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NoOi dung

1. Cac quy dinh lién quan dén ho so duoc ly - 1am sang

2. Mot so “16i” thuong gip trong ho so duoc Iy - 1am
sang va cach chuan bi ho so dé tranh/gidm thiéu “161”



CAC QUY PINH LIEN QUAN

Can cw chinh:
Thong tu 44/2014/TT-BY T

Luwu v thém:

-Thong tu huéng dan ghi nhin thuoc
- Thong tu hudng dan thir thuoc trén 1am sang & VN

- C4c vin ban hudng dan lién quan cia CQLDVN



1
Thong tw 44/2014/TT-BYT .o

Cac hinh thirc ding ky (Chwong I, diéu 9)

« Piing ky lan dau: thudc chua c6 SPK, c6 s6 PK nhung ¢ thay
do1 khac, SDK hét hi¢u luc nhung c6 yéu cau DK lan dau, c6 SDK
nhung khong nop ho so DK lai/ gia han

« Piing Ky lai: s6 ding ky hét hiéu luc va khong dap tmg diéu kién
dé dang ky gia han

« Piing ky gia han: c6 SPK 5 nim, HS lan dau theo ACTD, khong
coO thay do1 bo sung, khong c6 khuyén cdo veé hi¢u qua, khong b1 xtir
1y vi pham (rat SPK, tam ngung cap SPK — diéu 32,33)

- Piing ky thay ddi/ bo sung: theo phu luc quy dinh MaV, MiV, thay
doi khac.

o (Khi c6 néi dung thay doi/bé sung theo yéu cau tir Hoi dong: cong
ty tu thay doi theo huong ddn, khong can nop lai ho so thay doi)



Thong tw 44/2014/TT-BYT 8se:
Chwong 3: Ho so ding ky thuoc 0oo

(Hoa duge, VX, Sinh pham)

Cac ho so phai np (diéu 16)

HO so hanh chinh va thong tin san pham: tat ca cac thudc

Ho so chat luong: tat ca cac thudce

Ho so tién 1am sang: thuéc maéi (theo check list trong phu luc,
mot so thay doi lon (MaV) ciing can nop ho so tién LS)

HO so lam sang: thudéc moi1, MaV

Ho so khac: dang ky gia han



Thong tw 44/2014/TT-BYT eo0s

Chuong 3: Hé so ding ky thuoc seec
(Hoa dwoc, VX, Sinh pham) .

Ho so hanh chinh va thong tin sin pham (diéu 17)

e Muc 13: Nhan thubc, chi Yéu cau ban sao nhan thudc di duoc phé
duyét d6i voi ho so diang ky gia han

e Muc 14: To6 HDSD theo quy dinh tai TT huéng dan ghi nhan thude,
chi y8u cau ban sao d6i vdi ho so PK gia han.

e Muc 15: Tom tat dic tinh san pham d6i véi thudée hod duge mdi,
vac xin, huyét thanh chtra khang thé va cac sinh pham y té theo
Mau s6 02/ACTD ban hanh kém theo Théng tu (khdng yéu cau dbi
v6i ho so dang ky gia han);



Thong tw 44/2014/TT-BY T ceee
Chwong 3: HO so dang ky thuoc 55:.
(Hoa duoge, VX, Sinh pham) .

Picu 19. Ho so tién 1am sang
HO so tién 1am sang thuc hién theo hudng dan tai Phan III- ACTD
va bao gom cac tai liéu sau day:

1. Muc luc;

2. Khai quat nghién ctru tién 14m sang;

3. Tom tat vé nghién clru tién 1am sang;

4. B4o cao nghién ctru tién 1am sang;

5. Cac ta1 11éu tham khao.



Thong tw 44/2014/TT-BYT eo0s

Chuong 3: Hé so ding ky thuoc seec
(Hoa dwoc, VX, Sinh pham) .

Picu 20. Ho so 1am sang
Ho so 1am sang thuc hién theo hudng dan tai Phan IV- ACTD va
gom cac tai liéu sau day:

1. Muc luc;

2. Tong quan lam sang;

3. Tom tat 1am sang;

4. Bang li¢t k€ cac nghién ctru lam sang;

5. Bao cao nghién ctru 1am sang;

6. Cac ta1 11éu tham khao.



Thong tw 44/2014/TT-BYT
PHU LUC II

Cac thay doi 16m, thay doi nhé, thay déi khac ap
dung doi voi thuoc da dwegc cap so dang ky luu hanh.

TU VIET TAT

MaV = Thay doi 16n

MiV-N = Thay doi nho (chi yéu cau théng bao)

MiV-PA= Thay d6i nhd (can phé duyét trudc khi thuc hién)




NoOi dung
thay doi 1
(MaV-1)

Thay d06i va/hoiic bo sung CP/liéu dung/ddi twong bénh nhan/bd sung
thong tin 1am sang dé m¢ rong pham vi sir dung thuoc

Pieu  kién

(C)

1.L4a két qua cua thay d6i TOm tat dic tinh san pham (SmPC) hoic tai liéu
twong duong (nhu USPI)dan dén thay d6i HDSD va/hoic mau nhan

Ho so (D)

1. Huong dan st dung va/hoic mau nhan da duoc duyét.

2. Huong dan sir dung va/hoic mau nhin méi. Bang so sanh cic nodi dung
thay doi ciia huéng dan sir dung va/hoic mau nhén..

3. Giai trinh 1y do thay doi.

4.Tai liéu tham khao va/hodc Bao cdo cua cac chuyén gia 1am sang (néu
co).

5. Huéng dan sir dung/Tom tat ddc tinh san pham /Thong tin cho bénh
nhan duoc chap thuan bdi co quan cap phép luu hanh thude ctua nudce sé
tai hodc nudc tham chiéu cho phép thay doi hodc cong vin ciia co quan
cap phép luu hanh thude cta nude sé tai hodc nude tham chiéu cho
phép thay d6i/bd sung (doi véi thude san xudt tai nuwde ngoai)

6. Tai liéu 1am sang theo Ho so k§ thuat chung ASEAN (ACTD) phan IV.

7.Két qua thir nghiém 1am sang d6i véi chi dinh méi, duong dung méi
theo quy dinh tai Thong tu s6 03/2012/TT-BYT ngay 02/02/2012 cta
B0 Y té Hudng dan vé thtr thudc trén 14m sang.




. ce—

Noi dung
thay doi 2
(MaV-2)

Thay d0i/bo sung ndi dung ciia hwéng dan sir dung
va/hoac mau nhan

bicu kién
can dap ing

(C)

Thay d6i nay khong phai 1a thay d6i nhé va khéng nam trong pham
vi MaV-1.

