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Trisde néy chi diing theo dan thude

NADY-EMPAG 10
NADY-EMPAG 25

CAC DAUHIEU LUU ¥ VA KHUYEN CAD KHIDUNG THUOG:
Epe kf hudmg déin sir dung inede khi ding.
od xa tdm tay tré am.

THANH PHAN, HAM LUO/NG CUA THUOC:

Hady-Empag 10:

Thanhphdn hoptchdt: Empaglifiozin  10mg

Thinh phdn ti dugee: Lactose rat, hypromellose 606, natr croscammeliose,

celiulose vi tinh thid 102, colicidal anhydrous silica, magnesl stearat, macrogol 6000,
i, S—

Thinh phin hoat chdt: Empaghfiozin -~ 25mg

Thinh phin t4 duee: Lactose monchydrat, hypromellese 806, nafr croscarmeliose,
callulose vi tinh thé 102, colloidal anhydrous silica, magnesi siearat, macrogol 6000,
It talc, titan dicid, oxid s&t vang.

DANG BAQ CHE:
Nady-Empag 10:
Vidn nén baa phirm, hinhtebn, maw vang.
Nady-Empag 25:
Wisin nien bao phirm, hinkcval, mad vang.

CHIBNH:

-Euéutlidungubilﬁ'n%'daim&m mihmwwﬁtmmmwﬁkﬂﬂ
wmkhlm nap matfonmin

P erp o thudc Kikbe A4 i r] 081 thixs dirtmeg.

LIEU DUMG, CACH DUNG:
Libu

i H
Lihhmmmg: 1 Hiningdy: dom trj Béu vé phéi horp thude.
kehiri 32u 25 mg x 1 lnngay: biénh nhan dung nap empaglifiozin 10mg x 1 1Amn/ngdny
aGFR 260 mi/phit/1,73 m va cin kidm sodt dudmg huydt chit chiéhon.
1 da hing ngay La 25 mg.
Khi ding iflazin kit horp v sulphonylure hodic woi insulin, &b thé sem xét lidu thip
hon sulphonylure hoic insulin 88 gidm nguy cor ha Guémg huyét.
Nhém bénh nhin dac bigl:

iian -
Higis quid g durdmg h ciia empaglifiozin phy thufe vio chire ndng than:
Khéng Gl chinh lidu 35 i bénh nhiin o eGFR = B0 miiphat', 73m’ hege CL, 260 mUphdt
Khéng nén bit diu empaglifiozin & bénh nhiin eGFR < B0 mUphat/,73m’ hode CL.
<60 miphdt

Ngungempaghifiozin khieGFR <45 ml/ phit1, 73 m’ hofic Cl, < 45 miphit.

Bétnh nhin dung nap empagiifiozin cb eGFR < 50 mbphat!,73 m’ hofic Cl,, < 60 mlfphit:
10mgx 1 Aningay.

Khéng nén dung empagiiflazin & bénh nhan mAc bénh than giai doan cubl (ESRD) hodc
& nhiomg bé&nh nhén dang chay thdn vi s& khing mang |gi higu gua.

Suygan

Khéing chn chinh lidu cho bénh nhan suy gan. Ming 8% empaglifiozin ting & bénh nhin

suy gan ndng. Kinh nghidm dibu iri & bénh nhéin suy gan ndng bj han ché va do 64 khdng

g cao fudi

Khng chn chinh li#u dya trén tudi te. Nhimg bdnh nhin 75 buli, thudmg tang rguy oo

suy gidm thé tich. Nhirng bénh nhn 85 tudl, viéc bét diu dibu trj bing empaglifiozin
[ Hﬁngﬂ;vcﬂwyénc&adukinhnwitmdﬂuﬁhmchﬂ.

Cachdiing:

Ubing lic no hodic 861, nudt nguyin vién wil nude, Néu quén mdt ibu, nén ubng lai ngay

kv v ra; tuy nhdén, khéng nén diing lidu gip 35 trong cing matngdy.

