BOY TE. CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Ty do - Hanh phuc
So: (0 /Qb-QLD Ha Néi, ngayyo thangp znam 2017
QUYET BINH

BAO HIEM XA HOI VIET Ny} viéc ban hanh danh muc 06 thudc san xuat trong nuwdc

DEN ______ 935 dugc cap so ding ky lu hanh tai Viét Nam - Dot 157 b6 sung

CUC TRUONG CUC QUAN LY DUQC

--------------------

“m ho WSD » A ey Fauat Duge ngay 06 thang 4 nam 2016;
Can cu Nghi dinh s6 63/2012/ND- CP ngay 31/8/2012 cua Chinh phu quy dinh
chirc nang, nhiém vy, quyen han va co cdu to chitc cua BO Y té;
Cian ctt Quyét dinh s6 3861/Qb-BY T ngay 30/9/2013 ciia Bo trudmg BO Y té quy
dinh chic nang, nhiém vu, quyén han va co cau td chire cia Cuc Quan 1y Duoc thudce

BO Y té;
Céan cu Thong qir s6 44/2014/TT-BYT ngay 25/11/2014 cua BO Y té qui dinh
viéc dang ky thuoc,

Cancuy kién ctia Hoi dong tu van cap sO dang ky luu hanh thude BO Y té;
Xét dé nghi cia Phong Pang ky thudc - Cuc Quan 1y Duoc,

QUYET DINH:

Piéu 1. ‘Ban hanh kem theo Quyét dinh nay danh muc 06 thudc san xuit trong
nude duge cap so dang ky huru hanh tai Viét Nam - Dot 157, |

Picu 2. Cong ty san xudt va cong ty dang ky co thube lru hanh phai in s6 dang
ky duge BO Y té cap lén nhin thudce va phai chap hanh dung cic quy ché cé 1ién quan
t&1 san xuat va lwu hanh thude. Céac s6 dang ky ¢6 ky higu VD-...-17 ¢6 gia tr1 05 nam
ké tir ngay ky Quyet dinh.

Pidu 3. Quyét dinh nay cb higu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té cac tinh, thanh phd truc thudc trung wong va gidm
dbc cong ty san xudt va coéng ty ding ky co thudc tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay.

- Nhu Piéu 4;
- BT. Nguyén Thi Kim Tién (c’[e b/e);
_TT. Truong Qudc Cudng (d€ bic):
- Cuc Quén y - B& Qubc phong, Cuc Y t6 - B6 CA:
- Cuc Y té giao thong vén tai- B6 GTVT;
- Tong Cuc Hai Quan- Bd Ta1 Chinhy;
- Bao hiém x3 hoi Viét Nam;
- Vu Phéap ché, Cuc Quan ly Y Duoc cd truyén, Cuc
Quan Iy Kham, chifabénh - B4 Y té; Thanh tra B8 Y t&; o
- Vién KN thubc TU va VKN thude TP.HCM; ) - o7 U]
- Téng Cong ty Duge VN; /{/g? “yer %&Z[ A g’/ZL
- Céc bénh vién, Vién cd givdng bénh truc thudc BY'1;
- Website cua Cuc QLD Tap chi Duge My pham Cuc
QLD,;,
- Luu: VT, KDD, BKT (15b).

Nai nhin: KT, CUC TRUONG




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poe lap - T do - Hanh phic

DANH MUC 06 THUOC SAN XUAT TRONG NUOC
PUQC CAP SO PANG KY HIEU LUC 05 NAM - PQT 157 BO SUNG

Ran hanh kém theo quyét dinh sé: . £Q..../QD-QLD, ngay o0..../. Q... ot d:

1. Cong ty ding ky: Cong ty ¢b phin Duge Khoa (B/c: S6 9 Nouvén Céng Trir, Pham Dinh Ho,
Hai Ba Trung, Ha Noi - Viét Nam)

