BO GIAO THONG VANTAI ~ CQNG HOA XA HQI CHU NGHIA VIET NAM
CUCYTE Poc l1ap - Tu do - Hanh phic

86 //44/CYT-NVYD&TTBYT Ha Néi, ngay ADthéng 06 nam 2016
V/v ban hanh danh muc thubc dung
ngoai san xudt trong nudc dugc cip sb
dang ky luu hanh tai Viét Nam

Kinh gri:
- Cac Bénh vién, Phg‘)ng kham da khoa GTVT;
- Cac Trung tdm y t€ chuyén nganh GTVT.

Ngay 23/5/2016, Cuc Quan ly dugc - Bo Y té ¢ Quyet dinh s6 223/Qb-
QLD vé viéc ban hanh danh muc 23 thudc ding ngoai san xuét trong nudc dugce
cép sb dang ky Iuu hanh tai Viét Nam. No6i dung cu the ctia Quyét dinh dugc
dang tai trén trang thong tin dién to cua Cuc Y té Giao théng van tai
http://cucytegiaothong.mt.gov.vn; chuyén muc Chi dao va huéng dan nghiép vu
y té.

Cuc Y t& GTVT thong béo dé cac don vi nghién ctru thuc hién, dam bao
cc quy dinh vé cong téc quan 1y Dugc tai don vi./. Uhes,

Noi nhin: CUC TRUONG
- Nhur trén (Qua website Cuc Y té GTVT); T
- Luu: VI, NVYD&TTBYT.

“Vu Van Trién



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

| CUC QUAN LY DUGQC DPoc lap - Tu do - Hanh phiic
ss 2 /Qp-QLD Ha Noi, ngay Sthdng S nam 2016
QUYET DINH
Vé viéc ban hanh danh muc 23 thude ding ngoai sin xuif trongnwac .o i A

dworc cap sb ding ky lwu hanh tai Viét Nam - CONG VA ?\ ‘” N

7z CUC TRUONG CyC QUANLY DUGC 06 0606
/ Can cir Luat Dugc ngdy 14/6/2005; | ﬁ ?
g Céan cu Nghi dinh so 63/2012/ND- CP ngay 31/08/2012 cua Chmhph&quy """

chtc ndng, nhiém vy, quyen han va co ciu t chirc cia BO Y té;

Can cr Quyét dinh sd 3861/QD-BYT ngay 30/9/2013 cia Bf trudng B Y té
quy dinh chic ndng, nhiém vy, quyén han va co cdu t§ chitc ctia Cuc Quan Iy Dugc
thube B6 Y té;

Cén cu Thong tu s6 44/2014/TT-BYT ngdy 25/11/2014 cia B Y té qui dinth
viéc dang ky thuoc '

Cén ct cong vian sb 577/SYT-NVD ngay 03/02/2016 va s§ 4534/SYT-NVD
ngay 28/9/2015 cua S&¢'Y t& Ha Noi, cong vin s6 1998/SYT-NVD ngay 24/7/2015
cta S& Y té Can Tho, cong vin so 2248/SYT-QLD ngay 11/12/2015 va so 393/SYT-
QLD ngay 10/3/2016 ctua S¢ Y té Binh Duong, cong vin s6 1521/SYT-NVD ngay
21/4/2016 cua So Y té Dong Nai, céng van s6 81/SYT-NVD ngay 07/4/2016 cua S¢
Y té Tay Ninh, cong van s6 372/SYT-NVD ngay 02/3/2016 cia S¢ Y té Pa Nang,
cong van s6 1977/SYT-NVD ngay 28/4/2016 cia S& Y té Ha Noi vé vige @ nghi cdp
s6 dang ky cho cac thubc ding ngoai thudc phu luc V - Théng tu sb 44/2014/TT-
BYT;

Xét dé nghi ctia Trudng phong Pang ky thude - Cuc Quan Iy Dugc,

QUYET PINH

Picu 1. Ban hanh kém theo Quyét dinh nay danh muc 23 thudc san xuét trong
nuée duge cp sé dang ky luu hanh tai Viét Nam.

Piéu 2. Cong ty phai in sé ding ky dugc B Y té cép 1én nhan thuc va phai
chép hanh dung céc quy ché c6 lién quan to1 san xuét va luu hanh thube. S6 dang ky
c6 ky hiéu VS-...-16 c6 gid tri 05 ndm ké tir ngay ky quyét dinh.