CHONG CHI BINH:
Qua miin véi empaglifiozinval hodic bl kj thanh phiin née oia thubs,

CANHBAD VA THAN TRONG KHI DUNG THUOC:

Nﬂmfo&nmmmmaomrﬂmi
= i mhsmang v i vong 3 dugo b
" o & nhirng bdnh nhan iy i biing thude (re ché dlng van chuyén natri gucose 2

(8GLT2), bao liflozin. Tramg mdt s trudmg hep, tinkh trang néy khbng dién
hinh vér gid tri duérng téing vira phai, dudi 14 mmolfl (250 mg/dl). Ngurdi ta khéng
it B DECA 66 xdy ra v lidu empiagliflozin cao hen hay khing,

Mguy cor DHA cin duge xem xét khi o cie tridu chimg khong d3c hidu nhu bubn ndn,
nbn, chdn &n, dau bung, khat qué mire, khd théd, nhm [Bn, mét mdi bét thirdmg hosic
buén ngd. Bénh nhan can duge danh gid nhim toan ceton do dai thas Audng ngay p

tine: il e brigu chirng mdy sy ra, bt ké mirc durémg huydt,
genh nh&n bj nghi ngé hodic chdn dodn DA, nén ngirng didu trj biing empaglificzin ngay
plire.

Tam ngirng didu trj béing empagliflozin & bénh nhan phai nhip vién chuln b dai phiu
hodc banh ndi khoa cip tinh nghi&mlrzng. Trong c 2 trurémg herp, dibu trf cb thé bdt dlu
Ial gau khitinh Engcﬁa bénh nhén d& dn djinh.

Trunérs khi bdt dau empaglifiozin, nén xem xé cic yéu 16 rong tiln =0 bénh cla
bénh nhén cé thé din dén DA, 1
Bﬁnhnh&nmimduﬁlwl&b@amth!p%ﬂld : bévh nhiin tiéu duwrémg type 2 cb
chi s C-peptid thip hodic bénh tiéu dwdng tyr mi l;iménﬁrn urdri lrm (LADA) hodc
binn nhan ed tln si vidm ty), diin 3bn han ché 4n vbng hodc mét nude nghikm trong,
bénh nhan gisim li8u insulin v& bénh nhin ot nhu clu insulin do bignh Iy cip tinh,
philu thudt hodc lam dung rrgu nén sir dung thin trong thube e ché SGLT2 & nhimg
bénh nhén ndy do nguy oo méc DA,

K kharydn céo didu iri I8l béing thudc e ché SGLT2 & bénh nhan cé tidn s DICA, i
Eehiwli b kchde nfy ra NKA &rere wde dink il chnos A8 durere oidi ool

An iodn va hidu qua cia empaglifiozin & bénh nhan tlu dwémg 1 chura durge thidt
18P vé khéng nén diing empaglifiazin dé dibu 1n 841 théo dudmg typa 1. DOrlidu han chi tir
cic thir nghiém lm sang cho thiy DRAthuéng xéy ra khi bdnh nhén méc bénh dai thao
duwémg type 1 durere Gibu tri béing thubc ire chl SGLT2,

iy thin i _

Khéng nén bit dhu empaglificzin & nhimg binh nhan o6 eGFR < 80 miiphit1, 73m"
hadic Cl., < 60 mifphat.

a.annnnmuuramampawnummmFRceumuDhuui.?:!m’ Cly, < 60 miiphat,
niéin dideus chinh iy empaglifiozin thanh hodc duy tri & mdre 10 mg x 1 kaningay.

Mgung emgaglifiozin khi @GFR <45 mliphiy1,73m’ hodic Cly, <45 milphit;

Empaglificzin khbng nén diing & nhimg bénh nhiin mic ESRD hode & nhimg bénh nhan
dang chay thiéin vi 58 khing o higu qua.

Thaa d8 ehire ndng than durge khuyién cio nhu seu;

Trrdre khi bét dhu ding empaglifiozin wa dinh ky trong qué trinh didu tr, it nhdt 1

7]

hang nam. . ;
Trurdre khi bét dhu ding dbng thin thulc nao b thd cb the ddng tidu cyrc dén chire
néng than.

