BOY TE- CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phic

S6: 4755 /QLD-CL Ha Néi, ngay 20 thang A0 ndm 2017
V/v bb sung hé so cong bé thube c6
chirng minh TBSH

ICTOM BT s v s v i R G N S NS i S K AN B T s .

Cin cir Thong tu sé 08/2010/TT-BYT ngay 26/4/2010 ciua B Y té hudng
dan bao céo sb liéu nghién ctru sinh kha dung/twong duong sinh hoc trong ding ky
thuoc;

Can ctr Quyét dinh sb 2962/QD- BYT ngay 22/8/2012 cua Bo tru‘orng BoY
té vé viéc ban hanh Quy dmh tam thoi vé céc tai liéu can cung cap dé cong bd cac
danh muc thudc biét duge gbc, thube tuong duong diéu tri v&i thudc biét duge goc,
thude c6 tai liéu chimg minh twong dwong sinh hoc va Quyét dinh s6 1545/QD-
BYT ngay 08/5/2013 cua B Y té vé viéc sira dbi, bd sung Quyét dinh sb
2962/QD-BYT ngay 22/08/2012 ctua B Y té vé viéc ban hanh Quy dinh tam thoi
vé cac tai liéu can cung cé‘ip dé cong bd cac danh muc thudc biét duge géc, thude
twong duong diéu tri voi thude biét duge gde, thude c6 tai liéu chimg minh tuong
duong sinh hoc;

Cin ctr y kién cua Hoi dong xét duyét danh muc thude biét duoc gc, thude
¢ twong duong diéu tri véi thude biét duge gbe va thude co chimg minh tuong
duong sinh hoc ctia B6 Y té tai budi hop ngay 18/10/2017,

Cuc Quan 1y Duge thong béo vé viée xem xét hd so dé nghi cong bd thude
cd tai liéu ching minh tuong duong sinh hoc ctia doanh nghi€p nhu sau:

Phu luc 1: Danh muc hd so cong bd thudc c6 tai liéu chimg minh tuong
duong sinh hoc can b sung, giai trinh;

Phu luc 2: Danh muc ho so cong bd thube co tai liéu chimg minh tuong
duong sinh hoc khong dat yéu cau.

Pé nghi cac doanh nghiép cin ctr cac ¥ kién yéu cau bd sung va/hodc giai
trinh tai Phu luc 1 kém theo cong vin nay dé bd sung ho so dé nghi cong bd danh
muc thudc theo quy dinh.

(Cac Phu luc dugc dang tai trén trang thong tin dién tir cia Cuc Quan ly
Duogc, dia chi: http://www.dav.gov.vn - Muc Quéan ly gia thuéc/Thong tin dau thau).

Cuc Quan ly Duoc thong bao dé cac doanh nghiép biét va thuc hién./.

Noi nhin: KT. CUC TRUONG
- Nhu trén; ) ,
- Thir truong Truong Quoc Cuong (dé b/c);

- Website Cuc Quan ly Duoc;
- Luu: VT, CL (2b).

Nguyén Tat Pat




PHU LUC 1. HO SO PE NGHI BO SUNG, GIAI TRINH
(Ban hanh kém theo Cong vinsé6 4 7/J5 /QLD-CL ngay Lo/ 4072017 cia Cuc Quan Iy Duyc)

