’» Ky bdi: Tong cuc Hai quan

BO TAI CHINH CONG HOA XA HOI CHU NGHIA VIET NAM

TONG CUC HAI QUAN Poc lap - Ty do - Hanh phic
Sé: 6101 /TB-TCHQ Ha Noi, ngay 05 thang 12 nam 2024
THONG BAO

Vé két qua xac dinh trudc ma so

TONG CUC TRUONG TONG CUC HAI QUAN
Can cir Luat Hai quan s 54/2014/QH13 ngay 23/6/2014;

Can ctr 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 stra dbi, bd sung tai Nghi dinh s6 59/2018/ND-
CP ngay 20/04/2018 cua Chinh phu;

Céan cr Théng 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 gidm sat hai quan, thué xuat khau,
thué nh@p khau va quan ly thue déi voi hang hoa xuét khau, nhap khau, dugc stra
d6i, bd sung tai Thong tu s6 39/2018/TT-BTC ngay 20/4/2018 cia B truong B
Tai chinh;

Can cir Thong tu s6 14/2015/TT-BTC ngay 30/01/2015 ciia Bg trudéng B
Tai chinh huéng dan vé phan loai hang hoa, phan tich dé phan loai hang hoa, phan

tich dé klem tra chat luong, kiém tra an toan thuc pham dugc sira doi, bd sung tai
Théng tr s6 17/2021/TT-BTC ngay 26/01/2021 ctia B truéng B 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;

"ﬁen co s& ho so dé nghi xac dinh truéc ma s6, Pon dé nghi xac dinh truéc
ma s0 79/DKSH-TCHQ/2024-HEC ngay 01/11/2024 cua Cong ty TNHH DKSH
Viét Nam (MST: 3700303206) va ho so kém theo;

Theo dé nghj cua Cuc truong Cuc Thué xuat nhap khau,
Tong cuc Hai quan thong bao két qua xéc dinh truéc ma s6 nhu sau:

1. Hang héa dé nghj xac dinh truéc ma s6 do td chirc, c4 nhdn cung cap:

Tén thuong mai: Colpofix

Tén gol theo cau tao, cong dung: Gel bom d@m dao Colpofix gitp kiém soat
tinh trang sinh 1y ving bién dbi ctia niém mac co tir cung - am dao dé ho trg
phong ngira va phuc hoi cac sang thuong co ti cung do Human
Papillomavirus (HPV) gay ra.

Ky, md hiéu, ching loai: Colpofix Nha san xuéat: Laboratoris Feltor,

#\ Co quan: So 9 Dwong Binh Nghe Cau Glay Ha Noi



S.A.U.

2. Tém tit mé ta hang héa dugce xdc dinh truéc ma so:

- Thanh phan, cdu tao, cong thirc héa hoc: Nudc, Sorbitol, Carboxymethyl
betaglucan, Acrylic polymer lién két chéo (Polycarbophyl), Imidazolidinyl Urea,
Natri Dehydroacetate

- Co ché hoat dong, cach thirc sir dung: Khong lic san pham trude khi sir dung.
Théo vo bao vé ra khoi dung cu dan. Thao nap day ra khoi nap chai (binh xit).
Géan dung cu dan (dau phun) vao voi phun cua binh xit. Bat dau s dung san
pham bang cach nhan nat dan chan khong cho dén khi ché pham xuat hién. Pua
dung cy dan vao sau trong am dao khi nam ngura, gap dau gbi. Thuc hién lién
tiép S lan xit cho mdi lan sir dung. Vit bé dung cu dan sau khi sir dung. Péng
binh xit bing nip day.

- Ham lugng tinh trén trong lugng:

Thanh phan Chirc niing_ % /100ml
Carboxymethyl betaglucan Hoat chat (chat s

tao do nhat, tao
mang, dudng am)

Polycarbophyl (acrylic polymer lién Hoat chat (chat 0,7
két chéo) két dinh, diéu
chinh pH)
Sorbitol Chat lam ém 33
Imidazolidinyl Urea Chit bao quan 0,3
Natri Dehydroacetate Chat bao quan 0,1
Nugc Chat dan 94,4

- Théng sé k¥ thuat: Hop chira mot chai 20 ml va 10 ml (dau phun) dung mét lan
dugc dong goi riéng lé.
- Quy trinh san xut:

Theo ké hoach tu kiém soat chat lugng cua phong thi nghiém my pham
ngudi van hanh s& tham khao y kién cua nhng gi dugc bao céo trén td ché bién
cu thé va can nguyén li¢u béng cach sir dung can chinh xac c6 dung, tich phu hop
va hop nhyra cap thyuc pham phu hop. Méi nguyén li¢u thé dé can dugce ghi trén
phiéu san xudt, tén thuong mai, tén INCI, s6 16 san xuat va han sir dung duogc
dura vao, sau d6 dugce dua vao may nhii hoa turbo 500-1 dugce trang bi may khudy
cong, tuabin va hé théng sudi/lam mat, theo trinh tir chén cac nguyén liéu tho.

* Nudce

* Sorbitol

 Carboxymethyl betaglucan
* Polycarbophyl

* Imidazolidinyl Urea

* Natri Dehydroacetate

Ché pham dugce dé dudi su khudy nhanh qua tuabin va duoc niém phong
chédn khéng trong khoang 20 phut, cho dén khi dat dugc su hoa tan cua cac chat
dugc dua vao (xuat hién: gel trong). San pham roi duge béc d& bing khi nén va
gl vao céc thing chira cu thé ¢6 dung tich thich hop (1.000 1) dugc phan tich va
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xac miph phu hop vai cac thong S0 ky thuét phén tich cua ban thanh pham

- Coén dung theo thiét ké: Giup kiém soat tinh trang sinh ly vung bién déi cta
niém mac c6 tr cung - am dao dé hd trg phong ngira va phuc hdi cac sang thuong
cd tir cung do Human Pap1]lomav1rus (HPV) gay ra.

