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Rx Thude ké don

Glafo

Thude niy chi diing theo dom thufe.
Dé xa taim tay tré em,
Dyc ki hirgng din sirdyng trwoe khi ding,
THANH PHAN CONG THUC THUOC
- Thanh phan duge chat: Dapaglifiozin 3 mg: 10 g (durdi dong dapaglifiozin propandiol
oo ydie).
Thanh phin t4 diege: Cellulose vi tinh thé, liciose khan, crospovidon, silic dioxyd keo khan,
magnesi stearal, PVA, PEG 6000, tale, titan dioxyd, oxyd sat vang,
DANG BAOCHE
- Viln nén hao phim.
- Mota
GLAFOGIN5: Vignnén tdn, bao phum mau vang, haimat 161,
GLAFOGIN 10: Viénnén hinh oval, bao phim mau ving, hai mat 16,
CHIDINH
i thido dudsmg tuyp 2
- GLAFOGIN duge chi dinh nh|rmot liéuphdp hé sung trong didu trj ddi thao duemg tuyp 2 chua
dirge kiém sodt ddy du voi ché d3 an udng vl luyén tdp & ngudn lon:
Brem tr ligu Khimetformin diroe cho 3 khong thich hop do khéng dung nap.
Phot hop ven cde thude khic trong diéu tn d4i thiao duong tuyp 2.
Suy tim -
GLAFOGIN duge chi dinh o ngwdi trudmg thinh wong diew b suy tim man tinh b tigu chimg
voi giam phan suat [ong miu,
Binh thinman tinh
- GLAFOGIN duwe chi dinh o nguei trudmg thinh trong diéu tri bénh thin man tinh,
LIEU DUNG, CACHDUNG
Lieu dimg
.i']m'r.ﬁéu diong tuyp 2
- Lidukhuy encﬁomad.lpubllﬁonn lal0mgx ] Iam’lli,é)
Khi phisi hop dapaglifiozin vei msulin hofic thuoc lam tang tigt insulin {nhu sulphonylure). nén
xem xét giam lidu cua insulin hode thuoe lam tang 1ét insulin nhim gidm nguy co ha diring
huyet,
s‘m'um
- Lidukhuyén cdo 1 10 mg dapaglifiozin x | Hn/ngiy.
Trong nLlnLn ciru DAPA-HF, dapagliflozin duoc sirdung cng veri cic licu phidp didutn suy tim
khic.,
H{:rrh thiin mn tink
- Liéukhuvén edola 10 mg dapaglifiozin x | lan/ngiy.
Trong nghién cuu DAPA-CKD, dapaglifiozin duge sir dung cing von che ligu phip dieu tri bénh
thin man tinh khic.
Cide dii teomg die igt
'«'rg,grﬁmu
Khong edin diéu chinh liéu dun trén clhire ndng thin.
Khing nén ban ddu diu 1 vii GLAFOGIN o nhimg benh nhin €6 & loc cau thin uoe tinh
{eGFR) = 13 mL/phat/1,73 m’,
O nhimg bénh nl;an dai thao duimg. hwu qua ha duwémy huyét ein dapaglifiozin gidm khi eGFR
<45 mi/phit/], 73 m" vacd the bidn |m| & nhimg bénh nhin suy thin ning. Do dé néu eGFR =
45 ml/phat/1,73 m2 nén xem xét diéu i bo sung ha dwong huyét cho bénh nhin dii thio
i,
Suygan
Khong cin |Ii|.'u chinh lidu & bénh nhan suy gan nhe vA trung binh, O nhimg bénh nhin suy gan
nang., nénbat diu véi licu $ mg. Néudungnopidt, edthéting lidu dién 10 g It ea chi dinl,
Neredt can mnr (263 H|ru.|’_.J
- Khéng ean it chinh liéu dua trén di the.
