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G VAN THONG BAO TO CHUC HOI THAO GIOI THIEU THUOC

Kinh gui: Quy S Y Té

S6'va ky higenHS s 6 -eHic hoi thao gisi thieu thude:

CONG TY TNHH THUONG MAI VA DUGC PHAM SANG

2. Dia chi: 11/9 Ngb Quang Huy, Phuong An Khanh, Thanh phé H Chi Minh

4. Ho tén ctia ngudi lién hé khi cAn: Nguyén Thi Ngoc Anh - S5 dién thoai di dong: 0846105931
Sé dién thoai: 028.39101913 - Ext:145 - Email: anh.ntn@sangpharma.com

5. Danh muc thudc tai budi hoi thao gidi thidu thude:

S6 TT Tén thudc S6 gidy ding ky lwu hanh thudce
] RIVACRYST (15mg) 858110959224
RIVACRYST (20mg) 858110959324
. 539110009825
2” 1 Lipanthyl NT 145mg (VN-21162-18)

6. Thanh phé“m tham c}u: 100 Can bg y té, duoc si tham du truc tiép & 150 Can bd y té, duoc si tham du
truc tuyén thudc chuoi Nha thude FPT Long Chéu

7. Pia diém va thoi gian t6 chic: Tir 11h45 dén 12h10, ngay 16/04/2026 - tai Cong ty. ¢b phan Duogc

phédm FPT Lo

ng Chau - Téng 15, Toa nha Golden King, s6 15 Nguyén Luong Bing, P.Tan My

(Quan.7), TP.H6 Chi Minh va truc tuyen toan quoc qua Webex.

8. Tai liéu kém theo:
- Chuong trinh héi thao gi6i thidu thude va Ly lich khoa hoc cia bao céo vién
- Bai bao cdo str dung tai héi thao

9. Cam két ctia co so:
Co s da nghién ciru va cam két tuan thu day du cac quy dinh clia c6 lién quan trong linh v duge./.
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i'rﬁcn gian: 11 45 12 15, ngay 16 thang 04 nam 2026
D\él tw@g 1 /00 Can bd y té, dugc sitham du truc tiép & 150 Canbd y té, duoc si tham du truc
tu;\ll\thu_o'cféﬁum Nha thuéc FPT Long Chau
Pia diém:
- Tham du truec tiép: Trung Tam Pao Tao FPT Long Chéu

Toa nha Golden King, sé 15 Nguyén Lwong Bing, phwong Tan My (qudn 7 cii), TP.HCM
- Tham dw truc tuyén qua Webex

CHUONG TRINH

11:45-11:50 KHAI MAC
11:50 — 12:00 GIOT THIEU SAN PHAM RIVACRYST - CONG TY ABBOTT
DS. Nguyén Viin Bo

Céng ty TNHH va thwong mai Duoc phcfm Sang

12:00 — 12:10 GIOT THIEU SAN PHAM LIPANTHYL NT 145mg - CONG TY ABBOTT
DS. Nguyén Viin Bo

Cong ty TNHH va thwong mai Duoc phdm Sang

12:10 BE MAC







Ho va tén: NGUYEN VAN BO Gioi tinh: NAM

Ném sinh: 1992 Noi sinh: KIEN GIANG ~ Dan téc: Kinh
Chirc vu: Chuyén vién san pham
Don vi céng tdac: Abbott Viét Nam

Dia chi- Toa nha Mé Linh point, S5 2 Ngé DPirc K¢é, Quén 1, Tp.HCM
II. QUA TRINHPDAO TAO

Hé dao tao: Chinh quy Thoi gian: 2018-2021
Noi hoc: Trudng Cao Dang Céng Nghé Sai Gon

Nganh hoc: Duoc si Cao Ddng

I1I. QUA TRINH CONG TAC CHUYEN MON KE TU KHI TOT NGHIEP

PAI HOC
Thoi gian Noi cong tac Cong viéc dam nhén
2013-Nay Cong ty Abbott Healthcare Chuyén vién san pham

Viét Nam







Tai lieu thong tin thuoc
LIPANTHYL 145mg

Thong tin vé san pham xem tir trang 2 tdi trang 19
Thong tin chi tiét vé san pham xem trong td théng tin ké toa san pham
Ngudi trinh bay: DS. NGUYEN VAN BO
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—) Abbott LIPANTHYL

Tai liéu thong tin thudc

CHI PINH \

Lipanthyl NT 145 mg dudc chi dinh hé trg ché dé an trong viéc diéu tri:
\\\WM,. « Tang cholesterol mau

/AN 4

/,: ; « Rai loan lipid mau tuyp II, I, IVva V
« Rai loan lipid mau c6 lién quan dén dai thao dudng tuyp 2

- A2 >

Lipanthyl NT 145mg dudc chi dinh dé giam su tién trién cda bénh ly vong mac do dai thao
dudng & bénh nhan dai thao dudng tuyp 2 va bénh nhan dang bi bénh ly véng mac dai thao
dudng. Lipanthyl NT 145mg khéng thay thé dugc viéc kiem soat huyét ap, dudng huyét va
lipid mau trong viéc giam su tién trién cla bénh véng mac tiéu dudng

3 VTM2319557 (v1.3)




(E'TA) LSS6TETNIA v

‘ue onuypy

bun> Bugyy seoy bund ‘Aebu Buosy oeu wip 10yl A 1eq oeA Buen 26Np gy 9o wiyd oeq uIA ‘Bw Syl IN TAHLNVAIT
"D0NU 202 J0W I9A 20Ny} UIIA BD J0NU UIN

‘buon buona :bunp Buonp ea bunp yoed

‘wa 213 oyd Aeu buwi G| a1y ueyd Buép yuip 1Yo Buoyd WS a1

N1 NP NP 93 enyd op ueb Ans ueyu yueq oyd bunp uzhnyy >onp buoyy B S¢L IN TJAHLNYAIT Ueb Ans ueyu yusg
"Jeaquyousy bunp yuip