Dleu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc SeY t& céc tinh, thanh phd truc thudc trung wong va gidm

dbc don vi c6 thude tai diéu 1 chiju trach nhiém thi hanh Quyet dinh nay.
Noi nhdn:
- Nhu Diéu 4;
- BT. Nguyén Thi Kim Tién (dé b/c); PP
- TT. Lé Quang Cudng (dé b/c); L
- Cuc Quan y - B6 Quéc phong; Cuc Y t€ - Bo Cong an;  \ .-
- Cuc Y t€ giao thong van tai-Bo GTVT; -~
- Téng Cuc Hai Quan- B Tai Chinh; Bao hiém x4 hoi Viet N
- Vu Phép ché&; Cuc Quan 1y Y, Dugc cé truyén; —~o
Cuc Quén 1y Khdm chita bénh; Thanh tra Bo Y t&; Truong Qudc Cuong
- Vién KN thuéc TW va VKN thu6c TP. HCM,;
- Téng Céng ty Duoc VN;
- Céc Bénh vién, Vién cé giuong bénh truc thuoc BYT;
- Website Cuc QLD; Tap chi Dugc - M§ phdm - Cuc QLD;
- Luu: VP, Phong KDD, DKT (10 ban).




.. CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1dp - Ty do - Hanh phuc

DANH MUC 23 THUOC DUNG NGOAI PUGC CAP SO PANG KY HIEU LUC 05 NAM - DGT 154
Ban hanh kém theo quyét dinh s6:922../QD-QLD, ngay 23./.4./.2046

1. Cong ty diing ky: Cong ty cb phin dwgc Ddng Nai. (B/c: 221B Pham Vin Thudn, p. Tan Tién,
Ip. Bién Hoa, Déng Nai - Viét Nam)

1.1 Nha san xuat Céng ty cb phin dwoc Ddng Nai. (B/c: 221B Pham Vén Thudn, p. Tdn Tién,
Tp. Bién Hoa, Pong Nai - Viét Nam)

. Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cich £ oax 1
STT Tén thude Ham lrong ché | tho |chuin| donggei | OO 9AnEKY
1 |Cdn90° Ethanol 90° Dung dich | 24 [TCCS |Chai 60ml, chai| VS-4921-16
dung ngoai |[thang 500ml, chai
. - - SURUIO U S - — . . —_— —— 1000ml
2 |Gynolady M3i chai 100ml Dung dich 36 |TCCS |Chai 180ml, VS§-4922-16
chira: Ddng sulfat  |rira phu khoa théng chai 200ml,
o 925 0 _ _|chai 250ml
3 Oxy gla 3% M3i chai 60m! chira: Dung dich 24 |DDVN|Chai 60ml VS-4923-16
Hydrogen peroxid |dung ngoai |thang{IV
50% - 3,6g

2. Céng ty diing ky: Cong ty cb phan duge phim trung wong VIDIPHA (D/c: 184/2 Lé Vin Sp,
Phuong 10, Q. Phii Nhugn, TP. Ho Chi Minh - Viét Nam -)

2.1 Nha san xuét: Chi nh4nh cong ty cd phan dwgc phim trung wong Vidipha tai Binh Duwong
(P/c: dp Tdn Binh, xa Tdn Hiép, huyén Tdn Uyén, tinh Binh Duong - Viét Nam)

o £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich £ ax ,
STT Tén thuoc Ham lwong ché tho |chudn| déng goi 50 diing ky
4 |Gynocare M3i tuyp 20g chira: |{Dung dich 36 |TCCS {Hop 1 tuyp 20g,| VS-4924-16
Ddng sulfat khan dung ngoai [thang 50g
0,04g

3. Cong ty ding ky: Cong ty cb phan dwgc Trung wong 3 (P/c: S6 115 Ngé Gia Ty, Phuong Hai
Chéu 1, Qudn Hai Chdu, Thanh phé Pa Néng - Viét Nam)

3.1 Nha san xuit: Cong ty cb phan dwoc Trung wong 3 (D/c: 86 115 Ngé Gia T, Phuong Hai
Chéu 1, Qudn Hai Chdu, Thanh phé Pa Néng - Viét Nam)
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€

dam ddc 50% - 1,8¢g

ml. Thing 30
hopx 3219

50ml

< Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich F .
A £ : ang ! h Sod
STT Tén thude Ham luwgng ché tho |chuan| déng goi 0 dang ky
5 |Nudc oxy gia 3% M3i 30ml Dung dich 24 |IDPVN|Lo 30ml, Lo VS-4925-16
chira:Dung dich dung ngoai |thdng(IV 50ml. Thung 50
Hydrogen peroxyd hép x 32 10 30

4. Cong ty ding ky: Cong ty c6 phan dwgec TW Mediplantex (P/c: 358 Gidi phéng, P. Phwong
Liét, Thanh xudn, Ha N¢i - Viét Nam)