La két qua cua thay doi Tom tat dic tinh san pham (SmPC) hoic tai
liéu trong duong (nhu USPI).

HO so can
nop (D)

oA~ W

Hudng dan sir dung va/hodc mau nhan da duoc duyét.

Huéng dan st dung va/hodc mau nhin mdi. Bang so sanh cac ndi
dung thay do6i ctia hudng dan sir dung va/hodc mau nhan.

Giai trinh ly do thay doi.

Tai liéu tham khao va/hoac cac tai liéu lam sang ching minh.
Hudng dan st dung (PI)/ TOm tit dic tinh san pham
(SmPC)/Thdng tin cho bénh nhan (PIL) duoc chap thuan boi co
quan cap phép luu hanh thubc ctia nuéc sd tai hodc nudc tham
chiéu cho phép thay d6i/bo sung (ddi véi thudc san xuat tai nudc
ngoai)




P A dhe ¢ : [

Néi dung |Thay d6i/bo sung ndi dung ciia hwéng dan sir dung va/hosic miu nhin
thay doi 2 |ap dung déi véi cac truong hop sau:
(MiV-PA2)|a) Thay doi thiét ké ma khéng thay doi y nghia;
b) B6 sung/bd bét/thay thé hinh anh, so do, ma vach, logo va/hodc noi
dung;
¢) B6 sung/thay doi theo hudng chat ché hon canh béo, than trong, chong
chi dinh va/hoac tac dung khong mong mudn SO VGi huéng dan sir dung
da duogc duyét;
d) Thuhep nhom bénh nhan st dung;
e) Bo bét chi dinh.
Picéu kién |1. Thay doi khong phai 1a thay d6i 16n va khdng chta dung noi dung
can dap ung|  quang cdo. Poi véi thay doi 1on vé mau nhdn, xem MaV-1 va MaV-2.
©__ | |
Ho socan |1. Hudng dan sir dung va’/hoac mau nhan da duoc duyét.
ndp (D) 2. Huong dan st dung va/hodc mau nhin méi. Bang so sanh cac ndi dung
thay doi ctia huéng dan sir dung va/hodc mau nhan..
3. Giai trinh ly do thay doi.
4. Tai liéu tham khao cho néi dung thay ddi (néu co).




r N y 4 :::‘
CAC THAY POI KHAC ocos
o0
o

Thay d6i dugc chat. Nop hé so nhu diang ky 1an dau.

Thay d6i ham luong dugc chat tinh trén 01
don vi liéu (d6i v6i thude phan lidu) hoic
tinh trén 01 don vi do thé tich hodc khdi
luong (ddi voi thude khong phan licu).

Nop ho so nhu diang ky lan dau

Thay d6i co s& san xuat/dong goi (tir nha

R S USRS Ay Nop ho so nhu ding ky 1an dau
sdn xudt nay sang nha san xuat khac). P g ky

B6 sung thém co sd dong goi. Nop ho so nhu ding ky lan dau

Thay d6i dang bao ché. Nop ho so nhu diang ky lan dau




Thong tw 44/2014/TT-BY T

Chuong 1: Nhirng quy dinh chung

Nhirng quy dinh lién quan dén Yéu cau vé an toan — hi¢u qua

ciia thuoc (diéu 7)

-Thuoc méi khi dang ky 1an dau: phai thir lam sang theo quy dinh
cua TT 03/2012/TT-BYT vé huéng dan thir thudc trén 14m sang.

/

Luu ¥ vé ho so 1am sang:

- Phan IV- ACTD (trinh bay & trén)

- Phai theo quy dinh cua thong tu 03/2012/TT-
BYT vé huéng dan thir thude trén 1am sang

&

\

J




TT 03/2012/TT-BYT vé hwéng din thir thudc trén 1am sang | seee
(& Viet Nam) oo

Piéu 5. Thudc phai thir IAm sang day di cac giai doan

1. Péi v6i thude hoa duoc, sinh ph'flm y té:

a) Thudc héa dugec méi.

b) Sinh pham y té méi.

¢) Thubc hda duoc, sinh pham y té nudc ngoai di duge lwu hanh
hop phap nhung chua di 05 nam tai nude xuat xtt (hoic nude tham
chiéu).

d) Thudc hoa duge, sinh pham y té da thir 1Am sang trude thoi diém
Thong tu nay co6 hi€u luc nhung chua dap ing cac quy dinh.



TT 03/2012/TT-BYT vé hwéng dan thir thudc trén 1am sang
(6 Viét Nam)

Piéu 6. Thudc mién thir 1am sang & VN

1. Poi voi thude hoa duoc, sinh pham y té:

a) Thudc hoa dugc mang tén goc (thube generic).
b) Thudc nudc ngoai chua duge cap SPK nhung di duge luu hanh hop phéap
it nhat 05 nam tai nudc xuat xir (hoac nudc tham chiéu) va duoc co quan
nha nudc ¢6 tham quyén cua nudc do6 xac nhan 1a an toan va hi€u qua, co
cung duong dung, ham luong va c¢6 chi dinh ¢ Viét Nam giong nhu chi dinh
& nudc do.

¢) Thudc nudc ngoai di duge cap sd dang ky luu hanh tai Viét Nam, nhung
coO thay do1 hoac b6 sung vé chi dinh md1, duong dung méi, dang bao ché
mo1 giong nhu chi dinh, duong dung, dang bao ché cua thudc do da duoc
lvu hanh hop phép it nhat 05 nam tai nuéc xuat xr (hoac nude tham chiéu
néu di€u udc quoc t€ ma Viét Nam la thanh vién cho phép).



Cac quy dinh khac co lién quan oo
dén ho so Duoc 1y

Thong tw 04 /2008/TT-BYT vé huéng dan ghi nhin thudc:
Giai thich tw ngir

Hudng dan stir dung 13 nhiing thong tin can thiét dé hudng dan cho
nguo1 dung si dung thuoc hi€u qua an toan, hop ly.

T& hudng dan sir dung 14 tai liéu di kém theo bao bi thwong pham
ctuia thuoc trong d6 ghi huéng dan str dung va nhiing noi dung khéc
theo quy dinh.

Thong tuw 04 sira d6i — dang trong qua trinh lay y kién

Gidi thich tur ngiv

T& hudng dan st dung thude 12 tai liéu di kém theo bao bi thuong
pham cua thuoc trong dé ghi nhitng ndi dung can thiét vé cach su
dung va cac diéu kién can thiét khac d¢ thay thuoc va, hoac nguoi
dung str dung thuoc an toan, hiéu qua, hop ly.



