BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phic
86: 405 /QDP-QLD Ha Noi, ngay A9 thang 9 niim 2017
QUYET DINH

Ve viéc ban hanh danh myc 08 thudc san xudt gia cong trong nwée
dwge cap $0 dang ky lvu hanh tai Viét Nam — Dot 139

CUC TRUONG CUC QUAN LY DUQC

Cén ctr Luit Dugc ngay 06 thang 4 ndm 2016;

Cian ¢t Nghi dinh s§ 75/2017/ND-CP ngay 20/6/2017 cua Chinh phi quy
dinh chirc ndng, nhiém vy, quyén han va co céu t chitc cia Bo Y té;

Cin ot Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 ciia B§ trudng Bo Y té
quy dinh chirc néng, nhiém vy, quyén han va co cdu td chirc cia Cuc Quan ly
Durge thude Bo Y té;

Can cu Thong tu s 44/2014/TT-BYT ngay 25/11/2014 cta B§ Y te quy dinh
viée ding ky thudc;

Cin ctt Théng tu s§ 23/2013/TT-BYT ngay 13/8/2013 ctia B§ Y té hudng déan
hoat dong gia cong thube;

Cin ot v kién cia Hdi dong tu vén cép gidy dang ky luu hanh thuéc, nguyén
liéu lam thudc - Bo Y té;

Xét d& nghi ctia Truéng phong Pang ky thudc - Cuc Quan ly Dugc,

QUYLT PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 08 thude sin xuét gia
cdng trong nude duge cip sé ding ky luu hanh tai Viét Nam — Dot 159.

Piéu 2. Cong ty san xudt va cong ty ding ky co thudc luu hanh phai in sé
ding ky dugc Bo Y té cdp 1én nhén thudc va phai chdp hanh dung céc quy dinh ¢é
lién quan t&i san xudt va lwu hanh thudc. Céc sé ding ky ¢6 ky hiéu GC-...-17 c6
gié tri 05 niim ké tir ngay ky Quyét dinh.

Pidu 3. Hiéu luc sé ding ky cua thube Bisoprolol 2.5, SPK: VD-18911-13
va thuéc Bisoprolol 5, SPK: VD-18912-13 tai Quyét dinh sé 157/QP-QLD ngay
19/6/2013 cia Cuc trudng Cuc Quén Iy Duge vé& viéc ban hanh danh muyc 353
thudc san xuat trong nudc duge cdp sé ding ky hru hanh tai Viét Nam - Dot 140
Hiéu luc sé diang ky cta thudc Rvpara, SPK: VD-24033-15 tai Quyet dinh sb
662/QD-QLD ngay 17/12/2015 cia Cuc truong Cuc Quan ly Dugc vé viéc ban
hanh danh muc 626 thudc san xuét trong nudc duge cdp s6 ding ky luu hanh tai
Viét Nam - Dot 152 s& cham dit sau 03 thang ké tir ngay sb dang ky gia céng cd
hiéu luc.

Biéu 4. Quyét dinh nay c6 hidu luc ké tir ngdy ky ban hanh.



Piéu 5. Gidm dbc S& Y té cac tinh, thanh phd truc thude trung wong va gidgm
dbc don vi c6 thudc tai Pidu 1, Bidu 3 chju trdch nhiém thi hanh Quyét dinh nay.

Noi nhin:
- Nhu Piéu 5;
- BT. Nguyén Thi Klm Tién (dé b/c);
- Cue Quiéin ¥ B& Quéc. phong, Cuc Y té - B4 CA;
= Cuc Y té giao théng vén tai- B GTVT;
- Tdng Cyc Hai Quan- B§ Tai Chinh;
- Bao hidm x hdi Vigt Nam;
- Vu Phép ché, Cuc Quén l)’z Y Dugc ¢b truyén Cuc Quak, g
Kham, chita b?{llll -BaYté Than)l(l tra Bd Y té; : b
- Vién KN thuoc TU va VKN thuoc TP.HCM,; B B A
- Tdng Céng ty Duge VN - CTCP; Thra wong By Xte
- Céc bénh vién, Vién cé giudng bénh truc thuéc BYT;
- Website ctia Cuc QLD, Tap chi Dugec M$ pham — Cyc QLD;
- Lwru: VT, KDD, BKT (15b).




BOY TR CONG HOA XA HOFCHU-NGHIA- VIET NAM:-
CUC QUAN LY DUGC Poc 1dp - Ty do - Hanh phiic

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

Ban hanh kém theo quyét dinh sé: 4.05../QP-QLD, ngay £3....9../2017

1. Cong ty diing ky: (Co's& diit gia cong): Céng ty 0 phiin Duge Hju Giang (D/c: 288 Bis
Nguyén Vin Cie, P. An Hod, Q. Ninh Kiéu, TP. Can Tho - Vi¢t Nam)

1.1 Nha sin xuit: (Co sé nhan gia cong): Céng ty TNHH MTV Dugc phim DHG (D/c: Lé B2
- B3, KCN Tdn Phit Thanh - giai doan 1, xa Tén Phit Thanh, Huyén Chdu Thanh A, Tinh Hégu
Giang - Viét Nam)

" Hogt chit chinh - | Dang bao |[Tudil Tieu | Quy cach & ek
STT Hemthyse Ham lwgng ché tho [chufn| dong géi SRR
"1 |Bisoprolol 2.5 Bisoprolol fumarat |Vién nén bao| 36 |TCCS [Hop 3 vix 10 GC-280-17
__________________________________________________ 2,5mg . [|phim __|thing vién
2 |Bisoprolol 5 Bisoprolol fumarat |Vién nén bao] 36 [TCCS [Hop 3 vix 10 GC-281-17
JSmg phim thang vién