Y2 Buoyd ‘(anyd/|w o€ > |D4D) Bueu uéyy Ans ueyu yudq bunyu O "deqyousy bunp ns oed ughAnyy buoyy ‘deys nal| ues
02 buoyp naN  Aebu 30w ue| 30w 1ey 1a Buep jeiqyousy Bw /9 uRIA Doy Buiggl Bueu ugia | Bunp nep 1eq ‘uoy me
nal| ues 03 nNau eA (3nyd/jw 09 UIP O€ NI [D1D) BNA Op dnw © ueyl Ans ueyu yudq bupyu 10A 10G@ “ugy} Ans ueyu yudq
IO/ _.@,c najlj Ew_m oed uAnyy Inyd/|w 09 1onp ulueasd _mﬁ Yueys op 1y buw sy| jesqyousy bunp oed ugAnyy buoyy
Kebu

/Buigy) ugia | Bunp 1 inyd/jw 09 < |21 (|D1D) ulunean 1eyy yueyy Op oayl nal| Yuiyd nip ued UEYS Ans ueyu quag
‘ueyy Ans Buoypy 10N} oed ueyu yuaqg 1A 1I9p N3I| Yuiyd nip ued bugyy| fTony oes ueyu yuag

N3l yuiydp nalp ued buoyy ew Aebu 1ow ugIA | ‘Bw Sl IN TAHLNVAIT EEo_ oeq uau ualA bueq i naIp

bues ugAnyd ay1 0o (jeiqiousy B 091 EEQ oeq cwc U3IA | Deoy) jeiqiyousy bu gpz Bueu uaia mca_u mcm._u ueyu yuag
‘Aebu 1ow ue| | buon “eiquyousy buw G| USU UBIA | B] 0B URANY N3l TUuP| IONBN

bunp nan

HNNA DNONG YA DNNA N3I1 'ONNA HD'7D

dony) un buoyy ngi teg

IAHLUBI noqqy (.




m _ Abbott .LUWD.:I YL

Tai liéu théng tin thudc

LIEU TRINH PIEU TRI

Phéi hgp vai ché do an kiéng, dugc pham nay dung dé diéu tri triéu chiing, theo liéu trinh kéo dai va theo déi
thudng xuyén.
PE cé hiéu qua diéu tri t6t, can phai theo déi y khoa déu dan.

PAC TINH DUGQC LUC HOC

Nhém dugc ly: Nhém thudce diéu chinh lipid/ cac thudc giam cholesterol va triglycerid/fibrat
Ma ATC: C10 AB 05.

Fenofibrat 12 dan chat cla acid fibric, c6 tac dong lam thay déi mdc lipid mau trén ngudi trung gian qua su
hoat hoa receptor tang sinh peroxisom type alpha (PPAR).

Théng qua viéc hoat hoa PPARa, fenofibrat lam tang phéan huy lipid va bai xuat cac ti€u phan giau triglycerid
khoi huyét tuong nhd hoat hoa liporotein lipase va giam san xuét apoprotein ClIl. Su hoat hod PPARa cling lam
tang téng hgp apoprotein Al va All.

VTM2319557 (v1.3)




(E'TA) LSS6TETNLIA 9

124Any oun buey oayy wiy 194ny pidi| ueoj 101 yugq 9> ueyu yugq

bunyu o 19| 92 1.1 H13 oy Bunp dey e Bund - %Gz bueoys| dun pide dnw welb ugp uep 1eiqyousdy end nlu bunp
enb >un pe jenx 1eq buey bunp de| jeiquous) bueq sy NP 1Yy welb Bund uislold dAIDESY D NYU WIIIA Yull)
enb oyd ugly ay3 1ey> oe) "oed (e)dq 1onbu bunyu 19A Nyu Bund 93 buep weib Aeu os buouy Aeyy jeiquyousy bueq
1} naIp doNp oed usbouliqly dnW 9> ueyu yurq bupyn jeiqyousy bueq iy NI 1Yy ueo) Ueoy Jew Yo weyl ‘e
buep welb ay) 0> (ewoyjuex snosagny) Buea n yuaq Buosy n 2eoy ueb :yoew 1eobu |ois1s9j0Yd Budp Bunbu NS
Jeyd nyy

Aey jeyd ugn yoew budp ena ox bunyd uaiq enbu uebu >31A Buouy jeiquyousy end enb 3193 Aeyy enyd 1ep 093 1L0S
~wn) 02 bues wel wiybu Ny 2ed buos Aeu ugp oyd yoew Budp bund ox 0o Anbu ugu oey Aeu ngip bupyu ed e}
‘v ody 101 0s g ody 2eoy ‘|0181s9joyd-TQH QA OS |0491S3|0Yd-1QT ‘[0491s3|0Yd-1dH I9A 0S ueyd ueo) |04a1sa|oyd
9| &1 welb Ns 10w ugu oey |ossise|oyd end syl buoy bunp del ‘yge usp oz bueoyy buey joisysajoyd- 1T d2HW 1Y
19Any |o19)s3j0Yd Bugy Bunyd dew ugyu yuag ULl ‘%0€ up 0L Bueoyy buel TaH eA %SS uap o Bueoyy welb
* puadA|613 ‘%6z uap oz Bueoyy welb ueyd ueoy |oi31s3|0Yd ‘eIqUOUS) 1I0A Bues we| wdiybu nyy oed buoil
(32Any pidi| op yoew

Budp bund ox) 0> Anbu 01> ueyu yusq o oed buey bupnyy 17 end op buoN ~deyy Buoy £ 1g7 weib ea Q7 eyl
Yyueyy op buey wej jeiqious) @A ueyd doy ded eoy ip ea doy buol 10p Aeyy we| 291A enb Bugyy 'op oea wiayl

IV eA |y uiejoidode enyd 02 1aH
buey wej ea g ursjoudodi| BNYd 9 TQTA BA QT Welb we| ugp uep uidjoidodi| 1A 10p UL} NRU NEP 104 enb NI

0ny3 un buoyy ngy| rey

TAH LU woaqv [




—) Abbott LiIPANTHYL

Tai liéu thoéng tin thudc
PAC TINH DUOC DONG HOC

LIPANTHYL NT 145 mg la dang vién nén bao phim chita 145 mg fenofibrat hat nano (nanoparticles)
Hap thu: ndng do t6i da trong huyét tuang (Cmax) dat dugc 2- 4 gid sau khi uéng. Nong dé thudc trong huyét 4
tuong 6n dinh khi diéu tri lién tuc & moi ca thé.

