BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap - Tw do - Hanh phic
S6:, 13496/QLD-CL Ha Ng;i, ngay,§ thang g ndm 2018
V/v bd sung ho so cong bd thude ¢o
= chimng minh TBPSH
Kinh gl .o,

Can cr Thong tu 56 08/2010/TT-BYT ngdy 26/4/2010 ctia B6 Y t& huéng dan
bao céo sb liéu nghién ctru sinh kha dung/twong duong sinh hoc trong ding ky thudc;

Cin ctr Quyét dinh sd 2962/QD BYT ngay 22/8/2012 cua Bd tru'O’ng Bo Y té
vé viéc ban hanh Quy dinh tam thoi vé céc tai lidu can cung cap dé cong bd cac danh
muc thude biét duge gbe, thube twong duong diéu tri véi thuoc biét duoc gbe, thude
cd tai liéu ching minh L tuong duong sinh hoc va Quyet dinh so 1545/QD-BYT ngay
08/5/2013 cia Bo Y té Ve viéc sira d6i, bd sung Quyét dinh so 2962/QDb- BYT ngay
22/08/2012 ctia Bo Y té vé viéc ban hanh Quy dmh tam thoi vé cdc tai liéu cAn cung
cap dé cong bd cac danh myc thudc biét duge gbc, thube tuong duong diéu tri véi
thubc biét duge gbe, thude c6 tai lidu chirng minh tuong duong sinh hoc;

Can ¢t y kién cua Hoi dong xét duyét danh muc thudc biét duge gbe, thude
c6 tuong duong diéu tri vm thude biét duge gbe va thube cé ching minh tuong
duong sinh hoc ctia B& Y té tai budi hop ngay 23/8/2018,

Cuc Quéan ly Dugc thong béo vé viéc xem xét hd so dé nghi cong b thube cé
tai liéu chimg minh tuong du'O’ng sinh hoc clia doanh nghiép nhu sau:

Phy luc 1: Danh myc hd so cong b thude cé tai licu chimg minh twong duong
sinh hoc can b sung, giai trinh;

Phu luc 2: Danh muc hd so cong bd thude o tai liéu chimg minh tuong duong
sinh hoc khong dat yéu cau.

Dé nghi cac doanh nghiép cin ¢t céc y kién yeu cau bd sung va’hodc giai
trinh tai Phu luc 1 kém theo cdng vin niy dé bd sung hd so dé nghi cong bd danh
muc thudc theo quy dinh.

(Céc Phu luc dugc déng tai trén trang thong tin dién ti ctia Cuc Quan Iy Duoc,
dia chi: http://www.dav.gov.vn - Muc Théng tin d4u thau thudc).

Cuc Quan ly Dugc thong béo dé cic doanh nghiép biét va thyc hién./.

Noi nhin: KT. CUC TRUONG
- Nhur trén; i b
- Cuc truéng Vii Tudn Cudng (dé b/c); _ PIiQCUC TRUONG

- Website Cuc QLD; —
- Luu: VT, CL (2b).
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TT

Tén thudc

Hoat chit

Ham
luong

Dang bio
ché

Quy cach
dong géi

S6 ding ky

Co s6 san
xuiit

Pia chi co sd sdn
xuit

Y kién Té chuyén gia

46/BE-17

Ckdmyrept
Tab.
500mg

Mycophenolat
mofetil

500 mg

Vién nén bao

phim

Hop 10 vix
10 vién

VN-17851-14

Chong Kun
Dang Pharm
Corp.

Chungjeongno3
(sam)-ga, §
Chungjeong-ro,
Seodaeum-gu,
Seoul

- B4 sung danh sich ¢6 tén, chit ky va ngay ky cia
nghién ciru vién chinh, nghién ctru vién phy trdch lam
sang, nghién ciru vién phu trach phén tich, ngudi phy
trach quén 1y s6 liéu va x{r ly théng ké; danh sach nghién
¢fru vién tham gia nghién ciu;

- B6 sung chtmg chi GCP, GLP cia co s& nghién ctiu;

- Bb sung Ban chip thuan cia Hpi ddng dao dirc (Tén
nghién cliru vién chinh va tén nha tai trg, Ngay hop hdi
ddng/ ngay phé duyét, Két qua xem xét, Danh sach céc
thanh vién hoi dng);

- B& sung két qua thir tuong dwong dé hoa tan giita thudc
thir va thube di chitng;

- Bd sung hd so gbe lién quan dén theo ddi 1am sang va
theo doi qua trinh 14y miu mau;

|- B sung bdo c4o thim dinh phuong phép phén tich diy

du theo quy dinh (hd so chi c6 béo c4o tom tit két qua
trong b4o c40 TPSH, mot s6 sic do);

- Bb sung béo cdo phan tich m3u (ban dich céng chimg)
c6 diy da dir liéu (hd so chi c6 mot sb két qua va sic dd);
- Bb sung Ban cam két c6 dau va chit ky cia nha ding
ky/ nha tai trg v& vigc thude thir diing trong nghién ciru
vi thubc déng ky lwu hanh 13 mét,

01/BE-18

Ceretam

Piracetam

800 mg

Vién nén bao
phim

Hop Svix 10
vién

VN-17891-14

AV
Manufacturi
ng Sdn. Bhd

Lot 10621 (PT
16700), Jalan
Permata 2, Arab
Malaysian
Industrial Park,
71800 Nilai,
Negeri Sembilan