Béndalif
Tinh an todn va hidu qua cia GLAFOGIN 6 tré e tie 0 dén duod 18 tudi elura duge thién 1ip.
Khéng oé san dirligu.
Cieh dimg
- Uingnguyénv |t.mu‘1nua Ty e,
- GLAFOGIN ¢ thé udng | 1in/nghy 191 bit ky thés didm nio trong ngdy v eimg hodic khing
elmg vii thire fin
- Néumgt 1 quén ding thude, by ubng ngay khi nhéra néu thai gian ding lieu tiep thieo cdch
12 gior hofie hom, Trong triromg lu.rp it hom 12 gia, hily bo qua Tidu dA quén vi ding lidu ké tidp
vie thoi diem nhu kehoach, !\huul. uong liéu gap 46 8¢ by cha lidu dd quén,
- Khéngedyéu chu dac bidr v xd 1§ thude sau khi ding.
CHONG CHIBINI
- Bénhnhiinmén eam voi duge chit hofie va bat ky thinh phan nao cua tuee.
CANHBAOVAT ll.‘_\N TRONG KL DUNGTHUOC
Suy thiin
Kinh nghigm con han ché trong vide bt dhu didu 1 voi dopaglificein & r|hu|11_ beénh nhin o
eGFR < 23 mL/phit/],73 m’ va khing ed kinh nghiém rong vige bit diu dicu tri o nhimg bénh
nhin ed cd eGFR < 15 mL/phat].73 m', Do 85, khing khuyén céo bit diu dieu th van
dapaglifiozin o nhimg bénhnhined eGFR < | S mL/phit/ 173 m’.
Hidu qua ha dudmg huyét enn dapaglifiozi phu thude vio chie nang han vi suy gidm o nhimg
Bénhnbidn e eGFR <43 mL/phin/1,73 m’, hidu qua cd the bien mat o nhimg bénh ihin suy than
nghiém trong.,
-4 nhimg hénh nhin suy thin mie da trung binh (eGFR < 60 ml/phil/1.73 m iy le bnnh nlidin
dicu i vii dapagliflozin gdp tac dung Hlt‘ﬂb mong muei bao gom 1ang hoocmon tuyén efn
i (PTHIvA ha huyét ip cac hon so vl nliém dimg gia duee,
Suy gan
Kinhnghiém eon han chetrong cie nghién cuu lim sing trén bénhnhin suy gan, Sy phei nhidm
vin dapaglifiozin cd the thng o nhimg bo:nhu]mn suy ;.an nang,
Sirdung & bfnh nhiln ci nguy cosuy giam llmtlcll tuiin hodn v/ hoje hwyetdp
Do co ché tic ding. dapagliflozin 1am tang su bii tét nude tidu vi ed thé ddn dén tinh rang ha
huyét dp o mure 45 vua phid 3 duee quan sit thiy trong ede thir n‘giucm tim sing. Tinh trang
iy roring hon énhimg bénh nhin ed nong dé glucose rong médu 1t cao,
Cin thin trong mll\imt. Bénh nhiin ¢d nguy o hahuyét dp do d.ap.lgllflazm nhur bénh nhin dang
i e bénh ng huy étip oo tién st ha huyet dp hode nlhiimg n;.umm tudi,
Trong truong hop dp phai nhimg tinh trang oo thd Hun suy pidm thé tieh wudn hodn (nhy bénh
duromg tidu hia), edn theo 45 edn thin tinl irang 1l tich {nhu khim tong quat, do huyet dp, xé
nghiém bao gom ca dung tich Long caw va dign giai). Can ngumg sirdyng MNL.llﬂG?iﬂ tom thir
o nling bénh ahdn suy iim the tich tudn hofn eho dén khi bai hodn duee su thidu hut thé tich.
Nhitni toan ceton do dii thido duimg