4.1 Nha san xuat: Cong ty 6 phin dwge TW Mediplantex (B/c: Thén Trung Hau, xd Tién
Phong, huyén Mé Linh, Ha Ngi - Viét nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Titu Quy cich S5 diing kv
STT Tén thuoe Ham lrong - ché tho |chudn| déng géi 0 cangky
6 |Glucose Glucose Thubc bot | 36 [TCCS |G6i 100 g, 200 | VS-4926-16
udng théng g 500g

5. Cong ty ding ky: Cong ty cb phan Héa dwgc Viét Nam (B/c: 273 phd Ty Son, Quén Déng
Da, Ha Ngi - Viét Nam)

5.1 Nha san xuit: Céng ty cb phdn Héa dwoc Viét Nam (P/c: 192 Phé Dikc Giang, qudn Long
Bién, Ha N¢i - Viét Nam)

¢ Hoat chit chinh - | Dang bao |Tudi| Tisu | Quy cach . .
A £ 2 2 ; So d
STT Teén thude Ham lwong ché tho | chuin dong goi 0 ding ky
7 |Kali permanganat Kali permanganat 1g| Thubc bt 36 |TCCS |Tui 10 goi, 20 VS-4927-16
dung ngodi [thing goi, 50 goi, 100
goix 1 gam

6. Cong ty ding ky: Cong ty cd phan Traphaco (B/c: 75 Yén Ninh, Ba Binh, Ha Néi - Viét Nam)

6.1 Nha sin xudt: Cong ty cd phin Traphaco (P/c: Ngé 15, Ngoc Héi, phuong Hodng Liét, qudn
Hoang Mai, Ha Ngi - Viét Nam)

Ak Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ a1
. U5 2 Sod
STT Tén ’Fhuoc Ham hrgng che tho |chuian| ddng géi 0 dang ky
8 [Nudc sic miéng T-B Acid bpric 15g; Dung dich 36 |TCCS [Chai 250 ml, VS-4928-16
Tinh diu qué . dung ngoadi [thang Chai 500 ml
0,05ml; Tinh dau (nudce sic
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9.1 Nba sin xuét: Cong ty TNHH dwgc phim Sai Gon (Sagophar) (B/c: S8 27, ducng s6 6,
-KCN Viét Nam-Singapore, huyén Thudn An - Viét Nam)

. z Hoat chét chinh - | Dang bao Tudi| Tiéu | Quy cich Sé da .
STT Tén thudc Ham lwong ché tho |chudn| doéng goi 0 dang ky
17 {Cén 70° M3i chai 60ml ¢6  [Dung dich 36 [TCCS [Chai 60ml VS-4937-16
chira: Ethanol 26% |dung ngoai |thang
—- DU 43’62ml - oo S e Tt o
18 |Cbn 70° xanh M3i chai 60ml c6 |Dung dich 36 |TCCS [Chai 60ml VS-4938-16
chia: Ethanol 96% |dung ngoai [thdng
43,62ml; Xanh
methylen 0,06mg
19 |Cdn 90° M>i chai 60ml ¢  |Dung dich 36 |TCCS |Chai 60ml VS-4939-16
chira: Ethanol 96% |dung ngoai |thdng
. v56,04m1 _____ I
20 |Cdn 90° xanh M3i chai 60ml c6 |Dung dich ,36 TCCS |Chai 60ml VS-4940-16
chira: Ethanol 96% |dung ngoai [thang
56,04ml; Xanh
methylen 0,06mg
21 |Dermycol M3i chai 15ml ¢  |{Dung dich 24 |TCCS [Hop 1 chai VS-4941-16
chira: Acid benzoic |dung ngoai (thing 15ml
0,6g; Acid salicylic
0,6g; Iod 0,075g;
Kali iodid 0,049g;
Propylen glycol
3ml; Nudec tinh khiét
0,5ml; Ethanol 96%
vira di 15ml
22 |Thubcds 1% |MBichai I5mlco |Dungdich | 36 [TCCS |Chai 15ml | VS-4942-16
chira: Mercurocrom |dung ngodi |thdng
_ 0,15g . R I e o
23 |Thubc tim 1g Kali permanganat 1g Thube bt 36 |TCCS |Géi 1g - Bich VS-4943-16
dung ngodi [thing 10 gobi

Trwong Quéc Cuimng
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Nudc stic miéng T-B

Aroma

Nudc stiic miéng Tricare

[Keém sulfat 0,2g;

bac ha 0,1ml; Natri
clorid 2,5g; Natri
saccharin 0,015g;
Menthol 0,05g;
Nuéc tinh khiét Vd.
500ml

