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V/v b sung hd so cong bd thude c6
chimg minh TDSH

Kinh Uiz ..o

-~ Can cu Thong tw s6 08/2010/TT-BYT ngay 26/4/2010 cia Bé Y té hudng
dan bdo céo s6 liéu nghién ctru sinh kha dung/tuong duong sinh hoc trong déng ky
thudc;

Cin ¢t Quyét dinh sé 2962/QD-BYT ngay 22/8/2012 cua Bo truéng Bo Y
té vé viéc ban hanh Quy dinh tam thoi vé céc tai liéu can cung cap dé cong bé cac
danh muc thuéc biét duge géc, thubc tuong dwong diéu tri voi thude biét duoc géc,
thudc c6 tai liéu chimg minh tuong duwong sinh hoc va Quyét dinh sb 1545/Qb-
BYT ngay 08/5/2013 ciia B6 Y té vé viéc stra ddi, bd sung Quyét dinh sb
2962/QD-BYT ngay 22/08/2012 cia B Y té vé viéc ban hanh Quy dinh tam thoi
vé céc tai liéu can cung cip dé cong b cac danh muyc thude biét duge gbe, thube
twong duong diéu trj v6i thude biét duoc gdc, thude co tai liéu ching minh tuong
duong sinh hoc;

Cancay kién cua Hoi df’ing xét duyét danh muc thudc biét duge géc, thude
¢6 tuong duong diéu tri voi thude biét duge gbe va thude cé chitng minh tuong
dwong sinh hoc ctia B Y té tai budi hop ngay 08/02/2018,

Cuc Quan ly Dugc théng bdo vé viéc xem xét hd so dé nghi cong b thude
¢o tai liéu chirng minh tuong duong sinh hoc ciia doanh nghiép nhu sau:

Phu luc 1: Danh muc hd so cong bd thudc cé tai liéu chimg minh tiong
dwong sinh hoc can bd sung, giai trinh;

Phu luc 2: Danh muc hd so céng bd thude c6 tai liéu chimg minh tuong
duong sinh hoc khong dat yéu cau.

Pé nghi cac doanh nghiép cin cir cac ¥ kién yéu cau bd sung va/hodc giai
trinh tai Phy luc 1 kém theo céng van nay dé bd sung hd so d& nghi cong b danh
muc thubc theo quy dinh.

(Cac Phu luc dugc dang tai trén trang thong tin dién tir cua Cuc Quan ly
Duoc, dia chi: http://www.dav.gov.vn - Muc Quan 1y gia thudc/Théng tin d4u thau).

Cuc Quan ly Duogc thong bao dé cac doanh nghiép biét va thuc hién./.
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PHU LUC 1. HO SO PE NGHI BO SUNG, GIAI TRINH
(Ban hanh kém theo Céong vin sé 3099 /QLD-CL ngapAd.../.0./2018 ciia Cuc Quin &y Duoc)

Industrial Area, Karachi
74900, Pakistan

Hép 2 vix 5 vién

laboratoring, India

TT | Mi hé so |Tén thube, SDK| Ham lwgng, quy cich Co s& san xuat Thube dbi Noi thir nghiém Y kién To chuyén gia
chirng .
1 |102/BE-14 [Estor 40mg, Esomeprazol (dang vi hat |Salutas Pharma GmbH, Otto{Nexium mups, Algorithme - Hoat chat thir 12 Esomeprazol. Dé cuong nghién ciru, quy
'VN-18081-14 bao tan trong rugt chira  [von-Guericke-Allee 1, D-  |Astra Zeneca Pharma Inc., trinh phan tich, bdo c4o tham dinh s6 OEL-V2-165 1 quy trinh
Esomeprazol magnesium [39179 Barleben, Germany |GmbH, Germany |Canada phan tich x4c dinh Omeprazole (dang racemic). Bé nghi giai
dihydrat) 40mg; Hop 2 vi trinh, cung cép bang chimg chimg minh phwong phap ap dung
x 7 vién, hop 4 vi x 7 vién c0 kha nang phir biét duogc Esomeprazole va Omeprazole.
nén bao tan trong rudt - Bd sung bao céo so sénh két qua dinh luong, d6 hoa tan gitta
thude thir va thuée dbi chlmg,
- BO sung ho so 1im sang gc ciia 10 bénh nhan & tham dinh:
- Nghién ctru ¢6 ¢& miu 100 nguodi, CV% = 42, 6 50,4 1a rat
cao nhung chua c6 du dir liéu dé chiing minh v& viéc m& rong
khoang chép nhan, gi4 tri AUC¥ = 80 - 97% khong ghi du sé
chit s6 ¢6 nghla nén chua du dé két luan c6 dat khong. Giai
trinh rd ve viéc m& rong khoang chap nhan Cmax (75 - 133%)
va cung cap béo céo két qua véi cac gid tri théng k8 c6 sb chir
s6 c6 nghia theo quy dinh;
2 [10/BD-14  |Fexet 180mg, Fexofenadine HCI Getz Pharma (Pvt) Ltd., Plot|Telfast, Sanofi Therapeutic drug |- B6 sung Ban chap thuan cua Hdi dong dao dirc;
VN-11038-10 180mg, No. 29-30/27 Korangi Aventis, USA monitoring - B4 sung bao cac so sanh két qué dinh lugng, dd hoa tan giita

thuée thir va thube dbi chimg (bdo c4o so sanh d6 hoa tan thir
trén 6 vién chua ding quy dinh);

