
BO GIAOTHONG VAN TAl CQNG HoA xA HQI CHU NGHiA VI~T NAM
CVC Y TE DQc lip - Tl}'do - H,nh phuc

s6: 1f1ICYT-NVYD&TTBYT Biz N9i, ngay '/Othang 06 nam 2016
VIv ban hanh danh muc thuoc dung

ngoai san xudt trong mrcc duoc cc1ps6
dang ky luu hanh tai Vier Nam

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y ts chuyen nganh GTVT.

Ngay 23/5/2016, C\lC Quan ly diroc - BQ Y tS co Quyet dinh s6 223/QD­
QLD vS viec ban hanh danh muc 23 thuoc dung ngoai san xu~t trong mroc dtroc
c~p s6 dang kY luu hanh tai Viet Nam. NQi dung cu the cua Quyet dinh diroc
dang tai tren trang thong tin di~n nr cua C\lC Y tS Giao thong v~ tai
http://cucytegiaothong.mt.gov.vn; chuyen muc Chi dao va huang d§n nghiep vu
y tS.

C\lCY tS GTVT thong bao dS cac don vi nghien ciru thuc hien, dam bao
cac quy dinh vS cong tac quan ly Duoc tai don vi./. Lf~

Nai nhlin:
- Nhir tr€n (Qua website eVeY t€ GTVT);
- Luu: VT, NVYD&TTBYT.



BOYTE
Cl}C QUAN LY DUQ'C

S6 JJj /QD-QLD

CONG HOA xA HOI cnuNGHiA VIET NAM. . .
DQc l~p - Tl;l'do - H~nb pbuc

Hd N9i, ngayJJthang fnam 2016

QUYETBJNH
V~ vi~c ban hanh danh muc 23 thuac dung ngoai san xui'-tiioig'[1ilfCre-;-:-c~'~G\"J~c"TA

dU'Q'ccip sa dang kY lU'u hilnh t~i Vi~t Nam . {'( )' (; v ".:"\t? EN

eve TRUONGeve QUAN LY DUQe 06 -06- 2016
Can cu Luat Diroc ngay 14/6/2005; ...;, g1-Cf
Can cir Nghi dinh s6 63/2012/NI)-CP ngay 31108/2012 cua C~jmu-~ d~' , , , ,

chirc nang, nhiem vu, quyen han va co d.u t6 chirc cua BQY tS;
Can cir Quyet dinh s6 38611QE)-BYTngay 30/9/2013 cua BQ tnrong BQY tS

quy dinh chirc nang, nhiem vu, quyen han va co cAut6 chirc cua C\lCQuan ly Diroc
thuoc BQY tS;

Can cu Thong tu s6 44/2014/TT-BYT ~gay 25/1112014 cua B¢ Y tS qui dinh
viec dang ky thuoc;

Can cu cong van 's6 577/SYT-NVD ngay 03/02/2016 va s6 4534/SYT-NVD
ngay 28/9/2015 cua Sa Y tS Ha NQi, cong van s6 1998/SYT-NVD ngay 24/712015
cua Sa Y ts can Tho, cong van s6 2248/SYT-QLD ngay 11/12/2015 va s6 393/SYT­
QLD ngay 10/3/2016 cua Sa Y ts Binh Duang, cong van s6 15211SYT-NVD ngay
2114/2016 cua Sa Y ts B6ng Nai, cong van s6 811SYT-NVD ngay 07/4/2016 cua Sa
Y tS T§y Ninh, cong van s6 372/SYT-NVD ngay 02/3/2016 Clla Sa Y tS Ba Nfulg,
cong van s6 1917/SYT-NVD ngay 28/4/2016 cua Sa Y ts Ra NQi ve vi~c de nghi cAp
s6 dang kY cho cac thu6c dUng ngoai thuQc ph\l l\lc V - Thong tu s6 44/20 14/TT­
BYT;

Xet de nghi cua TruOng phong Bang kY thu6c - C\lCQmin ly DuQ'c,

QUYETDJNH
Bi~u 1.Ban hanh kern thea QuySt diM nay danh rn\lc 23 thu6c san xuAttrong

nu6c dUQ'ccAps6 dang kY luu hanh t~i Vi~t Nam.
Bi~u 2. Cong ty phai in s6 dang kY duQ'cB¢ Y tS cAplen nhan thu6c va phai

chAphanh dUng cac quy chS c6 lien quan t6i san xuAtva luu hanh thu6c. S6 dang kY
c6 ky hi~u VS- ...-16 c6 gia tri 05 nam kS illngay kY quySt dinh.

