BO Y TE
CUC QUAN LY DUQC

S6: (0 /QP-QLD

CONG HOA XA HQI CHU NGHIA VIET NAM
Ddc 1ap - Tu do - Hanh phiic

Ha Noi, ngay)o thangp 2 nam 2017

: QUYET PINH
Ve viéc ban hanh danh muc 06 thube sin xuit trong nudc
dugc cap so diing ky lwu hanh tai Viét Nam - Dot 157 b sung

CUC TRUONG CUC QUAN LY DUOQC

Can cir Luat Dugce ngay 06 thang 4 ndm 201 6;

Cén cu Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phi quy dinh
chirc ning, nhiém vy, quyén han va co céu té chic cua Bo Y té;

Cén ctr Quyet dinh s6 3861/Qb-BYT ngay 3Q/9/2013 cua B truéng BO Y té quy

dinh chuc ning, nhiém vu, quyén han va co ciu td chire cia Cuc Quan ly Dugc thudc

Bo Y té;

Cén cir Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua Bo Y té qui dinh
vige dang ky thudc,

Céin cir y kién cia Hoi dong tu vén cap s6 dang ky luu hanh thuée Bo Y té:
Xet d€ nghi cua Phong Ding ky thude - Cuc Quan 1y Dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 06 thudc san xuit trong
nude dugce cap sb ddng ky Iuu hanh tai Viét Nam - Dot 157.

Diéu 2. Cong ty san xuat va cong ty dang ky c¢6 thude Iwu hanh phéi in s6 ding
ky dugc BO Y té cép 1én nhan thudc va phai chip hanh ding céc quy ché c6 lién quan
té1 san xudt va hwu hanh thude. Céc sé ding ky c6 ky hiéu VD-...-17 ¢6 gié trj 05 nim
ké tir ngay ky Quyét dinh. ‘

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

Piéu 4. Giam dbc S& Y té céc tinh, thanh pho truc thude trung wong va gidm
dde cong ty san xudt va cng ty ding ky c6 thude tai Didu | chiu tréch nhiém thi hanh
Quyét dinh nay.

Noi nhgn:
- Nhu Biéu 4; , y
- BT. Nguyén Thj Kim Tién (4 b/c);
- TT. Truong Quéde Cuong (de b/c); _
- Cuc Quan y - B Qudc phong, Cuc Y 1é - Bd CA:
- Cuc Y té giao thong vén tai- B6 GTVT:
- Téng Cuc Hai Quan- Bo Tai Chinh;
- Béo hiém xa hoi Viét Nam; C gerh
- Vu Phap che, Cuc Quan 1y Y Dugc ¢b truyén, Cuc

' 5 : RUONG
Quan ly Khéam, chi¥a bénh - B3 Y té; Thanh tra B Y té; PHO CEJC TRUG
- Vién KN thude TU va VKN thuée TP.HCM; ! /V e %&‘Z‘ ga /
- Téng Céng ty Duoc VN; y yg :

- Céc bénh vién, Vién c6 givdng bénh tric thugc BYT:

- Website cia Cuc QLD, Tap chi Dugc My phdm — Cue
QLD;

- Luu: VT, KDD, BKT (15b).
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HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

BOYTE CONG
CUC QUAN LY DUQC

T TRONG NU'OC

DANH C 06 THUOC SAN XUA
aiL AM - DOQT 157 BO SUNG

PUQC CAP SO PANG KY HIEU LUC 05N
Ban hanh kém theo quyét dinh sb: . 40..../QD-QLD, ngay o0..../. 02...].olad

1. Cong ty ding ky: Céng ty cb phin Dugc Khoa (P/c: 569 Nguyén Céng Trit, Pham Dinh Ho.

Hai Ba Trung, Ha Noi - Viét Nam)
1.1 Nha sin xuét: Céng ty cé phan Duwgc Khoa (B/c: 13-15 Lé Thanh Téng, P. Phan Chu Trinh.
Hoan Kiém, Ha Noi - Viét Nam)