Trai vGi cac cong thic trudc day cla fenofibrat, & day néng dé dinh trong huyét tusng va dé phaoi nhiém toan
bé cta cong thic hat nano khong phu thudc vao bira an. Vi vay, c6 thé uéng vién nén bao phim LIPANTHYL NT
145 mg khong phu thudc vao bira an.

Phan bé: acid fenofibric lién két manh vdi albumine huyét tuong (> 99%).

Chuyén hoa va dao thai: Sau khi uéng, fenofibrat bi thuy phan nhanh qua xtc tac cta esterase dé cho chat
chuyén hoa c6 hoat tinh 13 acid fenofibric. Khéng tim thay trong huyét tucng dang fenofibrat chua chuyén hoa.
Fenofibrat khéng phai la co chat cia CYP3A4. Khong cé chuyén hoa qua micrésém gan.

Thu6c nay dao thai chil yéu qua nudc tiéu. Thuc té thi tat ca lugng thudc da dung déu dugc dao thai trong
vong 6 ngay. Fenofibrat thai chu yéu dudi dang acid fenofibric va chat lién hop glucuronid. Véi nhitng bénh
nhan cao tudi, d6 thanh loc toan thé cta acid fenofibrat trong huyét tuong khéng cé thay déi.

Thai gian ban thai cta acid fenofibric ra khoi huyét tuong khoang 20 gig.

o [ \#it &
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] Abbott LiPanNTHYL

Tai liéu thong tin thuéc

THAN TRONG VA CANH BAO KHI SU DUNG

V@i cac trudng hgp tang cholesterol thit phat nhu 13 dai thdo dudng type 2 khéng kiém soat, suy tuyén giap, hoi
chitng than hu, réi loan protein huyét, bénh gan tac nghén dang tri liéu, nghién rugu, nén dudc diéu tri thoa
dang trudc khi dung liéu phap fenofibrat.

Theo déi dap Ung diéu tri bang cach xac dinh gia tri lipid huyét thanh (tong cholesterol, LDL-Cholesterol,
triglycerid), néu dap Ung day da khong dat dudc sau mét vai thang (vi du: 3 thang) nén can nhac bé sung hodc
st dung liéu phap thay thé khac.

V&i cac bénh nhadn m& méau cao dang s dung estrogen hodc cac thudc tranh thai c6 chlra oestrogen nén xac
dinh r& m& mau tang la nguyén phat hay tht phat (cé thé m& mau tang la do uéng oestrogen).

Chirc nang gan: cling nhu cac thuéc ha lipid khac, da cé bao céo vé tang nong do

transaminase & mét sé bénh nhan. Phan |18n cac trudng hgp nay chi tang thoang qua,

it va hau nhu khong cé triéu chiring. Khuyén céo nén theo déi nong dé transamilase dinh ky maéi 3 thang trong
12 thang dau diéu tri va sau dé kiém tra dinh ky. Chi y v&i cac bénh nhan tang noéng dé transaminase tién trién
va can phai diing diéu tri néu ndng do ASAT va ALAT tang hon 3 lan gidi han trén ciia muc binh thudng.

Viém tuy: da co cac trudng hgp viém tuy dudc ghi nhan trong cac bénh nhéan dung fenofibrat. Diéu nay cé thé
cho thay that bai diéu tri ciia nhitng thudc nay & nhitng bénh nhan tang triglycerid mau nghiém trong, hoac hién
tugng diéu tri thf cdp do soi dudng mat hoac lang can & 6ng mat.

VTM2319557 (v1.3)
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— | Abbott LIPANTHYL

Tai liéu thong tin thuéc

THAN TRONG VA CANH BAO KHI SU DUNG

Ta dugc:
- Thuéc nay c6 chila lactose, vi vay bénh nhan cé nhitng van dé di truyén hiém gap vé khéng dung nap
galactose, thi€u hut enzyme Lapp lactase hoac kém hap thu glucose-galactose thi khong nén dung thudc nay.
- Thudc nay c6 chia sucrose, vi vay, bénh nhan c6 nhiing van dé di truyén hiém géap vé khéng dung nap
fructose, kém hap thu glucose-galactose hoac thi€u hut men sucrase- isomaltase thi khéng nén dung thuéc
nay.
Néu bénh nhan khéng dung nap vdi mét sé loai dudng, hay hoi bac si trudc khi dung thudc nay
Creatinin huyét thanh: Su tang n6ng d6 creatinin huyét thanh da dugc bao cao & nhitng bénh nhan sir dung
fenofibrat. Nong do6 creatinin sé trg vé mitc binh thudng khi ngiing sir dung fenofibrat. Y nghia Iam sang cta
nhitng bao cao nay chua rd. Trong nghién ctru FIELD, creatinin huyét thanh & nhém dung fenofibrat duy tri &
muc trung binh cao hon 10-12 micromol/l so v&i nhdm gia dugc sau khi dung 4 thang cho dén khi két thuc
nghién cru. Nén do néng dé creatinin trong suét 3 thang dau khi bat dau diéu tri va dinh ky sau dé. Can theo
ddéi nong do creatinin & nhitng bénh nhan dung fenofibrat c6 nguy ca bi suy than nhu ngudi gia, ngudi bi
bénh tiéu dudng. Can diing diéu tri khi ndng dd creatinin > 50% giGi han trén cia mdc binh thudng.
Gay & mat: Fenofibrat giong nhu clofibrat va gemfibrozil, c6 thé lam tang su bai tiét cholesterol vao mat, dan
tSi s6i mat. Néu c6 nghi ngd bi s6i mét, can kiém tra tdi mat. Nén ngling diéu tri bang fenofibrat néu tim thay
sOi mat.
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Tai liéu thong tin thuéc