Vién nén bao phim

+ o+

direre by e é nhimg binh nhin didu v thude e ehé SGLT2, bao gom ca dapagliflozin,
Trong mdt so truomy hop, su xudit hién cua tinh trang ndy 1 khang dien linh khi chi ¢d gid
dirimg huyet 1ang o mue virm phai, duc 14 mmol/L{250 mg/dL),

Niuy co inhiém toan ceton do dii thio dirdmg phii durge xem xén & nhinyg ruimg hop ed ede ridu
chirmg Lhﬁnp, dae hidu nhu budn niin, ndn, ehin in, dau hun;, khat niroe qui mue, khd 1hu'.
nbdm Kin, mét mai bil turimg hode buon ngu, Bénh nhin nén dugc dénh bl.é tinh iang fhidim
lunnéu—clorl do i thio diromg ngay 1ip tee néu xuit hidn ede tridu chimg trén bt ki mirc durimg
huyét

Cie traong hop hém pip cin DKA, hsn 28m ede tinh irang de doa tinh mgng hodie 1o vong i -

~ () phirag bénh nhin ngin ngo hojie chén dodn of DEA, nén nginy st dyng dapaglificem npay

laptire.

Nén nguny diéu try-.@ nhirng bénh nhin phal nhap vién l.'ho cic cufe phau thudt lon hodae cac

bénh cnp tinh npghiém tremg. Nhimg bénh nhin néy ciing cén duroc kigm sodt legnig ceten, Do

miing 4 ceton trang b dwac wu |idn hom so v ol rong nuic Giéu, Vide didur vei dn'paa_l iflazin

6 the bt dau lai mat klxi gid trj ceton tré v bmhﬂlmmh wittinh trang caa bénh nlidin 43 6n dinh.

Trudekhi bit d2u ding dapagliflozin, nén xem %et cie y 2w 10 tiomg lien st bénkh nhin ¢d the din

dénnhifm toan ceton. 2

- Bénh nhin cd nguy eocan mic phii DKA hao gd!}m nhimg hénhnhin e dyr trir chire néng té bio
beta I'h:‘m {nhus bénh nihin ddi thée duimge telp 2 ed C - peptid thap hofie dii thie duimg mién
tiém an & ngirén Jom lLADAJ hmc ohimg bénlt nhin c6 tién st vidm tuy), bénh abiin gdp pha
tink rang dan dén visc han ché an hodc m.al nuoee nghlm Lmn;_. bénh nhan giam liey insulio
hafic h;nh nhdn 1ing lidu insulin theo yéu ciu do bénh Iy cép tinh, phiu thuadt hode lan dung
rizona, Céin théin trgnis khi chiing SGLTZ rmhimg bénh nhin nisy.

- Khing nén bdt diu lai viri thube wc ché SGLT2 o nhimg bénh nhiin 43 trai qua DKA trong ki

diéu tri v thude (e chie SGLT2 1nir khi yéu 16 thise ddy o rng kide 43 duge xic dmb va gial

Uy (.I

Tromg cic nghién eiu diduw trj dii théo diromg tugp | vér dapaglifiozin, DEA dirge bio eio v

tan s (huong g3p, Khang nén sir dung dapaghflezin dé digw tn o bénh nhin dai thio duwang

tuyp .

Vidm md hogi oirviing ddy cllgu (loomi thar Fournier)

B3 cb bdo cio sau o hanh ve cie triimg hop viém md heal twr ving 38y :iuu (hogi the

Fournier) & cdc bénh nhin naum v nir s dimg thude ire ché SGLT? Di\' Ia bitn ¢ !\Iv.'m wap

nhlmb nghidm trong va e 1hé de doa tinh imang 481 hied phai can thidn phiu tit Khn ¢ip vi

didu tr bang khdng sinh.

