Bo YTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DbuocC Badc 1ap - Ty do - Hanh phuc

S6 : /QLD-DK Ha Noi, ngay i é thang  nim 2018

V/v cap nhat to hwvéng dan st dung

Kinh gwri: Abbott Laboratories (Singapore) Private Limited.
Pia chi: 1 Maritime Square #12-01, Harbourfront Centre Singapore
099253, Singapore

Tiép theo céng van s6 7107/QLD-BK ngay 22/05/2017 ctia Cuc Quan ly
Duoc, xét don dé nghi ndp ngay 09/03/2018 va cac tai liéu bd sung cé lién quan
cua céng ty (s6 tiép nhan 120/BSTHNN) vé viéc cap nhat t& huwéng dan sir dung
doi voi thudc nuwéc ngoai da dwoc cap sd6 dang ky lwu hanh,

Can ct Thong tw s6 44/2014/TT-BYT ngay 25/11/2014 cta B0 Y té Quy
dinh viéc dang ky thuéc, Thong tw s6 01/2018/TT-BYT ngay 18/01/2018 clia Bo
Y t€ v& Quy dinh ghi nhan thuéc, nguyén liéu lam thufc va to hudng dan st
dung thudc,

Cén cr bién ban tham dinh ho so thay déi/ b6 sung, Cuc Quan ly Dugc co
y kién nhu sau:

Pong y dé cong ty dwoc cap nhat to¢ hwéng dan st dung ddi véi thude
Lipanthyl 200M, s6 dang ky: VN-17205-13

Bang so sanh ndi dung thay déi t& hudng dan sir dung dwoc déng dau xac
nhan ctia Cuc Quan ly Dwoc va dinh kem theo cdng van nay.

Ngoai ndi dung duoc thay dbi trén, tat cd cac ndi dung khac gilr nguyén
nhu hd so dang ky thuéc lwu tai Cuc Quan ly Dugc.

Coéng ty dang ky, nha san xuat phai chiu trach nhiém vé chat lwgng déi véi
thu6c lwu hanh trén thi trwong, ndi dung ghi trén nhan thudc, quy dinh vé s& hiru
tri tué lién quan dén nhan hiéu hang hoa cta thu6c va c6 trach nhiém théng bao
sy thay d6i nay dén cac co quan lién quan va khach hang.

Sau 06 thang ké tlr ngay ky cong van nay cong ty khong dwoc nhap khau
thudc trén vai ndi dung cli da thay ddi clia to hwéng dan st dung.

Cuc Quan ly Duogc thong bao dé cong ty biét va thuc hién dung cac quy
dinh céia Viét Nam vé lwu hanh thudc./.

Noi nhan' KT.CUC TRUONG

- Nhu trén; PHO CUC TRUONG
- Lwu: VT, BKT (V).



BANG SO SANH NOIDUNG CAP NHAT THONG TIN

TO HUONG DAN SU DUNG LIPANTHYL 200M (VN-17205-13) ((8/vANP).,, T YA,

Suygan:

