BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQOC boc lap - Tw do - Hanh phuc

s6: "N gé/QLD-CL " Ha Noi, ngay il thang § nam 2018
V/v b0 sung hd so cong bd thude cd
- chtng minh TBSH

KN QU E e e e

Cén ¢ Thong tu s6 08/2010/TT-BYT ngay 26/4/2010 clia B Y t& hwong dan
bao céo sb liéu nghién ctru sinh kha dung/tvong duong sinh hoc trong dang ky thuéc;

Can ctr Quyét dinh s6 2962/QD-BYT ngay 22/8/2012 cua Bo6 trudng BO Y té
vé viéc ban hanh Quy dinh tam thoi vé céc tai liéu can cung cép dé cong bo cac danh
muc thuéc biét duoc goc, thude twong duong diéu tri voi thudce biét duoc gbce, thube
co tai liéu chrng minh tvong dwong sinh hoc va Quyét dinh s6 1545/QD-BYT ngay
08/5/2013 cua B Y té vé viéc slra doi, bo sung Quyét dinh sd 2962/QD-BYT ngay
22/08/2012 clia B6 Y té vé viéc ban hanh Quy dinh tam thoi vé céc tai liéu can cung
cap dé cong bo cac danh muc thubc biét duoc gbc, thudc twong dwong diéu tri voi
thudc biét dugc goc, thube cé tai lieu chirng minh twong duong sinh hoc;

Can ctr y kién cua HOi dong xét duyét danh muc thuéc biét dwgc gbc, thube
co6 tvong duong diéu tri voi thube biét dwoc goc va thuéc c¢6 chirng minh twong
dwong sinh hoc clia BO Y t€ tai budi hop ngay 23/8/2018,

Cuc Quéan ly Duoc thdng bao vé viéc xem xét ho so dé nghi cong bd thudc céd
tai liéu chitng minh twong duong sinh hoc cua doanh nghiép nhv sau:

Phulucl:Danh muc hé so cong bd thubce co tai liéu chirng minh twong duwong
sinh hoc can b0 sung, gidi trinh;

Phuluc2:Danh muc ho so cong bd thudc co tai liéu chding minh twong dwong
sinh hoc khong dat yéu cau.

Pe nghi cac doanh nghiép can c¢ cac y kién yéu cau b6 sung va/hodc giai
trinh tai Phu luc 1 kém theo cong van nay dé bd sung hd so dé nghi céng b6 danh
muc thudc theo quy dinh.

(Cac Phu luc dvoc dang tai trén trang thong tin dién tir cia Cuc Quan ly Duoc,
dia chi: http://www.dav.gov.vn - Muc Thoéng tin dau thau thudc).

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

Noi nh:%m: KT. CUC TRUONG
- Nhv trén; PHO CUC TRUONG

- Cuc tredng Vi Tudn Cuong (dé b/c);
- Website Cuc QLD; ~
-Luu: VT, CL (2b).
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~ PHU LUC 1. HO SO PE NGHI BO SUNG, GIAI TRINH
(Ban hanh kém theo Céng vin s6 A3794 /OLD-CLngay 1879 /2018 cia Cuc Quan Iy Dirgc)
TT | Ma hd so | Tén thubc | Hoat chit Ham Dangbao | Quycéch [ Sédingky | Cosésin [Diachico sé sin Y kién T4 chuyén gia
lwong ché dong g6i xuit xuit
1 |72/BE-15 |Zylit 75 mg |Clopidogrel 75 mg Viénnén bao |Hop4 vix 7 | VN-19330-15 {KRKA, Smarjeska Cesta |- B4 sung ching chi GCP/ GLP ctia co s& nghién ctru;
{dudi dang phim vién D.D., Novo |6, 8501 Novo - B sung ¢ 16 san xuit clta thude thir nghiém;
Clopidogrel Mesto Mesto - B& sung hd so 14m sing ciia ngudi tinh nguyén ¢6 bao
hydrogen sulfat) céo vé tac dung phu cita thudc;
- B4 sung ban cam két c6 déu va chit ky cia nha ding ky/
nha tai trg vé viéc thudc thir ding trong nghién ciru va
thudc diing k¥ Iwu hanh 13 mét.
2 |25/BE-15 |Volfacine |Levofloxacin 500mg |Viénnénbao [Hop 1 vix5 | VN-18793-15 |Lek Verovskova 57, |- B& sung chitng chi GCP, GLP clia co s& nghién ciru;
(hemihydrate) phim vién Pharmaceuti {1526 Ljubljana |- B sung Ban chép thuan ctia Hi ddng dao dirc (tiéng
cals d.d anh hoic ban dich) c6 thong tin v& ngay hop hdi ddng/

ngay phé duyét, két qua xem xét;