- Bénh nhiin nén tim kiem sutrg gidp v (2 néu trai qua s ket hop che triéu chung dag, & khi sian,
phit bqn sung o b phau sinh due hofc tang sinh mén kém v sot va khé chiu. Can nhan thire
ring nh' em -.huam nigu - sinh dige hojic fip xe quanh hiia man cd thé s ay ra trinée khi vidm mAhogi
tir xudt hidn, Néu nighi ngér hoai thie Fournier, nén ngumg d.IF\lL_]IﬂL‘ZIH vai didu wm kap thid (bao
gam cakhdng sinh v ‘lplwu thudt ¢t boc md boait).

Nhi#m khudn Lllrrrngl[ehncu

: b i glucose gua pude ticu b the lién quan den su giating nguy mrlllmn khuan dwany
tiet nleu Can tam thin ngng ding dapaglificxinkhi dicu tn viéin thin va nhicm khwdn buyér do
nhiém khuan duang tiet nigu.

Nguwiri can tuii =65 tudi)

- Beénh nhin cao tudi ¢é the gip nuuy co suy gidm thé 1ich nn hodn chiéa hom v 06 khi nfing
dang diroe dicu tr i che Ihum_ 1 fidu cao hom.

- Bénh nhiin cao tudi e nhidu kha ning by suy giam chire ning thin va/ hodc dang duge didu i

bing cic thude ha huyét dp oo the lam thay d40i chue ning than nhur thufe te che men chuyén

angiotensin (ACE-1) va thude chen thy thé angiotensin 11 leai 1| ARB). Cic khuyén nghi trong
tw chochire nfing thin o' bénhnhin cac tudi nhe véi 15t chede binhnhin khic.

Suy tim

Kinh nghiém com han ché vai dapagliflozin hénhnhan suy ting dd TV thee NYHA.

Bénlh thin man tinh

Khng eé kinh nghiém voi dapaglifiozin rong digu try bénh thin man 1inh o nhimg bénh nhin

khiing bi dii thio dirg khiing eé albumin niga,

- Dapaglifiozin chiea dirge nghién vy trong didu 10 bénh thin man tinh & nhimg bénk nhin cb
bénh thin da nang. nhimg dot hilng phit viém cau thin (viém thiin hupus hode vigm mach liga
quan ANCA), dang sir dung hodic o sir dung gan diy Tidu phip ;..1.} doc 1@ bap. (e che midn dich
hoje diéubdamizndich khde, hoac o bénh nhin dirai qua ghép ndi tang,

Ciiteyt ehidwii

- B3 quan sAt thay su gia thng cde lrurml: 11rrp et eyt ehi dual {chil yéu & ngén d].m] trong <ac

nghién e Hm sing dai hgn dang Jidn ra vad e chidt ve ol SGLT khie. Khing biet ligu dicu

111) ef tow thinh e dong cia ca mdt nham hay khoog, Biéu quan trong 13 can e v in cho bénh

nhincich chiun sdc b‘mch andé phangngia dinh ky.

Xit nghigm niric titu

Do co ché tic dong, benh nhidn su dyng dapaglifiozin & dromg tinh khi x& nghiém glocose

Tresg mroe tieu,

Lactose A ]

« Thuic chira th duoc laciose, De do, bénh nhin cé che vim A& di truyén hidm gip vé vige kKhdng
dung nag galactose, hiéu lactase Lapp hode kém hip thu glucose - pulactose khing nén ding
thuee nfiy

ST DUNG THUOC CHOPHU NTCO THAIVA CHO CONBU

Sirtyng thuse cho pha nie ol tha

- Khang ed dit lidu vé vide sir dung dapaglifloan o phy i eé thai. Cae nglhién cuu rén chuot da
chothy A (b dii vdi su phat tien oo Uiin troni gis doan eote ung ved ba thang giira v ba
thimg cudi 1hai ky. Vi vay khong klwyén clo air dung dapaglifierin trong suét bathing gilta i
batlidng cudi thai ky.

