BOYTE | CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
S6 464, /QP-QLD Ha Noi, ngay,q thang ¢ nam 2016
QUYET PINH

Vé viéc ban hanh danh muyc 31 thube ding ngoai san xuit trong nwdéc
dwoce cAp s6 ding ky lwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Cén ctr Luat Duoc ngay 14/6/2005;

Cin ¢t Nghi dinh s6 63/2012/ND-CP ngay 31/08/2012 cua Chinh pht quy dinh
chuc ning, nhiém vy, quyén han va co ciu td chirc ctia Bo Y té;

Cian cr Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 ctia Bo truéng Bo Y
quy dinh chitc ning, nhiém vy, quyén han va co cdu t6 chirc ciia Cuc Quan ly Duge
thude B Y té;

Cin ctr Théng tu s6 44/2014/TT-BYT ngay 25/11/2014 cia Bd Y té qui dinh
viée diang ky thude;

Can ctr cong vin sd 1348/SYT-QLD ngay 04/7/2016 va 1177/SYT-QLD ngay
13/6/2016 ciia S&' Y té Binh Duong, céng van sb 877/SYT-VP ngay 19/5/2016 cia S
Y té Ha Tinh, cong vin s§ 1557/SYT-QLD ngay 29/02/2016 cta S¢ Y té Tp. H6 Chi
Minh, céng vin sé 3149/SYT-NVD ngiy 18/7/2016 va cong vin s6 3689/SYT-NVD
ngay 19/8/2016 coa S& Y t& Ha Noi, cng van s6 1210/SYT-QLD ngay 30/6/2016
ctia S¢ Y té Thanh Hoéa, cong vin sé 1803/SYT-NVD ngay 25/7/2016 ctia S& Y t& Pa
Ning vé viéc d& nghi cdp s6 ding ky cho cic thube dung ngoai thude phu luc V -
Théng tu s& 44/2014/TT-BYT;

Xét d& nghi cia Phong Dang ky thude - Cuc Quéan ly Duoc,

QUYET PINH:

~ Diéu 1. Ban hénk} kérp theo Quyét dinh nay Danh muc 31 thudc dung ngoai san
xuat trong nuge dugc cap so dang ky Iuru hanh tai Viét Nam - Dot 155.

Piéu 2. Cong ty phéi in s6 dang ky duge B6 Y té cAp 1én nhan thubc va phai
chép hanh ding céc quy ché c6 lién quan toi san xuit va luu hanh thude. S6 ding ky
c6 ky hiéu VS-...-16 c6 gid tri 05 ndm ké tir ngay ky quyét dinh.

Ditu 3. Quyet dinh nay c6 hi€u lyc ké tir ngay ky ban hanh.

_ Ditu 4. Gidm dbc S¢ Y t€ céc tinh, thanh pho truc thude trung wong va
doc don vi ¢6 thudc tai diéu 1 chiu trach nhiém thi hanh Quyét dinh nay.
Noi nhdn:

- Nhu Diéu 4;

- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Lé Quang Cudng (dé b/c);

- Cuc Quan y - Bé Quéc phong; Cuc Y t&€ - Bo Cong an;

- Cuc Y t€ giao thong van tai-B6 GTVT;

- Téng Cuc Hai Quan- B6 Tai Chinh; Bao hiém xa hoi Viét 15

- Vu Phédp ché; Cuc Quan 1§ Y, Duoc ¢ truyén;

Cuc Quan 1y Khdm chifa bénh; Thanh tra Bo Y t¢;

- Vién KN thuéc TW va VKN thudc TP. HCM;

- Téng Céng ty Duoc VN;

- Cdc Bénh vién, Vién cé giudong bénh truc thuoc BYT;

- Website Cuc QLD; Tap chi Dugc - My phdm - Cuc QLD;

- Luu: VP, Phong KDD, DPKT (12 ban).




BO Y TE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Dgc ldp - Tu do - Hanh phic

DANH MUC 31 THUOC DUN(; NGOAI SAN XUAT TRONG NUGC
BUGQC CAP SO DANG KY HIEU LUC 05 NAM - BOT 155

Ban hanh kém theo quyét dinh s6: .4-64.../QD-QLD, ngay. /... 4../.:0lb

1. Cong ty ding ky: Chi nhanh cong ty TNHH dwgc phim Sai Gon tai Binh Dwong (5/c: S 27
VSIP - Duong 56 6 - KCN Viét Nam-Singapore - Phurong An Phii - Thi xa@ Thudn An - Tinh Binh

Duvong - Viét Nam)