Cac quy dinh lién quan dén ho so Dugcly |

Thong tw 04 /2008/TT-BYT vé hudng dan ghi nhan thude

To hwong din sir dung thudc phii bao gom nhirng ndi dung sau:
- Tén thudc:

- Thanh phan, céng thitc cho mot don vi chia liéu nho nhat hodc cho
mot don vi dong goéi nhd nhat. Trong cong thirc phai ghi tat ca hoat
chat va ta dugc bang tén goc hoidc tén chung quoc té. Ghi rd ham
luong hoic nong do cuia timg hoat chat, khong bat budc ghi ham
luong hoac néng do cua ta duoc;

- Dang bao ché cua thudc;

- Quy cach doéng goi;



Cac quy dinh lién quan dén ho so Dugcly |

Thong tw 04 /2008/TT-BYT vé hudng dan ghi nhan thudce

To hwéng din sir dung thudc phai bao gom nhirng ndi dung
sau (tiép):

- Chi dinh;

- Liéu dung, cach dung, duong dung ghi rd luong thude cho mot
lan dua vao co thé hay lugng thudc dung trong mot ngay; ghi ro
liéu dung cho nguoi 16n, tré em, nguoi gia ncu co;

Ghi 6 duong dung, dung khi nao (vi du: uong trudc hodc sau bita
an...), cach dung thudc dé dat hiéu qua cao nhat (vi du: uéng VOl
nhiéu nudc...).

- Chong chi dinh: phai ghi 15 cac truong hop khong duge dung
thuoc;



Cac quy dinh lién quan dén ho so Dugc 1y | ¢
Thong tw 04 /2008/TT-BYT vé huéng dan ghi nhan thudce

To hwéng din sir dung thudc phai bao gom nhirng ndi dung
sau (tiép):

- Than trong khi dung thudc: phai ghi rd cac phong ngtra, than
trong khi st dung thude; cac khuyén cdo dic biét d6i voi phu nir
c6 thai, ngudi dang cho con b, tré em, ngudi mic bénh man tinh,
anh hudng doi voi cong viée (nguoi dang van hanh may, dang 1ai
tau xe ...);

- Tuong tac cta thude vai cac thude khac va cac loai twong tac
khég (vi du: ruou, thuc phém) ¢6 thé anh hudng dén tac dung cua
thuoc;



Cac quy dinh lién quan dén ho so Dugc 1y | ¢
Thong tw 04 /2008/TT-BYT vé huéng dan ghi nhan thudce

To hwéng din sir dung thudc phai bao gom nhirng ndi dung
sau (tiép):

- Tac dung khong mong muédn: phai ghi rd cac tac dung khong
mong mudn c6 thé gip phai khi str dung thude va ghi cau “Théng
bao cho bac s§ nhitng tac dung khong mong mudn gip phai khi sir
dung thudc”.

Ghi 1 cac truong hop phai ngimg sir dung thude, cac truong hop
phai thong bao cho bac sy.

- Cac dac tinh dugc luc hoc, dugc dong hoc (déi véi thude tan
dugc);

- Qua liéu va cach xtr tri: cac biéu hién khi sir dung thudc qua liéu
va phuong phap khic phuc, cap ctru;

- Cac dau hiéu luu ¥ va khuyén céo



Luu y:

Can theo ddi dé co thong tin vé Thong tu quy dinh ghi nhdn | se<e

thuéc moéi — co rat nhiéu quy dinh méi so véi thong tu 04

o Trang chu
o Gidi thiéu
o Quan ly gia thuoc

o Van ban guan Iy

o D thao van ban QPPL

o Cai cach hanh chinh

o Dang ky thudc

Thir bay, 14/3/2015 | 23:23:06

BO Y TE

CUC QUAN LY DUGC

DRUG ADMINISTRATION OF VIETNAM

|

Du thao VB QPPL vé DKT >>
Dw thao Théng tw quy dinh ghi nhan thuéc
Lay ¥ kién gop ¥ du thdo Théng tw quy dinh ghi nhan thudc

File dinh kém :
1692014_Du_thao_TT_ghi_nhan_thuoc.rar

Quay lai Léntrén

e «?\l’.d’\q

o : 4
|

English Vietnamese

HINH ANH HOAT PONG

TIN NOI BAT




Cac quy dinh khac c6 lien quan oo

Quyét dinh s6 2962/QD-BYT ngay 22/8/2012 Vé viéc ban hanh Quy
dinh tam thoi vé céc tai liéu can cung cép dé cong bd cac danh
muc thudc biét dugc géc, thudc turong duong diéu tri v&i thude
biét duoc géc, thudc c6 tai lidu chirng minh trong duong sinh hoc

Thuébc twong dwong diéu tri:

- Tai liéu chtmg minh thube ¢6 chi dinh, liéu dung va cac thong tin vé

su dung thudc nhu thude biét duoc géc

- Tai liéu thuyét minh, so sanh vé Hudng dan st dung thudc da ding

ky voi B Y té vai thude biét duoc goc....”



Cac quy dinh lién quan dén ho so Duoc ly | o¢¢

Cac cong van tir Cuc quan ly dwgce Viét nam

BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUGC Dic Iap - Ty do - Hanh phiic
£ A 5
s&476Y 1QLD-PK Ha N¢i, ngay 2§ thang 3 nam 2014
V/v cép nhét thong tin lién quan
dén thudc chira epoetin alpha

| CONG VAN DEN
Ngay..g. thane. 4.nim 2044

Kinh guri:
- S&'Y té céc tinh, thanh phé tryc thude trung wong;
- Céc bénh vién, vién c6 giuong bénh truc thude Bo Y té;
- Céc céng ty dang ky, san xut thubc luu hanh tai Viét Nam.

BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do — Hanh phiic

s6:/§€44 /QLD-PK
V/v dang k¥, luu hanh thudc chita hoat
chat Trimetazidin

Kinh gti:
- S&'Y t€ cic tinh, thanh phd tryc thudc trung wong;

- Céc bénh vién, vién c6 giudng bénh truc thudc Bo Y té.
- C4c cong ty dang ky, san xuét thudc luu hanh tai Viét Nam.

Ha Ndi, ngdyogj thang A/ nam 2012

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Doc lap - Tu do — Hanh phiic

s6: 7§44 /QLD-PK
V/v dang ky vatuu hanh thuéc chita
Ketoconazol dang uéng

Ha Noi, ngay JU TR0 G RraRe

Kinh gtii: 1."’.‘!&-“"1"’ &
- S& Y t€ céc tinh, thanh phd truc thudc trung wong;
- C4c bénh vién, vién c6 giudng bénh truc thudc Bo Y t€;
- C4c cong ty dang ky, san xudt thudc luu hanh tai Viét Nam.