- B6 sung chimg chi GCP, GLP ciia co ¢ nghién ciu;

- B& sung két qua thir twong dwong d6 hda tan giita thude
thir va thudc @i chimg;

- Bb sung béo céo dg n dinh dai ngay clia mAu phén tich
sau khi pha, d¢ n dinh ctia qua trinh bdo quan chd phan
tich.
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Y kién Té chuyén gia

TT | Ma hé so | Tén thude Hoat chit Ham Dang bac Quy cach S6 ding ky | Cosé'sidn [Dja chi co sé sin
wong ché dong g6i xuét xuit
7 |04/BE-18 |Pregabalin |pregabalin 75 mg Viénnang |[HOop4vix7 | VN-19191-15 [Sandoz Ilac [Inonu Mahalesi, |- B sung chimg chi GCP va/hoiic GLP cia co s nghién
Sandoz cing vién, Sanayi ve  |Gebze ol
Ticaret, A.S |Plastikciler - B sung ¢ 16 san xuét thudc thir;
Organize Sanayi |- B6 sung tinh gia trj f2 clia bao cao so sanh tuong duong
Bolgesi, Ataturk |d4 hoa tan va tai liéu thdm dinh phuong phép thir 4 hoa
Bulvari 9, Cad. [tan trong cdc mbi trudmg;
No: 1, TR-41400 |- B sung hé so chimg minh ngudn gbc, Xuft x1r clia
Kocaeli thudc chimg ding trong nghién ciny;
- BH sung két qua so sanh do hoa tan giira thude chimg
dung trong nghién ctru va thudc chimg Lipica dang luu
hanh tai Viét Nam.
- B4 sung két qua so sénh d6 hoa tan giira thudc thir diing
trong nghién ciru twong duwong sinh hoc invivo va thude
chimg Lipica 300mg.
8 |05/BE-18 {Pregabalin |pregabalin 150mg [Viénnang |Hop4vix7 | VN-19190-15 [Sandoz Ilac |Inonu Mahalesi, |- Bd sung chimng chi GCP va/hodc GLP ciia co s¢ nghién
Sandoz cimg vién Sanayi ve  {Gebze el
Ticaret, A.S {Plastikciler - B4 sung c& 16 san xudt thude thir;

Organize Sanayi
Bolgesi, Ataturk
Bulvari 9. Cad.
No: 1, TR-41400
Kocaeli

- B6 sung tinh gi4 tri £2 clia bao cdo so sanh tuong duong
d6 hoa tan va tai lidu thAm dinh phwong phép thir 46 hoa
tan trong c4c mdi trudmg;

- Bb sung hd so chimng minh ngudn géc, xut x clia
thudc chimg diing trong nghién ciru;

- B4 sung kbt qua so sanh d4 hoa tan giita thude chimg
dimg trong nghién ctu v thubc chimg Lipica dang Iuu
hanh tai Viét Nam,

- Bd sung két qua so sénh d6 hda tan gifra thubc thir ding
trong nghién ciru trong duong sinh hoc invivo va thude
ching Lipica 300mg.
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TT | Ma ho so' | Tén thuée | Hoat chit Ham Dangbao | Quycich | Sédingky | Cosésin |Dia chico sé san Y kién T6 chuyén gia i
lwong ché dong g6i xuéit xudt
12 |07/BE-17 |Egolanza [Olanzapine 10 mg Vién nén bao [HOp 4 vix 7 | VN-19639-16 |Egis 1165, Budapest, |- B sung bao cdo két qua thim dinh phuong phap thir do
(dudi dang phim vién Pharmaceuti |Bokényfoldi it |hoa tan; ghi r& didu kién thir d§ hoa tan va c& mau tién
Olanzapine cals Private |118-120 hanh, sb liéu bao cao chi tiét.
dihydrochloride Limited
trihvdrate) Company _ = e
13 [86/BE/14 |(Lostad Losartan kali, Losartan |Vién nén bao [Hop 3 vi, 6 vi| VD-10766-10 |Cong ty lién [S6 40, Dai 16 Tu |Chwa giai trinh thoa dang ngudn goc thuoc doi chimg;
HCT Hydroclorothiazi |kali phim x 10 vién, doanh do, KCN Viét chua trinh bay thubc da chon dép ting tiéu chi lua chon
100/25mg  |d 100mg, hép 1 chai TNHH Stada|[Nam-Singapore, |thudc ddi ching theo quy dinh tai Thong tw 08/2010/TT-
Hydroclor 100 vién Viét Nam  |Thuén An, Binh |BYT.
othiazid Duong.
25me; _ z . :
14 |46/BE-18 |Cefadroxil |Cefadroxil (dudi 250 mg Vién nang Hop 2 vix 10| VD-30514-18 [Congty co [Thon Thach Loi,|- Bé sung tham dinh phuong phdp phén tich dd hoa tan
250mg dang Cefadroxil cing vién; Hop 10 phin dwgc [xd Thanh Xuén,|trong 3 méi trudng;
monohydrat vi x 10 vién phim Trung |[huyén Séc Som,|- Bb sung dit liéu chimg minh thudc c6 duge dong hoc
compact) wong 1 - Tp. Ha Noi tuyén tinh tir cdc ngudn tai lidu tin cay.

Pharbaco
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