1.1 Nha sén xuiit: Chi nhinh cong ty TNHH dugc phim Sai Gon tai Binh Dwong (B/c: S6 27
VSIP - Duong s6 6 - KCN Viét Nam-Singapore - Phuong An Phii - Thi xa@ Thudn An - Tinh Binh

Duong - Viét Nam)

. a £ Hoat chét chinh - Dang bao Tubi| Tiéu Quy cach Sé da ‘
\ g : g ang |
a1 SRV Ham lugng ché | the |chudn| déng goi -
1 [Nudc oxy gia 3% M&i chai 60ml ¢6  |Dung dich 36 |TCCS |Chai 60ml VS-4944-16
chira: Nudc oxy gid |dung ngoai |thdng

dam dic 6g

2. Cong ty diing ky: Céng ty ¢6 phin Dwgc Ha Tinh (D/c: S8 167 duong Ha Huy Tép, phong
Nam Ha, thanh phé Ha Tinh, tinh Ha Tinh - Viét Nam)

2.1 Nha sin xuit: Cong ty ¢b phan Dwgc Ha Tinh (D/c: S6 167 duong Ha Huy Tdp, phuong
Nam Ha, thanh phé Ha Tinh, tinh Ha Tinh - Viét Nam)

, " Hoat chit chinh - | Dangbao |Tudi| Ticu | Quy cich & farens
s Teuthiude Ham lwgng ché tho | chuén dong goi O-BAuE
2 |Cbn BSI Mbi 100ml chira:  |Cdn thube | 36 |TCCS |[Hop 1 lo x VS-4945-16
Acid benzoic 5g; dung ngoadi |thang 10ml, hop 1 lo
Acid salicylic 5g; x 12ml
lod 2,5¢
3 |Cén thudc chita hic lao |M3i 100ml chira:  |Cdn thude | 36 |TCCS Hop 1 lox 7ml,| VS-4946-16
lang ben Acid benzoic 7,5g; |dung ngoai thang hop 1 lox
Acid salicylic 7,5g; 10ml, hép 1 lo
lod 0,75g X 12ml
4 |Dung dich DEP M&i 100ml chira: Dung dich 36 [TCCS [Hop 1 lox VS-4947-16
Diethyl phtalat 70g |dung ngoai |théng 10ml, hop 1 lo
TRl S . N N
5 |Dung dich dung ngoai  [M3i 100ml chira: Dung dich 36 |TCCS |Hop1lo VS-4948-16
ASA Acid acetyl salicylic [dung ngodi |théng 10ml, hop 1 lo
10g; Natri X 12ml

Trang |




Nude oxy gia 3%

salicylat 8.8g
MJbi 100g chira:
Diethyl phtalat 40g

M®bi 100ml chira:
10ml Hydrogen
peroxyd 30%

dung ngoai

Thuoc ma

thang

Hop 1 10 X Sg,
hop 1 Io x 10g

Hop 20 I x
10ml, hop 20 lo
x 20ml, hop 20
lo x 30ml, hop
10 lo x 50ml,
hop 10 Ig x
100ml

VS-4949-16

3. Cong ty ding ky: Cong ty c¢b phan dwgc pham 3/2 (D/c: 601 Cdch Mang Thang Tdm, Phuong

15, Quén 10, TP. H6 Chi Minh - Viét Nam)

3.1 Nha sin xuit: Cong ty cb phin Dwge phiim 3/2 (B/e: S6 930 C2, Pudng C, KCN Cat Ldi, P.
Thanh My Loi, Q2, TP. Ho Chi Minh - Viét Nam)

% £ Hoat chat chinh - | Dang bao Tudi| Tiéu | Quy céch £ &x ;
2 : So dang k
BEE gedtinbe Ham lwong ché tho |chuén| déng goi i
8 |Natri clorid 0,9% MGi 100 ml chra:  |Nudc ste 36 |TCCS |Chai 200 ml; VS-4951-16
___________________ _[Natriclorid 0,9g  |migng __ |thingl _ |chai500ml |
9 [Natriclorid F.T Mbi 200 ml chira:  |Nude stic 36 |TCCS |Chai 200 mI VS-4952-16
Natri clorid 1,8g miéng thang chai 500 ml

4. Cong ty ding ky: Cong ty ¢ phan Durgc pham Phuwong Dong (D/c: Lo 7, duong 56 2, Khu
cong nghiép Tdn Tao, Qudn Binh Tédn, Tp. Hé6 Chi Minh - Viét Nam)

4.1 Nha san xuat: Cong ty cb phin Dwoc phidm Phwong Pong (P/c: Lé 7, duong 6 2, Khu céng
nghiép Tdn Tao, Qudn Binh Tdn, Tp. Hé Chi Minh - Viét Nam)

