BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPjc l1ap - Tw do - Hanh phiic
8é: 386 /QD-QLD Hé: Ngi, ngay,g.( thing {; ndm 2018
QUYET PINH

Ve viéc ban hanh danh muyc 03 sinh pham san xuat gia cong dong goi thu'
cap tai Viét Nam dwoc cap s6 ding ky lwu hanh tai Viét Nam - Dot 35 bo
sung (So dang ky c6 hiéu lwe 03 nim)

CUC TRUONG CUC QUAN LY DUQC
Cén ctr Luat Dugc ngéy 06 thang 4 nam 2016,
Cin cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc ndng, nhiém vy, quyén han va co cau td chirc ctia Bd Y té;

Cin ¢t Quyét dinh s6 3861/QP- BYT ngay 30/9/2013 cua B truong Bo Y
té quy dinh chirc nang, nhiém vu, quyen han va co céu td chire cua Cuc Quan ly
Duogc thude Bo Y té;

Can ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia B6 Y té quy
dinh vig¢c dang ky thuoc; |
_ Can cu Thong tu s6 23/2013/TT-BYT ngay 13/8/2013 caa B Y té hudng
dan hoat dong gia cong thuoc;
Can ctr y kién cua Hoi dong tu van cip gidy dang ky luu hanh thuoc
nguyén liéu 1am thude - B6 Y té;

Can clr cong van s 5865/QLD-DK ngay 04/4/2018 cua Cyc Quan ly Duoc
vé viéc duy tri hiéu luc sé dang ky thubc;

Xét dé nghi cia Truong phong Pang ky thude - Cuc Quan ly Dugc,
QUYET PINH:

’ Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 03 sinh pham san
xuat gia cong déng goi thir cap tai Vigt Nam dugc cép so dang ky luu hanh tai
Viét Nam - Dot 35 bo sung (S0 dang ky c6 hiéu lyc 03 nam).

Piéu 2. Cic co s& dit gia cong, nhén gia cong va san xuat ¢6 sinh pham
dugc phép luu hanh tai Viét Nam qui dinh tai biéu 1 pha1 in s6 dang ky duoc Bo
Y té Viét Nam cap Ién nhan va phai chap hanh ding céc quy dinh cua phap luat

Viét Nam vé san xuat va kinh doanh thuoc S6 dang ky co ky hiéu QLSP-GC-
HO3-...-18 c6 gi tri 03 nam ké tlr ngay cap.

Cac thude sau day sé hét hiéu luc sé ding ky sau 03 thang ké tir ngay ky
Quyeét dinh nay:

- Relipoietin 2000 IU, sé ding ky: QLSP-0665-13;
- Religrast 300 pg, sb dang ky: QLSP-0791-14,

Diéu 3. Co s¢ dat gia cong, nhan gia cong, co sO san Xuat phal gui mau
thudc va cung cp chat chuén, héa chét cho Vién Kiém dinh Quéc gia Vic xin



va Sinh pham y té (NICVB) dé thuc hién kiém tra day du céc chi tiéu chat lrong
thanh pham ~dong go6i tai Viét Nam theo tiéu chuan chét lugng di ding ky va
phai c6 phiéu kiém nghiém cua NICVB dat yéu cau cho timg 16 thanh phdm
trude khi dua ra luu hanh wén thj trudng,.

Picu 4. Trong thoi gian higu luc 56 déng ky co so dat gla cong, co sd nhéan
gia cong phal phéi hop véi co s& san xuat va dong goi so cap thuc hign vige
chuyén giao cong ngh¢ toan by cac cong doan san xuat dé dam bao san Xuat
hoan toan 03 sinh pham trén tai co s nhan gia cong sau 03 nam ké tir ngay cap
s6 dang ky.

Piéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Giam dbc S& Y té cac tinh, thanh pho truc thuge Trung uong va
Giam dbc cac co s0 dang ky va san xuét ¢6 sinh phim néu tai Didu 1 chiu trach
nhiém thi hanh quyét dinh nay./.

Noi nhin: KT. CUC TRUONG
- Nhu dieu 6; PHO CUC TRUONG
- BT. Nguyén Thi Kim Tién (de b/c); e —

- TT. Truong Québc Cuong (dé ble);

- CT. Vii Tuin Cuong (dé b/c);

- Vién Klem dinh Quéc gia Vic xin va Sinh phim y té
(dé phéi hop thuc hién);

- Vu Phédp ché, Cuc Y té du phong, Cuc Quan ly khdm
chita bénh, Thanh tra BOY té, Cuc KHCN&DT;

- Vién V& sinh dich té Trung wong;

- Téng Cuc Hai quan - B, Tai chinh;

- Website ciia Cuc QLDY Tap chi Duge va M¥ phdm-
Cuc QLD;

- Luu: VT, QLKDD, QLCLT, DKT (8 ban).




BO Y TE
CUC QUAN LY DUQC

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

DANH MUC
03 SINH PIIAM SAN XUAT GIA CONG PONG GOI THU CAP TAI VIET NAM
PUQC CAP SO PANG KY LUU HANH TAI VIET NAM HIEU LUC 3 NAM -
POT 35 BO SUNG

(Ban hanh kém theo quyét dinh s6: .386...../OD-OLD ngays../. £../2018
cua Cuc Quan ly Duoc)

1. Cong ty dat gia cong: APC Pharmaceuticals and Chemical Limited (Pia chi:
Flat/RM 2203, 22/F, Bank of East Asia Harbour View Centre, 56 Gloucester Road, Wan
Chai, Hong Kong).

2. Co so san xuit va dong goi so cAp: Reliance Life Sciences Pvt. Ltd. (Dia chi:
Dhirubhai Ambani Life Sciences Centre, Plant 2, Plot No. R-282, TTC area of MIDC,
Thane Belapur Road, Rabale, Navi Mumbai Thane 400701, Maharashtra State, India).

3. Co s6' nhan gia cong, déng géi thir ciAp va xuét xuwéng: Cong ty Cb phan Dugc
pham Trung Uong I - Pharbaco (Dia chi vin phong: S6 160 Ton Puc Thing, quin
Déng Pa, Ha Noi; Dia chi nha may: thon Thach L&i, xd Thanh Xuan, huyén Séc Son, Ha
Nbi).

ST | Tén thubc Hoat chét Dang bao | Tubdi | Tiéu Quy cachdéng goi S6 dang ky
1 chinh - Ham ché tho | chuin
lwgng
Relipoietin
2000 IU Mbi 0,5ml chira: Hop 1 bom tiém dong
Erythropoietin | Erythropoietin | Dung dich 24| rces | sn thube 0,5ml. Bom QLSP-GC-
L p— alfa 'HUEPO) | tiém thang tiém dung trong khay H03-1105-18
hop 2000 IU 20001U thude
Relipoietin
4000 TU M&i 0,4ml chira: Hop 1 bom tiém déng
Erythropoietin Erythropoietin Dung djch 2,4 TCcS | san thudc 0,4ml. Bom QLSP-GC-
2. ngudi t4i 16 alfa (rHUEPO) tiém thang tiém dung trong khay HO03-1106-18
hop 4000 U 40001U thude
. x. g Hop 1 bom tiém dong
Religrast MOI 035}'111 chira: Dung dich 24 TCCS sin thuéc 0,5ml. Bom QLSP-GC-
3. | 300pg i{l)lgrastlm || tiém thang tiém dung trong khay H03-1107-18
Omeg/0,5m thude

Danh muc gém 01 trang 03 thudc./.

KT. CUC TRUONG
PHO CUC TRUONG