Tén theonggan i

Céc trremg hop thn thureng gan A& duee bao edo khi ding empaglifiozin trong cée thir
nghi@m 14m sang. Mdi quan hé nhin qua gira empaglificzin vé ton throng gan chua

durgre thidt 15p.

Tang hematocrit

Tang hematocrit duge ghi nhan khi didu Irj w&i empaglifiozin, nén ding than trong
ampagliflozin & nhiimg bénh nhan Eng hematocnt.

Suy gidmihd tich

iy trédkn ¢ chid tc dung cia thude (e ehl SELT-2, ki tidu thim thdu 8 kém v glucose
nidius cé thil dBin dén ha huydt 4p vira phai. Cén than treng & nhimg binh nhdn o nguy cor
bj suy giam thé tich, vi dy: bénh nhin méc bénh tim ;Emm nhidn dang didu tr tang
huy#t &p e tikn st ha huydtap hodc bénh nhdn & 75 uol.

Trong chcirrang hop oo thé dén ain mil dich (vi du: bank v dung tibu hoa), nén thea
dﬂiﬂ&n than tinh trang thié tich (vi dy: khém sirc khde, do huyét &p, xé1 nghigm
hematacrit) va dén gldi cho bénh nhin dimng emmﬂczin. Tam ngung didu tr véi
empaglifiazin cho dén khi sy suy giam thé tich duge khde phye.

Nygerdd ca tudf

Téc dung cia empagliflozin dbi véd bai tiét glucosa trong nunéee Bu cé lign quan dén lgi
tids thim thidu, cb thé ank hudmg dlin tink trang hydrat héa. B&nh nhan = 75 twdi o thé
tang napuy- oo suy gidem thé tieh. Can dic B chd ¢ 8dn iy ding empaglifiozin trong
trurémg horp céc thufic ding chung c6 thé diin ddn sdy gidm thé tich (vi dig: thudc loi tidu,
thudic tre ehib men chuydn). Kinh nghidm didu tri & bénh nhan 2 85 di con han ché,
khéng khuytin céo bit dhu Siéu tri bing empaglfiozin trang nhdm bénh nhan ndy.

Miidim trimg deedng ligt nigu .

Céic trurémg herp nhidrn tring duémg tiét nitu bao gdm vidm bé thin va nhidm khudn nidu
a3 durgre bdo cao & nhimg binh nhdn diéu i bing empaglifiozin.

Marng ding ampaglficzin & b&nh nhan bj nhidm tring duémg té nidu,

Vil edin mae hogi i & déy chdu (hoai i Fourmier)

ViAm can mac hoai tir & ddy chiu (e durge gol 18 hoal tir Foumnier) 38 dugc béo céo &
benh nhdn ik vé nam ding thude e ché SGLT2, hiém glp nhung nghidem trong va o
kha néng de dga tinh mang d&i hél phal can thigp phiu thudt kndn cip va didu tr béng

khding sinh,
nh nhén nén dén glip béc sl ndu gip phai céc riu chimg dau, dau, ban di hado sumg

'?b-:- phin ginh Eﬁ..c-‘r'.a.%&‘vamg aa:.ﬁau. wisl it hodic khé chiu cng Ioe. Luu ¥ nhiém

triing mifts Sinh dic hodc ap xe quanh i mén ob thé xay ra trudc vidm can mac hogi i,

Néu nghi ngér haai tir Fournier, nén ngimg empaglifiozin va dibu i kip thévi (bao gbm ci

khiing sinhva phiu thudt cit bd).

Bogn Ghi durdd

Truémg horp doan chi dudi gia Hing (chi yéu 14 ngén chain) 88 dugc quan sét thay trong

cac nghidn cir LM $ang dai han va lién tye véri chilt irc ché SGLT2 khiac. Khing 1o didu

ndly e gifing nhau gira céc thube trong nhim hay khéng. Nén phing ngira bing cach fu

! \rhd'_mhtjlﬂmﬂmmnﬁnﬂﬁnd‘mhﬁnhnhﬂﬂailhﬁﬂﬂuﬁnﬂ.