2. Cong ty ding ky: (Co s& djt gia cong): Cong ty ¢b phiin dugc phﬁm dugc liéu Pharmedic
(P/c: 367 Nguyén Trdi, Qudn 1, Tp. H6 Chi Minh - Viét Nam)

2.1 Nha sdn xuit: (Co sé nhfm gia cong): Chi nhanh céng ty TNHH Dugc phdm Sai Gon
(Sagopha) (D/c: 27 Duong sé 6, KCN Viét Nam-Singapore, Huyén Thugn An, Ti inh Binh Dirong -

Viét Nam)
- £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S& ding ky
STT Tén thude Ham lwgng ché tho [chuéin| déng géi AR
3 |Diép ha chdu PMC Cao khd Digp ha Vién nén bao| 24 |TCCS |Hop 10vix 10 GC-282-17
chdu 250mg phim thang vién, hop 1 lo
................... IOO Vién

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

3.1 Nha san xu:‘i!: (Co s& nhiin gia cong): Cong ty TNHH Medochemie (Vién Dong) (D/c: 40
VSIP II diong s6 6, KCN Viét Nam - Singapore II, Khu lién hop Céng nghiép - dich vu - do thi
Binh Dirong, P. Hoa Phi, TP.Thit Dau Mgt, Binh Diong - Viét Nam)

/.4 ’ - T A A -
STT Tén thube Hoat chat chinh Dang bao | Tuol| Tiéu Quy cach

S6 ding ky
Ham lweong ché tho |chuén dong goi B

Trang 1




GC-283-17

phu 0,15g; Thyc dia
0,08g; Bach thugrc
0,08g; Puwong qui
0,06g; Xuyén khung
0,03g

4 |Hurmat 25ng Captopril 25mg Vién nén 24 |TCCS |Hop 2 vix 10
thang vién; hdp 10 vi
il _ - Ix 10 vién
S |Ozanier 250mg Levofloxacin (duéi |Viénnén . | 24 [TCCS |Hop 1 vix 10 GC-284-17
dang Levofloxacin |bao phim  |théng vién; hop | vix
hemihydrat) 250mg |7 vien |
4. Cong ty ding ky: (Co s& dijt gia cdng:) Céng ty ¢b phiin dwge phdm aéng duge 5 -
Fidopharm (B/c: 558 Nguyén Tréi - Qudn 5 - TP. HS Chi Minh - Viét Nam)
4.1 Nha san xufit: (Co sé nhin gia cong:) Cong ty C5 phin BV Pharma (P/e: Ap 2, Xa Tan
Thanh Tay-Huyén Cu Chi-Thanh pho H6 Chi Minh - Viét Nam)
. Hoat chéit chinh - | Dang bao | Tudi| Tiéu Quy cich £ Ky
STT Tén thuoc “Ham lwgng ché tho |chudn|  dong goi So diing ky
6 |fch mAu didu kinh fch méu 0,06g; Ngai |Vién nang 36 |TCCS [Hop 2 vi,3vix| GC-285-17
ciru 0,18g; Huong  |cing thang 10 vién

5. Cong ty dang ky: (Co s& dit gia cong:) Cong ty cd phﬁn dwge phdm Imexpharm (P/e: 56 04
dwong 30/4, phieong 1, TP. Cao Lanh, Tinh Bong Thdp - Viét Nam)

5.1 Nha sin xuét: (Co sé nhin gia ¢éng:) Cthllanh cong ty ¢b phan dugc phim

Agimexpharm- Nha may san xuéit dwge phim Agimexpharm (D/c: Duong Vii Trong Phung,
Khom Thanh An, P. My Thoi, TP. Long Xuyén, Tinh An Giang - Viét Nam)

. % Hoat chiit chinh - | Dang bao Tudi| Tiéu Quy cach S8 dfing |
SIT Ten-thooe Ham lugng ché tho [chufn| dong géi ANLky
7 [Prednison 5 mg Prednison 5 mg Viénnén2 | 36 |TCCS |Chai 200 vién GC-286-17
16p thang (vién dugc chira

(trAng-xanh)

trong thi
nhdm); chai
500 vién (vién
duge chira
trong t(i nhom)

6. Cong ty ding ky: (Co s& dit gia cong:) Cong ty TNHH Reliv pharma (D/c: Sé 22H 1, Puong

56 40, Khu dén cu Tan Quy Déng, Phuong Tdn Phong, Qudn 7, Tp. HCM - Viét Nam)

6.1 Nha san xuiit: (Co sé nhén gia céng:) Cong ty ¢b phin duge phim Trung wong 1 -
Pharbaco, (P/c: Thanh Xudn, Séc Son, Ha Nji - Viét Nam)

Trang 2




STT T84 thisde Hoat chiit C!lfllh - Dgng}mo Tubi Tié}l Ql'ljv’ Ck‘l(f].l $6 dang ky
Ham luwgng che tho {chuan| déng goi
8 |RVPara M?5i 100ml dung Dung dich 24 |TCCS |Hép I chai 100 | GC-287-17
dich chira: tiém truyén |théng ml
Paracetamol 1000
mg
PHU TRACH QUAKX LY,
o= DIEU HANH €UC

Trang 3
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Truong Qubc Cuwing

Thir trudng B§ Y té
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