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86: 4O§ /Qb-QLD Hé Néi, ngay A9 thing 9 ndm 2017
QUYLT DINH

Vé viéc ban hanh danh muc 08 thudc san xuit gia cong trong nuée
dwoge cip s diing ky lvn hanh tai Viét Nam — Dot 159

CUC TRUONG CUC QUAN LY DUQC

Cin ctr Ludt Dugc ngdy 06 thang 4 ndm 2016;

Cin ctt Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phu quy
dinh chirc ndng, nhiém vy, quyén han va co cAu tb chic ciia BY Y té;

Ciin ctr Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 ctia B¢ truéng BS Y €
quy dinh chtrc nang, nhi¢m vu, quyén han va co chu td6 chirc ciia Cuc Quan ly
Duoc thuoc BO Y té;

Cin ¢t Thong tu s 44/2014/TT-BYT ngay 25/11/2014 cia B Y té& quy dinh
viée ding ky thube; |

Cin ctt Thong tu s6 23/2013/TT-BYT ngay 13/8/2013 ctia B Y t& hudng dan
hoat dong gia céng thude;

Cén ctr y kién cua Hoi dong tu vén cép gidy ding ky luu hanh thudc, nguyén
lidu lam thudc - B6 Y té;

Xét d& nghi ctia Trudng phong Ding ky thudc - Cuc Quan ly Dugc,
QUYLT PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 08 thubc san xuét gia
cong trong nude duoe cép s6 diang ky luu hanh tai Viét Nam — Dot 159.

Piéu 2. Cong ty san xuét va cong ty ding ky cé thudc luu hanh phai in sb
ding ky duge B6 Y t& cAp 1én nhén thudc va phai chdp hanh ding cac quy dinh c6
lién quan t6i san xudt va luu hanh thude. Cac s6 ding ky 6 ky hiéu GC-...-17 ¢6
gid tri 05 nim ké tir ngay ky Quyét dinh.

Pidu 3. Hiéu luc sb ding ky cua thubc Bisoprolol 2.5, SDK: VD-18911-13
va thudc Bisoprolol 5, SDK: VD-18912-13 tai Quyét dinh s6 157/QD-QLD ngay
19/6/2013 cua Cuc truong Cuc Quan ly Duoc v& viée ban hanh danh muc 353
thudc san xuét trong nudc duoc cap s6 dang ky luu hanh tai Viét Nam - Dot 140;
Hidu luc sb dang ky cuia thudc Rvpara, SPK: VD-24033-15 tai Quyét dinh sb
662/QD-QLD ngay 17/12/2015 cua Cuc truéng Cuc Quan ly Duge vé viéc ban
hanh danh muc 626 thudc san xudt trong nuéc duge cép sb dang ky luu hanh tai
Viét Nam - Dot 152 s& chm dut sau 03 thang ké tir ngay sb ding ky gia cong co6
hiéu luc.

Piéu 4. Quyét dinh nay c6 hidu luc ké tir ngdy ky ban hanh.
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Diéu 5. Gidam d6c S Y té céc tinh, thanh phd truc thudc trung wong va gidm

dbc don vi c6 thubc tai Didu 1, Pidu 3 chiu trach nhiém thi hanh Quyét dinh nay.

Nei nhin:
- Nhu Bidu 5;
- BT. Nguyén Thj Kim Tién (dé b/c); y
- Cyc Quén y - Bo Quéc.phong, Cuc Y té - Bd CA; e
- Cuc Y té giao thong vén tai- B GTVT; - i
- Téng Cuc Hai Quan- B§ Tai Chinh; pick
- Bao hiém x& th Viét Nam; %\’“' i
- Vu Phép ché, Cuc Quan ly Y Duge cb tmyen Cuc Qua\)\lgg“_ i B i
Kham, chita bénh - B8 Y t&; Thanh tra B Y té; o)
- Vién KN thudc TU va VKN thude TP.HCM; '
Téng Cong ty Duge VN - CTCP: Tlur truwéng Bo Y té
- Céac bénh vién, Vién c6 giudng bénh tryc thuge BYT;
- Website ciia Cuc QLD, Tap chi Duge M§ phim — Cuc QLD;
- Lwu: VT, KDD, DKT (15b).
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Y TE CONG HOA XA HOFCHU NGHIA-VIET NAM
ap - Tw do - Hanh phic

DANH MUC 08 THUOC SAN XUAT GIA CONG TRONG NUOC
PUQC CAP SO PANG KY HIEU LUC 05 NAM - BOT 159

Ban hanh kém theo quyét dinh sé: 4:0./QP-QLD, ngay «£9...9..12017

1. Cong ty diang ky: (Co sé dit gia cong) Cong ty ¢d phan Dwoc Hiu Giang (D/c: 288 Bis
Nguyén Vén Cir, P. An Hoa, Q. Ninh Kiéu, TP. Can Tho - Viét Nam)

1.1 Nha san xudit: (Co sé nhén gia cong): Céng ty TNHH MTV Duge phf:im DHG (D/c: L6 B2
- B3, KCN Tén Phui Thanh - giai doan 1, x& Tdn Phit Thanh, Huyén Chdu Thanh A, Tinh Hgu
Giang - Viét Nam)

‘ Hoat chéit chinh - | Dang bao |Tudi| Tigu [ Quy cach § % .
8 ) . v Sod k
ST L HES Ham lwgng ché tho |chuin dong goi NG
"1 |Bisoprolol 2.5 Bisoprolol fumarat |Vién nén bao| 36 |TCCS [Hop 3 vix 10 GC-280-17
____________________ 2,5mg ] phim  [thang vién ok
2 BlSOplOlOl 5 Bisoprolol fumarat |Vién nén bao| 36 |TCCS |Hop 3 vix 10 GC-281-17
_________________________________ Smg - |phim Jthang vien

