BO TAI CHINH CONG HOA XA HOI CHU NGHIA VIET NAM

TONG CUC HAI QUAN Péc 1ap - Ty do - Hanh phiic
s6:1107 /B-TCHQ Ha Néi, ngay 1 b thdng 3 ndm 2023
THONG BAO
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Ve ket qua xac dinh trudc ma so

TONG CUC TRUONG TONG CUC HAI QUAN

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

Can cir Nghi dinh s6 08/2015/ND-CP ngay 21 thang 01 nam 2015 cuta
Chinh pha quy dinh chi tiét va bién phap thi hanh Luat Hai quan vé thi tuc hai
quan, kiém tra giam sat, kiém soat hai quan; Nghi dinh s6 59/2018/ND-CP ngay
20 thang 04 nam 2018 cua Chinh phu sira d6i, bo sung mét s diéu ctia Nghi
dinh s 08/2015/ND-CP ngay 21 thang 01 nam 2015; Nghi dinh s6 57/2020/ND-
CP ngay 25/5/2020 cta Chinh phu sira ddi, bd sung mot sb diéu ciia Nghj dinh
s 122/2016/ND-CP ngay 01/9/2016 ctia Chinh pht vé Biéu thué xuit khdu,
Biéu thué nhép khdu vu dai, Danh muc hang hoa va miurc thué tuyét ddi, thué
hon hop, thué nhdp khau ngoai han ngach thué quan va Nghi dinh s
125/2017/ND-CP ngay 16/11/2017 stra d6i, bé sung mot sb diéu ciia Nghi dinh
s6 122/2016/ND-CP;

Can cir Théng tu sé 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 xudt khau, thué
nhap khau va quan Iy thué dbi v6i hang hoa xuét khau, nhap khau; Thong tu s6
14/2015/TT-BTC ngay 30/01/2015 ctia Bé Tai chinh huéng dén vé phan loai
hang hoa, phan tich dé phan loai hang héa, phan tich dé kiém tra chat luong,
kiém tra an toan thuc phdm; Thong tu s6 39/2018/TT-BTC ngay 20/4/ 2018 stra
doi, bd sung mot sé diéu tai Thong tr sb 38/2015/TT-BTC ngay 25/3/2015 cua
Bo Tai chinh; Théng tu sb 31/2022/TT- BTC ngay 8/6/2022 ciia B6 Tai chinh
ban hanh Danh muc hang hoa xuét khau, nhap khiu Viét Nam;

Trén co s& hd so dé nghi xac dinh trudc ma sb, Don dé nghi sb 175/2022-
TCHQ-DKSHP ngay 30/5/2022 va céng van sb 58/2023-CCT-XNK-DKSHP
ngay 27/2/2023 ctia Cong ty TNHH DKSH Pharma Viét Nam, mi sé thué:
3702621123; coéng van sd 623/KDDHQ- Kb (NB) ngay 27/12/2022 cta Cuc
Kiém dinh hai quan;

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

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

1. Hang hoa dé nghi xac dinh truée mé s6 do td chire, ca nhin cung cap:
Tén thuong mai: Differin Cream 0,1%
Tén goi theo cau tao, cong dung: Kem tri mun




Ky, ma hiéu, chung loai: Differin | Nha san xuét: Laboratories Galderma »
Cream 0,1%
2. Tém tat md ti hang héa duoc xac dinh truwdc ma s0:

- Thanh phén, ciu tao, cong thirc hoa hoc:

Thanh phan duoc chat: Adapalen 0,1%

Thanh phan ta dugc: Carbomer, sesquistearat polyoxyethyleneglycol 1000
methyl glucose, glycerol, squalan tu nhién, methyl parahydroxybenzoat,
propylparahydroxybezoat, dinatri edetat, methyl glucose sesquistearat,
phenoxyethanol, cyclomethicon, dung dich natri hydroxid 10%, nuéc cét

- Co ché hoat déng, cach thirc sir dung:

+ Co ché hoat dong;:

Adapalen 12 mot hop chét dang retinoid da dugc chimg minh 1a ¢6 tinh khang
viém in vivo va in vitro. Adapalen bén viing v&i oxy, anh sang va khong c6
phan g vé mit hoa hoc. Co ché hoat dong cua adapalen, giéng nhu tretinoin,
la gén két vao cac thu thé acid retinoic dic hiéu cuia nhan, nhung khac tretinoin
& chd khéng gan vao protein ciia thu thé trong bao tuong.