- Kohi phat hidn b thai, nén ngimg didu e vér dapagliioiin,

Sudyng thude cho phu ni cho con bi
Khing bict liw dapaglifiozin vi chdt chuyén hia o8 dirae bai tidt qua sim a ngudi bay Khiomg.
C e dit 11w derse e oo/ die tinh hne trén ding vit cho thdy sir b fiéh e dapaglifiozin vi cie
chilt ehuyén héa qua siia ofing niug e dong duee 1 rung gian 1én cae thd con dinoe nudi bing
siramie. Khing the loai iriz nguy co doi ven tre sesinb v trenhi nhi, Dapaglifiozin khéng nén s
dung kb dang nud con bang same.

ANH HUONG CUATHUOC LEN KHANANG

- Dapaghflozin khing oo hode ¢6 anh huang khing
mic. Bénh nhin nén duoe canh bio vé npysf
dapaglifiozin véi mdt sulphenylure bofe insul

TUONG TAC, TUONG KY CUATHUGC

Turung tie cua thnes
Treunp e derare fiee hoe

il

;

Dapaglilozin co theé pia ling tic dong lei tiew
wia iing nguy oo mat ouoc v hu, ctip.
dgnelin vii Cae rJ.pundmn.w'em.meLw
Insuliny "Ac:k thude lam ting1idt insulin nhie sulphuby
cdn mat Hiéu thip hom insulin v ede thude 1Am Ung Gé
o nhimg bénh nhin & e dweng luyp 2 khi ddng chung von dIpap
Teram e thrpe Sing lqu.

- Dapagliflozin duoc chuyén haa <hi véu nhi sie lidn hop v m?@ﬁ@lﬁﬁdﬁm ﬂé

p,!ucumn..s:-ltms!‘msc |AG(UGTIAD).

- Trong edc neghién cuu in vitro, dapaglifiozin kiwing e ¢ &g W@# %m
CYFP2A6, CYP2BS, CYPICS, CYPCS, CYFICI9, CYP2 L ¢
ang CYPIAZ, CYP2B0 hode UY PIAS. Vivay, dapaglifozin duee dy dodn khing lim thay dm
doI.'h:l:nhll:;tcu'\:arlhnncduny:hnngmmcchmmM1qua||hﬂ'm_cr..r>mnh;

s
= Uiy glu&‘!‘l o lur.mu, tée dugt tign hiah wén e B neomyg khoe manh vai thide ké chu yéu sie
dung liew don d3 che iy disge dong hoo cda dapagliflesin Khiing by thay Abi bird 1netfommin,
pioglitazan, sitagliptin, glimepind, voplibose, hydrochlorethinud, bumeianid, valsartar, hoac
simvastatin.
Sau khi dimg chung dapaglifiozin vei fifampicin (mdt chit cém (mg nhiéu chit vin chuy Enifch
et va enyim ehunén héa thude khie nhau), 43 quan sat thiy AUC ciadapaglifiozin pem 22%,
vihirng khdng: ¢8 tie djng e8 § nghfa 1 sing I&n sar bidi tiét cun glecose qua nwog i trong 24
gitn Vivay ‘mlll""k“lu}‘ul cin didu chinh ligu, Kt qua wong e duos mong dod khi dimg chung
dapagliflozin v cic chat cam ang kbic (o earbamazepin, phemyiain, phemburlmnl ¥
- Saukhi suduﬂ!_doﬂg thisi dapagliflerin ven acid mefenmmie (m{t chil ire ché UGT I AR), 43 ghi
nhin s phaoi nhifm mém thinvai ILM‘““IWII I.'lm, . ullunh khiing cf tac Llonu <0 ¥y nghia
lun shng |£n sir b 1€ cin glucose Gua nudt ieu trong 24 gl Viviy khang khiyén clo didu
<hinth lieu.