Natri fluorid 0,25g;
Menthol 0,25g;
Eucalyptol 0,38g;
Methyl salicylat
78mg; Freshmint
120mg; Poloxamer
407 5g; Natri
clorid 3g; Acid
Citric 75mg; Natri
citrat 0,8g; Sorbitol
25g; Glycerin 4g;
Propylen glycol 10g;
Natri benzoat 0,6g;
Nipagin 250mg;
Nipasol 25mg; Xanh
patent 1,72mg;
Vang Quinolein tan
1,2g; Ethanol 96%
5ml; Nudc tinh khiét
vd 500ml

Triclosan 0,25g;
Natri benzoat 0,5g;
Natri fluorid 0,25g;
Glycerin 32,4g;
Menthol 0,08g; Tinh
diu bac ha 0,256ml;
Eucalyptol 0,38g;
Poloxamer 407

Sg; Natri clorid
0,27g; Propylen
glycol 10g; Kém
sulfat 0,2g; Sorbitol
25g; Acid Citric
0,075g; Natri citrat
0,8g; Xanh patent
0,00094g; Nipagin
0,25g; Nipasol
0,025g; Ethanol
96% 25ml; Nudc
tinh khiét vd 500ml

mi¢ng)

Dung dich
dung ngoai
(nudce suc
migng)

Dung dich
dung ngoai
(nudce stc
miéng)

36
thang

TCCS

36
thang

TCCS

Chai 250 ml,
Chai 500 ml

Chai 250 ml,
Chai 500 ml

VS§-4929-16

V§-4930-16
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7. Cong ty ding ky: Cong ty TNHH dwrgc phidm dwgc liéu Opodis (B/c: Lé 78 KCN va ché xudt ‘
Linh Trung 3, huyén Trang Bang, tinh Tdy Ninh - Viét Nam)
7.1 Nha san xuit: Céng ty TNHH duwge phdm dwgre lidu Opodis (D/c: Lé 78 KCN va ché xudt
Linh Trung 3, huyén Trang Bang, tinh Tdy Ninh - Viét Nam)

Hoat chit chinh -

Fuoi

Tiéu

chai 250ml,

A £ Dang bao Quy cach Sé d3ne kv
STT Tén thude Ham lwgng ché tho |chudn| déng géi 0qang ky
11 |Dung dich vé sinh phu  |M3i 100ml chira: Dung dich 36 |TCCS |Hop 1 chai VS-4931-16
nit Phytogyno Alpha terpineol ding ngoai |{thang 100m], thung
0,3g 50 hop; hop 1

thing 25 hop

8. Cong ty ding ky: Cong ty TNHH dwge phdm Phwong Nam (Pre: 366 CMTS, phuong Bui
Hitu Nghia, qudn Binh Thiy, Cdan Tho - Viét Nam)

8.1 Nha san xuit: Cong ty TNHH dwgc phim Phwong Nam (P/c:
An Théi, quén Binh Thiyy, Cén Tho' - Viét Nam)

300C Nguyén Théng, phirong

2,52g; Acid citric

|monohydrat 0,945g

n £ Hoat chét chinh - | Dang bao Tudi| Titu Quy cach Sé dine kv
STT Tén thuoe Ham luwgng ché tho | chuin dong goi o fang &y
12 {Cbn 70° M3i chai 60ml chira:|Dung dich | 24 [TCCS [Chai nhya 60ml| VS-4932-16
Ethanol 96° 43,62ml |diing ngodi |thang
13 |Cén 90° (khong mau)  |[M@i chai 60ml chira:|Dung dich | 24 |TCCS |Chai nhua 60ml| VS-4933-16
Ethanol 96° 56,04ml |ding ngoai |thang
14 |Cdn90° (mauxanh)  |MB3i chai 60ml chira:{Dung dich | 24 |TCCS |Chai nhwa 60ml| VS-4934-16
Ethanol 96° dung ngoai |thdng
56,04ml; Xanh
methylen 0,048mg
15 |Dung dich Xanh M&i 18ml dung dich |Dung dich 24 |TCCS |Chai nhua VS-4935-16
Methylen 1% chuia: Xanh dung ngoai [thang 18ml, 20ml,
| - _ |methylen0.18¢ | I |60mI_ I
16 |Thudc rira phu khoa M3i 90ml dung dich Dung dich 24 TCCS Chai nhua VS-4936-16
Povidon 10% chira: Povidon iodin |dung ngoai |thang 90ml, 100m],
9g; Dinatri 125ml, 250ml,
hydrophosphat 500ml

9. Cong ty diang ky: Coéng ty TNHH dwgc phim Sai Gon (Sagophar) (B/c: S6 27, du'ong 56 6,
KCN Viét Nam-Singapore, huyén Thudn An - Viét Nam)

Trang 4