Adapalen khi dung trén da c6 tac dung tiéu nhin mun & mé hinh chudt nhat
rhino va cling nhu tac dung trén nhing bat thuong clia qua trinh sung hoa va
biét hoa cua biéu bi, ca 2 qua trinh déu c6 mat trong sinh bénh hoa ciia mun
trimg ca thong thuong. Phuong thirc tac dong cua adapalen dugc xem la binh
thuong hoa tién trinh biét hoa cua cac té bao nang biéu mé va do d6 lam giam
su hinh thanh vi nhan mun trimg ca. Adapalen c6 uu diém hon céc retinoid
trong thir nghiém khang viém tiéu chuén ca in vitro va in vivo. Co che cuano la
e ché cac dap umg hoa img dong va hoa tang dong cua bach cdu da nhian &
ngudi va ca su chuyén hoa bing cach lipoxid hod acid arachidonic thanh cac
chét trung gian tién viém. Dic tinh nay goiy rang thanh phan viém qua trung
gian té bao ctia mun trirg ca co thé b adapalen tac dong. Cac nghién ciu ¢
nguodi da cho nhung bing chimg lam sang vé viéc adapalen dung trén da co
hiéu qua trong viéc giam bét phan viém ctia mun trimg ca (sdn va mun mu)

+ Cach thire sir dung: Differin cream nén dugc dung trén vung da bi muyn trimg
ca mdi ngay mét lan trudce khi nghi ngoi va sau khi rua sach sé. Dung diu ngén
tay thoa nhe mot 16p mong, tranh tiép xuc vi mat va moéi. Cha y lau that kho
viing da bi mun trudc khi boi thude

- Ham lugng: Adapalen 0,03g/tuyp 30g

- Théng sé k§ thuat: Hop | tuyp 30g

- Quy trinh san xuét:

+ Budc 1 (Tao dung dich Natri hydroxid 10%): Hoa tan Natri hydroxid
vao | luong nudce vira du dé tao dung dich Natri hydroxid 10%.

+ Budc 2 (Tao pha nudc): Hoa tan 1 lugng Glycerol, Dinatri edetat, |
lugng Methy!l parahydroxybenzoat vao nuéc da lam néng dén 60°C. Thém
Carbomer va khudy trong méi truong chan khong dén khi tao gel dong nhét.
Sau d6 thém Phenoxyethanol.

+ Budc 3 (Tao pha dau): Squalan tu nhién duoc ning nhiét d6 dén 60°C,
sau doé thém Methyl glucose sesquistearat, 1 luong Sesquistearat
| polvoxvethvleneglvcol 1000 methvl g¢lucose, Pronvl parahvdroxvbenzoat,
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Cyclomethicon, khudy lién tuc dén khi dugce hdn hgp dong nhét.

+ Budc 4: Thém lugng con lai Polyoxyethyleneglycol 1000 methyl
glucose vao Glycerol, khudy lién tuc dén khi nhan dugc hon hop dong nhat.
Thém Adapalen va tiép tuc khudy dén khi khong con thay bot khd. Thém nudc
cho dén khi phan tan hoan toan.

+ Budc 5: Trong khi 1am néng & 60°C, chuyén pha dau (& budc 3) vao
trong pha nudc (0 nudc 1) bang may hut chén khéng, khuay lién tuc 15-30
phat. Giam toc do khudy va lam lanh dén 40°C.

+ Budc 6: Thém hon hop Adapalen (& budc 4) vao hdn hop trén. Thém
nudc va khudy lién tuc trong méi truong chan khéng cho dén khi hdn hop déng
nhét. Tiép tuc khudy va lam lanh dén 25°C. Piéu chinh pH dén 6,5 vé6i dung
dich Natri hydroxid 10% (& budc 1).

+ Budc 7: Thém nudc vira di va khudy trong méi truong chan khéng dén
khi hdn hop déng nhét. bong goi.

- Cong dung theo thiét ké: Differin cream dugc dung dé diéu tri mun trimg ca
khi c6 nhiéu nhan tring c4, sin va mun mu. Thude ding cho mun trimg ca &
mat, nguc va lung

3. Két qua xac dinh trudc ma s0: Theo théng tin trén Pon dé nghi xac dinh
trude mé sd, sé gidy phép luu hanh san pham (SPK): VN-19652-16 va thong
tin tai tai liéu dinh kém hoé so, mat hang nhu sau:

Tén thuorng mai: Differin Cream 0,1%

Tén goi theo Glay phép luu hanh san pham: Thudc Differin Cream 0,1%

- Thanh phan ciu tao, cdng thirc hoa hoc:

Thanh phan duoc chat: Adapalen 0,1%

Thanh phan ta dugc: Carbomer, sesquistearat polyoxyethyleneglycol 1000
methyl glucose, glycerol, squalan tu nhién, methyl parahydroxybenzoat,
propylparahydroxybezoat, dinatri edetat, methyl glucose sesquistearat,
phenoxyethanol, cyclomethicon, dung dich natri hydroxid 10%, nudc ct

- Co ché hoat ddng, cach thurc sir dung;:

+ Co ché hoat dong:

Adapalen la mot hop chét dang retinoid da duoc chung minh la c6 tinh
khang viém in vivo va in vitro. Adapalen bén vitng voi oxy, anh sang va
khong c6 phan ing vé mit hoa hoc. Co che hoat dong cua adapalen, giong
nhu tretinoin, 1a gin két vao cac thu thé acid retinoic dic hiéu cia nhan,
nhung khac tretinoin & chd khéng gin vao protein cua thu thé trong bao
tuong.