- B) sung bao céo so sanh két qua dinh heong, két qua
thir twong duong d4 hda tan gitta thudc thir va thube dbi
ching;

- Levofloxacin 13 ¢dng phdn quang hoc nhung phurong
phép phén tich, thdm dinh phuong phép phén tich khéng
thé hién viéc phan tich ddng phén, d& nghi giai trinh, bd
sung;

- B3 sung théng tin v& ngay tién hanh, két thic phan tich
méu ngudi tinh nguyén (ky ngay 13/2/2004 nhung béo
cho khong c6 thong tin);

- B4 sung Bén cam két c6 du va chit ky ciia nha dang
ky/ nha tai trg vé viéc thubc thir ding trong nghién citu
va thubc dang ky luu hanh 13 mét.
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46/BE-17

Ckdmyrept
Tab.
500mg

Mycophenolat
mofetil

500 mg

Vién nén bao
phim

Hoép 10 vix
10 vién

VN-17851-14

Chong Kun
Dang Pharm
Corp.

Chungjeongno3
(sam)-ga, 8
Chungjeong-ro,
Seodaeum-gu,
Seoul

- B6 sung danh séch cé tén, chit ky va ngay ky ciia
nghién ciru vién chinh, nghién ciru vién phu trach lim
sang, nghién cifu vién phu trach phén tich, ngudi phy
trach quén ly s6 liéu va xir ly théng ké; danh sach nghién
ciru vién tham gia nghién ciru;

- B4 sung chimg chi GCP, GLP ctia co s& nghién ciu;

- B4 sung Ban chip thuin cia Hpi déng dao dic (Tén
nghién clru vién chinh va tén nha ti trg, Ngay hop héi
ddng/ ngay phé duyét, Két qua xem xét, Danh sich céc
thanh vién hdi dong);

- B4 sung két qua thir tuong dwong d6 hoa tan giita thudc
thir va thude di chimg;

- Bd sung hd so gbc lign quan dén theo dai 14m sang va
theo d6i qué trinh 14y miu m4u;

|- B sung béo c4o thdm dinh phuong phap phén tich diy

du theo quy dinh (hd so chi ¢6 bdo cdo t6m tit két qua
trong bao c40 TBSH, mot s sic dd);

- B6 sung b4o cdo phan tich miu (ban dich cong ching)
c6 dly du dit liéu (hd so chi c6 mot sb két qua va sic do);
- Bd sung Ban cam két c6 ddu va chit ky ctia nha déng
ky/ nha tai trg vé vigc thude thir diing trong nghién ciru
va thudc ding ky lwu hanh la mét.

01/BE-18

Ceretam

Piracetam

800 mg

Vién nén bao
phim

Hop 9vix 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 cua co s& nghién ctu;

- B4 sung két qua thir tuong duong d hoa tan giita thudc
thir va thude d@bi chimg;

- B6 sung béo c4o do n dinh dai ngay ciia mau phén tich
sau khi pha, d¢ 4n dinh cla qua trinh bao quéan che phan
tich.
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Quy cach