1.1 Nha sin xuit: Cong ty cé phan Dugc Khoa (P/c: 13-15 Lé Thanh Téng, P. Phan Chu Trinh,
Hoan Kiem, FHa Ngi - Viét Nam)

Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach

-. S6 diing ky
Ham lwgng ché tho |chuan! doéng goi 0 GAns &Y

STT Tén thude

| B — —_ Lo R = e L = - O

1 |Aladka Méi 15 ml chira: Dungdich | 24 |TCCS (Hop 11o 15mi | VD-26633-17
Xylometazohn xit mii thang
hydroclorid 7,5mg;
Neomycin (dudi
dang Neomycin
sulfat) 52.500IU;
Dexamethason
phosphat (dud1 dang
Dexamethason natri
phosphat) 15mg

— —_— — — e — — — - —— _—

2 Dophazolin M3i 15 ml chtra: Dung dich 24 |TCCS !Hop 1 1o 15 ml | VD-26634-17
Xylometazolmn X1t mili thang
hydroclorid 7,5mg;
Neomycin (dudi
dang Neomycin
sulfat) 52.5001U;
Dexamethason
phosphat (dud dang
Dexamethason natri
phosphat) 15mg

2. Cong ty dang ky: Cong ty ¢ phan dwoc pham trung wong 2 (P/c: S6 9 - Tran Thanh Téng -
qudn Hai Ba Trung - Ha Noi - Viet Nam)

2.1 Nha san xuat: Cong ty ¢6 phan duoc pham Trung wong 2 (D/c. Lé 27 Khu cong nghiép
QOuang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha N¢i - Viet Nam)

Trang 1
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STT Tén thudc Hoat chit chinh - Dang !}éo Tubi TlE}l Quy cach S6 ding ky
Ham hrong ché thg chuan| déng goi
1 |Alovirum Maéi lo 125 mi chira H:Sn dich 24 ‘'Tccs [Hoép 1 1o 125 VD-26635-17
Aciclovir 5g _|ubng thang| ml 1 _
4 |Ergomin Moi lo 20 ml chira  [Dungdich | 36 [TCCS |[Hép 11020 ml | VvD-26636-17
holecalciferol uéng thang (lo thuy tinh
00.000 TU dém giot)

3. Cong ty dang ky: Cong ty ¢6 phan dugc TW Mediplantex (P/c: 358 Giai phong, P. Phuong
Liét, Thanh xuan, Ha Noi - Viét Nam)

3.1 Nha san xuat: Cong ty ¢6 phan dugc trung wong Mediplantex (P/c: 356 BPuong Giai Phong,
Phuong Liét, Thanh Xudn, Ha N¢gi - Viét Nam)

STT Tén thube Hoat chat chinh - | Dang bao | Tudi| Tiu Quy cach S6 dang ky
Ham hrong ché tho [chuian{ doéng goi
5 |Phong dan Caokhdhonhop  |Viénnang | 36 |TCCS [Hop3vix 10 | VD-26637-17
dugc Ligu (twong  [cing thang vién; hop 10 vi

ung voi: Tuc doan
500mg; Phong
phong 500mg; Hy
thiem 500mg; Doc
thoat 400mg; Tan
giao 400mg; Puong
quy 300mg Nguu tat
300mg; Thién mén
kién 300 mg; Hoang
ky 300mg; Pé trong
200mg; Bach thuoc
300mg; Xuyén
khung 300mg)
560mg; Bot Ma tién
ché 40mg

e

x 10 vién

4. Cong ty dang ky: Cong ty TNHH Reliv pharma (D/c: S6 22H1, Puong s6 40, Khu din cu Tan

Quy Déng, Phuong Tan Phong, Quan 7, Tp. HCM - Viét Nam)

4.1 Nha san xuit: Cong ty cd phan dugc pham Trung wong 2 (D/c: L6 27 Khu céng nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Ngi - Viét Nam}

STT Tén thubc Hoat chit chinh - | Dangbio [Tudi| Tiéu | Quy cich S6 ding ky
Ham luong che tho |chuan| déng goi
6 |Rezoxim lg Ceftizoxim (dudt Thudc bot 36 |ITCCS|Hop1lo, 101lo | VD-26638-17
dang Ceftizoxim pha ti€m thang
natr1 1057,4 mg)
11000 mg _

Trang 2
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