Tié€p theo cong van s6 8853/QLD-TT ngay 30/06/2011 clia Cuc Quan 1y Dugc
canh bio vé thu6c chéng ndm Nizoral (hoat chit Ketoconazol) dang u6ng va can ci
két luan cha Hoi dong xét duyét thusec Bo Y t€ d6i véi thubc cé chita hoat chat
Ketoconazol, dé d4m bao st dung thu6c hgp 1¥, an toan, hiéu qua, Cuc Quan 1y Duoc
thong bédo nhu sau:

1- Ngiing ti€p nhan hé so dé nghi cép s6 dang ky méi, dang ky lai d6i vé6i
thudc c6 chita hoat chat Ketoconazol dang uéng.

Khong xét duyét ho so dé nghi cdp s6 dang ky méi, dang ky lai d6i véi thusc
c6 chia hoat chat Ketoconazol dang uéng di nop tai Cuc Quan ly Dugc truéc ngay
ky cong van nay.




NoOi dung

1. Cac quy dinh lién quan dén ho so duoc ly - 1am sang
[2. Mot s6 “16i” thuong gip trong ho so dugc Iy - Ié?n]

sang va cach chuan bi ho so dé tranh/giam thiéu “16i”




000
0000
Mot s6 “16i” trong hé so Dugc ly EE;E.
L X X

L X

To HDSD khong dam bao cac muc/ ndi dung trong tirng muc theo
quy dinh
Thiéu/thira dé muc/dé muc khong chinh xac

VD: dua mdt doan thdng tin mang tinh “quéng céo” vao nhan thudc,
khong c6 d¢ muc — khéng phu hop vai thong tu




Mot so “16i” trong ho so Dugc ly o0

To HDSD khong dam bao cac muc/ ngi dung trong tirng muc
theo quy dinh
- Noi dung trong cac muc thiéu thong tin so véi yéu cau

VD:

Muc Licu dung, cach dung, duong dung: theo thong tu 04, phai “ghi 6 luong
thuéc cho mét lan dua vao co thé hay luong thude dung trong mot ngay; ghi rd
liéu dung cho nguoi 16n, tré em, ngudi gia néu co;

Ghi rd duong dung, ding khi nao (vi du: uéng trudc hodc sau bira an...), cach
ding thubc dé dat hiéu qua cao nhat (vi du: udng véi nhiéu nude...)”

Trong thwe té, nhiéu t& HDSD thiéu toan bd liéu lwong cho déi twong dic
biét, thiéu cach dung...




000
0000
Mot s6 “16i” trong hé so Dugc ly I
00
o0

To HDSD khong dam bao cac muc/ noi dung trong tirng muc
theo quy dinh

- Noi dung trong cac muc chwa chinh xac

VD: muc chi dinh, nhung lai dua cé4c théng tin vé tac dung ctia thudc




Mot s6 “16i” trong hé so Duoc 1y

To HDSD khong dam bao cac muc/ ngi dung trong tirng muc
theo quy dinh

Luu ¥ khi lam ho so, can thuc hién theo dung yéu cau
ctia thong tu quy dinh vé ghi nhan thudc

Néu nhin géc ¢ cac dé muc/cach tiép can no1 dung
khong phu hop véi thong tu, can bién tap dé chinh stra
cho phu hgp vo1 quy dinh ta1 Viét Nam

* Can theo dbi dé cap nhét théng tw quy dinh ghi nhan thube



Mot so “16i” trong ho so Dugc ly o0

To HDSD dich khong chinh xac, van phong khong phu hop
Thong tin dich khong dung chuyén mon y duoc
Trinh bay cau tha, nhiéu 16i
Van phong khong phu hop

Luu y chat luong dich, chat luong trinh bay




Mot s6 “16i” trong hé so Duoc 1y

Cac ndi dung chi tiét trong to HDSD chwa dat véu ciu

Tén tai: Hién chwa c¢é “chudn théng tin” cho cd doanh nghigp va chuyén
gia tham dinh

Mt s6 nguon thong tin thwong dwoc chuyén gia tham khao khi tham
dinh:

+ To HDSD cuia thude biét duge goc (do khong truy cap duoc HDSD tai
Viét Nam, dung nhan (FDA)/ SPC (EMA))

+ Duogc thu quoc gia Viét Nam
+ Martindale, BNF/BNFC
+ AHFS Drug Information, PDR

NHUNG Céc nguén théng tin nay déi khi lai khong phai 1a co sé dé
doanh nghiép thiet 1ap to HDSD



Mot s6 “16i” trong hé so Duoc 1y

C4c ndi dung chi tiét trong to HDSD chwa dat yéu cau

Khi thong tin dwoc chuyén gia tham khao va thong tin cé
trong HDSD ciia doanh nghiép KHONG thong nhat — chuyén
gia sé yéu cau doanh nghiép giii trinh va/hodic nop tai liéu
chirng minh cho cac thong tin ¢6 trong HDSD



Mot s6 “16i” trong hé so Duoc 1y

Cac noi dung chi tiét trong to HDSD chua dat véu cau

1. Muc thanh phan (bao gom tén hoat chat, nong do, ham lugng):
Cac loi gop y thwong gap:

“...Dé nghi viét lai thanh phan, bo sung phan quy d6i ham luong cia
hoat chat,...”

-”....D¢€ nghi cung cap xuat xt cong thic.....



Mot s6 “16i” trong hé so Duoc 1y

Cac noi dung chi tiét trong to HDSD chua dat véu cau

1. Muc thanh phan (tiép)
Mt so 1y do:
- Tén thudc viét chua ding tén INN
- tfhu:c‘mg thiéu quy d6i ra thanh phan c6 hoat tinh (thanh phan tinh
liéu):
Vi du: cac dang muoi Ca, Fe,..: can quy doi dang nguyén to
Vi du: glucosamin sulfat 500mg (khong quy d6i ra glucosamin)



Mt s “16i” trong ho so Dwgrc 1y seoe
o000
Cac noi dung chi tiét trong to HDSD chua dat yéu cau oo

1. Muc thanh phan (tiép)

Thanh phan

Moi 6ng uéng 5ml chia:

Calci glucoheptonate 0,550q

Acid ascorbic(vitamin C) 0,050g
Nicotinamid(vitaminPP) 0,025¢g

T4 duoc vira d: acid hypophosphoro, dudng trang, con
thu6c chanh tuoi, natri hydroxyd, nuéc tinh khiét.
Tuong duong véi 45mg (hay 1.12mmol) ion calci + +.

: V T Hoat chat Ong 5ml Ong 10ml

}‘ CALCIl{JhﬁPSTADA' .