Bi~u 3. QuySt dinh nay c6 hi~u hrc kS illngay kY ban hanh.
Bi~u 4. Giam d6c Sa Y ts cac tinh, thanh ph6 tnrc thuQc trung uang va giam

d6c dan vi c6 thu6c t~i dieu 1 chiu trach nhi~rn thi hanh Quy€t djnh nay.
Noi nhdn: ,'~ y cue TRU~
- Nhu'Di~u 4; ll" '(',:-- .- ,. .
- BT. Nguyen Thi Kim Tien (de b/e); /' ~
- TT. Le Quang CUCmg(d~ b/e); (i,rC_.'
- CI;lCQuaIl Y- B¢ Qu6e phong; Cl;lcY te - B¢ C6ng an; ~.
- C1,lCY te giao th6ng v~n tM-B¢ GTVT; ./ •
- TOng CI;lcHM Quan- B¢ Thl Chinh; Biw hiem xa h¢i Vi~t
- VI;lPhap che; Cl;lcQuan 19 Y, Duqe cO truy~n;
Cl;lcQuin 1:9KMm chua b~nh; Thanh tra B¢ Y te; Truong Qu6c CUOng
- Vi~n KN thu6c TW va VKN thu6e TP. HCM;
- TOng C6ng ty Duqe VN;
- Ok B¢nh vi¢n, Vi~n e6 giuemg b~nh tn,rc thu<?cBYT;
- Website Cl,lcQLD; T;;tpchi Duqc - My pharo - Cl,lcQLD;
- LUll: VP, Phong KDD, DKT (10 ban).



BOYTE
, - el}c QUAN LY DU<)C

CONG HOA xA HOI cnu NGHlA VIBT NAM
DQc l~p - TV do - Hanh phuc

DANH MVC 23 THUOC DUNG NGOAI DVQC cAP s6 DANG KY msuurc 05 NAM - DOT 154

Ban harm kern theo quyet dinh s6:.2Z3...lQD-QLD,ngay 23..I.£I..£01b

1. Cong ty dang ky: Cong ty c8 ph§n dUQ'CDang Nai. (Dlc: 221B Pham Van Thudn, p. Tan Tien,
Tp. Bien Hoa, D6ng Nai - Vi?tNam)

1.1 Nha san xu§t: Cdng ty c8 ph§n dUQ'CDang Nai. (Die: 221B Pham Van Thudn, p. Tan Tien,
Tp. Bien Hoa, D6ng Nai - Vi?tNam)

Ten thuBc Hoar ch§t chinh - Dang bao Tuc3i Tieu Quy each S8 dang kYSTT
Ham luong ch~ thQ chuin dong goi

1 C6n 90° Ethanol 90° Dung dich 24 TCCS Chai 60ml, chai VS-4921-16
dung ngoai thang 500ml, chai

1000ml
...._......_ ....._ ._......._ ... _", ---- --_ ...._.. ..._- __.. _._- --- .....- ...._- - - -. -- "_ -- _._ ..' .----- ,_._-- ---------- ------------2 Gynolady M6i chai 100ml Dung dich 36 TCCS Chai 180ml, VS-4922-16

chua: D6ng sulfat nra phu khoa thang chai 200m I,
0,25g chai 250ml_ ...- .._- ---- _,...- --_-_ .. -_. -,,_ -_.- -- - _-.- .._.- ----- -_._ .. - -- - - - -- ----- ----

DDvN
-----_._ --------

3 Oxy gia 3% M6i chai 60ml chua: Dung dich 24 Chai 60ml VS-4923-16
Hydrogen peroxid dung ngoai thang IV
50% - 3,6g

.-

2. Cfmg ty dang kY: Cong ty c8 ph§n dUQ'cph§m trung uong VIDIPHA (Die: 18412Le Van Sy,
Phuong 10, Q. Phu Nhudn, TP. H6 Chi Minh - n« Nam -)

2.1 Nhft san xu§t: Chi nhanh cdng ty c6 ph§n dUQ'cph§m trung uong Vidipha tai Binh Duong
(Dlc: dp Tan Binh, xa Tan Hiep, huyen Tan Uyen, tinh Binh Du071g- Vi?tNam)

