BO TAI CHINH CONG HOA XA HQI CHU NGHIA VIET NAM

TONG CUC HAI QUAN Poc lap - Ty do - Hanh phic

S6:4 127 /TB-TCHQ Ha Néi, ngayl 1 thang 8 nam 2023

THONG BAO
Vé két qua xac dinh trude ma sb

TONG CUC TRUONG TONG CUC HAI QUAN

Can cr Luat Hai quan so 54/2014/QH13 ngay 23 thang 6 nam 2014;

Céan cur Nghi dinh 36 08/2015/ND-CP ngay 21 thang 01 ndam 2015 cua
Chinh phu quy dinh chi tiét va bién phap thi hanh Luat Hai quan vé tha tuc hai
quan, kiém tra giam sat, kiém soat hai quan; Nghi dinh 5O 59/2018/ND-CP ngay
20 thang 4 nam 2018 cua Chinh phu stra d6i, bo sung mot sé diéu cia Nghi dinh
s6 08/2015/ND-CP ngay 21 thang 01 nam 2015;

Can cur Thong tu s0 38/2015/TT-BTC ~ngay 25 thang 03 nam 2015 cua B
Tai chinh quy dinh vé thu tyc hai quan, kiém tra giam sat hai quan, thué xuat
khau, thué nhap khau va quan ly thué déi véi hang hoa xuét khau, nhap khau;
Thong tu s6 39/2018/TT-BTC ngay 20 thang 4 nam 2018 cua B Tai chinh stra
doi, bo sung mot sé diéu tai Thong tu s6 38/2015/TT-BTC ngay 25 thang 3 nam
2015; Thong tu so 14/2015/TT-BTC ngay 30 thang 01 ndm 2015 cua B Tai
chinh hudng dan ve phan loai hang hoa, phan tich dé phan loai hang hoa, phan
tich dé kiém tra chat lugng, kiém tra an toan thue pham; Thong tr so
17/2021/TT-BTC ngay 26 thang 02 nam 2021 sua d6i, bo sung mot s6 dieu cua
Thong tu s6 14/2015/TT-BTC ngay 30 thang 01 nam 2015; Thong tu sb
31/2022/TT-BTC ngay 08/6/2022 cua B Tai chinh ban hanh Danh muc hang
hoa xuat khau, nhap khau Viét Nam;

Trén co so ho so dé nghi xac dinh truéc ma sd, Pon dé nghj )
00723/HSCODE/SANOFI ngay 18/7/2023 cua Coéng ty TNHH SANOFI -
AVENTIS Viét Nam, ma sb thué: 0300782774:

Theo dé nghi cua Cuc truong Cuc Thué xuat nhap khau,

Tong cuc Hai quan thong bao két qua xac dinh trude ma sé nhu sau:

1. Hang héa dé nghi xac dinh truée mi s6 do td chire, ci nhin cung cip:
Tén thuong mai: Thuéc COAPROVEL 150mg/12,5 mg

Tén goi theo cau tao, cong dung: Thuéc COAPROVEL 150 mg/12,5 mg
Ky, ma hiéu, ching loai: Khong c¢6 | Nha san xuat: SANOFI WINTHROP
INDUSTRIE

2. Tém tiat mé ta hang hoa dwge xac dinh trurde ma so:
- Thanh phan, cau tao, cong thirc hoa hoc:
Thanh phan:

+ Thanh phan hoat chat: irbesartan va hydrochlorothiazid. i
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Mdi vién nén bao phim COAPROVEL 150 mg/12,5 mg chira 150 mg
irbesartan va 12,5 mg hydrochlorothiazid

+ Thanh phan ta dugc: lactose monohydrate, microcrystalline cellulose,
natri croscarmellose, hypromellose, silicon dioxide, magnesium stearate,
titanium dioxide, macrogol 3000, cac oxide sit d0 va vang, sap carnauba.
- Co ché hoat dong, cach thuce sir dung:

Chi dinh:

COAPROVEL dugec chi dinh dung cho nhitng bénh nhén tang huyét ap
(tang huyét dp nguyén phat), khi diéu tri riéng 1é véi irbesartan hodc
hydrochlorothiazid ma van khong kiém soat dugc huyét ap mot cach thoa dang.