TT | Mz hd so | Tén thuée | Hoat chit Hiam Dang bio S6 ding ky | Cosésan [Dja chico sésan Y kién Té chuyén gia
: luwgng ché dong géi xudit xut
5 [154/BE-14 |Bactirid  |Cefixim 600mg |[Botphahdén [Hop1lo VN-5205-10 [Medicraft {126-B Industrial |- Bé sung théng tin vé co 16 san xut ciia thudc nghién
100mg/ Smi |(trihydrat) dich uéng 30ml bét pha Pharma Estate Hayatabad, |ctru;
hén dich Peshawar - B sung béo cdo so sdnh két qua d6 hoa tan giiia thude
ubng thir va thubc dbi chimg;
- B4 thi dudng biéu didn gia tri chuyén log néng dd
thudc theo thdi gian v& sai (di qua gbc toa dd);
- B3 sung ban cam két clta nha ding ky/ nha tai trg vé
viéc thudc thir diing trong nghién ctru va thudc ding ky
hru hanh 14 mot.
6 |SO0/BE-17 [CKDCipol-|Cyclosporin 100 mg  }|Vién nang Hop 10 vix 5] VN-18192-14 {Cosdsan  |Osongsaengmyeo |- B6 sung cdc chimg chi GCP vi/hosic GLP cia co s&
N 100mg mém vién xuét: ng-ro 61, Osong- |nghién clru (c6 xac nhén ciia co quan quan ly);
Suheung eup, Cheongwon- |- B sung ban chép thusn ciia Hoi dong dao dirc.
Capsule gun, - B sung ¢t 16 san xudt, 16 san xudt, ngay san xudt, han
Pharmaceuti [Chungcheongbuk-|diing cita thudc thir dimg trong nghién ciru
cal Corp. do, Korea - Do lidu thir 14 2 vién, d& nghj bd sung so sanh d6 hoa
797-48 tan ciia 1 vién va 2 vién trong cdc méi trudmg.
Manghyang-ro, |- Giéi thich Iya chon thudc d8i chirng. Cung c4p hé so
Co s& déng |Seonggeo-eup, |chimg minh ngudn gdc, xudt xir cia thudc dbi chimeg,
g6i va xudt [Seobuk-gu, - B4 sung diy i hd so 14m sang ciia ngudi tinh nguyén.
xudng: Choenan-si, - Bd sung ddy du hd so Thim dinh quy trinh phén tich;
Chong Kun |Chungcheongnami{- Bd sung ddy di hd so va bdo céo phén tich miu ngudi
Dang do 331-831, tinh nguyén.
Pharmaceuti |Korea - B4 sung tinh gi4 tri Power; so s4nh Tmax theo phurong
cal Corp. phép théng ké phi tham sé.

- Bd sung mAu gidy chdp thuén tinh nguyén tham gia
nghién ciru.




Y kién T6 chuyén gia

TT | Ma hé so' | Tén thude Hoat chit Ham Dang bao Quy cich S6 ding ky | Cosésin [Dija chico sé sin
lwgng ché déng g6i xuét xuét
7 |04/BE-18 |Pregabalin |pregabalin 75 mg Vién nang Hop4vix7 | VN-19191-15 |Sandoz Ilac |Inonu Mahalesi, |- B4 sung chimg chi GCP vd/ho#c GLP ciia co s& nghién
Sandoz cung vién, Sanayi ve  |Gebze cin.
Ticaret, A.S [Plastikciler - B4 sung c& 16 san xut thudc th;
Organize Sanayi |- B sung tinh gié tri f2 clia bdo c4o so sénh tuong duong
Bolgesi, Ataturk |d6 hoa tan va tai ligu thdm dinh phuong phép thir 46 hoa
Bulvari 9. Cad. [tan trong céc mdi trrdng;
No: 1, TR-41400 |- B& sung hd se chimg minh ngudn gée, xudt x& ciia
Kocaeli thudc chiing ding trong nghién ciru;
- Bb sung két qua so sanh dd hoa tan giira thube chimg
dung trong nghién ciru va thude chimg Lipica dang luu
hanh tai Viét Nam.
- B4 sung két qua so sdnh d6 hoa tan giita thudc thir ding
trong nghién ciru trong dwong sinh hoc invivo va thude
chiing Lipica 300mg.
8 |05/BE-18 {Pregabalin |pregabalin 150 mg Vién nang Hop4 vix7 | VN-19190-15 [Sandoz Ilac [Inonu Mahalesi, |- B sung chimg chi GCP vi‘hoiic GLP ciia co s& nghién
Sandoz climg vién Sanayi ve  [Gebze ciru.
Ticaret, A.S {Plastikeiler - B sung ¢t 16 san xuét thudc thir;

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

- B4 sung tinh gi4 tri £2 clia béo ¢4o so snh trong duong
d6 hoa tan va tai liéu thim dinh phuong phap thir 4 hoa
tan trong cac moi tnrdng;