Ten thu8c Hoat ch§t chinh - D~ng hao Tuc3i Tieu Quy cach S8 dang kYSTT
Ham lU'gng ch~ thQ chuin dong goi

4 Gynocare M6i tuyp 20g chua: Dung djch 36 TCCS H9P 1 tuYP20g, VS-4924-16
D6ng sulfat khan dung ngoai thang 50g
0,04g

3. Cong ty dang kY: Cong ty cBph§n dUQ'cTrung llong 3 (Die: S6 115 Ng6 Gia Tv, PhuOng Hcii
Chau 1, Quq.nHcii Chau, Thanh ph6 Da Nfmg - Vi?tNam)

3.1 Nhft san xu§t: Cong ty c8 ph§n dUQ'cTrung uong 3 (Die: s6 115 Ng6 Gia TV, PhuOng Hdi
Chau 1, Qugn Hdi Chau, Thanh ph6 Da N8ng - Vi?tNam)

Trang 1



Ten thudc Hoat chAt chinh - Dang bao Tu8i Tieu Quy cach SB dang kySTT Ham luong ch~ thQ chu~n dong goi

5 Nurre oxy gia 3% M6i 30ml Dung dich 24 DDVN L9 30m1,L9 VS-4925-16
chira.Dung dich dung ngoai thang IV 50m!. Thung 50
Hydrogen peroxyd Mp x 3219 30
d~m d~c 50% - 1,8g ml. Thung 30

h9P x 3? 19
50ml

_. _ ....

4. Cong ty Gangky: Cong ty c8 phin dUQ'cTW Mediplantex (fJle: 358 Gidi ph6ng, P. Phuong
Liet, Thanh xudn, Ha N6i - Vi¢tNam)

4.1 Nhit san xuit: Cdng ty c8 phin dUQ'cTWMediplantex (fJlc: Than Trung Hcju,xii Ti€n
Phong, huyen Me Linh, Ha N6i - Vi¢t nam)

Ten thuBc Hoat ch§t chinh - Dang bao Tu8i Tieu Quy cach SB dang kySTT Ham IU'Q'ng, ch~ tho chu~n dong goi

6 Glucose Glucose Thuoc bQt 36 TCCS G6i 100 g, 200 VS-4926-16
u6ng thang g,500g

5. Cong ty Gangky: Cdng ty c8 phin Boa direc Vi~tNam (fJle: 273phr5Tdy Son, Qudn Dr5ng
fJa, Ha N6i - Vi¢tNam)

5.1 Nha san xuit: Cdng ty c8 phin Boa dUQ'cVi~tNam (fJlc: 192Phr5Diec Giang, qudn Long
Bien, Ha N6i - Vi¢tNam)

Ten thuBe Hoat chAt ehinh - Dang bao Tu8i Tieu Quy cach SB dang kYSTT Ham IU'Q1lg eh~ thQ ehu~n dong goi

7 Kali permanganat Kali permanganat 1g Thu6c b9t 36 TCCS Tui 10 g6i, 20 VS-4927-16
dung ngoai thang g6i, 50 g6i, 100

g6i x 1 gam

6. Cong ty Gang k;Y: Cong ty e8 phin Traphaco (fJle: 75 Yen Ninh, Ba fJinh, HdN6i - Vi¢tNam)

6.1Nhit san xuit: Cong ty c8 phin Traphaco (fJlc: Ngo 15,Ng9c H6i, phuirng Hoang Li¢t, qucjn
Hoang Mai, Ha N6i - Vi¢tNam)

STT Ten thuBc HO:;tteh§t ehinh - D:;tngbao Tu8i Tieu Quyeach sa dang kYHam IU'Q'ng ch~ thQ chu~n dong goi
8 Nuae sue mi~ng T-B Acid boric 15g; Dungdjeh 36 TCCS Chai 250 mI, VS-4928-16

Tinh diu qu~ dung ngoai thang Chai 500 ml
0,05ml; Tinh diu (nuac sue

Trang 2
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9.1 Nha san xuit: Cong ty TNHH dmrc phim Sai Gon (Sagophar) (Die: ss 27, dutmg s6 6,
KeN Vi?tNam-Singapore, huyen Thudn An - Vi~tNam)