a i

ml/phit) va néu cé sén ham lwgng thdp, bét dau dung 1 vién 100 mg
hodac 67 mg dang vi hat mdi ngay 1 lan.
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R R R . " . Ly do thay
. TO HDSD HIEN TAI TO HDSD BE NGHI CAP NHAT déi
TP/BSnga;
(theo cONTvan ............. /QLD-BK) LIPANTHYL® 200IVI Rx LIPANTHYL® 200IV1
Vién nang Cl.’l’ng, Fenofibrate Vicn nang CL,J’ng, Fenofibrate Thay doi theo
- 2 . . Thoéng tw
TEN THUOC TEN THUOC: LIPANTHYL® 200M 01/20918/ TT-
Lipanthyl 200M Thubc nay chi dung theo dom thudc. BYT naa
Pé thudc xa tam tay tré em. Boc k§ hudng dan su dung trwéc khi dung. gay
P . " e 18/01/2018
NEu can thém thbng tin, xin hadi y kién bac si.
THANH PHAN CHO 1 VIEN NANG THANH PHAN CHO 1 VIEN NANG
Hoat chat chinh: Fenofi ?rate (LNN) 200mg Thanh phan boat chat: Fenofibrate (INN) 200ma
Ta diroc: lactose monohvdrate; magnesium stearate; tinh bot da gelatin Thanh phan ta diroc: lactose monohvdrate; magnesium stearate: tinh
héa; Natrilauril sulfate; crospovidone. bot da gelatin hoa; natrilauril sulfate; crospovidone.
Ta& dugc c6 hoat tinh: moi vién chia: T4 duoc co hoat tinh; mdi vién chira: 101 mg lactose monohydrate
101 mg Lactose monohydrate
DANG BAO CHE - QUY CACH BONG GOl DANG BAO CHE
Vién nang ctng Vién nang clrng, mau nau vang nhat
Hop 2 vi x 15 vién nang hodc hop 3 vi x 10 vién nang.
LIEU DUNG, CACH DUNG VA BUONG DUNG LIEU DUNG, CACH DUNG VA BUONG DUNG Thay  d6i
[...] [.] dwa  trén
Nhém d6i tuong dac biét Nhém déi twong dac biét viéc cap
Suy than: Suy than: nhat théng
Ccan gidm liu v@i cac bénh nhan suy than. Khuyén cado khong ding Can gidm lidu véi cac bénh nhan suy than. & nhitng bénh nhan bi suy tin theo
Fenofibrate v&i cac bénh nhan bj bénh than man tinh nang. than man tinh & m&c do vira phai (d9 thanh thai creatinine tir 30 dén 60 SMPC V6.0



TO HDSD HIEN TAI

KHA NANG SINH SAN, MANG THAI VA CHO CON BU

Mang thai:

Chua c6 dir lieu day du vé viéc st dung fenofibrate & phu nir mang thai.
Cac nghién clru trén dong vat da khdng cho thay bat ky tac dung gay quai
thai nao. V¢i lieu déc cho ba me thi cho thdy &nh hwéng lén phéi thai.
Chua biét dén nguy co tiém an d6i véi con nguwoi. Vi vay, chi dung
Lipanthyl 200M tromi thoi ky mang thai sau khi danh gia can trong gitra
lgi ich va nguy co.

Cho con ba: chwa cé di¥ lieu cho thay liéu fenofibrate va/hodc cac chat
chuyén hoa clia né cé bai ti€t qua stta me hay khong. RUi ro doi vai tré ba
me chwa duwogc loai trir.

Vi vay, khong nén dung fenofibrate khi dang cho con b

TAC DUNG KHONG MONG MUON

A

DRA trén Pho bién K.rlong phd Hiém Rat hiém

) . . >1/100, bién >1/10,000, <1/10,000 bao
cac nhom he 1o >1/1,000 1/1,000 Bm ca cac b
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R6j IoeTn hé Dau dau Mé,t méi',
than kinh chéng mat

TO HDSD BE NGH| CAP NHAT

Néu khéng cé sdn ham luong tliap, khéng khuyén céo dung
fenofibrate.

O bénh nhan bi bénh than man tinh nang (d6 thanh thai creatinine < 30
ml/phat), chéng chi dinh dung fenofibrate.

Khuvén cao khong dung kenofibrate véi cac bénh nhan bi bénh than man
tinh nang:

Suy gan:

KHA NANG SINH SAN, MANG THAI VA CHO CON BU

Kh& nang sinh san: da quan sat duvoc tac dung c6 hoi phuc 1én kha nang
mang thai & dong vat. Chwa c6 dir liéu Iam sang lén khd nang mang thai
khi st dung Lipanthyl 200M.

Maim thai:

Chua c6 dir liéu day du vé viéc st dung fenofibrate & phu n* mang thai.
C&c nghién clru trén dong vat dd khéng cho thdy bat ky tac dung gay
quai thai nao. V@i lieu doc cho ba me thi cho thdy anh huwong Ién phoi
thai. Chuwa biét dén nguy co tiém an déi véi con nguoi. Vi vay, chi dung
Lipanthyl 200M trong thoi ky mang thai sau khi danh gia can trong gitra
lgi ich va nguy co.

Cho con bua: chwa c6 dir liéu cho thay liéu fenoflbrate va/hodc cac chat
chuyén hda clia n6 c6 bai tiét qua stta me hay khong. Rui ro doi véi tré
bl me chwa duwoc loai trir.

