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s6: G 3 /CYT-NVYD&TTBYT
VIv ban hanh danh ID\lC thuoc san xu§.t
trong mroc diroc cc1ps6 dang ky hru

hanh tai Vi~t Nam

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQc I~p - Tl}'do - Hanh phuc

Hil N9i, ngizy~- thang 01 ndm 2016

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

Ngay 31/ 12/2015, C\lC Quan Iy duoc - BQ Y tS co Quyet dinh s6
704/QD-QLD vS viec ban hanh danh muc 10 thuoc dung ngoai san xufit trong
mroc duoc c~p s6 dang IcY luu hanh tai Viet Nam. NQi dung cu thS cua Quyet
dinh diroc dang tai tren Website cua C\lC Y tS Giao thong v~ tai
http://cucytegiaothong.mt.gov.vn; chuyen muc Chi dao va huang dftn nghiep vu
y t@.

C\lC Y t@GTVT thong bao dS cac dan vi nghien CUu thirc hien, dam bao
cac quy dinh vS cong tac quan ly Diroc tai dan vi.', a~

Nai nh{in: ,
- Nhir tren (Qua website C\lC Y te GTVT);
- Luu: VT, NVYD&TTBYT.
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BOYTE
, cue QUAN LY DU<}C

S6 f04 /QD-QLD

CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQc I~p - Tl! do ..Hanh phuc

na N9i, ngdY31 thangA2J1am2015

QUYETBINH
V~ vi~c ban hanh danh muc 10 thu8c dung ngoai san xuA '..

;1' A A;1'''' k' I h' h . V'" Neue Y TE GIAO THONG VAN TAl
ulfq'C cap so nang y lfU an t~l l~t am 'CC>NG VAN DjtN

CVC TRUONG CVC QUAN LY DU<}C 11 -01- 2016
Can cir Lu~t Dtroc n~ay 14/6/2005; ~ 5
Can cir Nghi dinh so 63/2012/NI)-CP ngay 31/08/2012 c 'l3~hioh phu.quy .. , ...

dinh clnrc nang, nhiem vu, quyen han va co c~u t6 chtrc cua BQY e;
Can cir Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQtnrong BQY t~

quy dinh chirc nang, nhiem vu, quyen han va ca c~u t6 clnrc cua C\lCQuan ly Diroc
thuoc BQY t~;

Can cir Thong tu s6 44/20 14/TT-BYT ngay 25/11/2014 cua BQY t~ qui dinh
viec dang ky thuoc;

Can cir cong van s6 2479/SYT-NVD ngay 14/10/2015 cua So'Y t~ thanh ph6
Da N~g; cong van s6 5992/SYT -QLD ngay 27/8/2015 cua So' Y t~ TP. H6 Chi
Minh; cong van s6 1336/SYT-NVD ngay 16/11/2015 cua So' Y t~ tinh Hung Yen;
cong van s6 1085/SYT-QLD ngay 18/11/2015 cua So' Y t~ tinh Soc Trang; cong
van s6 1998/SYT-NVD ngay 24/712015 cua So'Y t~ thanh ph6 c§n Tha vS vi~c dS
nghi c~p s6 da.llg kY cho d.c thu6c dung ngoai thuQc ph\l l\lc V - Thong tu s6
44/20 141TT-BYT;

Xet dSnghi cua TruOng phong Dang kY thu6c - C\lc Quan ly DuQ'c,

QUYETDJNH
Di~u 1. Ban hanh kem theo Quy~t diM nay danh m\lc 10 thu6c san xu~t

trong nu6c dUQ'cc~p s6 dang kY luu hanh t~i Vi~t Nam.
Di~u 2. Cong ty phai in s6 dang kY dUQ'cBQY t~ c~p len nhan thu6c va phai

ch~p hanh dung cac quy ch~ co lien quan t6i san xu~t va luu hanh thu6c. S6 dang
kY co k:Y hi~u VS- ...-15 co gia tri 05 nam k6 illngay k:Y quy~t dinh.

Di~u 3. Quy~t dinh nay co hi~u l\Ic k6 illngay k:Y ban hanh.
Di~u 4. Giam d6c So' Y t~ cac tinh, thanh ph6 tr\Ic thuQc Trung uang va

giam d6c dan vi co thu6c t~i DiSu 1 chiu trach nhi~m thi hanh Quy~t dinh nay,
Noi nhtj,n:

- NhuDi~u4;
- BT. Nguyen Thi Kim Ti€n (d~ b/c);
- TT. Le Quang Cucmg (d€ hie);
- Ct,ICQUfiny - B(>Quac phong; Ct,IcY t€ - B(>C6ng
- Ct,IcY t€ giaa tMng v~n tH-B(>'GTVT;
- T6ng Ct,ICHiH Quan- B<)Tai Chfnh;
- Baa hi~m xa h<)iVi~t Nam;
- Vt,IPMp ch€; Ct,IcQui'm 19 Y, DUQ'cc6 truy~n;
Cl)CQuan 19 KMm chua b~nh; Thanh tra BQ Y t6';
- Vi¢n KN thuoc TW va VKN thuoc TP. HCM;
- T6ng Cong ty Du'Q'cVN;
- Oic B¢nh vi¢n, Vi¢n co giuOng b¢nh trl;fcthu<)cBYT;
- Website Cl)CQLD; T~p chi Duqc - My philm - ClfCQLD;
- LUll: VP, Phong KDD, DKT (10 biin).
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CONG HOA xA HOI cnu NGHlA V$T NAM
DQclip· Tv do - H\lnh plnic

BOYTE
CVC QUAN LY DUQC

DANH M1,JC10 TRUOC sANXUAT TRONG xtrcc Dl1QC cAP SO HANG KY
IIISu r.trc 05 NAM

Ban hanh kern thea quyet dinh s5:qD.?f;.lQD-QLD, ngay3 4..1j2J20 15.

