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BO TAI CHINH CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HAI QUAN Doc lap - Tw do - Hanh phiic
sé:  9Q /TB-CHQ Ha Ngi, ngay 12 thdng 3 nam 2025

THONG BAO
Vé két qua xac dinh trudc ma sd

CUC TRUONG CUC HAI QUAN
Can ctr Luat Hai quan s6 54/2014/QH13 ngay 23/6/2014;

Can cir Nghi dinh s6 08/2015/ND-CP ngay 21/01/2015 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, dugc sira di, bd sung tai Nghi dinh sé 59/2018/ND-
CP ngay 20/04/2018 cua Chinh phu;

Can cur Thong tu s6 38/2015/TT-BTC ngay 25/3/2015 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 ddi véi hang hoa xuat khau, nhap khiu, dugc sira
doi, bo sung tai Thong tu s6 39/2018/TT-BTC ngay 20/4/2018 cua B truong Bo
Tai chinh;

Cén cu Thong tur s6 14/2015/TT-BTC ngay 30/01/2015 cta B truong Bo
Tai chinh hudng dan vé phan loai hang hoa, phan tich dé phan loai hang hoa, phan
tich dé klem tra chat lugng, kiém tra an toan thuc pham dugc stra doi, bd sung tai
Théng tu s6 17/2021/TT-BTC ngay 26/01/2021 cta B$ truong Bo Tai chinh;

Can cir Thong tu s6 31/2022/TT-BTC ngay 08/6/2022 cua B truong Bo Tai
chinh vé viéc ban hanh Danh muc hang héa xuat khau, nhap khau Viét Nam;

‘Trén co s6 ho so dé nghi xac dinh truéc ma s, Pon dé nghi xac dinh trudc
mad s6 03/SM-TCHQ ngay 26/12/2024 cua Céng ty TNHH Sinmed Vi¢t Nam
(MST: 0312123504) va ho so kém theo;

Theo dé nghj ctia Trudng ban Ban Nghiép vu thué hai quan,

Cuc Hai quan théng bao két qua xac dinh trudc ma sé nhu sau:

1. Hang hoa dé nghj xac dinh trude mi s6 do td chirc, ca nhan cung cip:

Tén thuong mai: Nasatoin Nasal Spray

Tén goi theo céu tao, cong dung: Dung dich xit mili

Ky, md hiéu, chung loai: Nasatoin | Nha san xuat: Bito AG

Nasal Spray Pia chi: Stockumer Str.28, 58453
M3 san phidm: SNSO1 Witten, Direc.

San xuat tai: FAMAR H.C.S Madrid,
S.A.U.Avda. de Leganés, 62 ES-

Co quan: S6 9 Dwong Dinh Nghé, Cau Gidy, Ha Noi



28923 (Alcorcon) Madrid, Tay Ban
Nha. Hodc LABORATOIRES
PHARMASTER, Z1,de Krat 67150
Erstein, Phap

2. Tém tit md tﬁ hang hoéa dwgce xac dinh truée ma so:

- Thanh phan cdu tao, cong thirc hda hoc, ham lugng tinh trén trong lugng:

+ Thanh phan chinh: Ectoin 2%

+ Thanh phan khéc:

* Sea Salt (Sodium Chloride) (2.1%),

* Sodium-di-hydrogen-phosphate dihydrate (0.13%),

* Di-sodium-hydrogen-phosphate anhydrous (0,14%)

* Con lai la nudc.