i

¢
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- Trong cae nghin cin trong tie duoc tién himh trén cie doi tiromy khoe manh voi thidt ké chi
yéu sir dung liéu dom. dapaglifiozin khony lim thay ddi ducc dong hoc cua metformin,
pioglitazon. sitagliptin, zlimepirid. hydroclorothiazid, bumetanid, valsartan, digoxin {chail nén
P-gp) hodie warfarin (S-warfarin, chat nén CYP2C9), hode tic dung chong dong miu cia
wilarm duge do bing INRE. Phoi hop licu don dapaglifiozin 20 myg va simvastatin (chil
CYP3IA4) L ting 19% AUC cua simvastatin v 31% AUC cia acid simvastatin. Su gia ting
phari nhidin v simyastatin v acid simvastatin khong dirge xem 1 ¢6 lign quan dén 1 sing,
Anlyhinmg ién dinh ftemg phin tie ] S-anhvdroghicitel (L, 3-AG)

Theo doi duang huyér hang xét nghidm 1.5~ AG khéng duoc khuyén cdo viphép do 1,3 AG

Khong dang tm ¢y trong danh gid duimg huyét o nhimg bénh nhin s dung thude uc ché

SGLT2. Nén s dung cfc phiong phap khéc dé theo ddi kidm soat duimg huvér,

Beénhowhi

- Chenghign et twong the chi duge thre hién trén nguoi truong thinh,

Twong ky ciathube i ) _
Do klidng cd cic nghién ciu ve tinh huong ky cua thude, khdng win Bn thude niy v cic thude
khac,

TAC DUNG KHONG MONG MUON CUATHUOC

Tdm et div licu an toan

i thdo dicdng tregip 2 ]

Hem 15.000 bénh nhin di duge diéu trj véi dapaglifiozin trong nghién cuu lam sing bénh dii

thie dudmg tuyp 2. Cac danh gid chi yéu vé tinh an todn v kha ning dung nap dugc thue hign

trong phin tich gdp dinh e o 13 nehién cir déi chimg ia duge ngan han, vai 2.360 bénh
nhin diéu tri bang dapagliflozin 10 mg vi 2.295 bénh nhiin didu tr bing gia duge.

Trong nghién cir vé tic dong 1én tim mach cia dapaglifiozin. 8.574 bénh nhin sir dung

dapaglifiozin 10 mg va 8.569 bénh nhin sir dung gia dupc trong mot thi gian tung bink 148

thing, Tong edng ¢6 30,623 bénh nhin di si dung dapaglifiozin,

Ciie phan tmg bt loi duge bio co thuemg xuyén nhat thong qua cie thi nghiém lim sing 14

nhidm khuin b phan sinh dyc.

Suyitim

Trong nghign cuu hé qua caa dapagliflozin trén tim mach & nhimg bénh nhdn suy timvai giam

phin sudt tong mau (DAPA-HF). 2.368 bénh nhin duce diéu tn voi dapaglifiozin 10 me va

2.368 bénh nhin di¢u trj voi gia duoe trong thii gian trung binh 18 (hing. Miu bénh nhin bao

gom cie bénh nhin dii thio dutmg tuyp 2, bénh nhin khéng nic dai thao duong vi binh nhin

vaieGFR =30 mLiphiv/'1,73m’.

Ho s an todn tong thé coa dapaglifiozin o nhimg bénh nhdn suy tim phi hop vai ho so an todn

dibiétciadapaglifiozin.

Béuth thin man tink

Trang nghién cuu tie dong trén thin ¢a dapagliflozin o nhimg bénh nhin co bénh (hin man tinh

(DAPA-CKD), 2149 bénh nhén duoe digu i vai dapaglifiozin 10 mg vi 2.149 bénh nhan ding

gia duoc trong thin gian phoi nhiém trung binh 27 thang, D&i twong bénh nhin bao gom bénh

nhin dai thio dudng tuyp 2 via khong by dii thio diimg, 6 eGFR = 25 dén < 75 mL/phi/1,73

', Vide diéu tn duoc ép tue néueGFR giain vé mire dudi 25 mL/phin 73 n’,

Hé soan todn !:'\ng_lhf: cua dapaglifiozin ¢ nhimg bénh nhin 6 béuh thin man tinh phil hop v&i

hi soran todn di bigt cia dapaglifiozin,

Ciic phan dmg bitlgi

"

- Ciie phan ung bat loi sau diy duoe xdc dmh trong cae nghién euu i sing ddi chimg gia duge
vil gifim siit sau fru hinh. Khéng phan imgz nio duce nhin thiy e6 lién quan dén lidu, Cie phin

g it I liét ké dudi diy durge phiin loai theo hé théng co quan vi tin suit gap phai.

