o BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC POC 1ap - Tw do - Hanh phuc
S6: /Qb-QLD Ha Noi, ngay §thang T'nidm 2018
QUYET BINH

V> viéc ban hanh danh muc 08 thudc san xuat trong nuéc
duoc cap s6 dang ky lwvu hanh ¢ hiéu lyc 03 nam tai Viét Nam - Pat 162

CUC TRUONG CUC QUAN LY DUQC
Can ctr Luat Dugc ngay 06 thang 4 nam 2016;

Can c* Nghi dinh s6 75/2017/NB-CP ngay 20/6/2017 cua Chinh phd quy dinh
chtrc nang, nhiém vu, quyén han va co cau té chirc cua BO Y té;

Can clr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia B0 truéng BO Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau té chirc ctia Cuc Quan ly Dugc thudc
BO Y t€;

Can cr Thong tw s6 44/2014/TT-BYT ngay 25/11/2014 cua B6 Y té quy dinh
viéc dang ky thudc,

Can ctr y kién clia HOi dong tv van cap gidy dang ky luvu hanh thudc, nguyén liéu
lam thu6c - BO Y t€;

Xét dé nghi ctia Trudng phong Bang ky thudc - Cuc Quan ly Duoc,
QUYET BINH:

Diéu 1. Ban hanh kem theo Quyét dinh nay danh muc 08 thudc san xuét trong
nuéc duoc cap s6 dang ky Iwu hanh tai Viét Nam - Dot 162.

DPiéu 2. Cong ty san xuat va cong ty dang ky cé thudc Iwvu hanh phai in sé dang
ky dwgc BO Y té cdp Ién nhén thudc va phai chdp hanh didng cac quy dinh cé lién
guan t¢i san xuéat va lvu hanh thudc. Cac s6 dang ky cé ky hiéu VD3-...-18 c6 gia tri
03 nam ké tir ngay ky Quyeét dinh.

Diéu 3. Quyét dinh nay cd hiéu lyc ké tlr ngay ky ban hanh.

Dbiéu 4. Cong ty dang ky, cong ty dong gdi thir cap phai phdi hop véi co s& san
Xudt va dong goi so cdp dé thuc hién chuyén giao nghé san xuat hoan toan tai Viét
Nam céc thu6c néu trén sau 03 nam ké tlr ngay cdp so dang ky.

Piéu 5. Boi vdi viéc san xuat, lvu hanh thudc:



- Yéu cau co s& dang ky, co s& san xudt cung cdp chét chudn, mau thudc toi
Vién Kiém nghiém thudc Trung wong hodc Vién kiém nghiém thudc Tp. H6 Chi
Minh dé kiém tra tiéu chudn chat lvong déi véi moi 16 thanh phdm dau tién. Thudc
chi dwgc phép lvu hanh trén thi trvong sau khi cé két qua kiém nghiém cla Vién
Kiém nghiém thudc dat yéu cau doi voi tat ca cac chi tiéu theo tiéu chuan thanh pham
da dwgc Cuc Quéan ly Duoc phé duyét.

- DOi voi cac 106 san xuat sau, co s xuat xuwdng thanh pham ty kiém tra theo tiéu
chudn chét lvgng. Truwong hop co s& khéng kiém tra dwoc thi glri mau thube, chat
chuén t¢i-Vién Kiém nghiém thuéc Trung Wong hodc Vién kiém nghiém thuéc Tp.
H6 Chi Minh dé kiém tra. Thudc chi dwoc phép lwvu hanh trén thi truong sau khi cé
két qua kiém nghiém clia Co s& xuadt xudng thanh pham hodc Vién Kiém nghiém
thubc dat yéu cau doi vdi tat ca cac chi tiéu theo tiéu chuan thanh pham da duoc Cuc
Quan ly Dugc phé duyét.

Diéu 6. Boi voi cac thube so tht tv 3, 4, 5, 7 trong danh muc ban hanh kem theo
Quyét dinh nay: Cong ty san xuat va cong ty dang ky phai cap nhat quy dinh vé thudc
doc trén nhan va hudng dan st dung theo quy dinh tai Thong tw 01/2018/TT-BYT
ngay 18/01/2018 clia B6 Y t€ quy dinh ghi nhan thubc, nguyén liéu lam thudc va to
huéng dan st dung thudc va chi dwoc lwu hanh thudc trén thi treong sau khi Cuc
Quan ly Duoc phé duyét ndi dung cap nhat nay.

biéu 7. Giam dbc S& Y té cac tinh, thanh phd truc thudc trung wong va giam
doc cong ty san xuat va cong ty dang ky co6 thudc tai Biéu 1 chiu trach nhiém thi hanh
Quyét dinh nay.

Noi nhan: CUC TRUONG
-Nhubiéu 7; C

- BT. Nguyén Thi Kim Tién (d€ b/c);

- TT. Trwong Qudc Cudng (dé b/c);

- Cuc Quany - B6 Quéc phong, Cuc Y té - Bo CA;

- Cuc Y té giao thdng van tai- BO GTVT,;

- Téng Cuc Hai Quan- B Tai Chinh;

- Bao hiém x& hoi Viét Nam;

- Vu Phap ché, Cuc Quan ly Y Duwogc co truyén, Cuc
Quan ly Kham, chita bénh - BO Y té; Thanhtra BO Y té;
- Vién KN thudc TU va VKN thuéc TP.HCM;

- Téng Cong ty Duoc VN - CTCP;

- Cac bénh vién, Vién c6 giuvong bénh tryc thuéc BYT,;

- Website clia Cuc QLD, Tap chi Duvgc My pham - Cuc
QLD;