2. Cong ty diing ky: (Co' sé diit gia cong): Cong ty ¢d phin dwge phim dwge ligu Pharmedic
(Dle: 367 Nguyén Trdi, Qudn 1, Tp. Ho Chi Minh - Viét Nam)

2.1 Nha san xuét: (Co s& nhén gia cong): Chi nhanh cong ty TNHH Dwgc pham Sii Gon
(Sagopha) (D/c: 27 Puong s6 6, KCN Viét Nam-Singapore, Huyén Thudn An, Tinh Binh Duong -

Viét Nam)
Hoat chit chinh - | Dang bao [Tudi| Tiéu Quy cich £ g ;
STT & 5 ; ng y So ding k
S Ham lwong ché tho |chuén dong goi B
3 |Diép ha chau PMC Cao khé Diép ha Vién nén bao| 24 |TCCS [Hop 10 vix 10 GC-282-17
chiu 250mg phim thang vién, hép 1 lo
777777777777 100 vién

3. Cong ty diing ky: (Co s& dit gia cong): Cong ty Medochemie Ltd (D/c: 1-10
Constantinoupoleos street, 3011 Limassol - Céng hoa Sip)

3.1 Nha sén xuﬁ}: (Co sé nhén gia céng): Cong ty TNHH Medochemie (Vién Déng) (B/c: 40
VSIP Il duong sé 6, KCN Viét Nam - Singapore 11, Khu lién hop Céng nghiép - dich vu - do thi
Binh Dwong, P. Hoa Phi, TP.Thit Dau Mét, Binh Duong - Viét Nam)

At chinh - a0 | Tudi| Tie {
STT Tén thube Hoat‘chat chinh Dangxbao Tle;:l Ql'ly ca(fl.l
Ham lugng che tho |chuan dong goi

S6 diang ky

Trang 1




4 |Hurmat 25ng Captopril 25mg Vién nén 24 |ITCCS [Hép 2 vix 10 GC-283-17 -
thang vién; hop 10 vi
x 10 vién
5 |Ozanier 250mg Levofloxacin (du6i |Viénnén . | 24 |TCCS [Hop 1 vix 10 GC-284-17
dang Levofloxacin |bao phim  [thdng vién; hop 1 vix
hemihydrat) 250mg 7 vién

4. Cong ty ding ky: (Co sé dijt gia cong:) Céng ty ¢b phin dwge phim déng dwge 5 -
Fidopharm (D/c: 558 Nguyén Tréi - Quédn 5 - TP. Hé Chi Minh - Viét Nam)

4.1 Nha san xuét: (Co s& nhén gia cong:) Cong ty C6 phin BV Pharma (P/e: Ap 2, Xé Tén
Thanh Tay-Huyén Cit Chi-Thanh phé Hé Chi Minh - Viét Nam)

phu 0,15g; Thuc dia
0,08g; Bach thuoc
0,08g; Buong qui
0,06g; Xuyén khung

0,03g

—_ Hogt chdit chinh - | Dang bao |Tudi| Tieu | Quychch | o guno 1os

b Hien o Ham lwgng ché tho |chudn| déng goi g Iy

6 |fich miu didu kinh fch mAu 0,06g; Ngai [Viénnang | 36 [TCCS [Hop2 vi,3vix| GC-285-17
ctru 0,18g; Huong  [cling thang 10 vién

5. Cong ty dang ky: (Co s& dit gia cong:) Cong ty ¢6 phin dwgc phim Imexpharm (B/c: S6 04
dwong 30/4, phuong 1, TP. Cao Lénh, Tinh Pong Thép - Viét Nam)

5.1 Nha san xuét: (Co' sé nhin gla ¢ong:) Chinhanh céng ty ¢6 phan duge pham

Agimexpharm- Nha may san xuit dwge phim Agimexpharm (D/c: Puong Vii Trong Phung,
Khoém Thanh An, P. My Théi, TP. Long Xuyén, Tinh An Giang - Viét Nam)

A
Tudi

o y: Hoat chit chinh - | Dang bao Tiéu Quy cach S8 dang k¢

STl Ten thude Ham lugng ché tho |chuén dong goi e

7 |Prednison 5 mg Prednison 5 mg Viénnén2 | 36 |TCCS [Chai 200 vién GC-286-17
16p thang (vién dugc chira

(tring-xanh)

trong tui
nhdm); chai
500 vién (vién
dugce chira
trong ti nhdm)

6. Cong ty diing ky: (Co s& dit gia cong:) Céng ty TNHH Reliv pharma (B/c: S6 22H1, Puong
56 40, Khu dén cu Tan Quy Déng, Phuong Tdn Phong, Qudn 7, Tp. HCM - Viét Nam)

6.1 Nha sin xuét: (Co sé nhan gia cong:) Cong ty ¢6 phin dwge phim Trung wong 1 -
Pharbaco. (B/c: Thanh Xudn, Séc Son, Ha Néi - Viét Nam)

Trang 2




STT

Tén thube

Ham lwgng

Hoat chéit chinh -

Dang bao |Tudi| Tiéu Quy cich

A A r ’a
ché tho |chuén dong goi

S6 ding ky

RVPara

MObi 100ml dung
dich chira:
Paracetamol 1000

Dung dich 24 |TCCS [Hép 1 chai 100
tiém truyén |théng ml

GC-287-17

Trang 3
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ol oA rwong Qube Cuong

Thi truéng B Y té