Adapalen khi dung trén da c6 tac dung tiéu nhan mun & mé hinh chudt nhit
rhino va ciing nhu tac dung trén nhimg bat thudng cua qua trinh sirng hod va
biét hoa clia biéu bi, ca 2 qua trinh déu c6 mit trong sinh bénh hoa ctia mun
triung ca thong thuong. Phuong thic tiac dong cua adapalen dugce xem la
binh thuong hoa tién trinh biét hoa cla cac té bao nang biéu mé va do d6
lam giam sy hinh thanh vi nhan mun tring ca. Adapalen c6 uu diém hon céac
retinoid trong thu nghlem khang viém tiéu chuan ca in vitro va in vivo. Co
che cta nd 1a e ché cac dap ing hoa ung dong va hoa tang dong cua bach
cdu da nhin & nguoi va ca su chuyen hoa bang cach lipoxid hod acid
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arachidonic thanh cac chét trung gian tién viém. Dic tinh nay goiy rang
thanh phan viém qua trung gian té bao ciia mun trimg ca co thé bi adapalen
tac dong. Cac nghién ctru & ngudi da cho nhitng bang chimg lam sang vé
viéc adapalen dung trén da c6 hiéu qua trong viéc giam bét phan viém ciia
mun tring ca (sén va mun mu)
+ Cach thirc sir dung: Differin cream nén duoc dung trén vung da bi mun
trimg cé mdi ngay mét lan trude khi nghi ngoi va sau khi rira sach s€. Dung
dau ngén tay thoa nhe mot 16p mong, tranh ti€p xtc vai mét va méi. Chu y
lau that kho vung da bi mun trudc khi boi thudc
- Ham lugng: Adapalen 0,03g/tuyp 30g
- Thong s6 k¥ thuat: Hop 1 tuyp 30g
- Cong dung theo thiét ké: Differin cream duge dung dé diéu tri mun trimg
ca khi c6 nhiéu nhan trimg c4, sdn va mun mu. Thudc diing cho mun tring
ca ¢ mat, nguc va lung.
Ky, ma hiéu, chung loai: Differin | Nha san xuat: Laboratories Galderma
Cream 0,1%
thuéc nhom 30.04 “Thuéc (triv cac mdt hang thuéc nhém 30.02, 30.05 hodic
30.06) gom cdc san phém dd hodc chwa pha trén dung cho phong bénh hodc
chita bénh, da dugc dong goi theo liéu hwong (ké cd cdc san pham thuée loai
ding dé hap thu qua da) hodc lam thanh dang nhat dinh hodc dong goi dé ban
lé.”, phan loai tai phan nhém 3004.90 “- Loai khdc:”, phan nhém *“- - Loai
khac:”, phan nhém “- - - Loai khac:”, ma s6 3004.90.99 " - - - - Loai khdc” tai
Danh muc hang héa xuit khdu, nhip khau Viét Nam, thuéc ma hang
9850.00.00 “Thuéc tri mun tring ca” theo Phu luc 1] Danh muc nhom mat
hang, mat hang va mirc thué suét thué nhap khau wu dai cua Biéu thué xuat
khiu, nhap khau wu dai ban hanh kém theo Nghi dinh sb 57/2020/ND-CP ngay
25/5/2020 cua Chinh phu.

Thong bao nay cé hiéu luc tir ngay ky.
Tong cuc trudng Tong cuc Hai quan thong bao d¢é Cong ty TNHH DKSH
Pharma Viét Nam biét va thuc hién././{u/

Noi nhdn: (2/

- Cong ty TNHH DKSH Pharma Viét Nam;

(Sé 23, Dai 10 Déc 1ap, KCN Viét Nam — Singapore,
Thuan An, Binh Duong)

- Cuc Hai quan tinh, thanh ph(") (dé thuc hién);

- Cuc Kiém dinh Hai quan;

- Website Hai quan;

- Luu: VT, TXNK-Tram (3b). )/

* Ghi chu: Két qua xdc dinh triede md so trén chi ¢ gia tri sic dung doi vai 16 chike, ca nhdn
da gri dé nghi xac dinh trueoc md so.



