BO TAI CHINH CONG HOA XA HOI CHU NGHIA VIET NAM

TONG CUC HAI QUAN Poc lap - Ty do - Hanh phic
sé: 3904/rB-TCHQ Ha Néi, ngay 16 thang 8 nam 2024
THONG BAO

Vé két qua xac dinh trudc ma s0

TONG CUC TRUONG TONG CUC HAI QUAN

Can ctr Luat Hai quan s6 54/2014/QH13 ngay 23 thang 6 nam 2014;

Can cir Nghi dinh s6 08/2015/ND-CP ngay 21 thang 01 ndm 2015 cua
Chinh phu quy dinh chi tiét va bién phap thi hanh Luat Hai quan vé thu tuc hai
quan, kiém tra giam sat, kiém soat hai quan; Nghj dinh s6 59/2018/ND-CP ngay
20 thang 04 nim 2018 cia Chinh phi stra ddi, bo sung mét s6 diéu cia Nghi
dinh 56 08/2015/ND-CP ngay 21 thang 01 nam 2015;

Can cir Thong tu s6 38/2015/TT-BTC ngay 25/03/2015 ctia B Tai chinh
quy dinh vé thi tuc hai quan; kiém tra giam sat hai quan; thué xuét khau, thué
nhap khau va quan ly thué d6i voi hang héa xuat khéu, nhap khau; Thong tu sO
14/2015/TT-BTC ngay 30/01/2015 cia Bo Tai chinh huéng dan vé phan loai
hang hoa, phan tich dé phan loai hang héa, phén tich dé kiém tra chat lugng,
kiém tra an toan thuc pham; Thong tu s6 39/2018/TT-BTC ngay 20/4/ 2018 stra
ddi, bd sung mot sé diéu tai Thong tu sé 38/2015/TT-BTC ngay 25/3/2015 cua
Bo Tai chinh; Thong tu sé 31/2022/TT- BTC ngay 8/6/2022 cua Bo Tai chinh
ban hanh Danh muc hang hoa xuét khau, nhap khau Viét Nam;

Trén co so hd so dé nghi xéac dinh truéc ma s6, Pon dé nghij s6 20/DDN-
GSKVN-CSL ngay 22/01/2024 cua Cong ty TNHH Dugc pham GSK Viét Nam,
ma sd thué: 0316272352;

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

Tbng cuc Hai quan théng béo két qua xac dinh trudc ma s6 nhu sau:

1. Hang hoa dé nghj xac dinh truwéc ma s6 do to chirc, c4 nhan cung cap:

Tén thuong mai: Tan dugc Seretide Accuhaler 50/500mcg, hép 1 dung cu |
hit accuhaler 60 lidu, bt hit phéan lidu (dudi day goi tit la “Thudc Seretide |
Accuhaler 50/500mcg”). ‘

Tén goi theo céu tao, cong dung: Tan duge Seretide Accuhaler 50/500mcg,
hop 1 dung cu hit accuhaler 60 liéu, bot hit phan liéu.

Ky, md hiéu, chung loai: Khong Nha san xuat: GlaxoSmithKline |
LLC
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| 2. Tém tét m ta hang héa dwgc xéc djnh trwée ma sé: Theo hd so xéc dinh
trrdc ma so, thong tin mat hang nhu sau:

- Thanh phan, cdu tao, cong thirc héa hoc: chira Salmeterol (dudi dang |
Salmeterol xinafoate) 50 mcg; Fluticason propionat 500mcg.

' - Co ché hoat déng, céch thic sir dung: chi dung dé hit qua miéng.

- Ham lugng tinh trén trong lugng: mdi liéu hit chira 50 meg Salmeterol (dudi
dang Salmeterol xinafoate) va 500mcg Fluticason propionat.

- Thong sd k¥ thuat: Hop 1 dung cu bﬁng nhya déo dang khudn chira mot vi
nhém véi 60 tii phong dugc phan bb déu dat trén vi, mdi tii phong chira 50
mcg Salmeterol (dudi dang Salmeterol xinafoate) va 500 mcg Fluticason
propionate.

- Quy trinh san xuat: Quy trinh san xuat Thudc Seretide Accuhaler 50/500mcg
gom céc budc:

a. Chuan bj nguyén liéu: Salmeterol xinafoate, Fluticason propionat va Lactose.
b. Tron bot kép.

c. Thue hién quy trinh déng thude vao thiét bi hit.

d. Hoan tat quy trinh déng goi thanh pham: hop gém 1 thiét bi hit.

