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TONG CUC HAI QUAN DPoc lap - Tw do - Hanh phic
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{6207 /TB-TCHQ Ha Ngi, ngay q { thdng 12 nam 2024
THONG BAO

Vé két qua xac dinh trudc ma sé

TONG CUC TRUONG TONG CUC HAI QUAN
Can ctr Luat Hai quan sé 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 doi, bo sung tai Nghi dinh s6 59/2018/ND-
CP ngay 20/04/2018 cta Chinh phu;

Can cir Thong tu s6 38/2015/TT-BTC ngay 25/3/2015 cua B truong B Tai
chinh quy dinh ve thu tuc hai quan, kiém tra giam sat hai quan, thué xuét khau,
thué nhap khau va quan ly thué d6i voi hang hoéa xuat khéu, nhap khau, dugc stra
ddi, b sung tai Thong tu s6 39/2018/TT-BTC ngay 20/4/2018 cta Bo truong Bo
Tai chinh;

Cén cu Thong tu s6 14/2015/TT-BTC ngay 30/01/2015 cia Bo truong Bo
Tai chmh hudng dan vé phan loai hang héa, phan tich dé phan loai hang hoa, phan

tich dé klerp tra chat luong, kiém tra an toan thuc pham duoc stra doi, bd sung tai
Thong tu s6 17/2021/TT-BTC ngay 26/01/2021 cua B truong Bo Tai chinh;

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

Trén co so ho so dé nghi xac dinh truéc ma s6, Pon dé ngh1 xac dinh trudc
ma s6 504E/2024/YTC-XNK ngay 29/10/2024 va céng vin s0 527/2024/YTC-
XNK ngay 26/11/2024 cua Cong ty Co phan Xuat nhap khau Y té TP. H6 Chi Minh
(YTECO) (MST: 0302366480) va ho so kém theo;

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

Téng cuc Hai quan thong bao két qua xac dinh trudc ma s6 nhu sau:

1. Hang hoa dé nghi xéc dinh truéc ma sé do td chire, ca nhan cung cép:
Tén tHuorng mai: Hyalo4 Skin, Gel

Tén goi theo cau tao, cong dung: Gel hd trg diéu tri vét thuong

Ky, mda hi¢u, chung loai: Hyalo4 | Nha san xuat: FIDIA Farmaceutici
Skin, Gel S.p.A-Italy

2. Tém tit mo ta hang hoa duge xac dinh trurde ma so: i
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- Thanh phz‘”m, cau tao, cong thirc hoa hoc:

+ Thanh phan chinh: Muéi natri axit hyaluronic 0,2%

+ Céc thanh phén khéc: Dung dich sorbitol 70%, Natri dehydroacetate, Methyl p-
hydroxybenzoate, Propyl p-hydroxybenzoate, Carbomer 980, Natri hydroxit,
Nuéc tinh khiét.

- Co ché hoat dong, cach thirc sir dung:

Co ché hoat dpng:

HYALO4 SKIN gel la mét ché pham béi ngoai da c6 thanh phan chinh la
axit hyaluronic. Axit hyaluronic 1a mot polysaccharide sinh hoc
(glycosammoglycan) phan bo trong chat nén ngoa1 bao cua hau hét cac mo. Do
ddc tinh wa nude cua nd, n6 cung cap moi trudng am xung quanh va gilra cac té
bao, do d6 tao diéu kién thuan lgi cho viée di chuyén cua céac té bao. Axit
hyaluronic déng vai tro da chirc ning & timg giai doan chira lanh vét thuong.
Thuc day qua trinh tai tao biéu mo, Axit hyaluronic gitp giam dau, tao thanh mét
16p mang bao vé vét thuong.

Cach thirc swr dung:

Céc vét thuong hodc vét loét can dugc lam sach va khu trung trudc khi diéu tri.
B6i mot 16p mong gel 1én bé mit vét thuong, hai hodc ba lan mét ngay, khong
qué 30 ngay lién tuc. Khu vuc diéu tri nén duge che phu biang mot miéng gac vé
trung va mgt bang vo trung.

- Ham lugng tinh trén trong lugng:

Thanh phan CAS N? Quantity (%o w/w)
Hyaluronic acid sodium salt (Sodium 9067-32-7 0.2%
Hyaluronate)
Sorbitol solution 70% 50-70-4 10%
Sodium dehydroacetate 4418-26-2 0.1%
Methylparaben 99-76-3 0.1%
Propylparaben 94-13-3 0.05%
Carbomer 980 9003-01-4 0.9%
Sodium hydroxide 1310-73-2 gs to pH 6.00
Purified Water 7732-18-5 gs to 100%
- Théng sé ky thuét:

Hop chira 1 tuyp 30g

Bao quan ¢ nhiét d¢ dudi 30°C.

- Quy trinh san xuat:

Pha ché:

+ Lam sach dung cu va méi truong pha ché
+ Céan va tron nguyén li¢u

— Tao thanh ban thanh pham

Pong goi so cap

+ Dong chai va nap san pham

Pong goi thir cap

+ Pong hop thanh pham va bo toa huéng dan sir dung
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- Cong dung theo thiét ké:
Gel HYALO4 SKIN dugc chi dinh dé diéu tri cac kich tmg va ton thuong tren

da. Tﬁng

ty 1¢ lanh vét thuong, giam thoi glan lanh vét thuong. Dic biét, khi tiép

xuc voi da, HA tao thanh mét 16p mang c6 tac dung bao v¢ tu nhién, glup che
phu cac vét thu'ong cép tinh va man tinh (trdy xuéc, vi tri hién ting va vet mo sau
phéu thuat, bong cap do mat va hai, loét mach mau va chuyen hoéa, vét loét do ti
de) va cung cap moi truong am tai vét thuong, do d6 bao vé vét thuong chong lai

mai mon,

ma sat va hat am. Giam hinh thanh seo.