., Ketqua xdc dinh truéc ma so: Theo thong tin trén Pon dé nghi xac dinh
trudc ma so, thong tin tai tai li¢u dinh kém ho so, mét hang nhu sau:

Tén ihuo‘ng mai: Colpofix

Thanh phﬁn, cau tao, cong thirc hoa hoc: Nude, Sorbitol, Carboxymethyl
betaglucan, Acrylic polymer lién két chéo (Polycarbophyl), Imidazolidinyl
Urea, Natri Dehydroacetate

- Co ché hoat dong, cach thirc sir dung: Khong léc san pham trudc khi sur
dung. Thdo vo6 bao vé ra khoi dung cu dan. Thao nap day ra khoi nép chai
(binh xit). Gén dung cu dan (dau phun) vao voi phun cua binh xit. Bt dau sir
dung san phim bang cach nhin nat dan chan khéng cho dén khi ché pham
xuat hién. Pua dung cu dan vao sau trong am dao khi nam ngira, gap dau gbi.
Thuc hién lién tiép 5 lan xit cho mdi lan sir dung. Vit bo dung cu dan sau khi
str dung. Péng binh xit bang nip day

- Ham lugng tinh trén trong luong:

Thanh phin Chirc ning % g/100ml
Carboxymethyl betaglucan Hoat chat (chat 1,5
tao do nhat, tao
mang, dudng am)
Polycarbophyl (acrylic polymer lién Hoat chat (chat 0,7
két chéo) két dinh, diéu
chinh pH)
Sorbitol Chét lam 4m 38
Imidazolidinyl Urea Chat bao quan 0,3
Natri Dehydroacetate Chat bao quan 0,1
Nudc Chét dan 94,4

- Thang s6 ky thuat: Hop chira mot chai 20 ml va 10 ml (dau phun) dung mét
lan durge dong goi riéng lé.
- Quy trinh san xuit:

Theo ké hoach tu kiém soat chit lugng ctia phong thi nghiém my pham
ngum van hanh sé& tham khao y kién cua nhitng gi dugc bao céo trén t&r ché
bién cu thé va can nguyen liéu bﬁng cach sir dung can chinh xac cé dung tich
phu hgp va hop nhya cap thye pham phu hop Moi nguyén li¢u th6 da cén
duoc ghi trén phiéu san xuat, tén thuong mai, tén INCI, s6 16 san xuét va han
su dung dugc dua vao, sau d6 dugc dua vao may nhii hoa turbo 500-1 duge
trang bi may khudy cong, tuabin va hé thong suoi/lam mat, theo trinh tu chén
cac nguyén li¢u tho.

- * Nudce

* Sorbitol
 Carboxymethyl betaglucan
' » Polycarbophyl




* Imidazolidinyl Urea
* Natri Dehydroacetate
Ché pham dugc dé dudi sy khudy nhanh qua tuabin va dugc niém phong

chan khéng trong khoang 20 phut, cho dén khi dat dugc sy hoa tan cua cac
chét dugc dua vao (xuat hién: gel trong). San phém roi duge be do bang khi
nén va giri vao céc thung chira cu thé c6 dung tich thich hop (1.000 1) dugc
phan tich va xac minh phu hop véi cac théng sé ky thuat phén tich cua ban
thanh pham.
- Cong dung theo thiét ké: Giup kiém soat tinh trang sinh 1y ving bién dbi cua
niém mac cd tir cung - 4m dao dé hd trg phong ngira va phuc hoi cac sang
thuong c6 tir cung do Human Papillomavirus (HPV) gdy ra.

Ky, ma hiéu, chung loai: Colpofix Nha san xuat: Laboratoris Feltor,
S.A.U.

thuoc nhom 30.04 “Thuoc (trir cdc mdt hang thugc nhom 30.02, 30.05 hodac
30.06) gém cdc san pham da hodc chwa pha trén ding cho phong bénh hodc
chira bénh, da dwoc dong goi theo liéu luwong (ké ca cdc san phcfm thuoc loai
dung daé hcfp thu qua da) hodc lam thanh dang nhat dinh hodc dong goi dé ban
le.”, phan nhom 3004.90 “- Loai khdc”, phan nhém “- - Loai khadc”, phan nhom
“_ - - Loai khdc”, ma s6 3004.90.99 “- - - - Logi khdc” tai Danh muc hang héa
xuét khau, nhap khau Viét Nam.

Thong bao nay c6 hiéu lyc tir ngay ky.

Téng cuc trwéng Tong cuc Hai quan théng bao dé Cong ty TNHH DKSH
Viét Nam./.

Noi nhgn:y”~ : KT.TONG CUC TRUONG
- Cong ty TNHH DKSH Viét Nam (8o 23 Pai l¢ Déc ldp, P}jﬁJ‘Q-NG cuc TRU()'NG
KCN Viét Nam-Singapore, P.Binh Hoa, TP.Thudn An, SN CHIN

T.Binh Duong); PR el

- Cyc Kiém dinh hai quan;

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

- Lwu: VT, TXNK-PL- Na (3b).d‘/

Ghi chu: Keét qua xdc dinh trieée ma so trén chi cé gia tri su dung doi vdi 16 chire, ca nhdan da
gui dé nghi xdc dinh trudc ma so.
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