- B6 sung ban cam két ciia nha dang ky/ nha tai tro vé viéc
thude thir ding trong nghién ciru va thube déng k luu hanh 14
mot.




LY
TT| Ma ho so |Tén thuoe, SPK| Ham hrong, quy cach Co s& san xuit Thubc d6i Noi thir nghiém Y kién T6 chuyén gia '
chirng
3 |154/BE-14 |Bactirid Cefixim (trihydrat) Medicraft Pharma, 126-B  [Bot pha hdn dich | Vién KN thubc |- Bo sung thong tin vé co 16 san xuét clia chudc nghizn ciry;
100mg/5ml, 600mg, Hop 119 30ml  |Industrial Estate Hayatabad, ubng Oroken Tp. HCM - B4 sung béo c4o so sanh két qua d6 hoa tan giita thude thir va
VN-5205-10 bot pha hdn dich uéng  |Peshawar, Pakistan thude d6i chimg;
- P thi dudmg biéu dién gia tri chuyén log néng d6 thuéc theo
thoi gian vé sai (di qua gbc toa do);
- B4 sung ban cam két ciia nha dang ky/ pha tai tro vé viéc
thudc thir dung trong nghién ciru va thude déng ky lwu hanh la
mot.
24 [112/BD-12 |Jin Yang Clivix |Clopidogrel bisulfate, ~ [Jin Yang Pharm. Co., Ltd.,  |Plavix tablet 75me, |Bestian medical |- Ho 5o 2 ban dich nén chi c6 tom tat mér sb ¢ 1iéy, khong c6
Tablets, 75mg Clopidogrel, Hop 3 |649-3, Choji-Dong, Ansan- center trang chit ky cua cac nghién ctru vién, khong ré timh xédc thuc
VN-12219-11 vi x 10 vién nén bao phim|Si, Kyunggi-Do, Korea cua nghién ciru;

- Bb sung diéu kién thir, d4nh gi va so sanh kér qaa do hoa tan
gita thudc thir va thude di chimg;

- Khong c6 hd so 14m sang va bénh an nghién cru, bo sung
20% (04 bénh nhén) hd so 1am sang gbc &€ them dinh;

- B4 sung béo céo thdm dinh phuong phap phar tick: (chi c6
bao c4o tom tit mot s6 két qua trong bdc zdo chin nhung
khong day di, chi tiét), béo cdo tham dinh vé d5 &n dinh cua
miu thude trong huyét twong, mau phéan tich chira dap tmg yéu
cau;

- P& nghi bd sung diy du céc thong tin, so ligu frong Bio céo
duoc dong hoc; bd sung bao céo vé gid tr- power;

- Bb sung ban cam két ciia nha dang ky/ nha tai trg v& viée
thudc thir ding trong nghién ciru va thudc dang ky lwu hanh 1a




TT| Ma hé so |Tén thue, SPK| Ham hrong, quy cich Co sé san xuat Thudc d6i | Noi thir nghiém Y kién Té chuyén gia
chirng
5 |63/BE-17 |Painfree Ibuprofen 200mg Cong ty TNHH Phil Inter ~ |Vién nang mém Quest Life B6 sung két qua thir tvong duong do hoa tan gitra thude thir va
VD-28588-17 Hop 2 vi x 10 vién nang |Pharma Nurofen 200mg  [Sciences Pvt Ltd, [thudc d6i ching.
mém, S6 20, Pai 16 Hitu Nghi, Liquicaps India
Hop 10 vi x 10 vién nang |Khu Céng nghiép Viét Nam {(Ibuprofen 200mg)
mém. Singapore, Thuan An, Binh |L6: BL 398
Duong. HD: 01/2017
Nha SX: Reckitt
Benckiser
Healthcare

International Ltd
(UK)




PHU LUC 2. HO SO KHONG PAT YEU CAU
(Ban hanh kém theo Cong vin so 3099 /QLD-CL ngayAY./. £2./2018 ciia Cuc Quin Iy Dwoc)