Ten thuac
Hoat chit chinh - Dang bao Tu6i Tieu Quy cach Sa dang IcySTT Ham luong ch~ thQ chuin dong goi

17 C6n 70° M6i chai 60ml co Dung dich 36 TCCS Chai 60ml VS-4937-16
chua: Ethanol 96% dung ngoai thang .
43,62ml

~-.- -'_ ...._. •••_ '••••M. .-..-.-- __ ..- -- _. -...- .__ ..._- .._ -- _._-_ .._- -.--- ._-- -------- -----_._---
18 C6n 70° xanh M6i chai 60ml co Dung dich 36 TCCS Chai 60ml VS-4938-16

chua: Ethanol 96% dung ngoai thang
43,62ml; Xanh
methylen 0,06mg

...... .__ .. -._. --- .....- .._ ..- - .._ - ._-_--------_._ -----.-- --- --- ------- -------._
19 C6n 90° M6i chai 60ml co Dung dich 36 TCCS Chai 60ml VS-4939-16

chua: Ethanol 96% dung ngoai thang
56,04ml

..........-... - --'" .._._, -._- .._ -- ._- ._ -- - - --_------- ------ --- _.-- -----.-- ------_._
20 C6n 90° xanh M6i chai 60ml co Dung dich 36 TCCS Chai 60ml VS-4940-16

chua: Ethanol 96% dung ngoai thang
56,04ml; Xanh
methylen 0,06mg

.. - ...... _ ...... _. .......•. _ .._.. - .._ __ • -.-- -- -- • ___ OM •_____ • __ _._--- f--- --- ------- --------
21 Oermycol M6i chai 15ml co Dung dich 24 TCCS H<)p1 chai VS-4941-16

chua: Acid benzoic dung ngoai thang 15ml
0,6g; Acid salicylic
0,6g; lod 0,075g;
Kali iodid 0,049g;
Propyl en glycol
3ml; Niroc tinh khi~t
0,5ml; Ethanol 96%
vira du 15ml

.... ._. -...-. ._,. .,-_. -,-, -- , .•...- - ._..._. - --._ -- - - - --- ._ -,_, - --_._--_- --- --- ------- --------
22 Thu6c do 1% M6i chai 15ml co Dung djch 36 TCCS Chai 15m} VS-4942-16

chua: Mercurocrom dung ngoai thang
0,15g -------- --_. _._ .. --- -- - --- .._ .- -- ----- -------- ._---- I-- -- --- ---_._----

23 Thu6c tim Ig Kali permanganat l g Thu6c bQt 36 TCCS Goi l g - Bich VS-4943-16
dung ngoai thang 10 goi

(-:"~
\~. ·~~·-:"\')··Ci"V~':...'___
rX',~~>

~
Truong QuAc CU'Ong
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.' I

• bac ha O,lml; Natri mieng)
cIorid 2,5g; Natri
saccharin 0,015g;
Menthol O,05g;
Nuoc tinh khiet Vd.
500ml

.. '._.__~ •••4* '_4_____ .__ •____ •...... ----- --_ ..- _•..., --_. .-.. -_ ..._ ._.._.. -_" .__ -. -_. --- - -_ _ ..- -_- ---.- --------- --------_. __ .
9 Nurre sue mieng T-B Kern sulfat O,2g; Dung dich 36 TCCS Chai 250 ml, VS-4929-16

Aroma Natri fluorid 0,25g; dung ngoai thang Chai 500 ml
. MenthoI0,25g; (mroc sue

Eucalyptol 0,38g; mieng)
Methyl salicylat
78mg; Freshmint
120mg; Poloxamer
407 5g; Natri
clorid 3g; Acid
Citric 75mg; Natri
citrat 0,8g; Sorbitol
25g; Glycerin 4g;
Propylen glycol 109;
Natri benzoat 0,6g;
Nipagin 250mg;
Nipasol 25mg; Xanh
patent I,72mg;
Vang Quinolein tan
I,2g; Ethanol 96%
5ml; Niroc tinh khiet
vd 500ml