Vi vay, khong nén dung fenofibrate khi dang cho con bu

TAC DUNG KHONG MONG MUON

Khong phé Higm Rat hiém

DRA trén cac  Ph& bién nong pho <1/10,000 bao
nhém he théng >1/100, <1/10 P'en > V10000, o " s cac
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TO HDSD HIEN TAI

RG&i loan
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Xét nghiém

Nehdn mach
(tdc mach phéi,
huyét khéi tinh

mach sau)*

Viém tuy*

Bénh soi mat
(xem muc 4.4)

Tadng nhay cam
trén da (vi du:
phat ban. ngta,
may day)

RGi loan co (vi
du: dau co. viém
co. cac incon
dau co va yéu

co)

R&Oi loan chirc
ndng tinh duc

Tang creatinin

méau

Viém gan

Rune téc

Phan &ng nhay

cdm anh sang

Tadng uré mau

R&Gi loan mach

RGi loan da day-

rudt

Céac rgi loan gan

TO HDSD BE NGHI CAP NHAT

Céc triéu chirng
co nang va thuc
thé da day-rudt
(dau bune, ndn.
budn nén. tiéu

chay, day hoi)

Tang

transaminase

Nghé&n mach (téc
mach phdi, huyét
khdi tinh mach

sau)*

Viém tuy*

Bénh soéi mat

Trong nghién ctvu FIELD, tlr nghiém ngau nhién c6 doi chirng gia dwoc
trén 9.795 hénh nhan bi dai thao duong tvne 2, tlidv tang c6 V nghia thong
ké cac trwong hop viém tuy v&i cac bénh nhan dung fenofibrate so véi cac
bénh nhan dung gid dirgc (0.8% so véi 0.5%, p=0.0031). Ciing trong
nghién ctru nay, da ghi nhan dugc suv gia tdng cé y nghia théng ké vé ty 1é
mac bénh nghé&n mach ph6i (0.7% & nhém gid dugc so véi 1.1% & nhém
dung fenofibrate; p=0.022) va tang khong dang ké huyét khéi tinh mach
sau (gia dugc: 1.0% [48/4.900 bénh nhan] so véi fenofibrate 1.4%
[67/4.895 bénh nhan]; p=0.074).
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Xét nghiém homocysteine . .
mau mau
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* Trong nghién ctu FIELD, th®* nghiém ngdu nhién cé cGi chirng gia
dugc trén 9.795 bénh nhan bi dai thdo duong type 2, thdy tang c6 y nghia
thong ké cac trvong hop viém tuy véi cac bénh nhan dimg fenofibrate
so v@i cac bénh nhan dung gi4d dwoc (0.8% so v¢i 0,5%, p=—0.0031).

** Cling trong nghién cru nay. Pa ghi nhan dugc su gia ta Ig cé y nghia
théng ké ve ty 18 mac bénh nghé&n mach thuyén tac phéi ((,7% & nhom
gia duwoc so v6i 1,19% & nhom dung fenofibrate; p=0,022) va tang khong
dang ké huyét khdi tinh mach sau (gia dwgc: 1,0% [48/4.900 bénh nhan]
so voi fenofibrate 1,4% [67/4.895 bénh nhén]; p=0,074).
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TOHDSDHIEN TAI

Ngoai cac sy kién da dwgc bao cdo trong cac thir nghiém lam sang,
cac tac dung khéng mong mudn sau day da dwoc bao cdo ty phat khi st
dung Lipanthyl 200M trong qué trinh hau mai. Chra woc tinh dwoc tan so
chinh xac dwa trén cac di liéu hién c6 va do dé dugc xép la “Khéng ré”.
- Cac r6i loan hd hép, ngwc va trung that: Bénh phdi ké.

- Céc rb6i loan GO, mo lién két va cac r6i loan xwong: Tiéu co van.

- Céc rodi loan gan mat: vang da, bién chirng ca séi mat (vi du: viém
tdi méat, viém dudng mat, con dau 6ng mat).

- RGi loan da va md dudi da: phan ng nghiém trong &' da (vd: hong

ban da dang, hdi chirng Stevens Johnson, hoai t& thuong bi nhiém déc)

TO HDSD BE NGHI CAP NHAT

*** M(rc tdng trung binh ndng dd homocysteine trong mau & cac bénh
nhan diéu tri véi fenofibrate 1a 6,5 pmol/L, va c6 hdi phuc khi ngirng
diéu tri véi fenofibrate. Nguy co ting huyét khéi tinh mach cé thé lién
quan téi sy tang none dd homocysteine. Y nghia lam sang clia diéu nay
con chuwa rd rang.

