BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lip - Tr do - Hanh phiic
sé: b8 /QP-QLD Ha Ngi, ngay Jp thang 5 ndm 2015
QUYET PINH

Ve viée ban hhnh danh muc 01 thuéc san xuﬁt trong nuwéc (thude cb hoat chit,
phoi hQ’p hoat chit hojc dang bho che lin diu ding ky tai Viét Nam - - 50 ding
ky c6 hiéu lye 02 ndm) dwge cip so ding ky lru hanh tai Viét Nam- Dot 150

CUC TRUGNG CUC QUAN LY DUQC

Cin cit Luét Dugc ngay 14 thang 6 nim 2005;

Can ¢\t Nghj dinh so 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy dinh
chirc nang, nhiém vy, quyen han va co chu t5 chirc cia B§ Y té;

Cin ctt Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 cua Bo trudng Bo Y
té vé viéc quy dinh chirc ning, nhiém vu, quyén han vi co cdu to chic ciia Cuc
Quan ly Dugc thugc Bo'Y té;

Cin ctt Thong tur sb 44/2014/TT-BYT ngay 25/11/2014 cia B§ Y t€ qui dinh
viée ding ky thubc,

Can ot y kién ctia H6i dong tu vén cép sb diing ky luu hanh thudc Bo Y t&;

Xét d& nghi cia Truéng phong Pang ky thude- Cuc Quan ly Dugc;

QUYLT PINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muc 01 thubc san xuat irong
nuée (thubc co hoat chét, phéi hop hoat chét hojic dang béo ché 13n diu ding ky tai
Viét Nam - s§ diang ky ¢6 hiéu lyc 02 nim) dugc c4p sé dang ky luu hanh tai Viét
Nam - D¢t 150.

Piéu 2. Cong ty san xuét va cong ty ding ky co thuéc luu hanh phai in sb
ding ky dugc B Y té c4p lén nhén thuéc va phai chip hanh ding céc quy ché c6
lién quan t6i san xuat va luu hanh thubc. S6 dang ky ¢6 ky hiéu QLDB-...-15 ¢6 gia
tri 02 nim k& tir ngay ky Quyét dinh.

Picu 3. Trong qué trinh luu hanh, nha sin Xuét pha1 két hop véi cic co so
didu trj d& thuc hién theo ding cic quy dinh hle;n hanh ve 3 thudc ké don va theo ddi
hiéu luc, d6 an toan, tic dung khong mong mudn cta thubc trén ngudi Viét Nam

Céng ty dang ky cé trdch nhi¢ém tdng hop cac bio cdo ciia cac don vi trén vé Cuc
Quan ly Dugc theo ding quy dinh hi¢n hanh m&i 06 thang mét lan.

Didu 4. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.
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Pidu 5. Gidm dbc S& Y té céc tinh, thanh phé trirc thudc trung wong va gidm
déc cong ty san xult va cong ty ding ky c6 thubc tai Piéu 1 chiju trach nhiém thi
hanh Quyét dinh nay./.
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc ldp - Ty do - Hanh phic

CUC QUAN LY DUQC

DANH MUC 01THUOC SAN XUAT TRONG NUGC BUQGC CAP SO PANG KY HIEU LUC 02 NAM

(THUOC CO HOAT CHAT, PHOI HGP HOAT CHAT HOAC DANG BAO CHE LAN DAU PANG KY

TAI VIET NAM) - BQT 150 ‘é
Ban hanh kém theo quyét dinh s4:208, /QD-QLD, ngay 4/ Jo2olS” 4
=
1. Cong ty déng ky: Cong ty TNHH lién doanh Hasan-Dermapharm (B/c: L6 B, duong $6 2, g
KCN Dong An, Thudn An, Binh Dwong - Viét Nam) =
1.1 Nha sian xuét: Céng ty TNHH lién doanh Hasan-Dermapharm (D/c: L6 B, duong $6 2, Ki C/‘%
Dong An, Thudn An, Binh Dwong - Viét Nam) ﬁ
. =
. Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy céch % .
STT Tén thude Ham hrgng ché tho [chufin| déng g6i 86 déing ky ;
1 rOremute 2/1000 mli M3&i g6i 20,579g Thubc bot 24 |TCCS [Hop 10 gbi x QLDPB-477-1

chira: Natri clorid
2,6g; Natri citrat
dihydrat 2,9g; Kali
clorid 1,5g; Glucose
khan 13,5g; K&m
(duéi dang kém
gluconat) 2 mg

20,579g
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