Liéu dung va cach dung;

+ Liéu dung: COAPROVEL c¢6 thé dugc dung mdi lan mdi ngay, cung

hoac khong cung vai thire an.

Liéu dung voi cac thanh phan rieng lé (la irbesartan va
hydrochlorothiazid) ¢6 thé dugc khuyén dung.

Khi thich hgp vé mat 1am sang c6 thé can nhic thay doi truc tiép tir don
tri liéu sang phdi hop ¢6 dinh.

COAPROVEL 150 mg/12,5 mg c6 thé duge dung & nhimg b¢nh nhan
khong kiém soat dugc huyét ap thoa ding voi hydrochlorothiazid hodc
irbesartan 150mg don tri liéu.

COAPROVEL 300 mg/12,5 mg ¢6 thé dugc dung ¢ nhitng bénh nhan
khong kiém soat duoc huyét ap thoa dang voi irbesartan 300mg hodc
COAPROVEL 150 mg/12,5 mg

COAPROVEL 300 mg/25 mg ¢6 thé dugc dung & nhimg bénh nhan
khong kiém soat duge huyét ap thoa dang véi COAPROVEL 150 mg/12,5 mg

Khong nén dung litu cao hon 300mg irbesartan/25mg
hydrochlorothiazid mét lan mdi ngay.

Khi can thiét, COAPROVEL ¢6 thé dugc dung cung thude tri ting huyét |

ap khac.

+ Cach dung:

Dung bang duong udng.
- Ham lugng tinh trén trong luong: 150 mg irbesartan va 12,5 mg
hydrochlorothiazid

- Thong s6 ky thuat: Quy cach dong géi: 1 hop 2 vi, mdi vi 14 vién nén bao |

phim

Dang bao ché: Vién nén bao phim COAPROVEL 150 mg/12,5 mg mau
hong dao, hinh bau duc, hai mat 16i, mot mat ¢6 hinh qua tim in chim va mat
kia khic s6 “2875".
- Cong dung theo thiét ké: COAPROVEL duoc chi dinh dung cho nhimg bénh
nhan tang huyét ap (tang huyét ap nguycn phat), khi diéu trj rieng le voi
irbesartan hodc hydrochlorothiazid ma van khong kiém soét dugc huyét ap mot
cach thoa dang.
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3. Két qua xac dinh trwée ma s6: Theo thong tin trén Pon dé nghi xac dinh
trudc ma so6, sd gidy phép luu hanh san phdm (SPK): VN 16721-13 va thong
tin tai tai liéu dinh kém hd so, mat hang nhu sau:

Tén thuong mai: Thuéc COAPROVEL 150mg/12,5 mg

Tén goi theo Gidy phép luu hanh san pham: Thuéc CoAprovel

- Thanh phan, céu tao, céng thirc hoa hoc:

Thanh phan:

+ Thanh phan hoat cht: irbesartan va hydrochlorothiazid.

M5di vién nén bao phim COAPROVEL 150 mg/12,5 mg chira 150 mg |
irbesartan va 12,5 mg hydrochlorothiazid |

+ Thanh phan ta dugc: lactose monohydrate, microcrystalline ||
cellulose, natri croscarmellose, hypromellose, silicon dioxide, magnesium | |
stearate, titanium dioxide, macrogol 3000, cac oxide sit do va vang, sap |
carnauba.

- Co ché hoat dong, cach thire st dung:

Chi dinh:

COAPROVEL dugc chi dinh ding cho nhimg bénh nhan tang huyét
ap (tang huyét ap nguyén phat), khi diéu tri riéng 1é véi irbesartan hodc
hydrochlorothiazid ma van khéng kiém soat dugc huyét ap mot cach thoa
dang.