Sy tim

Kinh nghiém ding ampagliiazin trong suy tim &8 11l (theo NYHA) han ché va khong cd
kinh nghidm diing empaglifiozin trang suy im 86 I1-1V (theo NYHA) trong e4¢ nghién ciru
1&m s3ng.

Bdnh gid xeht nghim e idu

' B#n~ nhiin dling empagiifiozin s& dureng tinh vir xét nghlém glucose trong nude tidu,

Li&n quan bd dueee lacfose

Bdnh nhan mic cic réi loan di truyln hidm gép v& dung nap galactose, chimg thidu hut
Iactase Lapp hay réi loan hip thu glucose - galactose khéng nén s dung thudc ndy do
thénh phin thude o chira lactose.

' SUFDUNG THUOC CHO PHY NOF CO THAI VA CHO CON BU:

Sirdyng thubdc cho phy nircd thai:

Khéng co dir libu vile sir dyng empaglifiozin & phy nlr mang thai. Cée nghién ciru trén
305 il cho thiy empaglifiozin di qua nhau thai & mét mire 44 rit han ché nhung khéng
chi ra tac 48ng o6 hai trpe tiép hodc gian Bép lign quan dén sy phat idn phé thal glai
doan sérm, Tuy nhkn, cAc nghidn ciru trén ddng it 84 cho thiy nhimg tAc déng bt iy
i wérl sy phat tridn sau sinh. B4 phang ngira, tt nhdt 14 trdnh sir dung empaglifiozin
B K g thal.

Sirdyngthudc cho phy nikcho con ba:

Khéng cé di lidu wh vidc bai it empaglifiozin vao sira & ngu. OF ing vt dir liju age
tinh 43 cha thdy si b tiét empaglifiozin trong sira. Khéng thil logl trir nguy oo eha tré sor
gint tré nhé. Empaglifiozin khng ndn dusgre sir dyng trong thii gian cho con ba.

ANH HUPONG CUA THUOC LEN KHA NANG LAILXE, VAN HANH MAY MOC:
Phidng ngira ha duémg huydt xdy ra khi 14 xe va van hanh méy méc, @8 bidt khi st dung
ampaglifiozin két hop v sulphomylure v hode insulin.

TIFONG TAC, TUROMNG KY COATHUOC:

Twong tac dugre Iy hpe:

Thirde g tider

Empagiifiozin cé thi km tng tae dung o tidu cia thude bei bl thiazid va el ibu.qual
nén céihé [Am tEng nguy o mit nude va ha huydt ap.

Chili trét insulin v fnsulin !

Insulin va céc chét fiét insulin, nhu sulphonylure, cb thit 1am Eng nguy cor ha duémg
huydt. Do g6, ot thé ding mét Bbu insulin hode mdt koai thuds Kich thich tiét insulin thdp
hom 84 gidim nguy cor ha durng huybt khi sir dung kit hop wdi empaglifiozin,

Tweng tac dwgre ding hee

Teic dyng cba cde thudc khde len empaghifazin

Gon dudng chuydn héa chinh ciia empaghflozin B glucuronid bt urdin 5-
dinhasnhoolucuronosvitransferase UGT1A3. UGT1AS, UGT1AD va UGTZBT.



https://vnras.com/drug/
QAT CATPIBT wi
mpagfiozin d chilt ndn

Empaghlazin 18 chdt ndn cia céc chél vl thu
OATP1B3, nhemg khéng phal 1 chédd ndin cla mﬂmﬁh. Ef
it P-glbvcoprolan (P-gp) v prolein khdng ung B vii (BCRP),

Tic dung rcﬁnﬁmmmu:ﬂnhmmﬂm i Jugr ighiie Gina. Nl réinh
ﬂuﬂtﬁm ghy cim dmg enzym UGT ding ihéd empaglificn do nguy oo

Mﬂmmdﬁﬂmmmwmwﬂqdﬁhdﬁhﬁ
turesy b rfaw cha thily (e chid P-gp Khong o Bl ik the dung Mm sing ndo dbi v