2 < Hoat cht chinh - | Dang bao |Tudi| Tieu | Quy cach - )
: : Sod k
RLE Lo e Ham lugng ché | tho |chufn| déng goi OREBON
10 |Alcool 70° M®di chai 60ml chira:| Dung dich 36 |TCCS |Chai 60 ml, VS-4953-16
% 43,62 ml Ethanol |ding ngoai |thdng chai 250 ml,
96 chai 500 ml,
can 20 lit
11 Oxy g;a 10TT M&i chai 60 ml Dung dich 36 |DBVN|Chai 20 ml VS-4954-16
chira: 6 ml dung ngoai |thang|IV chai 60 ml, chai
Hydrogen peroxid 120 ml, chai
30% 500 ml, can 20
lit

5. Cong ty ding ky: Cong ty c¢b phin dwge phidm Trung wong Vidipha (B/c: 184/2 Lé Van S,
Phuong 10, Q. Phi Nhudn, TP. H6 Chi Minh - Viét Nam)

Trang 2




5.1 Nha sidn xqét: Chi nhanh cdng ty ¢é phin dwgec phim Trung wong Vidipha tinh Binh
Dwong (D/c: Ap Tan Binh, xd Tan Hiép, huyén Tdan Uyén, tinh Binh Duong - Viét Nam)

_ . £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé ding kv
ST Asriaule Ham lwong ché | tho |chudn| dong géi HHRIERE
12 |Natri clorid 0,9% Mai chai 500ml Nude stc 36 |TCCS [Chai 500ml VS-4955-16
chira: Natri clorid  |miéng thang
4,58

6. Cong ty ding ky: Cong ty cb phin dwge Trung wong 3 (B/c: S6 115 Ngé Gia Tw, Phuong
Hai Chdu 1, Qudn Hai Chdu, Thanh phc’f Da Nang - Viét Nam)

6.1 Nha san xuét: Cong ty ¢b phin dugc Trung wong 3 (D/c: Sé 115 Ngé Gia Tw, Phuong Hdi
Chéu 1, Qudn Hdai Chdu, Thanh phé Da Nang - Viét Nam)

— Hoat cht chinh - | Dangbao |Tudi| Tiéu | Quyecdch | 5o |
SLK Len thude Ham lugng ché tho |chuin| dong goi PRRLERY
13 |Cetecocetadin M3i 100ml chira:  |Nude sac | 36 |TCCS [Lo 60ml, VS-4956-16
Povidon iodin 1g miéng thang 100ml, 120ml,
250ml

7. Cong ty ding ky: Cong ty ¢ phin dwgc-vat tw y té Thanh Hoa (B/c: 232 Tran Phii, Thanh
Hoa - Viét Nam)

7.1 Nha sin xuét: Cong ty ¢§ phin dwgc-vit tw y té Thanh Hoa (D/c: S6 4 Puong Quang Trung
- TP. Thanh Hod - Viét Nam)

s s £ Hoat chit chinh - | Dang bao Tubi Ticu Quy cach Sé dine kv

ST S S Ham lugng ché | tho [chudn| dong goi FERRH

14 |Glucose Glucose 200g Tbuéc bot 24 |TCCS [Tai 200g VS-4957-16
uong fing

8. Cong ty diang ky: Cong ty ¢b phiin ho4 - dwge phdm Mekophar (D/c: 297/5 - Ly Thuong Kiét
- Qudn 11- TP. H6 Chi Minh - Viét Nam)

8.1 Nha sin xu:’c‘i‘t: Cong ty ¢d phin ho - dwgc phdm Mekophar (B/c: 297/5 - Ly Thuong Kiét -
Qudn 11- TP. H6 Chi Minh - Viét Nam)

— Hoat chit chinh - | Dang bao |Tudi| Tiéw | Quycdch | ggae o)
2Tt Re thuoe Ham lwong ché tho |chuén| déng gbi ARSI
15 |D.E.P M3i 10g chira: Thubcm& | 36 |TCCS [Hop20lox 10g| VS-4958-16

|Diethyl phtalat 9,5g |boi da

thangy | 0
16 |Povidone lodine 10%  [M&i 90ml dung dich |Thudc rira | 24 |TCCS |[Hop 10 chaix | VS-4959-16
chura: Povidon phu khoa  |thdng 90ml

Trang 3




Shlmng

jodin9
M&i 220ml dung
dich chtra: Natri
fluorid 44g

Nudc stc
miéng

36
thang

Chal 220ml

VS-4960-16

9. Cong ty diang ky: Cong ty cd phan Héa dugce Viét Nam (D/e: 273 phé Téy Son, Qudn Péng

Da, Ha Noi - Viét Nam)