- Cong dl_%ng theo thiét ké: Thudc ’Seretide Accuhaler SO/SOOmgg duogc chi‘dinh
trong: Diéu tri duy tri bénh hen (tac nghén duong dan khi ¢é hoi phuc); Piéu tri
duy tri tic nghén duong dan khi va giam con kich phat & bénh nhan bénh phoi
tac nghén man tinh (COPD).

3. Két qua xac dinh truéc ma s6: Theo thong tin trén Pon dé nghi xac dinh
trudc ma sb, thong tin tai tai liéu dinh kém ho so (Gidy phép luu hanh san
phim s6 VN20767-17 cap ngay 19/09/2017 va Quyét dinh s6 853/QD-QLD
| ngay 30/12/2022 ctia Cuc Quan ly Dugc-Bo Y té), mit hang nhu sau:

- Tén thuong mai: Thubc Seretide Accuhaler 50/500mcg.

|- Thanh phén, cdu tao, cong thirc héa hoc: chira Salmeterol (duéi dang
Salmeterol xinafoate) 50 mcg; Fluticason propionat 500mcg.

- Co ché hoat dong, cach thire sir dung: chi dung dé hit qua miéng.

- Ham lugng tinh trén trong lugng: mdi liéu hit chira 50 mcg Salmeterol
(dudi dang Salmeterol xinafoate) va 500mcg Fluticason propionat.

- Thong s6 k¥ thuat: Hop 1 dung cu béng nhya déo dang khuon chira mdt vi
nhom véi 60 thi phong dugc phan bd déu dat trén vi, mdi tai phéng chira 50 |
mcg Salmeterol (dudi dang Salmeterol xinafoate) va 500 mcg Fluticason
| propionate.

|- Cong dung theo thiét ké: Thudc Seretide Accuhaler 50/500mcg dugc chi
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dinh trong: Diéu tri duy tri bénh hen (tic nghén dudng dan khi c6 hoi phuc); |
Diéu tri duy tri tdc nghén dudng dan khi va giam con kich phat & bénh nhéan |
bénh phf)i tac nghén man tinh (COPD).

Ky, md hiéu, ching loai: Khong. Nha san xuat: GlaxoSmithKline
LiLE.

thudc nhom 30.04 “Thuoc (trie cde mdt hang thugc nhom 30.02, 30.05 hodc
30.06) gom cdc san phdam da hodc chwa pha trén ding cho phong bénh hodc
chita bénh, da dwoc déng goi theo liéu lugng (ké ca cdc san pham thuéc loai
dimg dé hap thu qua da) hodc lam thanh dang nhat dinh hodc dong goéi dé ban
le”, phan nhom “- Loai khdc, chua hormon hodac cac san phofm khac thudc |
nhém 29.37”, phan nhom 3004.32 “- - Chita hormon tuyén thwong thdn, cdc |
dan xudt hodc cdu tric tuwong tw cua chung”, ma s6 3004.32.90 “- - - Loai

khae " tai Danh muc hang héa xudt khau, nhap khau Viét Nam./. i

Théng béo nay c6 hiéu luc ké tir ngay ban hanh.
Téng cuc trudng Tong cuc Hai quan thong bao dé Cong ty TNHH Dugc
pham GSK Viét Nam biét va thuc hién./.

Noi nhgn: 0~ . KT. TONG CUC TRUONG
- Cong ty TNHH Dugc pham GSK Viét Nam PHO mcuc TRUONG
(Phong 702 va 703, Tang 7, Toa nha Metropolitan A0 Ch N

f).t\

Tower, S6 235 duwomg Dong Khoi, Phuong Bén
Nghé, Qudn 1, Thanh phé Ho Chi Minh);

- Céc cuc HQ tinh, thanh phé (dé thyc hién);

- Cuc Kiém dinh hai quan;

- Website Hai quan;

- Luu: VT, TXNK-PL-D.Thay (3b). (b

* Ghi chu: Két qua xdc dinh trieée ma sé trén chi cé gid tri ste dung doi véi 16 chire, cd nhan da gici dé
nghj xdc dinh triecdc ma so.