- Bb sung hd so chimg minh ngudn gbe, xuft x& clia
thuéc ching ding trong nghién ciru;

- B4 sung két qua so sanh d4 hoa tan giita thudc chimg
ding trong nghién ctru va thude chimg Lipica dang luu
hanh tai Viét Nam,

- B6 sung két qua so sanh d¢ hoa tan giira thudc thir ding
trong nghién ciru trong dwong sinh hoc invivo va thube
chitng Lipica 300mg.
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1135/BE-
12

Panloz 40

Pantoprazole

40 mg

Vién nén

Hép3vix 10
vién nén

VN-16080-12

Torrent
Pharmaceuti
cals Lid.,

Indrad-382721,
Dist. Mehsana

- B) sung két qua tuong dwong vé chat hugng giita thuée
thir va thudc chimg: két qua dinh hreng thudc thir, thubc
ching (c6 so sanh sy khac nhau vé phén trim ham Iuong
s0 v6i nhin gitta thude thir va thudc d6i chimg); két qua
d6 ddng ddu ham lwgng, do hoa tan; két qua thir twong
dwong d6 hda tan giita thuc thir va thube déi chimg,

~ Bd sung hd so gbc theo doi Iam sang va 14y méu cla
20% ngudi tinh nguyén dé thdm dinh.

- B4 sung hd so va béo cdo ddy dit két qua thim dinh quy
trinh phén tich (chi ¢6 tém tit két qua thdm dinh trong
béo céo chinh);

10

09/BE-18

Pitator
Tablets
2mg

Pitavastatin
calcium

2mg

Vién nén bao
phim

Hép 2 vi
nhén/ PVC/
PVDCx 14
vién

VN-20588-17

Oreint
Pharma Co.,
Ltd

No. 8, Kehu 1 st
Road, Huwei
Township, Yunlin
County 63247

- B4 sung cac chimg chi GCP v/ hoic GLP ciia co s&
nghién cir;

- Giai trinh viéc lyra chon thudc d6i chimg, cung cp hd
so tai liéu chimg minh ngudn gbe, xuft xtr ctia thube dbi
chimg;

- B4 sung gidy chép thuan tinh nguyén tham gia nghién
cuu.

i1

19/BE-18

Torgabaln
75

Pregabalin

75 mg

Vién nang
cling

|Hép3 vix 10

vién,

VN-20106-16

Torrent
Pharmaceuti
cals Ltd

Indrad - 382721,
Tal: Kadi, City:
Indrad, Dist:
Mehsana

- B4 sung chimg chi GCP vi/hoiic GLP cla co s¢ nghién
clru;

- BS sung Bén chép thuan ciia Hoi ddng dao dirc;

- B4 sung c& 16 san xut cia thudc thic nghiém;

- B4 sung tai liéu chémg minh thudc thir va thubc mién
thir ¢6 cling cong thirc ty i€, ciing quy trinh bao ché;

- B4 sung két qua chi tiét va hd so gbc thdm dinh phwong
phap phén tich x4c dinh ham lugng hoat chét hoa tan, két
qua so sénh tuong duong dd hoa tan gitta 2 ham lueong;

- B sung két qua so sanh twong dwong d6 hoa tan giira
thubc thir va thudc déi chimg;

- B4 sung hé so 14m sang ngudi tinh nguyén ¢6 bio cdo
tac dung phu hofic bo cude;

- B& sung 20% séc ky dd thAm dinh quy trinh phén tich;

- B4 sung B4o cdo phén tich mAu huyét twong cita ngudi
tinh nguyén;

- B6 sung gi4 tri power cia bdo c4o phan tich théng ké.




