BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc lip - Tu do - Hanh phic
S6: 439 /QP-QLD Ha N6i, ngay Sthang ¥nim 2018
QUYET PINH

V& viéc ban hanh danh muc 08 thudc san xuét trong nwée
dwegc eip 58 ding ky lwu hanh c6 higu lre 03 nim tai Viét Nam - Dot 162

CUC TRUONG CUC QUANLY DUQC
£24n cir Luat Dwge ngay 06 thang 4 ndm 2016;

Can et Nghi dinh s§ 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phii quy dinh
chirc ning, nhiém vy, quyén han vi co cdu td chirc cia Bd Y t;

Can cir Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cia Bb truéng B Y té quy
dinh chirc niing, nhiém vu, quyén han va co ciu td chirc ciia Cuc Quén ly Dugc thude
Bd Y té;

Cin cir Thong tur sb 44/2014/TT-BYT ngay 25/11/2014 ciia B6 Y té quy dinh
viéc ding ky thubc,

Can cr ¥ kién cua Héi ddng tw van cip gidy ding ky huu hanh thube, nguyén lidu
lam thubc - B Y té;

Xét @& nghi cia Trudng phong Piang ky thube - Cuc Quan 1y Dugc,
QUYET PINH:

Pidu 1. Ban hinh kém the.o"Quyét dinh ndy danh myc 08 thudc sin xuét trong
nuée dugc cip sé dﬁg k)'/ lu'u hénh tai Viét Nam - Dot 162.

Pidu 2. Cong gr.,san‘ xuat va cong ty dang ky c6 thudc hvu hanh phai in sb dang
ky duoc BO Y té cap‘lqg nhén thudc va pha1 chép hanh dung cic quy dinh c6 lién
quan téi san xuét va luu hinh thubc. Céc sb ding ky c6 ky hiéu VD3-...-18 ¢6 gi4 tri
03 nam ké tir ngay ky Quyét dinh.

Pidu 3. Quyét dinh ndy c¢6 hiéu huc ké tir ngay ky ban hanh.

Piéu 4. Cong ty ding ky, cong ty déng gdi thir cdp phai phéi hop véi co s& san
xut va déng géi so cAp dé thuc hién chuyén giao nghé sin xuit hoan toan tai Viét
Nam céc thubc néu trén sau 03 nim ké tir ngay cé"tp sb ding ky.
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Pieu 5. D6i véi viéc san xuat, luu hanh thudc:
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- Yéu cau co s¢ ding ky, co s& san xuat cung cp chat chuan, mau thuoc téi

Vién Kiém nghiém thuéc Trung Uong hoic Vién kiém nghiém thudc Tp. H6 Chi
Minh 8 kiém tra tiéu chuln chét lugng d6i v6i mdi 16 thanh phdm déu tién. Thudc
chi duge phép luu hanh trén thi trudng sau khi c6 két qua kiém nghiém cia Vién
Kiém nghiém thudc dat yéu ciu dbi véi tit ca céc chi tidu theo tiéu chuin thanh phim
da dugc Cuc Quan 1y Dugce phé duyét.

- Pbi v6i cac 16 san xult sau, co s& xudt xuong thanh phim tu kiém tra theo tiéu
chudn chét lwong. Trudmg hop co s& khong kiém tra dugc thi giri miu thube, chét
chuén téi Vién Kiém nghiém thubc Trung Uong hodc Vién kiém nghiém thubc Tp.
Hb6 Chi Minh @ kiém tra. Thudc chi dugc phép luu hanh trén thj trudng sau khi ¢6
két qua kiém nghiém cta Co sé xuét xuéng thanh phim hojic Vién Kiém nghiém
thudc dat yéu cau dbi véi tit ca cac chi tiéu theo tiéu chudn thanh phdm d& dwoc Cuc
Quan ly Dugc phé duyét.

Pidu 6. Dbi véi céc thubc sb thir tr 3, 4, 5, 7 trong danh muc ban hanh kém theo
Quyét dinh nay: Céng ty san xuit va cong ty diing ky phai cip nhit quy dinh v& thudc
d6c trén nhan va huéng din st dung theo quy dinh tai Thong tuw 01/2018/TT-BYT
ngdy 18/01/2018 ciia B6 Y té quy dinh ghi nhén thudc, nguyén liéu lam thubc va t&
huéng din sir dung thubc va chi dugc luu hanh thudc trén thi trudng sau khi Cuc
Quan ly Dugc phé duyét ngi dung cép nhét nay.

Pidu 7. Gidm dbc S& Y té cAc tinh, thanh phé tryc thudc trung wong va gidm
déc cong ty san xuét va cong ty ding ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay.

Noi nhiin:
- Nhu DBiéu 7;
- BT. Nguyén Thi Kim Tién (dé b/c);
- TT. Truong Quéc Cudng (dé b/c);
- Cuc Quin y - B4 Qudc phong, Cuc Y té - B§ CA;
- Cyc Y té giao thong vén tai- B GTVT;
- Téng Cuc Hai Quan- B4 Tai Chinh;
- Béo hiém x3 hi Viét Nam; - :
- Vu Phép ché, Cyc Quan Iy Y Dugc cd truyén, Cyc
Quan 1y Kham, chita bénh - B3 Y té; Thanh tra B Y t4;
- Vién KN thuéc TU va VKN thudc TP.HCM,;
- Téng Céng ty Dugc VN - CTCP;
- C4c bénh vién, Vién c6 givdéng bénh tryc thujec BYT;
- Website ciia Cuc QLD, Tap chi Dugc M§ phim — Cuc
QLD;
- Lwu: VT, KDD, PKT (15b).




