BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phic
S6: /| 10 /Qb-QLD Ha Ngi, ngay jJ0 thang 3 ndm 2019
QUYET DINH

V¢é viéc ban hanh danh muc 04 thudc san xuit gia cong trong nuwdgc
duge cap s6 ding ky Iuu hanh tai Viét Nam — Dot 164 (tiép theo)

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Dugc ngay 06 thang 4 ndm 2016;

Can ctr Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chmh phu quy
dinh chirc ndng, nhiém vy, quyén han va co ciu t chirc ctia B Y té;

Cin ¢t Quyét dinh sb 7868/QD- BYT ngay 28/12/2018 cua B) trudng B6 Y té
quy dinh chuc néng, nhiém vy, quyén han va co ciu té chirc ctia Cuc Quan ly
Dugc thudc Bo Y té;

Can cir Théng tur sb 44/2014/TT-BYT ngay 25/11/2014 ctiia B6 Y té quy dinh
viéc dang ky thudc;

Can cir Thong tur s6 23/2013/TT-BYT ngay 13/8/2013 ciia Bd Y té hudng din
hoat dong gia cong thubc;

Can ciry kién cia Hoi ddng tu van cdp gidy dang ky lwu hanh thude, nguyén
lidu 1am thude - By Y té;

Xét @& nghi ciia Trudng phong Ping ky thudc - Cyc Quan Iy Dugc,

QUYET DINH:

Pitu 1. 'Ban hanh keém theo Quyét dinh nay danh muc 04 thubc san xuét gia
cong duoc cap sé dang ky Iru hanh tai Vi€t Nam — Dot 164 (tlep theo).

Piéu 2. Cong ty san xuit va cong ty dang ky co thudc Iwu hanh phai in sb
dang ky dugc B6 Y te cap 1én nhén thube va phai chdp hanh dung cac quy dinh ¢6
lién quan t6i san xudt va luu hanh thude. Cac sb dang ky co ky hiéu GC-...-19 ¢o
gia tri 05 nim ké tir ngay ky Quyet dinh.

Piéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam déc S6'Y té cac tinh, thanh phé truc thude trung uong va giam
déc don vi ¢6 thube tai Diéu Ichiu trach nhiém thi hanh Quyét dinh nay.

Noi nhin: CUC TRUONG
- Nhu Piéu 4; ’
- BT. Nguyén Thi Kim Tién (de b/c);

- TT. Trwong Qudc Cuong (dé ble);

- Cuc Quany - B§ Qudc phong, Cuc' Y té - Bo CA;
-CucY té giao thong vén tai- B6 GTVT;

- Tong Cuc Hai Quan- B§ Tai Chinh;

- Bao hiém x3 hdi Viét Nam; AN
- Vu Phép ché, Cuc Quan Iy Y Dugc ¢b truyén, Cuc Quanily,
Kham, chita bénh - B§ Y té; Thanh tra Bo Y té;

- Vién KN thube TU va VKN thudc TP.HCM;

- Téng Cong ty Duge VN - CTCP;

- Céc bénh vién, Vién c6 givong bénh truc thude BY'I;
- Website ctia Cuc QLD, Tap chi Dugc My phém -~ Cuc QLD;
- Luu: VT, KDD, BKT (15b).




CUC QUAN LY DUQC

BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

DANH MUC 04 THUOC SAN XUAT GIA CONG TRONG NUGC PUGC CAP SO PANG KY HIEU
LUC 5 NAM - BOT 164 (TIEP THEO)

Ban hanh kém theo quyét dinh sé:/7/./QD-QLD, ngaydl/./.4./.4019

1. Cong ty ding ky: (Co s& dit gia cong): Cong ty ¢6 phin dugc phim & dich vu y té Khanh
Hoi (B/c: 86 01 - Puong Lé Thach - Phuong 12 - Qudn 4 - TP. Ho Chi Minh - Viét Nam)

1.1 Nha san xuét: (Cé s6 nhén gia cong): Chi nhanh céng ty TNHH SX-TM duge phim
Thanh Nam (P/c: 56 60 - Baz 16 Boc ldp - KCN Viét Nam-Singapore - Phuong An Phui - Thi xd
Thudn An - Tinh Binh Dwong - Viét Nam)

\ . £ Hoat chit chinh - | Dang bao |Tudi| Tidu Quy céch S8 ding kv
STT S S Ham lwgng ché tho |chuin| déng géi WHRIRRY
1 |Chlorpheniramin Clorpheniramin Vién nang 36 |TCCS |Lo 200 vién; Lo| GC-317-19
maleat 4mg cung (mau [thang 500 vién
tim - vang)
2 |Ibuparavic Paracetamol 300mg; [ Vién nang 36 |[TCCS |Hop 10vix 10 GC-318-19
Ibuprofen 200mg; |cing thang] vién
Cafein 20mg

2. Cong ty ding ky: (Co sé diit gia cong): Cong ty cd phan dwge phdm Ninh Binh (B/c: 12 Lé
Dai Hanh, Tp. Ninh Binh, tinh Ninh Binh - Viét Nam)

2.1 Nha san xuiét: (Co s& nhén gia cong): Cong ty cd phan dwge Ha Tinh (B/c: Cum cong
nghiép - Tiéu thit cong nghiép Bac Cam Xuyén, xa Cam Vinh, huyén Cém Xuyén, Ha Tinh - Viét

voi 0,85g; Long
nhin 0,5g; Lién
nhyc 0,3g; Téo
nhén 0,3g; Lac tién
2g; Thuc dia 0,6g;
[Toai son 0,7g

Nam)
. £ Hoat chét chinh - | Dang bao Tubi| Titu Quy cich Sé di .
4 d ang k
s et Ham lwong ché tho |chuin| déng goi ]
3 |B6 tam an théan Madi vién hoan mém |Viénhoan | 24 [TCCS [Hop chira 6 GC-319-19
10g chira: Cu binh  |mém thang vién hoan x 10g

Trang 1




2.2 Nha san xuit: (Co s nhin gia cdng): Nhi mdy sin xuéit thuéc déng dwge Cong ty cb phin
dwgc - VTYT Thanh Héa (B/e: L6 4-5-6 KCN Ty Béc Ga, p. Péng Tho, Tp. Thanh Hoa - Viét

Nam)

r Rs
. £ Iloat chat chinh - | Dang bao |[Tudi| Tigu | Quy cach S6 dine Kk
poaell A Ham lwgng ché tho |chudn| déng goi -
4 |Khdp lung toa - NB M3di géi 5g hoan Vién hoan 24 |ITCCS |Hop 15thix 5g| GC-320-19
clng chira: Do trong |ciing thang
0,25g; Nguu tat

0,475g; Tuc doan
0,375g; Pha c6 chi
0,375g; Y di 0,5g;
DPuong quy 0,5g;
Bach chi 0,375g;
Hat sen 0,5g; Ciu
tich 0,375¢g; Pdc
hoat 0,375g; Thuc
dia 0,5g; Cam thao
0,25g; Thd phyc linh
0,25¢g

Trang 2