TT| Ma ho so |Tén thude, SDK| Ham lwong, quy cach Co sé sian xuat Thube d6i | Noi thir nghiém Y kién T6 chuyén gia
— chirng
1 |42/BE-17 |Zoamco 40mg |Atorvastatin (dudi Cong ty co phan Vién nén VKNT Tp. HCM|B6 sung gia tri Power ctia nghién ciru dé xem xét viéc
VD-22290-15  |dang Atorvastatin calci |Pymepharco LIPTOR®40mg giai trinh ly do va can cir ap dung khoang tin cay 90%
trihydrat) 40mg 166-170 Nguyén Hug, vo1 gidi han mo rong ngoai khoang 80-125% thong
Hop 2 vi x 15 vién nén [Tp. Tuy Hoa, Tinh Phi thuong (khoang tin cay 90% ctia Cmax voi Atorvastatin
bao phim Yén tr 76,35%-106,90%).
2 |41/BE-17 |Midantin Amoxicilin (dudi dang |Cong ty ¢6 phan duoc Augmentin®500 [VKNT Tp. HCM|- Giai trinh ly do viéc lya chon ¢& mau nghién ciru la 12.
500/62,5 Amoxicilin trihydrat) [pham Minh Dén mg/62,5mg - B6 sung cac két qua: d6 dung cia cac diém thude
VD-26902-17  |500mg; L6 E2, duong N4, KCN duomg chuén; sb liéu gbc cia két qua xacdinh LLOQ;
Acid Clavulanic (dudi |Hoa X4, xa Loc Hoa, Tp. gia tri % do ding, d6 chinh xac ngay; do on dinh cua
dang Kali clavulanat: |Nam Dinh, tinh Nam dung dich chuan goc; hiéu suat chiét cua ndi chuan; do
cellulose vi tinh thé ti |Pinh on dinh coa dung dich chudn noi géc.
1€ 1:1) 62,5mg - Trinh bay lai duong biéu dién gia tri chuyén log cua
Hop 12 gbi x 3gam bot nong do thudc theo thai gian cua timg ngudi tinh
pha hdn dich uéng nguyén.
- B6 sung gi tri power cu thé ctia mdi thong so.
3 [93/BE-15 |Dopegyt Methyldopa 250mg Egis Pharmaceuticals Aldomet 250mg |DRC Drug - Bao cao két qua so sanh do hoa tan giira thudc thir va
VN-13124-11 |Hop 10vix 10vién  |PLC tablet Research Center |thudc ddi chimg chua dap ing yéu cau, khong co sb liéu

nén bao phim

9900 Kormend, Matyas
kiraly ut 65, Hungary

Frosst Iberica,
Madrid, Spain

Ltd.,
Balatonfured, H-
8230, Gyogy tér
2, Hungary

goc;
- Chura b sung bang ANOVA va so sanh Tmax (da bd
sung gia tri power > 88%);
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(Ban hanh kém theo Céng vin so

PHU LUC 2. HO SO KHONG PAT YEU CAU

A FATS /OLD-CL ngay 2cf 40 /2017 ciia Cuc Quin Iy Diegc)

TT| Ma ho so |Tén thube, SPK| Ham lwgng, quy Co sé san xuat Thube d6i chirng Noi thir nghiém Y kién T6 chuyén gia
cach
1 |50/BE-15 |Pretension Plus [Telmisartan 80mg |Dasan Medichem Co., |Micardis Plus tablet  |Biolnfra Co., Ltd Ho so thiéu qua nhiéu ndi dung theo quy
80/12,5mg Hydrochlorothiazid |Ltd 40/12,5mg 7th F, Gyeonggi Bio-Center, |dinh Thong tu 08/2010/TT-BYT: phu luc
VN-18738-15 |e 12,5mg 10, Wasan-ri, Dogo- [Boehringer Ingelheim |864-1, Iui-dong, Yeongtong- |dé cwong, phu luc 1dm sang, b4o céo thim
Hop 3 vix 10 vién |myeon, Asan-si, Pharma gu, Suwon city, Gyeonggi-do |dinh phuong phap phan tich, phan tich dir
nén Chungchengnam-do, |GmbH&Co.KG. liéu...
336-910, Korea Binger Str. 173 55216
Ingelheim Germany
2 |49/BE-15 |Pretension Plus [Telmisartan 40mg |Dasan Medichem Co., [Micardis Plus tablet Biolnfra Co., Ltd H0 so thiéu qua nhiéu noi dung theo quy
40/12,5mg Hydrochlorothiazid |Ltd 40/12,5mg 7th F, Gyeonggi Bio-Center, |dinh Thong tu 08/2010/TT-BYT: phu luc
VN-18737-15  |e 12,5mg 10, Wasan-ri, Dogo- |Boehringer Ingelheim |864-1, Iui-dong, Yeongtong- |dé cuong, phu luc ldm sang, bao cao tham
Hop 3 vix 10 viéen |myeon, Asan-si, Pharma gu, Suwon city, Gyeonggi-do |dinh phuong phap phan tich, phén tich dir
nén Chungchengnam-do, |GmbH&Co.KG. liéu...

336-910, Korea

Binger Str. 173 55216
Ingelheim Germany