- Co ché hoat dong, cach thic sir dung:
+ Dung dich xit miii Nasatoin Nasal Spray la san pham xit mii c6 chira
Ectoin®, 1a mdt phan tir bao vé té bao ty nhién cé dic tinh giam viém va 6n
dinh niém mac mui.
Dua trén dir liéu tién 1am sang, phirc hop Ectoin® Hydro Complex va cdu triic
hang rao niém mac 6n dinh gitp giam sy xam nhap cua virus.
+ Luén sir dung Dung dich xit miii Nasatoin Nasal Spray theo huéng dan sir
dung dudi day. Néu khong c6 sy hudéng dan cua can b y té, xit 1-2 xit vao
mdi bén miii vai lan trong ngay. Tré em < 2 tudi khéng dugce xit qua 10 1an (2
xit cho mdi bén miii) méi ngay. Khong cé giéi han vé liéu lugng cho nguoi >
2 tudi. Khong sir dung Dung dich xit miii Nasatoin lién tuc qué 30 ngay.
I. Truée khi sir dung Dung dich xit mili Nasatoin Nasal Spray lan dau tién
hoic trong truomg hop chirc niang phun bi yéu, hiy thao nép va nhén xit 2-3 lan
& tu thé thiang dimg dé xa khi ra khoi voi xjt. Khong duge cdt ddu xit. Xi mii
nhe nhang dé 1am sach 156 miii. 2. Théo nip bao vé ra khéi chai. 3. Dat ngon tro
va ngon gitra & phén tua ngoén tay trén chai, dat ngon cai bén dudi chai. Cui
nhe dau vé phia trudc va bit mot 16 mii bang cach dung ngén tay 4n nhe 4. Hit
vao nhe nhang va nhan xit mot cach nhanh chéng va dit khoat, tiép tuc hit vao
nhe nhang qua miii. 5. Pua dau xit vao 15 mii con lai. 6. Lap lai cac budc nhu
mo ta & trén. 7. Lau phan dau chai bang vai sach khong c6 xo. 8. Ddy nép chai.

- Thong s kS’/ thué’t: Chai xit dung tich 20 ml chia liéu xit.
- Quy trinh san xuat: Pugc bao ché dudi dang dung dich xit

Chuan bj nguyén liéu — Phéi tron nguyén liéu theo ty 1é thanh phan chi dinh —

Kiém tra — Dong g0i vao chai xit, dan nhan san pham — bong hop

- Cong dung theo thiét ké (nguén tham khao: bao bi san phim va huéng dan sir

dung trong hop): . P
+ Dung dich xit miii Nasatoin Nasal Spray la san pham xit mii dung dé dieu

tri va phong ngtra céc triéu chimg viém miii hodc viém mii xoang.
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+ Dung dich xit mli Nasatoin Nasal Spray la mét dung dich uu truong lam
thong mui xoang mot cach ty nhién. Dung dich xit mii Nasatoin Nasal Spray
dugc chimg minh lam sang c¢6 hiéu qua giam nghet mii tuong duong vai céac
loai thude xit mii thong mii thong thuong (vi du nhu Xylometazoline).

+ Dung dich xit mii Nasatoin Nasal Spray giup giam viéc phai sir dung céc
loai thudc xit chéng nghet mii, ma nhitng thudc xit nay thuong gay ra tac
dung phu nhu tinh trang khé mii do sy mat nude cua mang nhay.

+ Dung dich xit mii Nasatoin Nasal Spray c6 tac dung 4 trong 1, lam giam
dang ké tinh trang nghet mi, s6 mili, dau mat, dau dau, mat khiru giac va vi
glac.

+ Dung dich xit mili Nasatoin Nasal Spray hd trg qua trinh tai tao biéu m6 miii
bi kich tng, lam giam cac triéu ching dién hinh nhu mii khé va ton thuong,
hit hoi, ngira va déng vay. Dung dich xit miii Nasatoin Nasal Spray khong
chira chét bao quan.

+ Dung dich xit mii Nasatoin Nasal Spray khong gay tinh trang 1¢ thudc
thuoc.

3. Két qua xac dinh trweéc ma s6: Theo thong tin trén Pon dé nghi xac dinh

trudc ma s, thong tin tai tai liéu dinh kém hé so, mat hang nhu sau:

Tén thuong mai: Nasatoin Nasal Spray

- Thanh ph‘?m, cau tao, cong thirc hoa hoc, ham lugng tinh trén trong lugng:

+ Thanh phan chinh: Ectoin 2%

+ Thanh phan khac:

* Sea Salt (Sodium Chloride) (2.1%),

* Sodium-di-hydrogen-phosphate dihydrate (0.13%),

* Di-sodium-hydrogen-phosphate anhydrous (0,14%)

* Con lai la nudc.