THAN TRONG VA CANH BAO KHI SU DUNG

Dung cung thuéc chéng déng coumarin: Can than trong khi dung thuéc chéng déng coumarin cung vdi

fenofibrat vi kha ndng cac thudc chéng dong coumarin ¢6 tac dung kéo dai thai gian prothrombin /ti 1€ =
chuan héa quéc té (PT/INR). D& ngan nglra cac bién chiting chdy mau, thudng xuyén kiém tra PT/INR va can
diéu chinh liéu ctia thudc chédng déng cho dén khi PT/INR én dinh [xem Tudng tac thudc]. I+

SU DUNG THUOC CHO PHU NU c6 THAI VA CHO CON BU

Kha néng sinh san: da quan sat dudc tac dung c6 héi phuc Ién kha nang mang thai ¢ dong vat. Chua co6 dir i
liéu ldam sang lén kha nang mang thai khi si dung Lipanthyl NT 145mg.

Phu nit ¢é thai: Khong c6 du dif liéu st dung fenofibrat cho phu nir co thai.

Nghién clu trén déng vat khong thay tac dung gay quai thai. Tuy nhién, da quan sat dugc dau hiéu déc cho

bao thai & muc liéu déc cho con vat me. Mac du vay, nguy cd tiém tang & ngudi con chua rd. Vi vay, chi nén

dung LIPANTHYL NT 145 mg trong thai ky khi da danh gia ky ludng vé lgi ich/ nguy cd.

Phu nir cho con bi: Chua c6 dif liéu vé su bai tiét clia fenofibrat va/ hoac clia cac chat chuyén hoé cua

thuéc nay qua strta me. RUi ro déi vdi tré bu me chua dudc loai triVi vay, khong dung LIPANTHYL NT 145

mg, vién bao phim cho ngudi me trong thdi ky cho con bu.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

_umsowgm.ﬁ khéng cé hoac c6 anh hudng khong dang ké dén kha nang lai xe va van hanh may moc.

VTM2319557 (v1.3)
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Tai liéu thong tin thudc

TUONG TAC THUOC VA NHUNG TUONG TAC KHAC

Céc Glitazone:

Mat s8 trudng hgp giam thuan nghich cé héi phuc HDL-cholesterol da dugc ghi nhan khi dung dong thai fenofibrat
va cac glitazon. Tuy nhién, khuyén cao theo d6i HDL-cholesterol néu dung su két hgp nay va ngung diéu tri néu
HDL-cholesterol qua thap.

Céc resin gan acid mat: do cac resin gan acid mat c6 thé gan vao cac thuéc khac khi dung dong thai, bénh nhan
nén uéng fenofibrat trudc it nhat 1 gid hodc 4 dén 6 gid sau khi dung resin gan acid mat dé tranh viéc can trg su
hép thu.

Colchicin: Cac trudng hgp bénh co, bao gom ca tiéu cd van, da dugc bao cao khi dung fenofibrat dong thdi vdi
colchicin, va nén than trong khi ké toa fenofibrat véi colchicin.

15 VTM2319557 (v1.3)
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Tai liéu théng tin thudc
TAC DUNG KHONG MONG MUON

Ngoai cac trudng hgp da dudgc bao cao trong cac thir nghiém lam sang, cac tac dung khong mong muén sau
day da dugc bao cao tu phat khi st dung fenofibrat trong qua trinh hadu mai. Chua udc tinh dugc tan sé chinh
xac dua trén cac di liéu hién c6 va do doé dudgc xép la “Khong ro”.

- Cac réi loan hé hap, nguc va trung that: Bénh phaoi ké.

- Cac roi loan co, mo lién két va cac réi loan xuong: Tiéu cad van.

- Cac réi loan gan mat: vang da, bién chirng clia soi mat (vi du: viém tdi mat, viém dudng mat, can dau 6ng
mat).

- RGi loan da va mé dudi da: phan Ung nghiém trong & da (vd: hong ban da dang, héi ching Stevens
Johnson, hoai tif thugng bi nhiém déc)

- Roi loan hé than kinh: mét moi

Théng bao ngay cho bac sy hoac dugc sy nhiing tac dung khong mong muén gap phai khi sir dung
thuoc

QUA LIEU VA CACH XU TRI
Chua c6 bao cao nao lién quan dén hién tugng qua liéu. Khong cé thudc giai doc dac hiéu. Néu nghi ngd qua

liéu thi nén diéu tri triéu chfng va tién hanh cac bién phap ho trg khi can. Fenofibrat khong bi loai trir khi tham

tach lgc mau. VTM2319557 (v1.3)
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HAN DUNG, BAO QUAN, TIEU CHUAN CHAT LUCONG
Han dung: 36 thang ké tir ngay san xuat.

Khong nén dung thudc qua han st dung ghi trén bao bi

Diéu kién bao quan:

Gill thudc trong bao bi géc. Khong bao quan thuéc trén 30° C.

Tiéu chuan chat lugng: Tiéu chuan co s&

NHA SAN XUAT

Co sd san xudt ban thanh pham:

Fournier Laboratories Ireland Limited

Anngrove, Carrigtwohill, Co. Cork, Ireland (Ai-len)

Co s6 dong goi va xudt xudng: ) Abbott
Recipharm Fontaine

Rue des Prés Potets - 21121 Fontaine les Dijon - France (Phap)
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Tai liéu thong tin thudc
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Rivacryst
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THANH PHAN

Doc ky hudng dan st dung trudc khi ding

RIVACRYST

Thdnh phén hogt chdt  Rivaroxaban 15mg, 20mg

CHi PINH

Ngudi lén

\é;;

Tréemva

thanh thigu \%\
. (o

nién (2

Phong ngira dét quy va thuyén tac mach toan than & bénh nhan ngudi 16n bj rung
nhi khéng do bénh ly van tim

Diéu trj huyét khéi tinh mach sau (DVT) va thuyén tic phai (PE), va phong ngira
t4i phat DVT va PE

