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1 121/BE-15  Aziefti 500, Azithromycin 500mg, Cong ty c6 phan dwoc pham 3/2, Zitromax, Haupt Vién KN thudc - Bo sung cong thiic bao ché ctia thudc thir nghiém,
VD-7439-09 Hop 1 vi x 3 vién nén bao phim S6 930 C2, Puong C, KCN Cat Lai, P. Pharma Latina S.R.L, Tp. HCM so sanh v6i hd so dang ky thube;
Thanh M§ Loi, Quan 2, TP. H5 Chi  Italy - B6 sung bao cao gia tri Power;
Minh - Giai trinh tiéu chudn chip nhan Cmax tir 75 -
133% (két qua thir nghiém Cmax tir 79,8 - 129,5%)
2 143/BE-15 Agirovastin 20, Rosuvastatin (dang Cong ty c6 phan duoc pham Crestor, iPR Pharm, Vién KN thudc - Bo sung do dung cta tham dinh phuong phap phan
VD-13317-10 Rosuvastatin calcium) 20mg,  Agimexpharm, Puerto Rico Tp. HCM tich cac diém thudc dudng chuén.
Hop 3 vi x 10 vién nén bao Khém Thanh An, phudng My Théi, - Cac gia trj Power déu nho hon 80%, dé nghi giai
phim TP. Long Xuyén, An Giang trinh.
- Gidi thich cén ctr quy dinh TDSH ma khong dya
trén két qua so sanh Tmax (khac nhau c6 y nghia
thdng ké), chi dua trén két qua so sanh Cmax va
AUC.
3 12/BE-15  Tamsustad, Tamsulosin HCI 0,4mg, Cong ty TNHH LD Stada Viét Nam,  Flomax relief MR Vién KN thuéc - B sung két qua thir trong duong d6 hoa tan giira
VD-22348-15 Hop 3 vix 10 vién nang cting,  S6 40, Dai 16 Ty do, Khu cong nghiép 0,4mg, Boehringer Tp. HCM thubc ddi chimg va thube ddi chimg tai Viét Nam

hop 1 chai 100 vién

Viét Nam - Singapore, Thuan An,

Binh Duong

Ingelheim, UK

(thudc ddi chimg dung trong nghién ciru khong ciing
nha san xuét, dia diém san xuét v6i thube dang co
SDK tai Viét Nam).

- B6 sung d6 dting cua phwong phap phan tich tai
cac diém thudc duong chuan.

-Bd sung do 6n dinh cua dung dich chuin noi géc.
- Dé nghi xem lai cach tinh gia tri Ke va T1/2.

- Pé nghj giai trinh két qua nghién ctru luc doi:
power (AUC): 64-67%

- Pé nghi giai thich, cung cap tai liéu dé so sanh
thong s6 dugc dong hoc Tmax, T1/2 trong nghién
clru twong tu két qua cac tai liéu da cong bd (muc
tong quan cho thiy mirc d6 va ty 1& hip thu thudc
giam boi thire dn, nhung két qua nghién ctru cho
thdy Cmax khong c6 xu huéng giam, AUCO-o khi
no c6 xu hudng tang so voi khi doi);
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4 513/BD Koact 625 Amoxicillin/ acid clavulanic Aurobindo Pharma Ltd, Unit-XII, Augmentin, Glaxo APL Research B sung danh sach Hoi dong dao dirc.
Survey No. 314 Bachupally village, ~ Smith Kline, UK center, India B6 sung ban cam két vé viéc thudc thir va thude
Quthubullapur Mandal, R.R. Dist., dang ky 1a mot.
Andhra Pradesh, India B6 sung gidy phép luu hanh san pham.
5 669/BD Servitamol, Salbutamol (sulphate) 100mcg, Aeropharm GmbH, Francois Sultanol dosier-aerosol Analytical center - Két qua tham dinh phuong phap phan tich khong
VN-15460-12 hop chira 1 dng hit 200 don vi  Mitterrand Allee 1, 07407 Rudolstadt, FCKW-Frei, GSK biopharm GmbH, c6 sé liéu gbc trong béo céo, bd sung séc ky dd phan
phan liéu (hdn dich ding dé hit) Germany GmbH & Co. KG, Germany tich.
Germany - B6 sung cong thirc bao ché thube thir nghiém, so
sanh voi thude duoc cap sé dang ky,
- B6 sung ban cam két vé viéc thude thir va thudce
dang ky 1a mét.
6 58/BE-14 Cefurovid 500, Cefuroxim (dang Cefuroxim Cong ty ¢6 phan dugc phdm Trung Zinnat tablets 500mg,  Vién KN thudc - Co s san xuat ctia cong ty hién tai khong con &
VD-13904-11 axetil) 500 mg wong Vidipha Glaxo Operations UK~ TW dia chi S6 17, Nguyén Van Trdi, phudng 12, quin
Hop 2 vi x 5 vién nén dai bao  S6 17, Nguyén Vin Trdi, phuong 12, Pha Nhuan, Tp. H6 Chi Minh. D& nghi bd sung thtr
phim quan Phu Nhuén, Tp. Hb Chi Minh nghiém tuong duong do hoa tan gitra hai thude duge
san xuit tai dia diém cii va méi.
7 971/BD-12  Orokin 500, Clarithromycin 500 mg, Hop 3 Céng ty TNHH Korea United Pharm.  Claricid tablet 500mg, Ibiopharm Co. - B sung cong thirc bao ché thudc thir nghiém so
VD-14510-11 vi x 10 vién bao phim INT'L, Korea Abbott Ltd, Korea sanh vé6i thube duge cip SPK.

S6 2A, Pai 16 Ty Do, Khu cong
nghiép Viét Nam Singapore, huyén
Thuan An, tinh Binh Duong

- B6 sung thong tin co s¢ nghién ctru, chimg chi
GCP/GLP, thong tin vé& nghién ctru vién.

- B sung dé cuong nghién ciru, ban chap thuan cua
hoi déng dao duec.

- B sung bao cao 14m sang vé cac sai léch.

- B6 sung diy du sb liéu kém séic ky d6 phan thim
dinh phwong phap phan tich, phan tich miu nguoi
tinh nguyén.

- B6 sung bao cdo vé dudng bidu dién gi tri log cua
nong d¢ thudc theo thoi gian va bao céo phan tich
thong ké day du cac gia tri theo quy dinh.

- B6 sung cam két thude thir va thude ding ky 1a
mot.
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8 305/BE-13  Fudcefu, Cefuroxim 500mg Cong ty c6 phan dugc pham Phuong  Zinnat 500mg, Vién KN thudc - Giai trinh néi rong ngudng CI 90% dén 75-133%
VD-10336-10 Hop 1 vi, 2 vi, 3 vi, 6 vi, 10 vi, Dong Glaxo Operations UK~ Tp. HCM chua thoa dang, dé nghi giai trinh thém,;
30 vi, 50 vi x 10 vién; L6 sb 7, duong s6 2, KCN Tan Tao A, Ltd - Thiéu méu c6 thé anh hudng dén két qua thir

Hop 2 vi, 4 vi, 6 vi, 10 vi, 30 vi, quan Binh Tan, Tp. Hb Chi Minh.
50 vi x 5vién;

Chai 30 vién, 60 vién, 100 vién,

250 vién, 500 vién bao phim.

nghiém nhung chua c¢6 ban luan ddi v6i nguoi tinh
nguyén bi thiéu méu;

- Tat ca NTN déu cho két qua creatinin tir 6-13
mg/dL, nim ngoai yéu ciu cua dé cwong, dé nghi
giai trinh thém.