Ngoai cac sy kién da dwoc bao cdo trong cac thir nghiém lam sang, céac
tac dung khdng mong muén sau dav da dwoc bao céo ty phat khi st dung
Lipanthyl 200M trong qua trinh hau mai. Chua wéc tinh dugc tan sb
chinh xac dwa trén cac dir liéu hién cé va do d6 dugc x€p la “Khéng rd”.
- Cac r6i loan hd hap, nguc va trung that: Bénh phdi k.

- Céac roi loan co, mo lién két va cac rbi loan xwong: Tiéu co van.

- Cac rbi loan gan mat: vang da. bién chirng clia s6i mat (vi du: viém
tdi mat, viéem duong mat, con dau 6ng mat).

- RGi loan da va mé dwgi da: phan ¢ng nghiém trong & da (vd: hdng
ban da dang, hdi chitng Stevens Johnson, hoai ti* thuong bi nhiém doc)
gan h&than kinh: mét moi
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TO HDSD HIEN TAI

PAC TINH DUOC Lwc HOC
M
Nghién clru Hanh dbéng Kiém soat Nguy co Tim mach trong Bénh ti€éu
dwdng (ACCORD) la mdt nghién ciru ngau nhién c6 ddi chirng gia duoc
trén 5518 bénh nhan dai thao dudng type 2 diéu tri véi fenofibrate c6 bo
sung thém simvastatin. Diéu tri véi fenofibrate c6 thém simvastatin da
khoéng cho thay bat ky dau hiéu khac biét nao dang ké so véi simvastatin
don tri liéu trong két qua tdng hgp vé nhdi mau co tim khéng gay t& vong,
dot quy khong gay t& vong, va tlr vong do tim mach (ty s6 nguy co [I1R]
0.92, 95% CI 0.79-1.08, p=0.32; gidm nguy co tuyét ddi: 0.74%). Trong
phan nhém da xac dinh trudc clda cac bénh nhan bi réi loan lipid mau,
dugc dinh nghia la doéi twgng cé phan thdp nhat A HDL-C (<34 mg/dl
hodc 0.88 mmol/L) va phan cao nhat la TG (>204 mg/dl hodc 2.3 mmol/L)
& ngudng co ban, diéu tri v&i fenofibrate c6 kem simvastatin cho thay
giam twong déi la 31% so vo&i simvastatin don tri liéu cho két qua téng
hop ban dau la (ty s6 nguy co [HR] 0.69. 95% Ci 0.49-0.97. p=0.03; giam
nguy co tuyét déi: 4.95%).
S6 liéu phan tich cua phan nhém dwoc xac dinh trwéc da chi ra sy tdc dong
diéu tri theo gi¢i (p=0.01) chi ra rang sy két hop diéu tri nay dem lai lgi
ich trén nam gi¢i (p=0.037) nhwng trong két luan ban dau nguy co tiém
an cao hon & nit gi¢i khi dwgc diéu tri phdi hgp so v&i simvastatin don tri
liéu (p=0.069). Diéu nay da khdéng quan sat dugc véi cac bénh nhan réi
loan lipid mau & cac phan nhém néi trén cia nhwng cling khdéng c¢6 bang
chirng r6 rang vé lgi ich v&i nhitng phu n bi réi loan lipid mau dwoc diéu
tri phoi hop gitra fenofibrate va simvastatin, va khong thé loai bo tac hai
c6 thé c6 v&i phan nhom nay.
|...]