Rivacryst 15mg: Diéu trj huyét khdi tinh mach (VTE) va ngan ngla tai phat VTE & tré
em va thanh thiéu nién dudi 18 tudi va can nang tir 30kg dén 50kg sau it nhat 5 ngay
ké tlf ngay khdi dau digu trj thudc chéng déng méu qua dudng tiém

Rivacryst 20mg: Diéu trj huyét khdi tinh mach (VTE) va ngdn nglra téi phat VTE & tré
em va thanh thiéu nién dudi 18 tudi va can ndng trén 50kg sau it nhat 5 ngay ké tir
ngay khdi dau digu trj thudc chéng déng méu qua dudng tiém

0150-92-NA




14/04/2026

Tai lidu théng tin thudc

CACH DUNG, LIEU DUNG VA PUGNG DUNG

%:) Phéng ngira ddt quy va thuyén tac mach toan than & ngudi Ién:
20mg x 1lan/ngay

Diéu tri huyét khéi tinh mach sau (DVT) va thuyén tac phéi (PE),
’&, va phong nglra tai phat DVT va PE

Lieu khuyé&n cao dé khdi dau digu tri DVT hoac PE cép tinh |a 15 mg x 2 [an/ngay
trong ba tuan dau, ti€p theo 1a 20 mg x 1 lan/ngay dé diéu tri duy tri va phong nglra
DVT va PE tai phat

0LS0-92-NA

Bénh nhdn nén udng vién thudc vdi chdt long. Nén dugc dung cung vdi thic dn

w

Tai ligu théng tin thuéc

NHOM BENH NHAN PAC BIET

BN suy than RAT NANG (CrCl < 15ml/pht): KHONG KHUYEN CAO DUNG

BN suy than NANG (CrCl = 15-29ml/phdt) B i 1
& BN suy than TRUNG BINH (CrCl = 30-49 ml/phut) > KHUYEN CAO GIAM LIEU

'Phéng ngtra dét quy va tac mach

hé théng _ 15mg x 1 lan/ngay

15mg x 2 [an/ngay trong 3 tuan dau
15mg x 1 lan/ngay dé& duy tri
(néu nguy cg chdy mau cao han nguy cd tai phat)

@ BN suy gan: CH6NG CHi PINH @ BN cao tudi: Khéng can diéu chinh ligu
©

Diéu tri va phong ngtra tdi phat
thuyén tdc huyét khéi tinh mach

0LS0-92-NA
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Tai lidu théng tin thudc

NHOM BENH NHAN DAC BIET

Bénh nhan dang diéu tri séc dién chuyén nhip
Rivaroxaban cé thé dugc bat dau hodc tiép tuc & nhitng bénh nhan can séc dién chuyén nhip

Déi vdi bénh nhan chuyén nhip dya vao siéu 8m qua thuc quan (TTE) ma khong dudc diéu tri khang déng
trudc dé, rivaroxaban nén dugc bat dau it nhat 4 gid trudc chuyén nhip dé€ dam bao hiéu qua khang déng
day dd. Nén tim hiéu xem bénh nhan c6 sif dung rivaroxaban nhu trong don thudc trudc khi chuyén nhip

hay khéng cho tt ca cac bénh nhan. Viéc quyét dinh khdi dau va liéu trinh digu tri nén dudc dua vao céc

hudng dan diéu tri khang déng & bénh nhan chuyén nhip.

Bénh nhéan rung nhi khéng do bénh van tim da trai qua PCI (can thiép mach vanh qua da) vdi dat
stent
Cé it kinh nghiém vé viéc giam liéu 15 mg rivaroxaban mét [an moi ngay (hoac 10 mg rivaroxaban mét [an
mdi ngay cho bénh nhan suy than trung binh (dé thanh thai creatinin 30 - 49 ml/phut) khi két hgp vdi chat
(fc ch& P2Y12 trong t6i da 12 thang & nhiing bénh nhan rung nhi khéng do bénh van tim can ding khang
déng dudng udng va trai qua PCl co dat stent
Bé&nh nhan nhi An toan va hiéu qua cla rivaroxaban & tré em tir 0 dén 18 tudi chua dugc xac dinh trong chi
dinh phéng ngifa ddt quy va thuyén tdc mach hé théng & bénh nhéan rung nhi khdng do bénh van tim.
Khéng co dif liéu cé san. D6 d6 khdng nén st dung thudc cho tré em dudi 18 tudi véi cac chi dinh khac
ngoai diéu tri huyét khdi tinh mach (VTE) va phong nglfa tai phat VTE. @
5

0L50-92-NA

Tai lidu théng tin thudc

NHOM BENH NHAN PAC BIET

Bénh nhan nhi

An toan va hiéu qua cla rivaroxaban & tré em tir 0 dén 18 tudi chua dugc xac dinh trong chi dinh phong
nglra dét quy va thuyén tac mach hé théng & bénh nhan rung nhi khéng do bénh van tim. Khéng c6 di liéu
c6 sén. D& d6 khdng nén sit dung thudc cho tré em dudi 18 tudi véi cac chi dinh khac ngoai diéu trj huyét
khoi tinh mach (VTE) va phong ngtra tai phat VTE.

0LS0-92-NA
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Tai ligu théng tin thudc

RIVAROXABAN KHONG THUA KEM WARFARIN : X
VE TIEU CHi GOP POT QUY & THUYEN TAC MACH TOAN THAN

Rivaroxaban

N = 7137
Nghién clru ROCKET AF trén
14 264 bénh nhan rung nhi Warfarin
N =7133

KET QUANGHIENcOU [ e
(so sanh khéng kém haon) -

<
=
o
L
S
w
=}

>
HR 0,79; 95% Cl, 0,66 — 0,96, P <0,001 7

Tai lidu théng tin thudc 155
RIVAROXABAN KHONG THUA KEM ENOXAPARIN/VKA .

TRONG DIEU TRI VA PHONG NGUA TAI PHAT VTE

=

3.5% B Enoxaparin-warfarin P < 0,001

3.0% (so sanh khéng hon kém)

3.0% # Rivaroxaban

2.5%

21%
2.0% .