-Lwu: VT, KDD, DKT(15b).

i Tuén Cuong



* *

- BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Poc Iap - Ty do - Hanh phdc

DANH MUC 08 THUOC SAN XUAT TRONG NUGC
PUOC CAP SO BANG KY HIEU Luc 03 NAM - BOT 162

Ban hanh kém theo quyét dinh s6: 46j)-—/Qb-QLD, ngay
1. Cong ty dang ky: Cong ty cd phan dwoc pham Trung wong 1 - Pharbaco (B/c: 160 - T6n

Puc Thang - Bong Pa - Ha NoOi - Viét Nam)

1.1 Nha san xuat: Nha déng gdi cap 2 va xuat xudng: Cong ty c6 phan dwgc pham Trung
wong 1 - Pharbaco (B/c: Thon Thach L6i, x& Thanh Xuan, huyén S6c¢ Son, TP. Ha Noi - Viét Nam)

Hoat chat chinh - Dangbao TUSi Tisu Quy céach

STT Tén thubc Ham long ché tho chuan dong goi s6 dang ky
1 Gemibine-1000 (Nha san Mai lo chira Bot dong 36 USP Hop1lo VD3-13-18
xudt va dong goi so cdp: Gemcitabin (duéi  kho pha tiém thang 38
Intas Pharmaceuticals dang Gemcitabin
Ltd. Dia chi: PlotNo. HC1) 1000 mg
457-458,
Village-Matoda, Bavla
road, Dist.-Ahmedabad,
India)
2 Gemibine-200 (Nha san M@i lo chira Bot dong 36 USP Hop ! lo VD3-14-18
Xudt va dong goi so cdp: Gemcitabin (dwéi  kho pha tiém thang 38
Intas Pharmaceuticals dang Gemcitabin
Ltd. Dia chi: PlotNo. HC1) 200 mg
457-458,
Village-Matoda, Bavla
road, Dist.-Ahmedabad,
India)
3 Intacape 500 (Nha san  Capecitabin 500 mg Viénnénbao 24 USP Hop 1 viX 10 VD3-15-18
Xuét va doéng goi so capy phim thang 37 vién; Hop 3 vi X
Intas Pharmaceuticals 10 vién

Ltd. B/c: Plot No.
457-458, Village-
Matoda, Bavla road, and
PlotNo. 191/218P,
Village: Chacharwadi,
Ta: Sanand, Dist.
-Ahmedabad, India)

Trang |



4 Intascytax 100 (Nha ~ Mai lo 16,7 ml dung Dung dich 24 USP Hop1lo 16,7 VDE-16-18
san xudt va dong goi so  dich chira: Paclitaxel dam d3c pha thang 37 mi
cép: Intas 100 mg tiém truyén
Pharmaceuticals Ltd.
Dia chi: PlotNo.
457-458,
Village-Matoda, Bavla
road, Dist.-Ahmedabad,

India)
5 Intascytax 30 (Nhasan M0ilo 5 mldung  Dung dich 24 USP Hop1llo5ml VD3-17-18
Xudt va dong goi so cap: dich chita: Paclitaxel dam dic pha thang 37
Intas Pharmaceuticals 30 mg tiém truyén
Ltd. Bia chi: Plot No.
457-458,

Village-Matoda, Bavla
road, Dist.-Ahmedabad,

India)
_ VD3-18-1i-
g Palset (Nha sdn xudt vd Moi lo 5ml dung Dung dich 36 TCCS Ho6p L lo5ml
dong goi so cédp: Intas  dich chia: tiem thang
Pharmaceuticals Ltd. Palonosetron (duéi
Dia chi: Plot No. dang Palonosetron
457-458, hydroclorid) 0,25

Village-Matoda, Bavla mg
road, Dist.-Ahmedabad,
India)

2. Cong ty dang ky: Cong ty TNHH Reliv pharma (b/c: s6 22H1, Budng s€ 40, Khu dan cu Tan
Quy Bong, Phuong Tan Phong, Quan 7, Tp. HCM - Viét Nam)

2.1 Nha san xudt: Nha dong goi cép 2 va xuét xudng: Cong ty ¢ phan dugc phdm Trung
wong 1 - Pharbaco (B/c: Thon Thach Loi, xa Thanh Xuan, huyén Soc Son, TP. Ha Ndi - Viét Nam)

0

Hoat chat chinh - pDangbao TUSi Tigu  Quy céach

STT Ten thuoe Ham luvong ché tho chuén doéng goi 50 dang ky
7 Abingem-1,4gm (Co s&é Gemcitabin (duéi Bo6t dong 24 USP Hop!llo VD3-19-18
san xudt va dong goi s0  dang Gemcitabin  khd pha tiém thang 38
cdp: Naprod life sciences hydrochlorid) 1,4 g
pvt.ltd. Bia chi: 304,
Town Centre, 3rd Floor,
Andheri-Kurla Road,
Near Mittal estate,
Andheri (East),
Mumbai-400059, India)
8 Zoledronic Acid M©i lo 5 ml dung Dung dich 24 TCCS Ho6pllo5ml VD3-20-18

Trang 2



Injection 0.8mg/ml (Nha dich cha: Acid tiém thang
san xudt va dong goi so  zoledronic (dudi

cap: Mylan Laboratories  gang Acid

Limited [Specialty
Formulation Facility]. B/c:
NO.19A, PlotNo.284-B/1,
Bommasandra-Jigani Link
Road, Industrial Area,
Anekal Taluk,
Bangalore-560 105, India)

zoledronic
monohydrat) 4 mg

Trang 3