9.1 Nha sin xuit: Cong ty c6 phan Héa duoc Viét Nam (B/c: 192 Phé Pirc Giang, quén Long
Bién, Ha N¢i - Viét Nam)

g i i Hoat chét chinh - | Dang bao |Tudi| Tiew | Quyecdch | ¢ 4xo o
STT Tén thuoe Ham luoig - tho |chudn| dong goi o0 dang ky
18 |Cén 70° Mbi 50 ml chira: Dung dich 36 [TCCS |Lo 50 ml; lg VS-4961-16
36,35ml Ethanol dung ngoai |thang 100 ml; chai
96% 500 ml; chai
1000 ml; can 5
lit; can 20 lit
19 |Cdn 90° M3i 50 ml chtra:  |Dungdich | 36 |TCCS Lo 50ml; lo 100| VS-4962-16
46,7ml Ethanol 96% |dung ngoai |thdng ml; chai 500
ml; chai 1000
ml; can 5 lit;
can 20 lit
gl T Dungd]ch S bt S e S
Acid benzoic 0,34g; |dung ngoai |thang ml
Acid salicylic 0,34g;
lod 0,34g
A S s ek e Dungd:ch Sl l{) o e
0,2g; Kali iodid 0,2g|dung ngoai |thang ml; lo 100 ml;
lo 500 ml; lo
650 ml
22 |Cbn lod 5% M&i 20 ml chira: Iod Dung dich 24 |TCCS |[Lo20ml; lo 50| VS-4965-16
l1g; Kali iodid 0,7g |dung ngoai [thang ml; 1o 100 ml;
lo 500 ml; lo
650 ml
23 |Dung dlCh ASA M&i 17 ml cha: Dung dich 24 [TCCS (Lo 17 ml; 1o 20 VS-4966-16
Natri salicylat dung ngoai [thang ml; lo 50 ml
1,496g; Aspirin 1,7g
______ Tl et IOOgchuz; —e ﬁocb_ﬁt f e G01100gam e
Glucose monohydrat|udng thang g01 250 gam;
100g gm 500 gam
25 M D.E.P Mai 8 g chira: Thubc mé 36 |TCCS [Hop 6 gam; hop VS-4968-16
Diethyl phtalat 5,2g thang 8 gam; hop 10
gam
26 Nucc Oxy gia 3% M3ai 20 ml chua Dung dich 24 |TCCS |Lo20ml, lo 50| VS-4969-16

Trang 4




Nude oxy gia ddm  |ding ngoadi [thdng ml, lo 100 ml,
S O, ..., W PO W L S
27 |Thubc do 1% M3i 20 ml chira Dung dich 24 |TCCS |Lo 20ml, I VS-4970-16
Mecurocrom 0,2g  |ding ngodi |thang 100ml, lo
250ml, lo
500ml
28 |Thudc nuéc D.E.P M&i 15 ml chira: Dung dich 36 |TCCS |Lo 15ml;lo 17| VS-4971-16
oo oo [Dicthylphtalat 4,5¢ |ding ngodi [thing) = Imllo20ml |
29 |Xanh Methylen 1% M3i 10 ml chira: Dung dich 24 |ITCCS|Lo10ml;lo 17| VS-4972-16
Xanh methylen 0,1g |ding ngoai [théng ml; 1o 20 ml

10. Cong ty ding ky: Cong ty TNHH LD Stada-Viét Nam. (P/c: K63/1 Nguyén Thi Séc, dp My
Hoa 2, xa Xudn Thoi Dong, huyén Hoc Mén, Tp. HCM - Viét Nam)

10.1 Nha sin xuét: Cong ty TNHH LD Stada-Viét Nam. (B/c: K63/1 Nguyén Thi Séc, dp My
Hoa 2, xd Xudn Thoi Dong, huyén Héc Mén, Tp. HCM - Viét Nam)

‘ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ g
i Vi £ 2 L, So d k
— TomGe Ham lwgng ché tho |chuin| dong géi e
30 |Cineline M3i 100ml dung  |Nuécsic | 24 |TCCS |Chai 250ml VS-4973-16
dich chira: Thymol |miéng thang
60mg; Menthol
40mg; Eucalyptol
90mg
31 |Gynostad M&i 200ml gel chira:|Gel ding | 24 |[TCCS |Chai 200ml VS-4974-16
Dong sulfat 4g; ngodi (thudce |thing
Acid boric 4g rira phu
khoa)
Trwong Quéc Cudng
Trang 5