- Céc phan ang bt loi dugo phin nhém theo tin sudt: RAtthrimg gip (ADR > |/10), thuimg gap
(/100 <ADR < 1/10). it ghp (/1000 <ADR =1/100), hiém LA/ 1O000 < ADR< 1/1000), rit
hicm gip (ADR < 1/10000) va khéng ro tin suit (khéng woe tinh duee i dit liéu sin cd),

Nhicm trivmg va ky sink erivng ; E ; _
+ Thudnyg pip: viém dm hy - & dao, viém quy diu, nhidm khudn diimyg sinh duc, nhidm khudn
duomg it nigu.

+itgap: nhidm nim.

+ Khdng rd i sudt: vicm me heai tir ving dy ¢hiu (hoai thirs Fournier).

Rﬁflhwn dinh diedng v chipen et

+ Ridtthuiri ep: ha dhetmg huyét (khi dimg vii SU hode insulin),

+ It ghp: gidm thé tich tedn hosn, khdt mrde.,

+ Hiem gap: nhiém oan ceton do dai thie dutmy (khi sirdung trong dii thio duimg uyp2).
Rist togtas it thiim Kinhe

+ Thirimg wap: chéng mat.

Rili logn dicivng tfdu hia

11 gl tho bon, khi midng,

Rai foan da vir i ot due

* Thudmg gip: phat ban,

+ Rt hiém gap: phiinach.

Ritloan co xveang v ma lign kit

+Thubmg gip: dau leng,

Roi loan i vi hi it nigu

¢ Thuomg gap: tigu kho, tidu nhigu,

<t pap: ticu ddin.

Réliloan hé sinh sin v tuyén vii

+ 1t pfp: ngim dmba - im dao, nigira dudmg sinh duc.

Nét nghifm ; .

¢ Thuremg gapy: (g dung tich héng cdu, giim 48 thanh thii ceeatinin tai thin khi bat diu didu .
il Joan Hpidmau M= F

+ Hidm gip: tang creatinin trong miu khibat diu dicu tn, ting ure huyéy, giim cin,

QUA LIEUVA CACH XU TRI
Quilidn :
Dapagliflozin khang cho thiy bt ky dée il nio trén cie doi wong kloe manh khi uéng lid
dtom 1én dén SO0 myg (2dp 50 Ein so vai lidu 137 dn duec Khuvén cho o nguoi), D3 phat hién (hdy
elucose trang niede tidu & nhimyg 451 trang niy trong mét khoang thed gian lién quan dén lidu (it
bt s gy doived ligu 300 mg) voi khiong co phi nlidn vé mét mede, ha huvét ip hoie mat can
biing dién il va khong ¢o tac dong <6 3 nghia ln sing lén khodng QTe, Ty 1& cia ha dueng
huy 1 T neomy duemg vl gid due. Trong ede nghién cuu lim sing su dung lidu 100 mg x |
Fin/ngay (gdp 10 En Tiéu 151 dn duge Khuyén cdo & ngusi) trong 2 tuin trén cac doi tugng, khoe
mank va da thao duimg wgp 2, 1y 13 b duimg huyét eao hon mét chat so vai ahom dang gia
dure vikhéng lién guan dén ligw. T3 1¢ eua nhimg phin img bt loi hao gdm < it o hode
ha huyét dp 1 tiong dong vai gia duoe, khang o6 thay dot nio lidn quan dén lidu ¢ ¢ nghia
lim sing trong ede thing 56 x{rnghiém bao gom ca cde chit dién widi rong huyét tanh vi diu
in sinh hoe cia chire nfing thin.