Liéu dung va cach dung:
| + Liéu dung: COAPROVEL c¢6 thé duge dung mdi lan mdi ngay,
cung hoac khong cung vai thire an.

Liéu ding v&i cac thanh phan riéng lé (la irbesartan va
hydrochlorothiazid) ¢ thé dugc khuyén dung.

Khi thich hgp vé mit 1am sang ¢ thé can nhic thay doi truc tiép tir
don trj liéu sang phdi hop ¢6 dinh.

COAPROVEL 150 mg/12,5 mg ¢6 thé duoc dung & nhimg bénh nhan
khong kiém soat dugc huyét ap thoa dang véi hydrochlorothiazid hodc
irbesartan 150mg don trj li¢u.

COAPROVEL 300 mg/12,5 mg ¢6 thé duge dung & nhitng bénh nhan |
khong kiém soat dugc huyét ap thoa dang vdi irbesartan 300mg hodc |
COAPROVEL 150 mg/12,5 mg

COAPROVEL 300 mg/25 mg c6 thé duge dung & nhimg bénh nhan
khong kiém soat dugc huyét ap thoa dang voi COAPROVEL 150 mg/12,5 |
mg

Khéong nén dung liéu cao hon 300mg irbesartan/25mg ||
hydrochlorothiazid mét lan mdi ngay.

Khi can thiét, COAPROVEL c6 thé duge ding cung thude tri ting
huyét ap khéc.

+ Cach dung:
] Dung bang duong uéng.
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- Ham luong tinh trén trong lugng: 150 mg irbesartan va 12,5 mg
' hydrochlorothiazid

- Thong s6 ky thuat: Quy cach dong goi: 1 hdp 2 vi, mdi vi 14 vién nén bao
phim |
Dang bao ché: Vién nén bao phim COAPROVEL 150 mg/12,5 mg ||
mau hong dao, hinh bau duc, hai mat 16i, mgt mat c¢6 hinh qua tim in chim |
va mit kia khic s6 “2875".

- Cong dung theo thiét ké: COAPROVEL dugc chi dinh dung cho nhimg
bénh nhén tang huyét 4p (tang huyét dp nguyén phat), khi dieu trj riéng lé.

ap mot cach thoa dang. B |
Ky, md hi¢u, chung loai: Khong c6 | Nha san xuat: SANOFI WINTHROP
{ INDUSTRIE
' thudce nh()m 30.04 “Thuoc (trir ciac mat hang thude nhém 30.02, 30.05 hodc
30.06) gom cdc san pham da hodc chua pha trén dimg cho phong benh hoac
chita bénh, da dugc dong goi theo liéu leong (ké ca cdc san pham thuéc loai |
dung de hap thu qua da) hodac lam thanh dang nhat dinh hodc dong goi dé ban |
le.”, phan nhom 3004.90 *“- Logi khac:”, phan nhom “- - Loai khac: ", phan
nhom “- - - Loai khdc:”, ma s6 3004.90.99 “- - - - Loai khdc " tai Danh muc
hang hoa xuat khau, nhap khau Viét Nam.

Thong bao nay co6 hiéu luc tir ngay ky.

Téng cuc truong Tong cuc Hai quan thor;i/bao dé Cong ty TNHH

SANOFI - AVENTIS Viét Nam biét va thuc hién./

Noi nhin: )/7 KT.TONG CUC TRUONG
- Cong ty TNHH SANOFI - AVENTIS Vi¢t Nam; .

(S6 10 Ham Nghi, Phuong Bén Nghé, Quan 1, TP.Ho

Chi Minh)

- Cuc Hai quan tinh, thanh phé (dé thyc hién);

- Cuc Kiém dinh Hai quan;

- Website Hai quan;

- Luu: VT, TXNK-Uyén (3b) /4

* Ghi chu: Két qua xdc dinh triede ma so trén chi cé gia tri sw dung doi vai 16 chiee, ca nhan
da gui dé nghi xdc dinh trudc mad so