3. Két g

ui xac dinh truéc ma so: Theo thong tin trén Pon dé nghi xac dinh

trudc mél s, thong tin tai tai liéu dinh kém ho so, mat hang nhu sau:

Tén thirong mai: Hyalo4 Skin, Gel

- Tha phe‘?m, cau tao, cong thirc hoa hoc:
+ Thanh phan chinh: Mubi natri axit hyaluronic 0,2%
+ Cac thanh phan khac: Dung dich sorbitol 70%, Natri dehydroacetate,
Methyl p-hydroxybenzoate, Propyl p-hydroxybenzoate, Carbomer 980, Natri
hydroxit, Nudc tinh khiét.
- Co ché hoat dong, cach thure suir dung:
Co ché hoat dong

HYALO4 SKIN gel la mot ché pham bdi ngoai da c6 thanh phan chinh 1a
axit flyaluronic Axit hyaluronic 1a mét polysaccharide sinh hoc
(glycosaminoglycan) phan b trong chat nén ngoai bao cua hau hét cac mé.
Do dac tinh wva nudce cua no, né cung cap méi truong am xung quanh va gilra
cac té bao, do dé tao diéu kién thuan loi cho viéc di chuyen cua cac té bao
Axit hyaluronic dong vai tro da chirc ning & timg giai doan chira lanh vét
thuomgl Thuc day qua trinh tai tao biéu md, Axit hyaluronic gitp giam dau,
tao thanh mét 16p mang bao vé vét thuong.
Cach thirc s dung:
Céc vét thuong hodc vét loét can dugc l1am sach va khir trung trude khi diéu
tri. B6i mgt 16p mong gel 1én bé mat vét thuong, hai hodc ba lan mot ngay,
khong qua 30 ngay lién tuc. Khu vuc diéu tri nén dugc che phu bang mot
miéng fac vO trung va mot bang vo tring.

- Ham lugng tinh trén trong lugng:

1 Thanh phan CAS N Quantity (% w/w)
Hyaluronic acid sodium salt (Sodium 9067-32-7 0.2%
Hyaluronate)

Sorbitol solution 70% 50-70-4 10%
Sodium dehydroacetate 4418-26-2 0.1%
Methylparaben 99-76-3 0.1%
Propylparaben 94-13-3 0.05%
Carbpmer 980 | 9003-01-4 0.9%
Sodium hydroxide 1310-73-2 qs to pH 6.00
Purified Water 7732-18-5 gs to 100%




- Théng s6 ky thuat:

Hop chira 1 tuyp 30g

Bao quan ¢ nhiét d¢ dudi 30°C.

- Quy trinh san Xuat:

Pha ché:

+ Lam sach dung cu va moi truong pha ché

+ Can va tron nguyén liéu

— Tao thanh ban thanh pham

Pong goi so cap

+ Doéng chai va nap san pham

Pong goi thir cap

+ Pong hdp thanh pham va bo toa huéng dan sir dung

- Cong dung theo thiét ké:

Gel HYALO4 SKIN dugec chi dinh dé diéu trj céc kich (mg va ton thuong trén
da. Tang ty 1é lanh vét thuong, giam thoi gian lanh vét thuong. Pac biét, khi
tiép xuc véi da, HA tao thanh mét 16p mang ¢ tac dung bao vé tu nhién, gitp
che phu cac vét thuong cdp tinh va mén tinh (trdy xudc, vi tri hién ting va vét
md sau phau thuat, bong cap do mot va hai, loét mach méu va chuyén hoa, vét
loét do ti de) va cung cép moi truong am tai vét thuong, do d6 bao vé vét
thuong chdng lai mai mon, ma sat va hit am. Giam hinh thanh seo.

Ky, md hiéu, chung loai: Hyalo4 |Nha san xuat: FIDIA Farmaceutici
Skin, Gel S.p.A-Italy

thugc nhom 30.05 “Bong, gac, bang va cdc san phdm twong tw (vi du, bang dé
bang bo, cao dan, thuéc dap), da tham tam hodc trang phii dugc chat hogc lam
thanh dang nhat d;nh hodc déng goi dé ban lé dimg cho 2 té, phau thugt, nha
khoa hodc thii y.”, phan nhom 3005.90 “- Loai khac”, ma s6 3005.90.90 “- - Loai
khdc” tai Danh muc hang héa xuét khau, nhap khau Viét Nam.

Thong bao nay c6 higu luc tir ngay ky.

Tong cuc truong Tong cuc Hai quan thong bao dé Cong ty Co phan Xuat
nhap khau Y té TP.H6 Chi Minh (YTECO)./ }‘/

Noi nhin: 0>/ KT.TONG CUC TRUONG
- Cong ty C6 phan Xuat nhap khau Y té TP.H6 Chi Minh  PHO TONG CUC TRUONG
(YTECO) (181 Nguyén Pinh Chiéu, phwong 6, Qudn 3, =

TP.Hé Chi Minh);

- Cuc Kiém dinh hai quan;

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

- Lwu: VT, TXNK-PL- Na (3b). 5/

Ghi c{ni: Két qua xac dinh truéc ma s6 trén chi cé gia tri swr dung déi véi 6 chire, cd nhén da
guei dé nghi xac dinh trudc ma so.
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