TT M3& hdo SO Tén thubc Hoat chat Ham Dang bao Quy cach S6 dang ky Co'sd’san Dia chi OO0 sd' san Y kién T6 chuyén gia

luong ché déng goi Xuéat Xudat
12 07/BE-17 Egolanza Olanzapine 10 mg Vién nén bao HOp 4 vix 7 VN-19639-16 Egis 1165, Budapest, - B8 sung bdo cédo két qua thdm dinh phuong phéap th do
(dudi dang phim vién Pharmaceuti Bokényfoldi ut hoa tan; ghi ré diéu kién th& do hoa tan va ¢ mau tién
Olanzapine cals Private 118-120 hanh, s6 liéu béo céo chi tiét.
dihydrochloride Limited
trihvdrate) Comoanv
13 86/BE/14 Lostad Losartan kali, Losartan Vién nén bao Hop 3vi,6 vi VD-10766-10 CoOng ty lién S6 40, Pai 16 Ty Chuwa gidi trinh théa dang ngudn géc thudc d6i ching;
HCT Hydroclorothiazi kali phim X 10 vién, doanh do, KCN Viét chwa trinh bay thudc da chon dap Gng tiéu chi Iva chon
100/25mg d 100mg, hop 1chai TNHH Stada Nam-Singapore, thudc d6i chitng theo quy dinh tai Thong tv 08/2010/TT-
Hydroclor 100 vién Viét Nam Thuan An, Binh BYT.
othiazid Duwong.
25me:
14 46/BE-18 Cefadroxil Cefadroxil (dud¢i 250 mg Vién nang Hop 2 vix 10 VD-30514-18 Céngty ¢c6 Thon Thach Ldi, - B6 sung thdm dinh phwong phap phan tich do hoa tan
250mg dang Cefadroxil clng vién; Hop 10 phan duoc x& Thanh Xuéan, trong 3 méi trvong;
monohydrat vi X 10 vién ph&m Trung huyén Séc Son, - B6 sung d& liéu chtng minh thudc c6 duoc ddng hoc
compact) vong 1- Tp. Ha Noi tuyén tinh tr cdc ngudn tai liéu tin cay.
Pharbaco

KT. cuc TRUONG
RUONG



TT M& hd so’

1

2

Tén thudc

03/BE-18 Nexzac 40

02/BE-18 Nexzac 20

Hoat chat

Esomeprazol
(duwé¢i dang

Esomeprazol
magnesium)

Esomeprazol
(duéi dang

Esomeprazol
magnesium)

PHU LUC 2. HO SO KHONG PAT YEU CAU
(Ban hanh kém theo Cong van s6/ Y

/QLD-CL ngay yf

Ham Dang bao Quy céach S6 dang ky Co’s6’san
lwgng ché dong goi xudt
40 mg Vién nén Hop 3 vi x V N-18474-14 Torrent
khédng acid da 10 vién Pharmaceutica
day Is Ltd
20 mg Vién nén Hop 3 vi x 10 VN-18473-14 Torrent
khang acid da vién Pharmaceutica
day Is Ltd

KT.

/2018 clia Cuc Quan ly Duoc)
Pia chico’sd’séan Y kién T6 chuyén gia
xudt

Torrent House - Co s& nghién ctru khong c6 GLP, gidy dit diéu kién thuc

Off. Ashram hién nghién cttu BE cla co s& nghién ctu la B4o céo cua
road, Ahmedabad US-FDA nam 2012, 2016 sau nhiéu thoi diém thwc hién
380 009 nghién cu nam 2009 va US-FDA ciing khéong xem xét

b&do cdo BE nay chi xem xét cac bdo céo khac.

-bé cuong nghién cttu chi c6 cac phu luc ma khong cé
bao céo;

- Thiéu bao céo két qua nghién ctku tvong duong sinh hoc
invivo (b&o céo chinh).

- Thiéu thong tin cd 16 cla thudc thlr dung trong nghién
cltu tvong dvong sinh hoc invivo.

- Thiéu bao cédo két qua tvong dwong vé chat lugng,
tvong dwong dé hoa gitra thudc thr va thude ching;

Torrent House H® so mién th ham lvgng 20 mg theo nghién ctu TDSH

Off. Ashram ham lvong 40 mg (ho so khdéng dat):
road, Ahmedabad + US-FDA khong chdp nhan mién th cho dang vién nén.
380 009 + Thiéu bdo cdo chi tiét va s liéu géc cla nghién ctru so

sdnh d6 hoa tan gitta Nexzac 20 va Nexzac 40, thiéu tai
liéu khoa hoc chirng minh vé dwgc dong hoc tuyén tinh dé
ap dung mién th trong duong sinh hoc invivo cda thuéc

vién Nexzac 20.

CUC TRUONG
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