1.5%
1.0%
0.5%

0.0%

EINSTEIN DVT EINSTEIN PE

Ti 1& (%) bién ¢6 hiéu qua chinh

0150-92-NA

Liéu sir dung:
Enoxaparin 2 [an/ngay, it nhat 5 ngay, tiép tuc vai warfarin (INR 2-3)
Rivaroxaban: 15mg x 2 [an/ngay (3 tuén dau) -> 20mg/lan/ngay (trong 3,6,12 thang)




14/04/2026

CHONG CHi DINH

Tai liéu théng tin thudc

Quéa man vdi hoat chat hodc vdi bat ky thanh phan nao cta thudc.

Bénh nhan chay mau déng ké trén lam sang.

T8n thudng hodc tinh trang dugc coi 1a c6 nguy cd dang ké dan dén chdy mau nghiém trong ¢6 thé
bao gdm dang hodc mdi loét dudng tidu hoa, sy hién dién clia khdi u ac tinh c6 nguy cd chay mau
cao, mdi chdn thuang ndo hoic cdt séng, phau thudt ndo, cét séng hodc nhan khoa, mdi xuat huyét
ndi s, gidn tinh mach thytc quan da biét hoac nghi ngd, di dang ddng tinh mach, phinh mach hoac
bat thudng mach mau ndi tdy hodc trong nao.

Digu tri dong thdi véi thudc chdng déng méu khac, vi dy: heparin khong phan doan (UFH), heparin
trong Iugng phan tir thap (enoxaparin, dalteparin, v.v.), dén xuét heparin (fondaparinux, v.v.), thudc
chdng déng dudng udng (warfarin, dabigatran etexilate, apixaban, v.v.) trlf nhiting trudng hop
chuyén déi liéu phap chéng déng méu cu thé (xem myc Cach ding, Ligu ding) hoac khi UFH dugc
duing véi ligu lugng can thiét dé duy tri md tinh mach trung tdm hodc dat catheter dong mach (xem
muc Tudng tac thudc).

Bénh gan lién quan dén réi loan déng mau va nguy cd chdy mau lién quan vé& mat Idm sang bao
gom bénh nhan xa gan Child Pugh B va C (xem myc Bac tinh dugc déng hoc).

Phu nit mang thai va cho con bud (xem muc St dung thudc cho phu nif cé thai va cho con ba). @
9

0LG0-92-NA

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tai ligu théng tin thudc

Theo d&i Iam sang phi hgp véi thuc hanh chéng déng mau dugc khuyén céo trong sudt thdi
gian diéu tri.

Nguy cd xuat huyét

Ciing nhu cac thudc chdng déng mau khac, bénh nhan dung rivaroxaban phai dugc quan sat can than
cac dau hiéu chdy mau, than trong trong céc tinh trang tang nguy cd xudt huyét. Nén ngitng dung
rivaroxaban néu xay ra xuat huyét nang.

Suy than
+ U nhitng bénh nhan suy than nang (dé thanh thai creatinin < 30 ml/phit), ndng do rivaroxaban

trong huyét tudng cé thé ting I&n dang ké (trung binh 1,6 [an) va cé thé dan dén tang nguy co chay
mau. Than trong khi dlng rivaroxaban cho nhitng bénh nhan c6 do thanh thai creatinin 15 - 29
ml/phat. Khéng khuyén cdo st dung & nhitng bénh nhan c6 dd thanh thai creatinin < 15 ml/phdt
Rivaroxaban nén dugc st dung than trong cho bénh nhén suy than dang ding cac thudc khéc lam
tang nong do rivaroxaban trong huyét tuong

Rivaroxaban khdng dudc khuyén céo & tré em va thanh thiéu nién bj suy than vifa hodc nang (téc
dd loc cau than < 50 mL/phit/1,73 m2), vi khéng cé dif liéu 1am sang

-
o
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Tai ligu thong tin thud

CANH BAO VA THAN TRONG KHI DUNG THUSC =

Tuong tac thuéc khac

* Viéc sr dung rivaroxaban khéng dudc khuyén céo & nhitng bénh nhén dang digu trj déng thdi vai
thudc khang ndm azole (nhu ketoconazol, itraconazol, voriconazol va posaconazol) hodc thudce Uc
ché protease HIV (vi du: ritonavir). Cac hoat chat nay la chat (c ché manh ca CYP3A4 va P-gp, do dé
c6 thé lam tang ndng d§ rivaroxaban trong huyét tuang & mdc dé cé lién quan vé Iam sang (trung
binh 2,6 [&n) va 6 thé dan dén tang nguy co chdy méau

+ Can than trong néu bénh nhan dugc diéu tri ddng thdi vdi cac thudc anh hudng dén qua trinh cdm
méau nhu thudc chéng viém khong steroid (NSAID), axit acetylsalicylic (ASA) va thudc (rc ché két tap
ti€u cdu hoac thudc (rc ché tai hap thu chon loc serotonin (SSRI) va thudc Uc ché tai hap thu
serotonin norepinephrine (SNRI). D&i véi nhitng bénh nhan cé nguy cd mac bénh loét dudng tiéu
héa, cd thé cdn nhac digu trj du phong thich hgp

Cac yéu tb nguy co xuit huyét khac

Cing nhu céac thudc chéng huyét khai khac, rivaroxaban khdng dugc khuyén cdo & nhitng bénh nhan
c6 nguy cd chay mau cao. Bao gdm cac trudng hdp rdi loan chdy mau bam sinh hodc mac phai; Tang
huyét ap dong mach nghiém trong khéng kiém soat dudc; Cac bénh dudng tiéu hoa khdng co vét loét
hoat déng nhung cé thé tiém tang dan dén bién chitng chay mau, vi du nhu bénh viém rudt, viém thyuc
quan, viém da day va bénh trao ngudc da day - thuc quan; Bénh vong mac mach mau; Gian phé quan

hoac c6 tign st chady mau phéi. 4 @
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Tailigu thong tin thude

CANH BAO VA THAN TRONG KHI DUNG THUOC =
Bénh nhan ung thu

Bénh nhan mac bénh ac tinh ¢6 thé déng thdi c6 nguy cd chay mau va huyét khéi cao han.