V Calci glucoheptonat 0.55¢ 119
N Vitamin PP 0.025¢g 0.05¢

Vitamin C 0.05¢ 0.1¢g
Acid hypophosphorous 0.02 g 0.04¢




Cac noi dung chi tiét trong t0 HDSD chwa dat véu cau eoo

1. Muc thanh phan (tiép)

- Phoi hop céc hoat chat maéi, ty 1é phoi hop cac hoat chat oe
hodc dang ham lugng khong c6 trong CSDL cac thudc

dang ky hodc trong cac y van, hodc co sy bat hop 1y trong

viéc phdi hop cac thanh phan

VD: Vién Toplexil
Moi vién: Oxomemazine HCI 1.65

mg, guaiphenesin 33.33 mg,
paracetamol 33.33 mg. Natri
benzoate 33.33 mg.

- Ham luong “la”

MIMS Vietnam ~ Théng tin thudc ~

Search result for 'Toplexil'
Théng tin trén MIMS

China - 0 Results
India - 0 Results
Indonesia - 1 Results

Hong Kong - 0 Results
Malaysia - 0 Results
Philippines - 0 Results
Singapore - 0 Results
Thailand - 0 Results
Vietnam - 1 Results

USA -0 Results
Myanmar -0 Results

VD: Paracetamol 1005 mg/6,7ml: dung dich dam dic pha truyén



Mot s6 “16i” trong hé so Duoc 1y

Cac noi dung chi tiét trong to HDSD chua dat véu cau

2. Muc chi dinh

Cac loi gop y thwong gap:

- “...Dé nghi viét lai chi dinh cua thudc d€ phu hop véi ddc tinh
duoc 1y...”

- “...Dé nghi viét lai chi dinh theo huéng khu tru trén céc chi
dinh....”

- “...Dé nghi bo céc chi dinh....”
-«.Ppé nghi cung cép tai li€u lam sang chirng minh hi¢u qua, an
toan ctia thudc trong nhiing chi dinh....”



Mot s6 “16i” trong ho so Dworc 1y

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau
2. Muc chi dinh (tiép)
Mt s6 1y do:

Vi cac thude “cii” (nhitng hoat chat ma cé cac thudce biét duge goc
duogc cap phép tu kha 1au): chuyén gia khong tim thay thong tin vé
nhitng chi dinh cua thudc trong cac tai liéu nhu:

+ Nhan (FDA)/ SmPC (EMA)

+ Dugc thu qudc gia

+ Martindale

+ AHFS Drug Infomation

+ BNF/BNFC

+ ...



Mot s6 “16i” trong ho so Dworc 1y

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau
2. Muc chi dinh (tiép)
Mt so 1y do:

Chi dinh ¢ dugc dé cap dén, nhung ndi dung chua phi hop vé cac
chi tiét nhu:

- Muc dich st dung thudc chua duoc néu rd: thude duoc st dung
v6i muc dich du phong, chan doan hay diéu tri bénh?

- Pbi tugng bénh nhan chua phi hop, dic biét trong trudng hop
thudc ¢ gidi han chi dinh cho mot so d6i twong bénh nhan nhat
dinh.

- Gi6i han nhdm tudi hodc khoang tudi cu thé ciia bénh nhan chua
phil hop véi chi dinh cua thudc



Mot s6 “16i” trong ho so Dworc 1y

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau

2. Muc chi dinh (tiép)

Luu v:

DTQG, Martindale, AHFS DI, BNF/BNFC la nhiing tai li¢u tham
khao vé thuoc va bao gdom ca nhitng chi dinh duogc cap phép (label)
va nhirng chi dinh khong dugc cap phep (off label)

DTQG: khéng cap nhat (2002), bd sung méi, khong cap nhat chuyén
luan cii (2007, 2009, 2012)
* Chudn bj ¢6 DTQOG II



Mot s6 “16i” trong ho so Dworc 1y

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau

2. Muc chi dinh (tiép)

C6 thé ¢co su khac biét gilra cac biet dugc co cung hoat chat.

Ly do:
Nguon thong tin khac nhau cé thé c6 ndi dung khac nhau
Hién nay, kho truy cép thong tin ciia thude biét duoc goc
Pic biét khoé tham dinh khi hoat chat khong c6 trong danh muc
thudc biét duoc géc, FDA, EMA, duoc thu quéc gia, AHFS.
Nhitng thudc nay thuong c6 thong tin rat han ché trong
Martindale



Mt s6 “16i” trong ho so Dugrc 1y ece

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau

Vi du vé thong tin han ché trong Martindale, khong du co s¢
chirng minh cho chi dinh cua thudc
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Chondroitin Sulfate-Iron Complex
Sub-sections

[ Drug Nomendlature
(I Drug Profile

£ Preparations
Chondroitin Sulfate-Iron Complex

Drug Nomendlature

Date of monograph revision: 25-Mar-1998; 31-Aug-1999; 19-0ct-2001; 25-May-2004; 08-Mar-2006; 24-1ul-2006; 18-Aug-2008
Synonyms: Chondroitin Sulphate-Iron Complex; Ferropolichondrum; Hierro y sulfato de condroitina, complejo de
CAS: 54391-57-0

ATC code: B03AB07; QB03AB07 (veterinary

Drug Profile

Chondroitin sulfate-iron complex is used as a source of iron (“b) for iron-deficiency anaemia (“°). Itis given orally in doses of up to 900 mg daily, equivalent to up to 90 mg of iron
daily.

Preparations
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Citicoline " -

Citicoline is a derivative of choline and cytidine that is involved in the biosynthesis of lecithin. It is claimed to increase blood flow and oxygen

SUb"SCCtiOﬂS consumption in the brain and has been given in the treatment of cerebrovascular disorders (including ischaemic stroke, &), parkinsonism, and
head injury. It is given by intravenous or intramuscular injection in doses of up to 1 g daily or orally in divided doses of 200 to 600 mq daily.

M Citicoline sodium has also been used.

Cerebrovascular disorders

i Citicoline Sodi

Citicoline has shown some short- to medium-term benefit for disturbances of memory and behaviour associated with cerebrovascular disorders.*

ul Drug Profile
. DrU PrOflle 1. Fioravanti M, Yanagi M. Cytidinediphosphocholine (CDP cheline) for cognitive and behavioural disturbances associated with chronic cerebral disorders in the
elderly. Available in The Cochrane Database of Systematic Reviews; Issue 2. Chichester: John Wiley; 2005 (accessed 09/05/06). PubMed

Preparations

Strabismus

Experimental studies have shown that centrally-acting drugs such as dticoline may improve vision in patients with amblyopia (see Strabismus,

cltico“ne =B). However, their role in clinical practice remains to be established.*

1. Chatzistefanou KI, Mills MD. The role of drug treatment in children with strabismus and amblyopia. Paediatr Drugs 2000; 2: 91-100. PubMed

Preparations
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Choline Alfoscerate

Sub-sections

[ Drug Nomenclature

Drug Profile

Preparations

Choline Alfoscerate

Drug Nomenclature

Drug Profile

Choline alfoscerate is a precursor of acetylcholine and has been tried in the treatment of Alzheimer's disease and other dementias (*8). Tt
usual oral dose is 0.8 to 1.2 g daily in divided doses; doses of 1 g daily have been given by intramuscular or slow intravenous injection.

