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BO TAI CHINH CONG HOA XA HOI CHU NGHIA VIET NAM
CUC HAI QUAN Déc lap - Tu do - Hanh phic
221728
So: /TB-CHQ Ha Noi, ngay\ %Y thang 9 nam 2026

THONG BAO
Vé két qua xac dinh truéc ma so

CUC TRUONG CUC HAI QUAN

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

Can cu Nghi dinh sé 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 tha tuc hai
quan, klem tra giam sat, kiém soat hai quan, dugc stra d6i, bd sung tai Nghi

dinh s6 167/2025/ND-CP ngay 30 thang 6 nam 2025 cua Chinh phu;

Can cur Thong tu s6 38/2015/TT-BTC ngay 25 thang 3 nam 2015 cua
B¢ truong B¢ Tai chinh quy dinh vé thu tuc hai quan; kiém tra giam sat hai
quan; thué xuat khau, thué nhap khau va quan ly thué d01 v6i hang hoa xuét
khau, nhap khau, dugc stra doi, bd sung tai Thong tu s6 39/2018/TT-BTC
ngay 20 thang 4 nam 2018 va Thong tu s6 121/2025/TT-BTC ngay 18 thang

12 ndam 2025 cua B¢ truong B Tai chinh;

Can cir Thong tu s6 85/2026/TT-BTC ngay 30 thang 6 nam 2026 cua Bo
truong Bo Tai chinh quy dinh vé phéan loai hang hoa, phén tich dé phan loai

hang héa xuét khau, nhap khau;

Can ctr Thong tu s6 31/2022/TT-BTC ngay 08 thang 6 nam 2022 cua B
truong Bo Tai chinh vé viéc ban hanh Danh muc hang hoéa xuat khau, nhap khau

Viét Nam;

Trén co so ho so dé nghi xac dinh trudc ma so Pon dé nghi so 499/DMP-

_VIME ngay 12/8/2026 cua Cong ty c¢d phan Xuat nhap khau Y té Viét Nam,
ma s6 thué: 0100108367;

Cuc Hai quan thong bao két qua xac dinh trudc ma so6 nhu sau:

1. Hang hoa de nghi xac dinh truéce ma 50 do to chirc, ci nhin cung cap:
| Tén thuong mai: Thuoc ké don OLESOM T

. 1e—nmg()|tﬁco uda_tdg), c()ng-dung: Rx Thuoc ké don OLESOM T Terbutaline
| | sulfate & Guaifenesin

Ky, ma hi¢u, chung 1031 Nha san xuat: GRACURE
khoéng co PHARMACEUTICALS LTD. (E-1105
RIICO Industrial Area, Phase I1I, Bhiwadi,
Alwar, (Rajasthan), An Dg)

2. Tém tit mé ta hang héa dwge xic dinh truée ma so: Theo ho so xéc dinh
| trrdc ma so, thong tin mat hang nhu sau:

|




- Thanh phé‘m, cau tao, cong thirc hoa hoc:

+ Thanh phan dugc chat: Mdi 5 ml siro chira:

Terbutaline sulfate BP 1,5 mg

Guaifenesin BP 66,5 mg

+ Thanh phan td dugc: Methyl Parahydroxybenzoate, Propyl
Parahydroxybenzoate, Sucrose, Gum Acacia, Glycerol, Sodium Saccharin,
Sodium Citrate, Ess. Strawberry no. 1, Citric acid monohydrate, Nudc tinh
khiét.
- Co ché hoat dong, cach thire sir dung:

Co ché hoat dong:

+ Terbutalin la chat chu van giao cam kich thich chon loc trén thu thé
beta2, do d6 lam gian co tron phé quan, e ché su phong thich cac chat gay co
thit ndi sinh, trc ché phan ung phu ne do cac chat trung gian hoa hoc ndi sinh,
lam tang sy thanh thai cua hé thong long chuyen nhay va lam gidn co tir cung.

+ Guaifenesin lam cho chit nhay ¢ duong hé hép it dinh hon, lam dé
khac dam.

Téac dong gian phé quan cua siro Olesom T duge chimg minh trong céc
thir nghiém lam sang la kéo dai dén 8 gio.

Cach thue su dyng:

+ Liéu dung nén dugc ca nhan hoa.

+ Ngudi 16n: 10-15 mL, 3 lan trong 24 gio.

+ Tré em (tur 2 tu01) 0,075 mg (0,25 mL)/kg cin ning, 3 lan trong 24 gio

va c6 thé theo ché do liéu sau. '

Can nang (kg) | Liéu dung

12 3mLx3

14 _[3,5mLx3

16 4 mLx3

18 45mLx3

20 SmLx3

24 6 mL x 3

28 7mL x 3

3% 8 mL x 3

36 Oml.x3
1 40 10 mL x 3 j
+ Néu khéng c6 dép (mg day du khi ding mic liéu nay thi c6 thé dung

lidu gép doi.