1.Cdng ty dang kj:Cong ty c8 phin dllQ'Cph§m dllQ'cli~u Pharmedic (Dlc: 367 Nguyin Triii=
Q.l - TP. H6 ChiMinn - Vi?tNam)
1.1 Nha san xUAt:CO!lg ty c8 phin dllQ'Cph§m dllQ'Cli~u Pharmedic (Dlc: 1/67 Nguyin Van
Qua, Qudn 12, TP. H6 Chi Minh - Vi?tNam)

STT Ten thu8e Hoat chit chinh - Dang bao Tu8i Tieu Quy cach S8 dang Icy
Ham 11l9'llg ch~ th9 chu§n dong goi

1 Povidine Mdi 90 ml chua: Dung djch 24 TCeS H9P 1 chai 90 VS-4911-15
Povidon iod 9mg dung ngoai thang ml

(dung djch
v~ sinh phu
nil)

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

2. Cdng ty dang kj: Cdng ty c8 phin duoc S.Pharm (Dlc: L6 G, KCN An Nghiep, P.l, TP. Soc
Trang, tinh Soc Trang - Vi?tNam)

2.1 Nha san xuAt: Cfmg ty c8 phin dllQ'CS.Pharm (Dlc: L6 G, KCN An Nghiep, P.l, TP. Soc
Trang, tinh Soc Trang - Vi?tNam)

STT Ten thu8c Hoat chit chinh - Dang bao Tu8i Tieu Quy cach S8 dang Icy
Ham luong ch~ tho chu§n dong goi

2 Gyno-ST M6i 90ml chua Dung dich 36 TCCS Chai 90ml, VS-4912-15
D6ngsulfat 0,225g dung ngoai thang 250ml

(dung dich
v~ sinh phu
nil)

-.-- ----------1---------._----- --- --- ------- -------
3 Lacto-Gyno M6i 90ml chua: Dung dich 24 TCCS Chai 90ml, VS-49l3-15

D6ng sulfat 0,225g dung ngoai thang 250ml
(v~ sinh ph\!
nil)

. - _.

3. Cong ty dang kj: Cong ty c8 phin dllQ'Ctrung llong 3 (Die: s6 115 Ng6 Gia T1!,Phuirng Hdi
Chdu 1, QUQnHdi Chdu, Thanh ph6 Da Nang - Vi?tNam)

Trang 1



3.1 Nha san xu~t: Cong ty e6 phAn dU'Q'ctrung uong 3 (Die: s6 115 Nga Gia Tu, Phuong Hai .
Chdu 1, Qudn Hdi Chdu, Thanh ph6 DO.Nfmg - Vi?(Nam)

STT S6 dang kyTen thu6e

4 Can sat trung 70° Dung dich 36 DDVN H9P 32 1<;>x 1<;>
dung ngoai thang IV 30ml,50ml,

60ml, 100ml,
150ml; Chai
500ml, 11ft;
Can 10 lit; 20
lit

---~---------~~------------~-- --------------
5 Con sat trung 90° Moi 30 ml chua: Dung dich 36 DDVN H9P 32 1<;>x 1<;>

Ethanol 96% 28,1 dung ngoai thang IV 30ml, 50ml,
ml 60ml, 100ml,

150ml; Chai
500ml, 11ft;
Can 101ft; 20
lit

--- ------------------- --------- --- ---------------.
6 Dung dich A.S.A M6i 30 ml chua: Dung dich 24 TCCS H9P 321<;>x 1<;> VS-4916-15

Acid acetyl salicylic dung ngoai thang 20ml,30ml
100% 3g; Natri
salicylat 100%
2,64g

--- ------------------- ------1---- --- ----------------
7 Dung dich D.E.P M6i 17ml chua Dung dich 36 TCCS H9P 321<;>x 1<;> VS-4917-15

Diethyl phtalat 5,1g dung ngoai thang 17ml, 20ml,
30m!.

--- ----------~-------- --------- --- ----------------
8 Dung dich xanh M6i 30 ml chua: Dung dich 36 TCCS H9P 321<;>x 1<;> VS-4918-15

methylen 1% Xanh methylen 300 dung ngoai thang 17ml,20ml,
mg 30m!.

Dang bao Tuai Tieu Quy each
ch~ tho chuAn dong goi

VS-4914-15

VS-4915-15

Hoat chftt chinh -
Ham hreng

4. Cdng ty dang ky: Cdng ty e6 phAn t~p doan Merap (Dlc: Than Ba Khe, xii Tan Ti¬ n,huyen
Van Giang, Hung Yen - Vi?(Nam)

4.1 Nha san xu~t: Cdng ty e6 phAn t~p doan Merap (Dlc: Than ReiKhe, xii Tan Tiin, huyen Van
Giang, Hung Yen - Vi?(Nam)

M6i 30 ml chua:
Ethanol96% 21,9
ml

Ten thu6c Hoat chit chinh - Dang bao Tu6i Tieu Quy cach S6 dang kYSTT Ham hroug eh~ tho chuAn dong g6i

9 Medoral M6i 250 ml chua: Dung dich 24 TCCS Chai 250 ml VS-4919-15
Chlorhexidin dung ngoai thang
digluconat 0,5g (mroc sue

mieng)
--

Trang 2
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