Dementia

Treatment with precursors of acetylcholine is not generally thought to be of benefit in dementia (). However, in an analysisl of 8 contr
clinical studies the use of choline alfoscerate in patients with dementia of the Alzheimer's type, vascular dementia, or acute cerebrovascu
disease was claimed to be of some benefit, Results of a further 3 uncontrolled studies in the same review suggested that it might favour
functional recovery in patients with cerebral stroke.

1. Pametti L, et al. Choline alphoscerate in cognitive decline and in acute cerebrovascular disease; an analysis of published clinical data. Mech Ageing Dev 201
122: 2041-55, PubMed

Preparations

Single-ingredient Preparations

The symbol x denotes a preparation which is discontinued or no longer actively marketed.

Argentina: Gliatilin; Czech Republic: Gliatiline; Greece: Gliatilin; Italy: Brezal: Delecit; Gliatilin; Poland: Gliatilin; Russia: Cerepro
(Uepenpo); Gliatilin (Fauatwaus);
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Mot s6 “16i” trong ho so Dworc 1y

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau

3. Muc liéu dung — cach dung:

Cac gop y thuong gap:
“.Bo sung liéu dung cho nhom bénh nhan dac biét...”
“..Can viét liéu dung theo timg chi dinh...”
“ ..Liéu dung chua phu hop véi dang bao ché....”

“_..Thiéu huéng dan cach dung thudc...”




Mot s6 “16i” trong ho so Dworc 1y

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau

3. Muc liéu dung — cach dung:

Mt s6 1y do:

- Liéu dung c6 thé dugc tham khao tir cac tai liéu, nhung c6 thé ghi & muc “liéu
thuong dung”, dic biét khi cac thude nay khong co trong DTQG, AHFS, BNF...
- Trong cac tai li¢u tra ctru, co thé khong c6 du muc liéu dung cho cac doi tuong
dic biét: nguoi cao tudi, tré em, ngudi suy gan, suy than. ..

- Liéu dung trong tai liéu khéng phu hop véi dang bao ché xin dang ky (VD vién
nang 250mg nhung huéng dan liéu 100mg/lan...)

- Li€u dung cling c¢6 khac biét gitta cac dang bao ché



Liéu luong va cach dung

biéu tri fenofibrat nhat thiét phai phoi hdp vdi ché ddé an han ché lipid.
Phai udng thubc cung vdéi bira an.

Ngugi I6n: 300 mg/ngay (1 vién 300 mg, ubng vao moét bira an chinh
hoac udng 3 lan, moi lan 1 vién 100 mg cung V@i cac bira an). Liéu ban
dau thuong la 200 mg mot ngay (uong mot lan hoac chia lam 2 Ian)
Né&u cholesterol toan phan trong mau van con cao han 4 g/l thi cé thé
tang liéu 1én 300 mg/ngay. Can duy tri liéu ban dau cho dén khi
cholesterol mau trd lai binh thudng; sau do co thé gidm nhe liéu hang
ngay xudng. Phai kiém tra cholesterol mau 3 thang mot 1an. Néu cac
thong so lipid mau lai tang |én thi phai tang liéu Ién 300 mg/ngay.

Tré > 10 tudi: Can nghién clru k§ dé xac dinh cdn nguyén chinh xac cla
tang lipid mau & tré. Co thé diéu tri thir két hop vGi mot ché dd an dugc
kiém soat chat ché& trong vong 3 thang. Liéu t8i da khuyén dung la 5
mg/kg/ngay. Trong mot s6 truong hop dac biét (tang lipid mau rat cao
kém theo ddu hiéu 1dm sang cua vira xd dong mach, cha me co6 biéu
hién tim mach do xo vita trudc 40 tudi, cd ddm dong xanthom:...) thi c6
thé dung liéu cao hon nhung phai do thay thudc chuyén khoa chi dinh.



Uses and Administration

Fenofibrate, a fibric acid derivative, is a lipid regulating drug with actions on plasma lipids similar to
those of bezafibrate (Go to Uses and Administration).

It is used to reduce low-density lipoprotein (LDL)-cholesterol, total cholesterol, triglycerides, and
apolipoprotein B, and to increase high-density lipoprotein (HDL)-cholesterol, in the management of
hyperlipidaemias (Go to Hyperlipidaemias), including type lla, type llb, type I, type IV, and type V
hyperlipoproteinaemias.

Fenofibrate is given orally. It is usually given with food to improve bioavailability although this may not
be necessary with all preparations (see Bioavailability, Go to Bioavailability). It is available in a range of
formulations with differing bioavailabilities and the dose is therefore specific to the preparation.

Standard micronised formulations of fenofibrate are available as 67-mg capsules to be taken several
times daily, or as 200- or 267-mg capsules for once daily dosage. The usual initial dose is 67 mg three
times daily or 200 mg once daily; the dose may be reduced to 67 mg twice daily or increased to 67 mg
four times daily or 267 mg once daily according to response.

Preparations with improved bioavailability may be given in doses of around 40 to 160 mg once dalily.

Non-micronised formulations may also be available and are given in an initial dose of 200 to 300 mg
daily in divided doses, adjusted according to response to between 200 and 400 mg daily; 100 mg of
non-micronised fenofibrate is therapeutically equivalent to 67 mg of the standard micronised form.

The dose of fenofibrate should be reduced in renal impairment (see Go to Administration in renal
impairment). For the dose of fenofibrate in children, see also Go to Administration in children.
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Drug Detalls

Drug Name(s)

FDA Application Ne.