%/

TO HDSD DE NGHI| CAP NHAT

DAC TINH DUQC Lwc HOC

|.*1

Nghién clru Hanh dong Kiém soat Nguy co Tim mach trong Bénh tiéu
dwong (ACCORD) la mdt nghién ctru ngau nhién c6 déi chirng gia duoc
trén 55 18 bénh nhan dai thdo duwong type 2 diéu tri véi fenofibrate c6 bo
sung thém simvastatin. Biéu tri véi fenofibrate c6 thém simvastatin da
khdong cho thay bat ky dau hiéu khac biét nao dang ké so v@i simvastatin
don tri liéu trong k&t qua téng hop vé nhdi mau co tim khong gay t
vong, dot quy khéng gay tlr vong, va tlr vong do tim mach (ty s6 nguy
co [HR] 0,92, 95% CI 0,79-1,08; p=0,32; gidm nguy co tuyét doi:
0,74%). Trong phan nhém da xac dinh truéc cua cac bénh nhan bi réi
loan lipid mau, duvgc dinh nghia la ddi twgng cé phan thap nhét la HDL-
¢ (<34 mg/dl hodac 0,88 mmol/L) va phan cao nhat la TG (=204 rng/dl
hodac 2,3 mmol/L) & ngudng co ban, diéu tri véi fenofibrate c6 kem
simvastatin cho thay gidm twong déi la 31% so v6i simvastatin don tri
lieu cho két qua téng hop ban dau la (ty so6 nguy co [l IR] 0,69: 95% CI
0,49-0,97; p=0.03; giam nguy co tuyét d6i: 4,95%).

SO liéu phan tich cua phan nhém duwoc xac dinh trwdc da chi ra sy tac
dong diéu tri theo gi6¢i (p=0,01) chi ra rang su két hgp diéu tri nay dem
lai lgi ich trén nam gi¢i (p=0.037) nhuwng trong két luan ban dau miuy
co tiém &n cao hon O nit gi¢i khi dwoc diéu tri ph6i hop so véi
simvastatin don tri liéu (p=0.069). Diéu nay da khoéng quan sat dugc voi
cac bénh nhan réi loan lipid mau & cac phan nhém noéi trén cia nhung
cling khdng c6 bang chirng rd rang vé loi ich véi nhitng phu nit bi réi
loan lipid mau duoc diéu tri phoi hgp gitra fenofibrate va simvastatin, va
khong thé loai bo tac hai c6 thé c6 véi phan nhém nay.

Nghién cttu ACCORD cling cho thay viéc phdi hgp Fenofibrate véi
simvastatin lam giam ty |é tién trién bénh véng mac dai thado duong
36,3% (6,5% so v&i 10,2%, p=0,006); giam dam niéu dai thé 14.6%
(10,5% so vé&i 12,3%, p=0,03); giam dam niéu vi thé 8.1% (38,2% so
vGi 41,6%. p=0,01) so v&i lieu phap chi dung simvastatin

Ly do thay
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TO HDSD HIEN TAI

DANG BAO CHE - QUY CACH PONG GOl
Vién nang ctng
Hop 2 vi X 15 vién nang hodc hop 3 vi X 10 vién nang.

HAN DUNG VA BAO QUAN

Han dung: 36 thang ké tir ngay san xuéat

Biéu kién bdo quan dac biét: Bao quan thudc trong bao bi gbc. dé tranh
am. Bao quan duéi 30°c

Khéng dung thuéc qué han sir dung ghi rd trén bao bi

NHA SAN XUAT: RECIPHARM FONTAINE
Rue des Prés Potets 21121 Fontaine-les-Dijon - France (Phap)

CHU sO HOU GIAY PHEP TAI VIET NAM
Abbott Laboratories, USA (M¥)

NGAY DUYET LAI NOI DUNG
2013

TO HDSD BE NGHI CAP NHAT

QUY CACH BONG GOl
HOp 2 vi X 15 vién nang hoac hop 3 vi x 10 vién nang.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT
LUQTNG CUA THUOC

Diéu kién bdo quan dac biét: Bao quan thuéc trong bao bi géc, dé tranh
am. Bao quan duwdi 30°C

Han dung: 36 thang ké tlr ngay san xuat

Khdng dung thudc qué han sir dung ghi rd trén bao bi

Tiéu chuan chat lvgng: Tiéu chuén co so

NHA SAN XUAT:

Co s& san xuat: RECIPHARM FONTAINE

Rue des Pres Potets 21121 Fontaine-les-Dijon - France (Phap)

CHU SO HOU GIAY PHEP TAI VIET NAM
Abbott Laboratories (Singparore) Private Limited
3 Fraser Street #23-28 Duo Tower Singapore 189352

Ngay duyét lai ndi dung: 08/04/2016
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