- Cong dung theo thiét ké: (nguon tham khao: bao bi san phdm va huéng dan

su dung trong hop): . ]
+ Dung dich xit mii Nasatoin Nasal Spray la san pham xit miii dung dé
diéu trj va phong ngira cac triéu chimg viém mii hodc viém miii xoang.
+ Dung dich xit miii Nasatoin Nasal Spray la m¢t dung dich uu truong lam
thong mii xoang mot cach ty nhién. Dung dich xit mii Nasatoin Nasal
Spray dugc chimg minh lam sang c6 hiéu qua giam nghet miii tuvong duong
v6i cac loai thudc xit mii thong mii théng thuomg (vi du nhu
Xylometazoline).
+ Dung dich xit miii Nasatoin Nasal Spray giup giam viéc phai sir dung cac
loai thudce xit chéng nghet mii, ma nhimg thude xit nay thuong gay ra tac
dung phu nhu tinh trang kh6 miii do sy mat nudc ciia mang nhay.
+ Dung dich xit mii Nasatoin Nasal Spray c6 tac dung 4 trong 1, lam giam
dang ké tinh trang nghet mii, s6 mii, dau mat, dau dau, mat khiru giac va




vi giac.
+ Dung dich xit miii Nasatoin Nasal Spray ho trg qua trinh téi tao biéu mé
miii bj kich Ung, lam giam céc triéu chimg dién hinh nhu mii khé va ton
thuong, hét hoi, nglra va déng vay. Dung dich xit miii Nasatoin Nasal Spray
khong chira chat bao quan.
+ [zung dich xit mii Nasatoin Nasal Spray khong gay tinh trang 1é thudc
thudc.

Ky, ma hiéu, chung loai: Nasatoin | Nha san xuét: Bito AG

Nasal Spray bia chi: Stockumer Str.28, 58453
Ma san pham: SNSO1 Witten, Dic.

San xuat tai: FAMAR H.C.S Madrid,
S.A.U.Avda. de Leganés, 62 ES-
28923 (Alcorcon) Madrid, Tay Ban
Nha. Hodc LABORATOIRES
PHARMASTER, Z.I. de Krat 67150
Erstein, Phap

thuéc nhom 30.04 “Thudc (tric cde mdt hang thugc nhom 30.02, 30.05 hodc
30.06) gom cdc san pham dd hodc chwa pha trén dimg cho phong bénh hodc
chita bénh, da dwoc dong goi theo liéu lieong (ké ca cdc san phr.fm thuoc loai
ding dé hap thu qua da) hodc lam thanh dang nhat dinh hodc déng géi dé bdn
le.”, phan nhém 3004.90 “- Loai khac”, phan nhém “- - Logi khdc”, phan nhém
“. - - Loai khdc”, ma s6 3004.90.99 “- - - - Loai khdc” tai Danh muc hang hoa
xuat khau, nhap khau Viét Nam.

Théng bao nay ¢ hiéu luc tir ngay ky.
Cuc truong Cuc Hai quan thong bao dé Cong ty TNHH Sinmed Viét Nam_//_ﬁ/

Noi nhén: 6

- Cong ty TNHH Sinmed Viét Nam (S6 2 Trdan Nhdn Ton,
phuomg 2, Qugn 10, TP.Ho Chi Minh);

- Cac Chi cyc Hai quan khu vyc (dé thyc hién);

- Chi cuc Kiém dinh hai quan;

- Website Hai quan;

- Luu: VT, NVTHQ - Na (3[-;2/

Ghi c(n}.' Két qua xdc dinh trudc md s6 trén chi cé gia tri sw dung déi vdi 16 chire, cd nhan da
gui dé nghi xac dinh triedc ma so.
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