+ Cach dung: Dung duong uéng. Str dung coc dong kém theo dé lay
lugng thude can sir dung.
- Ham lugng tinh trén trong luong:

+ Thanh phan dugc chat:

Mbi 5 ml siro chira:

Terbutaline sulfate BP 1,5 mg

Guaifenesin BP 66,5 mg

+ Thanh phan ta dugc:




Methyl Parahydroxybenzoate, Propyl Parahydroxybenzoate, Sucrose, Gum

Acacia, Glycerol, Sodium Saccharin, Sodium Citrate, Ess. Strawberry no. 1,

Citric acid monohydrate, Nugc tinh khiét.

- Thong s6 k¥ thuat: Quy céach dong goi: Hop 1 chai 60ml
+ Dang bao ché: Siro
+ M0 ta dang bao ché: Siro trong khong mau dén vang nhat, c6 mui va vi

dau dic trung.

+ Tiéu chuan ky thuat ap dung

STT | Thong so k¥ thuat ' Tiéu chuan k¥ thuat

1 Cam quan Siro trong sudt, khong mau dén mau
vang nhat, khong c6 tiéu phéan, cé mui
va vi dau tay dac trung.

2 pH (& 25°C) 3,5 dén 4,5

3 Khoi lugng/ml (6 25°C) | 1,140 g/ml + 0,010 g/ml

4 D trong cua dung dich ' Siro trong suot khong mau va khong

. c6 bét ky tiéu phan nhin thy duoc.
5 Do nhot Khong qua 10 cPs
6 Thé tich rot trung binh | Khong nho hon 100% thé tich ghi trén
} nhan.

7 Thé tich c6 thé lay ra Thé tich trung binh cta 10 chai khéng
| | dugc nho hon 100% thé tich ghi trén
! ' nhin va thé tich cua timg chai khong
| dugc nho hon 95% thé tich ghi trén
L nhan.
|8 D6 dong déu khoi lugng | Khong qua 2 khoi luong cua timg liéu

ctia cac liéu ldy ra tir bao | riéng 1¢é sai léch qua 10% so vai khoi
bi da liéu (Uniformity of | lugng trung binh va khéong c6 khoi
Mass of Delivered Doses | lugng nao sai léch qua 20%.

from Multidose

Container)

- Quy trinh san xuat: San xuat theo tiéu chuan chat lugng nha san xuat cta nha
may dat WHO-GMP theo quy trinh sau:

+ Chuan bi nguyén liéu gom dugc chat va cac ta duge duge kiém tra chat
lugng trude khi sur dung.

+ Tién hanh pha ché dung dich siro nén béng cach hoa tan duong trong
nude tinh khiét, s dung gia nhiét dé tang tdc do hoa tan, sau do6 loc loai bo
tap chat.

+ Hoa tan dugc chét va phdi hop cac ta duge diéu vi, chat 6n dinh, chét
bao quan va huong li¢u.

+ Tron duge chat Vai siro nén, b6 sung nudc tinh khiét vira du thé tich, tao

dung dich dong nhat.

+ Tién hanh loc va khtr bot, kiém tra cac chi tiéu chat lrong va dong goi
theo quy chuan.

- Cong dung theo thiét ké: Diéu trj duy tri hen phé quan, viém phé quan man




tinh, khi phé thiing va cac bénh ly dudng hé hap khéc c6 kém co that phé quan
va tiét nhay

3. Ket qua xac dinh truéc ma so: Theo thong tin trén Don dé nghl xac dinh
truéc ma so, thong tin tai tai li¢u dinh kém ho so va Quyet dinh s6 562QD-
QLD ngay 20/10/2025 vé viéc ban hanh danh muc 232 thude nhap khau dugc
cap giay dang ky luu hanh tai Viét Nam - Dot 126, mat hang nhu sau:
Tén thuong mai: Thuoc ké don OLESOM T
- Thanh phan, cau tao, cong thirc hda hoc, ham lugng tinh trén trong luong:

+ Thanh phan dugc chat: Mdi 5 ml siro chia:

Terbutaline sulfate BP 1,5 mg

Guaifenesin BP 66,5 mg

+ Thanh phan ta dugc: Methyl Parahydroxybenzoate, Propyl
Parahydroxybenzoate, Sucrose, Gum Acacia, Glycerol, Sodium Saccharin,
Sodium Citrate, Ess. Strawberry no. 1, Citric acid monohydrate, Nudc tinh
khiét.
- Co ché hoat dong, cach thic su dung:

Co ché hoat dong:

+ Terbutalin la chat chu véan giao cam kich thich chon loc trén thu thé
beta2, do d6 lam glan co tron phé quan, Urc ché su phong thich cac chat gay
co thit noi sinh, trc ché phan tng phu né do cac chat trung gian hoa hoc ngi
sinh, lam tang su thanh thai cua hé thong 1dng chuyén nhay va lam gian co
tu cung.

