BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CYC QUAN LY DUQC Doc lap - Tu do - Hanh phiic
$6 555 /Qb-QLD Ha N¢i, ngay(€ thdngq ndm 2015
QUYET PINH

V& vigc ban hanh danh myc 07 thudc diing ngoai sin xuét trong nwée
dwgc cip s6 ding ky lwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Can cit Luat Dugc ngay 14/6/2005;

Can ct Nghj dinh s 63/2012/ND-CP ngay 31/08/2012 cuia Chinh phu quy
dinh chirc ning, nhiém vy, quyén han v co cdu td chitc ciia Bo Y té;

Cin ci Quyét dinh sg 3861/QD-BYT ngay 30/9/2013 ciia B§ truémg By Y té
quy dinh chirc ning, nhiém vy, quyén han v co chu td chirc ciia Cuc Quén Iy Dugc
thugc Bo Y té;

Cin cit Théng tur s6 44/2014/TT-BYT ngay 25/11/2014 ctia B Y té qui dinh
viéc dang ky thudc;

Cin cir cdng vin sé 957/SYT-NVD ngay 01/6/2015 ctia S¢ Y t& Binh Dinh;
cong vin sé 3127/SYT-QLD ngiy 20/5/2015 ciia S& Y té TP. H Chi Minh; cdng
vin s 415/SYT-NVD ngiy 31/8/2015 ciia S& Y té tinh Bic Ninh vé viéc d8 nghi
cdp sb ding ky cho cic thuéc ding ngodi thudc phu luc V - Théng tu sb
44/2014/TT-BYT;

Xét ¢& nghi cia Trudng phong Ding ky thude - Cyc Quan 1y Dugc,

QUYLT PINH

Pitu 1. Ban hanh kém theo Quyét dinh ndy danh myc 07 thuéc san xuét
trong nuéc duge cip sb ding ky huu hanh tai Viét Nam.

Diéu 2. Cong ty phai in s ding ky dugc B Y té cép Ién nhan thudc va phai
chip hanh ding céc quy ché c6 lién quan i sin xuft va Iwu hanh thuéc. S8 ding
ky c6 ky hiéu VS-...-15 c6 gi4 trj 05 nim ké tir ngdy ky quyét dinh.

Diéu 3. Quyét djnh nay cé hiéu lyc ké tir ngay ky ban hanh.

Dilu 4. Giam d6c S&' Y té céc tinh, thanh phd tryrc thudc trung wong va gidm
d8c don vi c6 thudc tai didu 1 chiu tréch nhiém thi hinh Quyét djnh nay.

Noi nhdn:
- Nhu Didu 4;
- BT. Nguyén Thi Kim Tién (€ b/c);
- TT. L& Quang Cudmg (¢ b/c);
- Cuc Quan y - Bo Quéc phdng; Cuc Y t€ - BY Cong an;
- Cuc Y t£ giao thong vin tii-BY GTVT;
- Téng Cuc Hii Quan- B4 Tai Chinh;

- Bdo hidm x3 hoi Viet Nam;
- Vu Phép ché; Cuc Quén Iy Y, Duge ¢8 truyén; Truong Quéc Cudng
Cuc Quin 1§ Khém chira bénh; Thanh tra B Y t&;

- Vién KN thuSc TW va VKN thu6e TP. HCM;

- Téng Cong ty Dugc VN;

- Céc Bénh vien, Vién c6 giudmg bénh tnyc thuge BYT;

- Website Cuc QLD; Tap chi Duge - My phém - Cuc QLD;

- Lwu: VP, Phong KDD, DKT (10 bin).




BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC

Dic lap - Ty do - Hanh phic

DANH MUC 07 THUOC SAN XUAT TRONG NUGC PUGC CAP SO PANGKY
HIEU LUC 05 NAM

Ban hanh kém theo quyét dinh s6:5.22./QD-QLD, ngay(K./.41... 2045~

1. Céng ty diing ky: Cong ty cd phin Duge-TTBYT Binh Dinh (B/c: 498 Nguyén Thai Hoc, P.
Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

1.1 Nba sén xuét: Céng ty ¢ phin Dugc-TTBYT Binh Pinh (P/c: 498 Nguyén Thdi Hoc, P.
Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

: Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cich "
SEL Tén thube Him lugng ché tho |chufn|  déng géi 86 dlng ky
1 |Dung dich sit khuin tay |Ethanol 94%  |Dungdich | 36 [TCCS |Chai250ml, | VS-4904-15
diing ngoai |thdng| chai 500ml, can
5 1it, can 10 lit

2. Cdng ty dang ky: Cong ty Cd phﬁ‘n Thwong mai Dugc phim Quang Minh (P/c: S6 44 Lo
Lu, P. Truémg Thanh, Quén 9, TP. Ho Chi Minh - Viét Nam)

2.1 Nha siin xuit: Céng ty CS phin Thwong mai Dwgc phim Quang Minh (B/c: S5 44 Lo Ly,
P. Truéng Thanh, Quén 9, TP. H6 Chi Minh - Viét Nam)

Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich ;
b Tén thude Ham lrgng ché tho |chuldn| déng goi 86 diing ky
2 |Natri Clorid 500 ml dung dich | Dung dich 24 |TCCS |Chai 500 ml VS-4905-15
chira: Natri clorid  |siic miéng  |thing
4,58

3. Céng ty ding ky: Céng ty CPDP Bic Ninh (B/c: 21 Nguyén Véin Cit, Phuomg Ninh Xd, TP Bdc

Ninh, tinh Bédc Ninh -)

3.1 Nha san xuét: Cong ty CPDP Bic Ninh (B/c: Lé Cl-1- KCN Qué V5, Huyén Qué Va, tinh

Bdc Ninh -)
Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach .
pEK Tén thude Ham lwgng ché tho [chuidn| déng géi S8 ding ky
3 |Alcol 90 M3i lo 60ml chira |Thuéc nuéc | 24 [TCCS Lo 60 ml VS-4906-15
Ethanol 96% 54,04 |dung ngoai |thdn
N It ) ) _
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4 |Glucose Glucose 250 g Thube bdt | 24 |TCCS [Géi 250 g VS§-4907-15
________________ ubng _ _ |thén
5 [Nuéc oxy gia 10 thé tich [M3i lp 20 ml chira | Thuéc nuée | 24 |TCCS |Lo 20 ml VS-4908-15
(3%) nuéc oxy gid ddm  |ding ngoai |than,
dic 30% (kU/kI)
H202) 2¢g

4. Cong ty ding ky: Céng ty TNHH dwgc phim USA - NIC (USA - NIC Pharma) (D/c: L6 11D
duong C, Khu céng nghiép Tén Tao, quén Binh Tdn, tp. H6 Chi Minh - Viét Nam)

4.1 Nha sin xuit: Céng ty TNHH duwge phim USA - NIC (USA - NIC Pharma) (B/c: L6 11D
duong C, Khu cong nghiép Tén Tao, qudn Binh Tdn, tp. H6 Chi Minh - Vigt Nam)

5 o Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy céch .
STE Hen fde Ham lrgng ché tho |chudn| déng géi S8 ding ky
6 |Ganofarmin 30 ml dung dich Dungdich | 36 |[TCCS [Hdp 1 chai 30 VS-4909-15
chira: Ddng sulfat  [ding ngodi |théng ml, 60 ml, 100
0,6g; Acid Boric (dung djch ml, 200 ml
0,6g v§ sinh phu
nif)

5. Cong ty diing ky: Céng ty TNHH US Pharma USA (D/c: L6 BI-10, Puong D2, KCN Tay Bdec
Cu Chi, TP. Ho Chi Minh - Viét Nam)

5.1 Nha sin xuét: Cong ty TNBH US Pharma USA (D/c: L6 BI-10, Puong D2, KCN Tdy Bdc
Cii Chi, TP. Hé Chi Minh - Viét Nam)

% Hoat chit chinh - | Dang bao |Tudi| Ticu | Quycach
SEE i6a thiuge Ham lwgng ché | tho |chudn| d6ng goi 88 ding ky
7 |Dailycare Alpha - Terpineol |Dung dich 36 [TCCS [H¢p 1 chai 60 V5-4910-15
thién nhién ding ngodi |théng| ml, 100 ml, 200
0,6g/60ml; Vitamin |(dung dich ml
E 0,18g/60ml; Natri |vé sinh phy
lauryl sulphat nit)
4,8g/60ml

Truong Quéc Cudmg
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