BOYTE

CUC QUAN LY DUGC

CONG HOA XA HQI CHU NGHIA VIET NAM
Dioc lap - Tw do - Hanh phic

DANH MUC 08 THUOC SAN XUAT TRONG NUGC
PUGC CAP SO PANG KY HIEU LUC 03 NAM - PQT 162

Ban hanh kém theo quyét dinh s6: 439.../QP-QLD, ngay .07.....%./.. 10§

1. Cong ty dang ky: Cong ty ¢d phin dwgc phim Trung wong 1 - Pharbaco (P/c: 160 - Tén
Dirc Thang - Dong Da - Ha Nji - Viét Nam)

1.1 Nha san xuét: Nha déng géi cip 2 va xuét xwéng: Cong ty cd phén dwge phim Trung
wong 1 - Pharbaco (B/c: Thén Thach Léi, xd Thanh Xudn, huyén Séc Son, TP. Ha N¢i - Viét Nam)

STT

Tén thubc

Ham lwgng

Hoat chét chinh -

Dang bao
ché

Tudi
tho

Tiéu
chuén

Quy céch
déng gbi

S6 ding ky

EE—

Gemibine-1000 (Nha san
xuit va déng gbi so cép:
Intas Pharmaceuticals
Ltd: Pia chi: Plot No. - -
457-458,
Village-Matoda, Bavla
road, Dist.-Ahmedabad,
India)

Gemibine-200 (Nhé sdn
xuét va dong goi so clp:
Intas Pharmaceuticals
Ltd. Dja chi: Plot No.
457-458,
Village-Matoda, Bavla
road, Dist.-Ahmedabad,
Ind1a)

—_—— e e e e Ty,

Intacape 500 (Nha san
xuét va déng gobi so cép:
Intas Pharmaceuticals
Ltd. B/c: Plot No.
457-458, Village-
Matoda, Bavla road, and
Plot No. 191/218P,
Village: Chacharwadi,
Ta: Sanand, Dist.
-Ahmedabad, India)

Mbi lg chira
Gemcitabin (dudi
dang Gemcitabin
HCI) 1000 mg

Méi lo chira
Gemcitabin (dudi
dang Gemcitabin
HCI) 200 mg

Capec1tabm 500 mg

Bt dong
khd pha ti€ém

Botdong |
khd pha tiém

Vién nén bao
phim

36
thang

thang

USP
38

USP
38

USP
37

Ivién; Hop 3 vix

Hop 1lo

Hop 1 vix 10

10 vién

VD3-13-18

VD3-14-18

VD3-15-18

Trang 1



Intascytax 100 (Nha
san xuét va déng gbi so
chp: Intas
Pharmaceuticals Ltd.
Dia chi: Plot No.
457-458,
Village-Matoda, Bavla
road, Dist.-Ahmedabad,
India)

Intascytax 30 (Nha san
xuét va dong goi so chp:
Intas Pharmaceuticals
Ltd. Pia chi: Plot No.
457-458,
Village-Matoda, Bavla
road, Dist.-Ahmedabad, .
India)

— — — — ——_—— e —_——_——

Palset (Nha san xuét va
déng gbi so cap: Intas
Pharmaceuticals Ltd.
Dia chi: Plot No.
457-458,
Village-Matoda, Bavla
road, Dist.-Ahmedabad,
India)

MGéi lo 16,7 ml dung
dich chira: Paclitaxel
100 mg

MGéi lo 5 ml dung
dich chira: Paclitaxel
30 mg

M3i lo 5ml dung
dich chira:
Palonosetron (dudi
dang Palonosetron
hydroclorid) 0,25
mg

Dung dich
dam dic pha
tiém truyén

Dung dich
d3m dic pha
tiém truyén

b — —  —— e — e ]

24
thang

USP
37

Hop 110 16,7
ml

Hép 11o 5ml

Hop 119 5ml

VD3-16%18

VD3-17-18

VD3-18-18

2. Cong ty diing ky: Cong ty TNHH Reliv pharma (B/c: S6 22HI, Pucng sé 40, Khu din cu Tén

Quy Dong, Phuong Tdn Phong, Qudn 7, Tp. HCM - Viét Nam)

2.1 Nha san xuét: Nha déng géi cp 2 va xuiit xwdng: Cong ty cd phin dwgc phim Trung
wong 1 - Pharbaco (D/c: Thén Thach Loi, xd@ Thanh Xudn, huyén Soc Son, TP. Ha N¢i - Viét Nam)

R £ Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cich £ ax ,
STT Teén thude Ham lwong ché tho {chuin| déng goi S0 ding ky
7 |Abingem-1,4gm (Co sé |Gemcitabin (du6i  |Bot dong 24 |[USP [Hoplle VD3-19-18
san xut va dong gbiso |dang Gemcitabin  [khd pha tiém|théng|38
cép: Naprod life sciences|hydrochlorid) 1,4 g
pvt.itd. Dja chi: 304,
Town Centre, 3rd Floor,
Andheri-Kurla Road,
Near Mittal estate,
Andheri (East),
Mumbai-400059, India)
IR R AU SO I (SN . 4
8 |Zoledronic Acid Mbilo 5mldung |Dungdich | 24 |TCCS |Hop 1lp 5 ml VD3-20-18

Trang 2



Injection 0.8mg/ml (Nha
san xult v déng géi so
cip: Mylan Laboratories

 Limited [Specialty

Formulation Facility]. D/c:
No.19A, Plot No.284-B/1,
Bommasandra-Jigani Link
Road, Industrial Area,
Anekal Taluk,
Bangalore-560 105, India)

dich chira: Acid
zoledronic (dudi
dang Acid
zoledronic
monohydrat) 4 mg

Trang 3

CUC TRUONG