. _. __ -_ ._-- .. _._- --. _ ..- -_---- -- _'._ -,._- .._----------_._- ----_ --- --- ------- --------10 Niroc sue mieng Tricare Triclosan 0,25g; Dung dich 36 TCCS Chai 250 ml, VS-4930-16
Natri benzoat 0,5g; dung ngoai thing Chai 500 ml
Natri fluorid 0,25g; (mroc sue
Glycerin 32,4g; mieng)
Menthol 0,08g; Tinh
dAubac ha O,256ml;
EucalyptoI0,38g;
Poloxamer 407
5g; Natri clorid
0,27g; Propylen
glycol 109; Kern
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; Nuoc
tinh khi~t vd 500rnl
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7. Cdng ty dang ky: Cdng ty TNHH dinrc phAm ducc li~u Opodis (Die: La 78KCN va chi xudt,
Linh Trung 3, huyen Trang Bang, tinh Tdy Ninh - Viet Nam)

7.1 Nha san xuftt: Cfrng ty TNHH dU'Q"cphAmdiroc li~u Opodis (Dlc: La 78KCN va chi xudt
Linh Trung 3, huyen Trang Bang, tinh Tdy Ninh - Vi?tNam)

.
Ten thuBc Heat chAt chinh - Dang bao 'Fu8i Tieu Quy cach S6 dang kySTT Ham Itrong ch~ tho chuAn dong goi

11 Dung dich v~ sinh phu M6i 100ml chua: Dung dich 36 TCCS H9P 1 chai VS-4931-16
nit Phytogyno Alpha terpineol dung ngoai thang 1OOml,thung

0,3g 50 h9P; Mp 1
chai 250ml,
thung 25 Mp

-_._., . ._._ - . -- - .... . _. - . _ .. _, -_ .. ... ._ ......_ - _ ... ...... - .. _.__ ..,...

8. Cdng ty dang ky: Cdng ty TNHH dU'Q'cphAm Phuong Nam (Die: 366 CMT8, phuong Bid
Hiiu Nghia, qudn Binh Thuy, can Tho - Viet Nam)

8.1 Nha san xuftt: Cong ty TNHH dmrc phAm Phuong Nam (Die: 30GCNguyen Thong, phucmg
An Thai, qudn Binh Thuy, can Tho - Viet Nam)

Ten thuBc Hoat chAt chinh - Dang bao Tu8i Tieu Quy cach S6 dang kySTT Ham luong ch~ tho chuAn dong goi
12 C6n 70° M6i chai 60ml chua: Dung dich 24 TCCS Chai nhua 60ml VS-4932-16

Ethanol 96° 43,62ml dung ngoai thang

._---- ----_._-_-----. t-.--._- -.-- ----- --.----.- --- -- .._- -....• .__ .... ---_. ---- .--. _ .._- -_._..... ..._-, -_._-_.

13 C6n 90° (khong mau) M6i chai 60ml chua: Dung dich 24 TCCS Chai nhua 60ml VS-4933-16
Ethanol 96° 56,04ml dung ngoai thang

--- _,--------- --------- ------- _._._- ---._ _ .. -.-. -- -_ ...._-- .._- - .. --_ .. ........__ .. -

14 C6n 90° (mau xanh) M6i chai 60ml chua: Dung dich 24 TCCS Chai nhua 60ml VS-4934-16
Ethanol 96° dung ngoai thing
56,04ml; Xanh
methylen 0,048mg

---- ._--------- ---------- ._._---- -_ - --. --_-_- _._.- -_ .. - -- -.-__ ",_ ._ --_ .. -.. _.
15 Dung djch Xanh M6i 18ml dung dich Dung djch 24 TCCS Chainhl,fa VS-4935-16

Methylen 1% chua: Xanh dung ngoai tMng 18ml,20ml,
methylen 0,18g 60ml--_" Th~6~rfr~ph\! khoa - -
----------- ----.--- -- __. -- --- _. -__.._._ ..._.__ ._-- -.-- -.... _ .. ...... -.-._ .....- .. _ ..~....,.._

16 M6i 90ml dung djch Dung djch 24 TCCS Chai nhl,fa VS-4936-16
Povidon 10% chua: Povidon iodin dung ngoai thang 90ml, 100ml,

9g; Dinatri 125ml,250ml,
hydrophosphat 500ml
2,52g; Acid citric
monohydrat 0,945g

9. Cong ty dang kY: Cong ty TNHH dUQ"cphAm Sai Gon (Sagophar) (Dlc: s6 27, aUOngs6 6,
KCN Vi?tNam-Singapore, huy?n Thuq.nAn - Vi?tNam)

Trang 4