TT| Ma ho so [Tén thuée, SPK| Ham lwong, quy Co s& san xuat Thube ddi chirng Noi thir nghiém Y kién T6 chuyén gia
cach
1 [356/BD-15 |Pharmadronate |Alendronic Acid (dudi Cipla Ltd., L139 to Fosamax, Merck Frosst, |Anapharm Inc, Canada Thubc dé nghi céng bé 1a -hubc cua Cipla Ltd,
FC. dang Alendronate L146, Verna Industria.  |Canada India san xudt; thube thir 1a taude do Cong ty
VN-16861-13 sodium) 70mg, Hop 1 |Estate, Verna Goa - Pharmascience Inc, Canada san xuét;
vix4 viénnénbao 403722, India - Ho so thiéu nhiéu noi dung theo quy dinh
phim (khong c6 béo céo phén tich mau ngudi tinh
ngyén, khong c6 hd so thzo di 1am sang...);
- Két qua danh gi4 bang toc db thai trir qua
mwde tiéu, va khong tuong dwong sinh hoc.
2 [52/BD-14  |Univixin, Clopidogrel 75mg Céng ty cb phan Korea  [Plavix tablet 75mg, Caleb mulilab Inc., Korea HE so xin cong b thude nhuong quyén san
VD-13572-10 (twong (g vai United Pharm. Int' L.; xudt tai Viét Nam; thudc nehién cira 12 thube
Clopidogrel bisulphat |S6 2A, Pai 16 Tu Do, ctia nha nhuong quyén san xuét tai Han Qudc,
97,858mg); KCN Viét Nam- khong dap tmg yéu cdu vé thudc thir nghiém.
Hop 10 vix 10 vién  [Singapore, huyén Thuin
bao phim An, tinh Binh Duong
3 [49/BD-14 |Levocetile, Acetyl-L-Carnitin Korea United Pharm. Dong A Nicetile tablet, |Caleb mulilab Inc., Korea - F6 so thiéu nhiéu néi dung theo quy dinh;
VN-12527-11 500mg; Inc.; 404-10, Nojang-Ri, [Dong A Pharm Co. Ltd, - Thube chimg lua chon 1a thude Dong A

Hép 3 vix 10 vién
bao phim

Jeondong-Myeon,
Yeongi-kun, Chungnam,
Korea

Korea

Nicetile tablet, Dong A Pharm Co. Ltd, Korea
san xuét, khong dép (mg yéu cau thudc doi
ching;

- Phuong phép phén tich khong dép tmg dé
phan tich mau (vé khoang nbng do tuyén tinh
va gi6i han dinh luong).
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TT

Ma ho so

Tén thude, SDK

Ham lwrong, quy
cach

Co so san xuat

Thudc d6i chirng

Noi thir nghiém

Y kién T6 chuvén gia

50/BD-14

Kupitral,
VN-17491-13

Itraconazol 100mg,
Hop 3 vi x 10 vién
nang

Korea United Pharm.
Inc.; 25-23,
Nojanggongdan-gil,
Jeondong-myeon, Sejong-
si, Karea

Sporanox capsule 100mg,
Janssen Ltd., Korea

Caleb mulilab Inc., Korea

- H so thiéu nhiéu ndi dung theo quy dinh;

- Phuong phap phén tich m&u sith hoc chua
dwoc danh gia ddy di vé 46 3n dinh ciia mau,
thoi gian nghién ciru dai aom thoi gian danh
gia 4o én dinh nén két qua knéng du do tin cay.

15/BE-15

Nicomen Tablets
Smg,
VN-10579-10

Nicorandil 5mg, Hop
10 vi x 10 vién nén

Standard Chem. &
Pharm. Co., Ltd., No. 6-
20, Tu-Ku Li, Hsin- Ying
city, Tainan, Taiwan

Sigmart tablet Smg

Rosetta Pharmamate Co. Ltd

- Ho so thiéu nhiéu ndi dung theo quy dinh
(chung chi GLP/ GCP, dé cuong nghién ciru,
Ban chép thudn ciia Hoi Gong dao dirc, ho so
lam sang, hd so phan tich...);

14/BE-15

Alsiful S.R.
Tablets 10mg,
VN-13877-11

Alfuzesin HCI 10mg,
Hop 3 vix 10 vién
nén bao phim phong
thich chdm

Standard Chem. &
Pharm. Co., Ltd., 2nd
plan, No. 154 Kai-Yuan
Road, Hsin-Ying,
Taiwzn

Hb so thiéu nhiéu ni dung -heo quy dinh
(ching chi GLP, GCP cua co s nghién ciru;
ban chép thuin ctia Hoi dong dao dic; béo cdo
so sanh két qua dinh luong, thir fwong duong
@6 hoa tan giita thudc thir va thuse d6i ching;
ho so nghién ctru pha lam sang: pha phén
tich...) v mét s6 ndi dune kitdc