Lgi ich riéng 1é clia viéc diéu tri chéng huyét kh&i nén dudc can nhic véi nguy cd chdy mau & bénh nhan mic

ung thu ac tinh, phu thudc vao vi tri ctia khéi u, liéu phap chéng ung thu va giai doan bénh.

Cac khéi u ndm & dudng tiéu hda hodc dudng sinh duc ¢6 lién quan dén nguy cd ting chay mau trong sudt

qua trinh diéu trj bang rivaroxaban.

Nhitng bénh nhén cé khdi u &c tinh kém nguy cd chady mau cao chéng chi dinh sif dung rivaroxaban.

Bénh nhan ¢é van tim nhan tao

Rivaroxaban khdng nén dugc sit dung dé dir phong huyét khdi & nhitng bénh nhén vira trai qua thay van
ddéng mach chu qua éng thong (TAVR).

Tinh an toan va hiéu qua cla rivaroxaban chua dugc nghién clru & nhitng bénh nhéan c6 van tim nhan tao, do
dé khéng c6 dir liéu chirng minh ring rivaroxaban cé thé chéng déng méu thich hgp cho nhém bénh nhan
nay.

Kh)c{?mg khuyén cdo diéu trj bang rivaroxaban cho nhitng b&nh nhan c¢6 van tim nhan tao.
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Bénh nhan mac hdi chirng khang phospholipid

Khéng khuyén céo sir dung thudc chéng ddng mau dudng udng tac dung truc tiép, bao gém rivaroxaban, cho
nhitng bénh nhan cd tién sir huyét khdi duge chdn doan mac héi chiing khang phospholipid.

Dic biét, & nhitng b&nh nhan dudng tinh bd ba (chat chdng déng dang lupus, khéng thé khéng cardiolipin va
khang thé khang beta-2 glycoprotein 1), diéu trj bdng DOAC c6 thé lam tang ty 1& bién ¢& huyét khai tai phat

so vdi diéu tri bang thudc khang vitamin K. 12
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Tai liéu théng tin thudc

CANH BAO VA THAN TRONG KHI DUNG THUGC

Bénh nhan rung nhi khong do bénh van tim dugc PCl c6 dit stent

D liéu 14m sang hién ¢é tif mot nghién ctu can thiép véi muc tiéu chinh la danh gia mic do an toan &
bénh nhan rung nhi khdng do bénh van tim da trai qua PCl c6 dat stent.

Dif liéu vé hiéu qua trong nhém bénh nhan nay con han ché.

Khdng c6 dif liéu vé nhitng bénh nhan c6 tién sir dot quy hodc can thiéu méu cuc bd thoang qua.

Bénh nhan thuyén tic phai khong on dinh huyét dong
Rivaroxaban khong du‘ac khuy&n céo thay thé& cho heparin khéng phan doan & bénh nhén thuyén tac

ph&i khéng &n dinh vé huyét dong
Thudc cling khong dudc khuyén cdo & bénh nhan can tiéu huyét khdi hodc phau thuat |18y huyét khéi ¢
phou do chua xéc dinh dudc tinh an toan va hiéu qua cla rivaroxaban trong céc tinh huéng 1am sang

nay.
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Tai ligu thong tin thu

CANH BAO VA THAN TRONG KHI DUNG THUOC

Gay té hodc choc do tiy song/ngoai mang cirng

Khi gay té ty séng hodc gay té ngoai mang ciing, hoac khi choc do tly séng/ngoai mang cling, bénh
nhan dang dugc diéu tri bang thudc chdng huyét khéi co nguy cd phat trién tu mau ngoai mang cling
hoac tu mau tuy song, c6 thé dan dén liét 1au dai hodc vinh vién.

Nguy cd nay cé thé tang Ién khi st dung catheter gay té ngoai mang cling sau phiu thuét hodc st dung
ddng thdi cac thudc anh hudng dén qué trinh cdm mau.

Nguy cd ciing tdng trong trudng hdp chan thuong hodc nhiéu lan choc do ngoai mang cling hodc tay
song.

Bénh nhan can dugc theo déi thudng xuyén vé cac dau hiéu va triéu chiing suy giam than kinh nhu té
hodc y&u chan, réi loan chitc nang rudt hoac bang quang.

Né&u phat hién tdn thudng than kinh, can chan doén va diéu trj khan cap.

Dé gidm nguy cd chay mau khi st dung ddng thdi rivaroxaban vdi gay té truc than kinh hodc choc do
tly séng, can xem xét dac diém dugc dong hoc cua rivaroxaban.

Viéc dat hodc rit catheter ngodi mang ciing, hodc choc do that lung, nén dugc thuc hién vao thdi diém
tac dung chéng déng cla rivaroxaban & muc thap.

Tuy nhién, thdi diém chinh xac dat dugc mlrc chdng dong thap & tiing bénh nhan hién chua dudc xac
dinh.
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Tai liéu théng tin thudc

TUONG TAC, TUONG KY THUOC

« Chat (ic ché CYP3A4 va P-gp

* Thudc chéng déng méau

» NSAIDs/chéat rc ché két tép tiéu cau
« SSRI/SNRI

»  Warfarin

* Chét cdm Ung CYP3A4

+ Céc liéu phap déng thdi khac

SU DUNG THUOC CHO PHU NU' c6 THAI VA CHO CON BU

+ Chua xac dinh dugdc tinh an toan va hiéu qua cta rivaroxaban & phu ni{ co thai
« Tinh an toan va hiéu qua cla rivaroxaban chua dugc xac dinh & phy nit dang
cho con bt
+ Khdng cé nghién cltu cu thé nao vdi rivaroxaban & ngudi dugc thuc hién dé
danh gia anh hudng dén kha nang sinh san
ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH, MAY MOC
Rivaroxaban cé anh hudng nhd dén kha nang lai xe va st dung may méc. Cac phan Ung c6 hai
nhu ngét (tan sudt: khdng pho bién) va chéng mat (tan suat: phd bién) da dudc bao céo