Active Ingredient(s)

Company

Original Approval or Tentative Approval Date
Chemleal Type

Review Classification
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Appraval History, Letters, Reviews, and Related Documents

Products on Application (NDA) #021612
Cliek on a eolumn haadear ta ra-sort the tabla:

Drug Name Active Ingredients
LIPOFEN FENOFIBRATE
_IPGFEN FENOFIBRATE
LIPQFEN FENOFIERATE

Strength

SOMG
100MG
150MG

LIPOFEN
(NDA) 021812
FENCFIBRATE

CIPHER PHARMS INC
January 11, 2008
3 Nawdozage farm

o 3tandard review drug

Label Informatlan

Dosage Form/Route

CAPSULEORAL
CAPEULEORAL
CAPSULEORAL

Marketing RLD
atatus

Prescriptian No
Clecantinued Mo
Prescriptian fes

Back to Top | Back o Previous Page | Back 1o Drugs@FDA Homs

TE
Cade

None
None
None




Drug Detalls

Drug Name(s)

FDA Application Ne.
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Criginal Approval or Tentative Appraval Date
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
LIPOFEN® safely and effectively. See full prescribing information for
LIPOFEN®,

LIPOFEN® (fenofibrate capsules, USP) for oral use
Inifial U.S. Approval: 1993

2.2 Primary Hypercholesterolemia or Mixed Dyslipidemia: The dose
of LIPOFEN 1s 150 mg once daily.

2.3 Severe Hypertriglvceridemia: The mitial dose 1s 50 to 150 mg per
day. Dosage should be mndividualized according to patient response, and
should be adjusted 1f necessary following repeat lipid determination at 4 to 8
week intervals.

The maximum dose of LIPOFEN 1s 130 mg once daily.

2.4 Impaired Renal Function

In patients with muld-to-moderate remal impairment, treatment with
LIPOFEN should be mmitiated at a dose of 30 mg per day. and increased only
after evaluation of the effects on renal function and lipid levels at this dose.




HIGHLIGHTS OF PRESCRIBING INFORMATION

]
These highlights do not include all the information needed to use ANTARA
safely and effectively. See full prescribing information for ANTARA.

ANTARA (fenofibrate) Capsules, for oral use
Imitial U.S. Approval: 1993

2.2 Primary Hypercholesterolemia and Mixed Dyslipidemia
The mitial dose of Antara 15 90 mg per day.

2.3 Severe Hypertriglyceridemia

The mutial dose 1s 30 to 90 mg per day. Dosage should be individualized according to patient
response, and should be adjusted if necessary following repeat lipid determinations at 4 to 8
week mtervals. The maximum dose 1s 90 mg per day.

2.4 Impaired Renal Function

Treatment with Antara should be initiated at a dose of 30 mg per day m patients having nuld
to moderately impaired renal function, and increased only after evaluation of the effects on
renal function and lipid levels at this dose. The use of Antara should be avoided n patients
with severe renal impamrment [see USE IN SPECIFIC POPULATIONS (8.6) and CLINICAL
PHARMACOLOGY (12.3)].

2.5 Geriatric Patients

Dose selection for the elderly should be made on the basis of renal function [see USE IN

SPECIFIC POPULATIONS (8.6) and CLINICAL PHARMACOLOGY (12.3)].



Mot s6 “16i” trong ho so Dworc 1y .

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau

4. Cac thong tin vé an toan: Chong chi dinh/Than trong (canh
bao va luu v dic biét khi st dung)/Tuong tac thuodc/ tuong ky /Tac
dung khong mong muédn (phan g c¢6 hai)/Str dung thudc cho
PNCT va cho con bu/ Qua liéu va xir Iy khi qua liéu

Cac gop y thuwong gap

“...B0 sung cac thong tin trong muc CCP/ than trong/ twong tac
thudc/ tac dung khéong mong muodn...”

“..Viét lai thong tin trong cac muc.....theo huéng bo sung cac bién
phap giup phat hién som, giam sat, han ché cac ADR nghiém
trong,....”

- Céch ghi thong tin ctia nhiéu thudc chua phi hop



Mt s6 “16i” trong ho so Duorc 1y eces

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau

4. Cac thong tin vé an toan:

Mt so 1y do
Néu thong tin trong to HDSD duoc tham khao tir cac sach thi
thuong khong co du cac thong tin vé an toan do thong tin
khong cap nhat hoic khong dt dung lugng dé chuyeén tai hét

thong tin v€ an toan



Than trong
V&1 ngudt bénh suy gan

V&1 nguoi bénh suy than vira hodc nang: giam liéu, theo
ddi nguoi bénh. Néu dd thanh thai creatinine 1a 10 -30
ml/phut thi giam li€u di€u tr1 con 75 mg/ngay udng trong
5 ngay.

Véi nguoi bénh mac bénh bam sinh khong dung nap
fructose vi luong sorbitol c6 trong thanh phan ctia ché
pham dang nuéc cao hon liéu gidi han (liéu 45 mg, ngay
2 lan chtra 2,6¢ sorbitol).




3 WARNINGS AND PRECAUTIONS

5.1 Serious Skin/Hypersensitivity Reactions

Cases of anaphylaxis and serious skin reactions icluding toxic epidermal necrolysis, Stevens-Johnson
Syndrome, and erythema multiforme have been reported m postmarketing experience with TAMIFLU.
TAMIFLU should be stopped and appropriate treatment mstituted 1f an allergic-like reaction occurs or 1
suspected.

5.2 Neuropsychiatric Events

Influenza can be associated with a variety of neurologic and behavioral symptoms that can include events such
as hallucinations, delirrum, and abnormal behavior, in some cases resulting in fatal outcomes. These events may
occur in the setting of encephalitis or encephalopathy but can occur without obvious severe disease.

There have been postmarketing reports (mostly fiom Japan) of delirtum and abnormal behavior leading to
mjury, and 1 some cases resulting i fatal outcomes, m patients with influenza who were recerving TAMIFLU.
Because these events were reported voluntarily during clinical practice, estimates of frequency cannot be made
but they appear to be uncommon based on TAMIFLU usage data. These events were teported primarily among
pediatric patients and often had an abrupt onset and rapid resolution. The contribution of TAMIFLU to these
events has not been established. Closely monitor patients with mfluenza for signs of abnormal behavior. If
neuropsychiatric symptoms occur, evaluate the risks and benefits of continuing treatment for each patient.




53 Bacterial Infections

Sertous bacterial mfections may begm with wnfluenza-like symptoms or may coexst with or occur as
complications durmng the course of mfluenza. TAMIFLU has not been shown to prevent such complications.

34 Limitations of Populations Studied

Efficacy of TAMIFLU in the treatment of mfluenza m patients with chronic cardiac disease and/or respiratory
disease has not been established. No difference 1 the meidence of complications was observed between the
treatment and placebo groups n this population. No imformation is avatlable regarding treatment of influenza
patients with any medical condition sufficiently severe or unstable to be considered at mmment risk of
requiring hospitalization.

Efficacy of TAMIFLU for treatment or prophylaxis of mflienza has not Deen established m
immunocompromised patients.

Safety and efficacy of TAMIFLU for treatment of influenza m pediatric patients less than 2 weeks of age have
ot been established. Safety and efficacy of TAMIFLU for prophylaxis of mfluenza have not been established
for pediatric patients less than 1 year of age.




