét ap" thanh "Tang huyét ap".

- Muc 5. Tac dung khéng mong muon:

+ Stra "(> 10.000 dén < 1.000)" thanh "(> 1/10.000 dén < 1/1.000)".

Cuc Quan ly Dugc thong bao dé céc don vi biét va thuc hién ./.o

Noi nhdn:
- Nhu trén;
- CT. Truong Quéc Cudng (dé b/c);
- Cuc QLKCB, Thanh tra BYT (dé ph6i hop);
- Bdo hiém XHVN; _~ '
- TT DI & ADR Quéc gia; TT DI & ADR KV (BV Chg Riy); \
- Lwu VT, BDKT.

Nguyén Vian Thanh