0LS0-92-NA
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Tai lidu théng tin thuc‘f/c’ﬁé,‘

TAC DUNG KHONG MONG MUON
R&t phé bién (ti l& >= 1/10)

+ Thi€u mau (bao gdm cac thdng sé phong thi nghiém tudng ng)

« Chdéng mét, nhic dau

+  Xudt huy&t mat (bao gom xudt huyét két mac)

* Ha huyét ap, tu mau

+  Chay mau cam, ho ra méau

+ Chay mau nudu rang, xudt huyét dudng tiéu hda (bao gém ca xudt huyét tryc trang), dau bung
va kho tiéu, budn nén, tdo bon, tiéu chay, nén mlra

+ Tang transaminase

+ Nglfa (bao gom céc trudng hgp ngla toan than khéng phd bién), phat ban, bam mau, xuat
huyét da va dudi da

+ DPau d cac chi

»  Xuit huyét dudng tiét niéu

+ S@t, phu ngoai vi, giam stfc manh va néng lugng chung

*  Xuét huyét sau phau thuat (bao gom thi€u mau sau phau thuat va xudt huyét vét thuang), vét

bam, tiét dich vét thuong @
16
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Tai ligu thang tin thudc

QUA LIEU VA CACH XU TRi

Cac trudng hgp qua liéu [én dén 1.960 mg da dudc bao cdo. Trong trudng hgp qua ligu, bénh nhan can
dugc theo déi cdn than cac bién chitng chdy méau hodc cac phan (ing bat Igi khac.

Do hdp thu han ché, dy kién sé& c6 mét hiéu (ing tran ma khdng tang ndng dé trung binh trong huyét tuang
d lieu siéu trj liéu 50mg rivaroxaban hodc cao han.

Hién c6 moét loai thudc hda giai dac hiéu (andexanet alfa) déi khang tac dung dugc luc hoc cla rivaroxaban
(tham khao Tém tat dac tinh san phdm clia andexanet alfa) Cé thé can nhic st dung than hoat dé giam hap
thu trong trudng hdp qua liéu rivaroxaban.

0150-92-NA

QUA LIEU VA CACH XU TRI
Xtr tri chdy mau

Neéu bién chifng chay mau xay ra & bénh nhan dang dling rivaroxaban, nén tri hodn viéc dung rivaroxaban
ti€p theo hodc ngling diéu tri khi thich hgp. Rivaroxaban cé thdi gian béan thai khoang 5 dén 13 gid. XU tri
tly theo ca nhan dua trén mitc d6 nghiém trong va vj tri xuat huyét. C thé didu tri triéu chiing khi can thiét,
chang han nhu bang ép cd hoc (vi du nhu chdy méau cam nang), cdm mau bang phau thuit vdi cac tha thuat
ki€m soat chay mau, bu dich va hd trg huyét déng, cac sén phdm mau (hdng cau ldng hodc huyét tuang
ddng lanh tudi, tly thudc vao tinh trang thiéu mau hodc réi loan ddng mau kém theo) hodc ti€u cau.

Néu khéng thé kiém so4t chdy mau bang cac bién phap trén, cd thé can nhic hodc dung thudc hda giai dic
hiéu (fc ché& tac nhan Xa (andexanet alfa) ddi khang tac dung dugc luc hoc cla rivaroxaban, hoac mét thude
ddng méu cu thé, chang han nhu phirc hdp prothrombin ¢é déc (PCC), phifc hgp prothrombin cb dac dudc
hoat hda (APCC) hoic yéu té& tai t6 hgp Vlla (r-FVlla). Tuy nhién, hién ¢6 rat it kinh nghiém I3m sang vé viéc
st dung cac san pham thudc nay & nhitng ngudi dung rivaroxaban. Khuyén céo ciing dya trén dif liéu phi
Idm sang han ché. Viéc dinh lugng lai yéu té Vlla tai td hgp sé dugc can nhac va chuan dg tly thudc vao tinh
trang cai thién chay mau. Ty thudc vao tinh trang san co cla dia phuong, nén tham khao y kién clia chuyén
gia déng mau trong trudng hgp chay mau nhiéu (xem phan Pac tinh dudc Iyc hoc). Protamin sulphat va
vitamin K dudc cho la khdng anh hudng dén hoat tinh chéng déng mau cta rivaroxaban. Cé it kinh nghiém
vdi acid tranexamic va khdng c6 kinh nghiém vdi acid aminocaproic va aprotinin & nhitng ngudi ding
rivaroxaban. Khéng c6 c¢d sd ly ludn khoa hoc vé Idi ich cling nhu kinh nghiém vé viéc stf dung desmopressin
cdm mau toan than & nhitng ngudi ding rivaroxaban. Do tinh lién két cao vdi protein huyét tuong,
rivaroxaban khéng dugc cho 13 cé thé tham tach dugc.

Tai ligu théng tin thudc 2
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Tai ligu thdng tin thudc

DUQC LUC HOC, DUGC PONG HOC

Nhém duge ly Thudc chéng huyét khéi, thudc tic ché yéu t6 Xa tryc tiép

Cmax dat sau 2 "4 gid udng thudc

Do mifc d6 hap thu bj gidm, sinh kha dung qua dudng udng vién 20 mg uéng lic déi chi dat 66%

Khi udng vién rivaroxaban 20 mg ciing véi thitc an, lam tang AUC trung binh 39% so vdi khi udng thudc
lic déi, cho thay su hdp thu gan nhu hoan toan va sinh kha dung dudng udng cao.

= Rivaroxaban 15 mg va 20 mg dugc dung clng véi thirc an
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Tai ligu théng tin thudc :;
—.

QUY CACH PONG GOI
Hop 1 vi x 14 vién nén bao phim

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUOC
Piéu kién bao quan: Bao quan dudi 30°C.

Han diing: 36 thang ké ti ngay san xuat.

Tiéu chudn chat lugng: TCCS

TEN, PIA CHi CUA CO SG SAN XUAT THUOC
Saneca Pharmaceuticals a.s.
Nitrianska 100 920 27 Hlohovec Slovak Republic (Slovakia)
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