Mot s6 “16i” trong ho so Dworc 1y

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau

5. Muc cac thong tin Dugc luec hoc/Dwgc dong hoc:

Mot s gop V:

“...Viét lai thong tin dugc luc hoc cho chinh xac...”

“ ..Thong tin dugc dong hoc khong phu hop véi dang bao ché cua
thudc...”

- Nhiéu thuéc thiéu thong tin vé Duoc dong hoc trén nhom BN

dac biét.



Mot s6 “16i” trong ho so Dworc 1y

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau

5. Muc cac thong tin Dugc luec hoe/Dwoe dong hoc:

Mot sé 1y do:

Néu to HDSD tham khéo cac sach tra ctru thi noi dung cac sach nay
thuong chi ghi thong tin chung vé Dugc dong hoc cua hoat chat, trong
khi nhitng théng tin nay kha dic thu cho ting dang bao ché, tham chi

dac thu cho tung biét duoc.



Dugc dong hoc

Fenofibrat dugc hap thu ngay & dudng tiéu hda cung vdi thirc
an. Hap thu thudc bi giam nhiéu néu udng sau khi nhin an qua
dém. Thubc nhanh chong thuy phan thanh acid fenofibric co
hoat tinh; chat nay gan nhiéu vao albumin huyét tucsng va co
thé day céc thubc khang vitamin K ra khoi vi tri gdn. Néng dd
dinh trong huyét tugng xuat hién khoang 5 gid sau khi udng
thubc. O ngudi co chdc nang than binh thudng, nira dai trong
huyét tucong vao khoang 20 giG nhung thai gian nay tang Ién
rat nhiéu ¢ ngudi mac bénh than va acid fenofibric tich 10y
dang ké & ngudi bénh suy than udng fenofibrat hdng ngay.
Acid fenofibric dao thai chi yéu theo nudc tiéu (70% trong
vong 24 gid, 88% trong vong 6 ngay), chu yéu dudi dang lién
hdp glucuronic, ngoai ra con co acid fenofibric dudi dang khdr
va chat lién hdp glucuronic cua no.

Khong thay xay ra diéu gi nghiém trong khi ngirng dung
fibrat, tham chi sau khi da diéu tri ldu ngay va cat thudc dot
ngot.




12.3 Pharmacokinetics
The ﬂ:irtf:ﬂt and rate of absorption of fenofibric acid after administration of

The absorption of fenofibrate 15 mcreased when admimstered with food.

With LIPOFEN, the extent of absorption 1s mcreased by approximately 38%
and 2% under lngh-fat fed and low-fat fed conditions as compared to fasting

conditions, respectively.

In a single dose and multiple dose bioavailability study with LIPOFEN
capsules 200 mg. the extent of absorption (AUC) of fenofibnc acid, the
principal metabolite of fenofibrate, was 42% larger at steady state compared
to single-dose admumstration. The rate of absorption (Cysy) of fenofibric acid
was /3% greater after multiple-dose than after single-dose admimstration.



Absorption

The absolute bioavailability of fenofibrate cannot be determmed as the compound 1s virtually
msoluble 1 aqueous media suitable for myection. However, fenofibrate 1s well absorbed from
the gastromtestinal tract. Followmg oral administration m healthy volunteers, approximately
60% of a smgle dose of radiolabelled fenofibrate appeared m urme, primarily as fenofibric
acid and 1ts glucuronate conjugate, and 23% was excreted m the feces. Peak plasma levels of
fenofibric acid from Antara capsules 90 mg occur withm 2 to 6 hours after admmstration.




Mot s6 “16i” trong ho so Dworc 1y .

Cac ndi dung chi tiét trong to HDSD chwa dat yéu cau

Luu ¥ khi 1dam ho so, can thuc hién theo dung yéu cau
ctia thong tu quy dinh vé ghi nhan thudc (phan hudng
dan chi tiét cho noi dung trong tirng muc)

Cac thong tin trong hudng dan sir dung déu can co can
ctr khoa hoc, chinh xac (can dung cac tai liéu tham khao
khach quan, dang tin cay hoic ¢6 thé st dung HDSD ciia
biét duoc géc) ’

(luu y khong dung HDSD cia mgt thuoc generic lam can cir xay
dung HDSD cho mét thuoc generic khac)




Mot s6 “16i” trong ho so Dworc 1y .

P6i voi ho so thay doi bo sung

e Thiéu bang so sanh nhiing thay doi/ bo sung so véi to HDSD cii
va giai thich ly do thay doi

e Qua nhiéu 1an cap nhat nhung khdng ¢ 1 ban cudi cing dé so
sanh ma c0 1 ban cii + nhi€u ban so sanh dugc dong dau

e Chua thay do6i/bd sung duogc todn bd cac thdng tin can thiét
trong HDSD, dan dén tinh trang chuyén gia van yéu cau thay
d6i nhitg ndi dung khac véi ndi dung ma cong ty dé nghi duoc
thay d6i/b6 sung



Mot s6 “16i” trong ho so tién 1am sang, lam sang |

-Hb so khong day du cac phan nhu yéu cau ctia ACTD, va/hoic
sap x€p 1on xOn, khong theo quy dinh

Tham khao ACTD (phu luc thong tu 44),
xay dung bang ki€ém va sap x€p ho so theo dung quy dinh

- H6 so chuan bi khong logic

Vi du: thude ¢6 3 chi dinh nhung chi nop ho so tién LS, LS cho
mdt chi dinh, thuéc méi nhung khong ndp ho so phat trién san
pham tir dau ma lai ndp hd so LS bod sung chi dinh vé sau. ..

Can logic hda toan bo tir don ding ky dén SmPC
va ho so tién LS, ho so LS



Mot s6 “16i” trong ho so tién 1am sang, lam sang |

-Hb so khdng du chat luong dé xin cap phép thuéc mai, chi dinh
mol...

VD: ho so chi bao gom mot so6 bai bao nghién ctru khdng nham
chirng minh chi dinh; liéu dung va doi tugng trong nghién ctu
khong dong nhat véi chi dinh va liéu luong Xin cap phép; ho so 1a
mot thir nghiém lam sang da hoan thanh nhung muc tiéu cua thir
nghiém khong phai la dé xin cap phép s6 dang ky; ho so khong
dan dat day du tir tién 1am sang dén c4c pha thtr nghiém 1am
sang. ..

Khi chuan b1 ho so tién LS va ho so LS, can doc k¥ yéu cau
> deé chuan b1 nd1 dung, chat lwgng cua cac nghi€n clru ¢ muc
tot nhat trong kha nang



- HUONG DAN CHUAN BI
HO SO DUOC LY- LAM SANG

THAO LUAN
Xin quy vi dua cau hoi thao luan
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