Dure: g hoo cia empagitasn khbog bl 4h Fudng KN 5T dung v mettereen,
g-upm.ﬂ . siinglpsin, linaghptn, warlarn, verapamd, ramipri, simvastasn,

Tibe dung cla smpagiifozin didwed cahe thude ke

Empagifiozin khéng dc chil, bdt hoot holic clm Ong cic ddng phin CYP450,
Empagliiozin khiing e chil UGT1A1, UGTIAJ, UGT1AB, UGT1AS hodc UGT2BT. Do
mmmmmmwmmmmMﬁmmmﬂ LMBT wiri
empagiificein va chilt nlinding dbng théd ciia chcenzym nay,

Ermpagiifiozin khéing dno ched Pogg & by 3y i, Empagiiozin duec ool 1 khing ob kha
rofing gty huromg e vl G ol chdila chdt ndn P
Emmmﬂmﬂmmﬂﬂm nkaF OATS, OATPIBY v
CATPIBA in wifro & ndng &) hﬁmwmmumm.mmmm
mmmﬂm&wtmm thiu iy B Kb Ehék

wEmpagifiozin khéng of bhe dyng 160 quan lim sdng win durgre §ong hoc clia matiomin,

mmﬂmw. sirTasiatin, warfasin, ramipol, digoxin,

TAC DUNG KHONG MONG MUGH COA THLOC:

Phdn Omg bilt ki tharimg aaedn nhlit 18 ha duimg byt khi ding phlll hep Wil
sulphenylune hae insulin

Thusing glip, ADR > 1/100

INdhn i g o Mo, willen &im hd- dm o, widm guy @y v niilim tning bé phdin sinh
s et Mo tribneg dudrng St ribu (b ghen vilim b thdin vl vibm nibu dag).

R aan Tid v iy mmm

(1o thiin], phit ban,

il

nghire lipoled P,

mﬂ?ﬂ*—.ﬂﬂﬁ-:% L
R e e el Tl e 2l 3
Rili loqun mch mies: sizy gliim thil tich
gi ?: :!‘mm G2 Akdu b tido s

%t nghblen: tang creatinin maal gidm 30 loc clu thin, 1ng hamatocril (Ing

crisasinin v gifim dé ko clu thiln Shudmg thadng qua vl il phyg sau khi ngimg thode,

' hamaioen ind vl gid ir] binh thuedmg sau 30ngdy sau ki nglmg dibu i),

1iﬁﬂﬂﬂ.-ﬂﬂ.ﬁ'i 11000
Fifi lagen chusydn hia vil dinh durdimg: nhiflen taan ceton do 08 thao dudmg (DIEA)

OUALIEU VA CACH XOPTRI:
o
| Lt dury rmmmm&mmzzmanm:mmm &
| mgartri ki airih vl rihidi it Bing ngir b i 100 mg (4 lin Il cao nhdt kiunebn sho
“hdng ngalry ) & bipnin mihdin 9 Bndo dundmg Bypa 2 khdng cheo thiry bdit oy 88 tinh ndo-
Khaling &b kinih g v it = B00 mg & ngud.

xirirl
Trurtmg b qui b, rebn bt s didbu tr phis hegp i i g e sdng e bijnh nboin,
Wi bosi el esmipaglifiazin bding thiden thoh mdu chara duge nghilin s,

THOMG TIH VE DUCRS LY, LAM SANG:

L

14 chilt ihc alng vin chisplin natr-glucose 2 (SGLTE). Empagificzin khing
cit chil viin chuyln glucose ihic vilo cic md ngoal bibn vl chon loc gla 5000
Lhn SOLTD e wii BGLT1, SOLTZ viin chuyds chinh hip thy gucoss trang nsdt. SGLT2 |
i i iy & thaen, vilen churpbn bl il th ghucose tir chu thdn wi hil fudn hodn,
i e i ghucass & i, Lirgrsg glicoss
minrg:

E-I-'I'I

b
K o chit churyde hda chinh ciis empaglifiazin, chilt chuydn hia da rihd L ba
filsy herp glucuarcnikd (2-, 3= vi -0 glucuronid), Ming 62 brong oo the cdia miichilt

hés it her 10% tng =8 nguyén I in
cia b

DmpAGAozn 18 pluauronid
UGTZ87. UGT1AS, UGT 140 ¥4 UGT 142
frar

quuian dbn hude. Gan
wridin 5

Sy L

Babeih nhén a1y thén nh, tnung binh bofc ning (eGFR dud 30 - dudd B0 mbphit', 73m’)
wit e nhadin sy thitn i Shiln gisdl doan cudd (ESRD), AUC cia empaglifiozin 20w
nilng thdn binkh thurdmg ting teomg tng khodng 18%. 20%, 66%

treng byt tuemg. 1

Cae Blinky nidin sury gan rihg, Iirih wi ndrg Beo phin logd Child-Pugh, AUC cla
empaglfczin bing tuong img X%, 4T b 5% v C__ turomg g leheoding 4%,
2% i 48%, 30 virl cic i tuomg o chi nding gan binh Shudmg,

Chding i

Mgurtn chii A of chi b khéi oo Hﬂﬂmm’.mhudﬁmmmmqﬂlm
wﬂ durgps v Tt e hern 13,5% s vl gud khdeg phai chii A o oiing chisd

(==}

Trib

Trenig 1 rghidn cinu & giai doan 1, G phiin ing dbrng s il g s e grian
8 durers & e 8 v Sharh i nide e 10080 <18 1l b &4 o durtmg byps 2 phil hop
wi g jphaden Cmg tiem Bl & nhimg rgurtsd Burdmg thiink,

B Biju an ioan tin lim sing

ifiozin trin lim sang) khing km thing by b
iy cyusln cabe e &lifieg Sin mach mada W ol jumdu ) edahach bach hugl
nﬂﬂﬁ.ﬂﬂ!ﬂﬁﬂﬁ'mﬂ:ﬂl Ty
ﬁ Py (30 eepagiriozin 14 0 mbn m sang, Cac khdiu il trong
““’““““%M‘“‘*m”“ﬁm“wﬁ lim g 85 srpepicady
o 8 irén Lhm 840y, C4 hai 'umﬁmﬁmwmwmww

on rgul,
Empagiioin Iam W Kt 0 & P el vl i b o 1000 mgfgingay,
mﬁﬁ%mﬁ&uﬂwmhmhww
ghy @ u thien & chuld dipc & mire 1000 mglkgingdy, nhung khing phal & mic
300 migegingdy, tunorg Oreg kheding 11 Hin rdng a0 sempagiiogin 4] da inkn lim sdng.
Cée khdi u rady phay thube v oha dyrs B4
s I thagin v cn g traa S

£
:

3
;
i

i

5%;

i
£
i
iz

irihé.
m-.g"fm s A Hink B vih sau khi sith & chut, \
cika chudd me & nding 48 glp khodng 4 in s vid ndng &4 empagiificn 1 da |
sarg. Ding empaghilazin dudmg taan thin wirl nling &9 empagitiozin W da
1im séng kiing cho thily tac dyung gidm cln ndng. S
khdng roining.
Trorg midt pghidn ciu Setinh irin chedt con, ding

odn &0, nhwy A Koy
Eﬂﬂ“ﬁm“" st l'“11]1 b b Fa i i sang oa sy

Pihiimg mawn&rm&mmmmmm.

DO V] DONG GOI NHE NHAT, GUY CACH BONG GOI: |
e 3 2 10 v |
Hidp 1 chal 30 vidn.

HAM DUNG COA THUOE:
05 g B b gy S it |

BIEU KIEN BAC QUAN, TIEU CHUAN CHAT LUGNG CUA THUGE; I
mmwwﬂmmm.wﬁmw mtC.
T chushn chbit ugng: T ;

TEM, BfACHI CURCT S0 SAN XUAT THUGS:

CONG TY CO PHAN DETIC PHAM 29

M, g €, KON Cie L, o 3, P Thask M L, 012, T 16 Chl ik
VT () RBEETHT |
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