+ Guaifenesin lam cho chéat nhay & duong ho hép it dinh hon, lam dé
khac dam.

Téac dong gidn phé quan cua siro Olesom T dugc chimg minh trong | |
cac thir nghiém lam sang la kéo dai dén 8 gio. |

Cach thue siwr dung:

+ Liéu dung nén dugc ca nhan hoa.

+ Nguoi 1on: 10-15 mL, 3 lan trong 24 gio.

+ Tré em (tur 2 tudi): 0,075 .mg (0,25 mL)/kg can nang, 3 lan trong 24

i va o thé theo ché do liéu sau.

Can nang (kg) | Liéu dung
12 3JmLx3
14 13,5mL x3
16 4mLx3
18 45mL x 3
20 SmLx3
24 6 mL x 3
28 7mL x 3
32 8mL x 3
36 9mL x 3
40 10 mL x 3




[ + Néu khong c6 dap tmg day du khi dung murc liéu nay thi c6 thé

dung liéu gap doi.
lugng thuoc can sur dung.
+ Dang bao che: Siro

va vi dau dac trung.
+ Tiéu chuan k¥ thuat ap dun

+ Cach dung: Dung duong udng. St dung coc dong kém theo dé lay
- Thong s ky thuat: Quy céach dong géi: Hop 1 chai 60ml

+ MO ta dang bao ché: Siro trong khong mau dén vang nhat, c6 mui

STT Thong so ky thuat Tiéu chuan ky thuat

1 Cam quan Siro trong sudt, khong mau dén mau
vang nhat, khéng c6 tiéu phan, c
mui va vi dau tay dac trung.

2 pH (¢ 25°C) 3,5 dén 4,5

3 Khoi luvong/ml (6 25°C) | 1,140 g/ml + 0,010 g/ml

4 Do trong cua dung dich | Siro trong sudt, khong mau va khong

| ¢ bat ky tiéu phan nhin thiy dugc.

5 Do nhot Khong qua 10 c¢Ps

6 Thé tich rot trung binh | Khéng nho hon 100% thé tich ghi
trén nhan.

7 Thé tich c6 thé lay ra Thé tich trung binh cua 10 chai khong
dugc nho hon 100% thé tich ghi trén
nhan va thé tich cua timg chai khong
dugc nho hon 95% thé tich ghi trén
nhan.

8 Do dong déu khéi lugng Khong qud 2 khéi lugng cua timg liéu
clia cac liéu lay ra tir bao | riéng 1é sai léch qua 10% so voi khéi
bi da lidu (Uniformity of | lugng trung binh va khéng c6 khéi
Mass of Delivered Doses | lugng nao sai Iéch qua 20%.
from Multidose
Container)

- Cong dung theo thiét ké: Diéu trj duy tri hen phé quan, viém phé quan
man tinh, khi phe thing va cac bénh ly duong ho hap khac c¢6 kém co that
phé quan va tiét nhay.

Ky, ma hiéu, chung loai:
khong co

Nha  san xuat: GRACURE
PHARMACEUTICALS LTD. (E-1105 RIICO
Industrial Area, Phase III, Bhiwadi, Alwar,
l | (Rajasthan), An D9)

thudc nhom 30.04 “Thuoc (tric cac mat hang thuéc nhom 30.02, 30.05 hodc
30.06) gom cdc san pham da hodc chwa pha trén dimg cho phong bénh hoac
chita bénh, da dugc dong goi theo liéu lugng (ké ca cdc san pham thugc loai

diing d@é hap thu qua da) hodc lam thanh dang nhat dinh hodc déng géi dé ban




/é”, phan nhom 3004.90 “- Loai khac:”, phan nhom “- - Loai khac:”, phan
nhém “- - - Loai khdc:” ma sb 3004.90.99 “- - - - Loai khdc” tai Danh muc
hang hoa xuat khau, nhap khau Viét Nam.

. —
Thoéng bao nay co6 hiéu luc ké tir ngay ban hanh.
Cuc truéng Cuc Hai quan thong bao Cong ty c6 phan Xuat nhap khau Y
te Viét Nam biét va thyc hién./. g~

Noinhgn: .= TL. CUC TRUONG

-sc(;'ms tyvcé g';af;’:ug nhépvkhal;' Y;e ;’iéhNam KT. TRUONG BAN NGHIEP VU THUE HQ
(8 Giang V&, Phuong Giang Va, thanh ph6 Ha ‘ 2

NGi): PHOJRUO'N G BAN

- PCT. Nguyén Thanh Hung (dé bao céo);

- Cac Chi cuc hai quan khu vyre (dé thue hién);
- Chi cyc Kiém dinh hai quan;

- Céng thong tin dién tir Hai quan (Van phong);
- Lwu: VT, NVTHQ-PL-Uyén (3b). »

* Ghi chii: Két qua xdc dinh triede ma sé trén chi cé gid tri sie dung doi voi 16 chire, cd nhan da giei dé
nghi xdc dinh trude ma so.
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