2 £ Hoat chit chinh - | Dang bao Tubi Tiéu | Quy cich S& ding ky
e seg thaoe Ham lugng ché tho |chudn| déng goi
1 |Aladka g Moi 15 ml chira: Dung dich 24 |TCCS |Hop 1 1o 15ml VD-26633-17
‘ Xylometazolin xit mili thang

hydroclorid 7,5mg;
Neomycin (dudi
dang Neomycin
sulfat) 52.500IU;
Dexamethason
phosphat (dudi dang
Dexamethason natri
phosphat) 15mg

2 |Dophazolin Mm 15 ml chua Dung dich 24 TCCS Hop 1lo 15ml | VD-26634-17
Xylometazolin Xit mili thang

hydroclorid 7,5mg;
Neomycin (dudi
dang Neomycin
sulfat) 52.500IU;
Dexamethason
phosphat (dudi dang
Dexamethason natri
phosphat) 15mg

2. Cong ty ding ky: Céong ty cb phan dugc phim trung wong 2 (B/c: S8 9 - Tran Thanh Téne -
qudn Hai Ba Trung - Ha Noi - Viét Nam) §
2.1 Nha sin xuAt: Cong ty c6 phian dugc pham Trung wong 2 (B/c: Lé 27 Khu cong nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Néi - Viét Nam)
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STT Tén thube Hoat chit chinh - | Dang bao Tubi Tle:l Quy cach So dang ky
Ham lirgng ché tho [chuan|  déng géi 5
3 |Alovirum Méi lo 125 ml chira H,5n dich 24 |tccs [Hop 1 lo 125 VD-26635-17
S s Janiclovinge) |- nbng o ithangle EEinfla e S bl e
4 |Ergomin M&i 1o 20 ml chita  |{Dung dich 36 [TCCS [Hop 1' lo ?0 ml | VD-26636-17
Cholecalciferol ubng thang (1? thuy tinh
200.000 TU dém giot)

3. Céng ty ding ky: Céng ty ¢ phin dugc TW Mediplantex (P/c: 358 Gidi phong, P. Phuong
Liét, Thanh xuan, Ha N¢gi - Viét Nam)

3.1 Nha san xuét: Cong ty ¢b phin dugc trung wong Mediplantex (P/c: 356 Buong Giai Phong,
Phwong Liét, Thanh Xudn, Ha Néi - Viét Nam)

STT

Tén thude

Hoat chit chinh - | Dang bao | Tudi| Tiéu | Quy céch S6 ding ky
Ham luwgng ché tho |chuan| déng gbi
5 [Phong dan Caokhdhénhop  |Viénnang | 36 [TCCS [Hop3vix 10 | VD-26637-17
dugc liéu (twong  |cing thang vién; hop 10 vi
ung voéi: Tuc doan x 10 vién

500mg; Phong
phong 500mg; Hy
thiém 500mg; Pdc
hoat 400mg; Tan
giao 400mg; Duong
quy 300mg Nguu tat
300mg; Thién nién
kién 300 mg; Hoang
ky 300mg; DJ trong
200mg; Bach thugc
300mg; Xuyén
khung 300mg)
560mg; Bot Ma tién
ché 40mg

4. Cong ty ding ky: Cong ty TNHH Reliv pharma (B/c: S6 22HI, Puong s 40, Khu dén cu Tan
Quy DPéng, Phuong Tan Phong, Quan 7, Tp. HCM - Viét Nam)
4.1 Nha san xuit: Cong ty 6 phian dwgc phim Trung wong 2 (B/c: Lé 27 Khu cong nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Noi - Viét Nam)

STT Tén thude Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S6 ding ky
Ham luong ché tho |chuin| déng g6i
6 |Rezoxim lg Ceftizoxim (dudi Thubc bét 36 |TCCS |Hép 11o,1010 | VD-26638-17
dang Ceftizoxim  |pha tiém thang
natri 1057,4 mg)
1000 mg

Trang2

PHO CUC TRUONG

Ty L/V&fmg/é'n Gt Lot