Cich xu i y
Trong cac tnrimg hop qua fiew, nén bt déu bing dibu e ha o thich hop tly theo tinh trang Lam
singeda bénh nhiin. Vice loai bo dapagliflozin bing loe mau chur duge nehion e,

PACTINHDUQC LUC HOC

Nhém dwge 1¥: Thude ding trong didu tri ddi thio duong, chit tre ché kénh ddng vn chuvén natei
- glucose 2 (SGLT2).

MIATC: AIORKOL

Cm:héniulun;;' : .

- Dapaghilozin 13 mét chit ire ché et manh (Ki: 0,55 aM). chon loe Vit thudn nghieh SGLT2.
SGLT2. Su e che SGLT2 piy ra bini dapaglifiozin lim giim s t4i hip thu glucose ta dich loc
il thin o dng luon pan. ddng tho an pidm su i hép thu nate din dén suthad e alucose qua
e tidu vi biti nidu thim thau, Do d6 dapaglifiozin Lim ting sie vin chuyén natri dén dng lirgn
xit, digu duge cho [ lam tng phan hai cdu thin - dng thin va lun giam &p lue trong ticu ciu
than, Breu ndy cing voi bai niéw thim thiu lm pim gui i the tich, gidm huyét dp, giam tién
1 vt hiu i, e6 the ¢d the dung ¢6 loi cho i cau trikc eor tim, Ce te déng khie bao gém tng
hematoerit vi i ein. Li ich edn dopagliflozin én tim mach va thin khdng chi phu thude va
1a¢ dong mam duimg huyét vi khing gio hon & nhimg bénh nhin ddi thdo dumng nhu ¢ duoc
chimg minh trong nghidn ¢iu DAPA-HF va DAPA-CKD,

- Dapagliflozin cai thidn ndng dé plucose trong huyél tuong ca i d6i v sau in bing eieh giim

swtfi hip tha glucose o than din den su bai 18t glucose qua nuoe lidu. Sir bi fié slucose {tie
dung 1ang glucose nidu) duoc quan sir thiy sau khi diing I dau tign, tigp tue rong khoing 24
ity diimg thude va duy iri trong suol thoi gian diéu . Liong glucese duge logi bo gqua thin
thing qua ca ché trén phy thude vao ndng dd glucose huyét vi GER. Do dé o nhimg i g
viri mire dirimg huyét bish thuimg, dapagliflozin it ¢6 xu haeng gdy ra ha duimg huyet, do
lromg glucose il loe nh vit 6 thé duoe i hap the bai cic chdt vin chuyén SGLT1 va SGLT2
khdog by chan. Dapagliflozin khong anh hiomg (48n su sin xuit glucose ndi sinh bink thuong ¢
dip ung lai tinh trang b duimg huyst. Hoat ddng cia dapaglifiozn khSng pha thude vio s bai
i1 insulin va hoat dong ¢ i insulin, D3 ghi nhin sy cai thign trong md hinh danh zifchirce nang
1 bito beta bing himg dinh ndi indi trong cae nghién el lim sang vari dapaglifiozin. %
SGLI2 cho thiy s chon foc & thin. Dapaglifiozin khéng ire che cic kénh vin chuyén glucose
quan freng cho s vin chuyén glucose via cae ma ngoai bidn va chon loc trén SGLT2 gap hon
1400 [anse v SGLTT -kénhvinchuyén chinh d nudt chiu trdch nhidim cho sichiptho glicese.
DACTINH DUGC DONG HQC
Hap thu : . !
Dapagliflozin duoc hap thu alanh va it qua duimg udng. Nang 43181 da trong huyét uong cia
dapaglitiozin (C,..) luén dat duoe rong 2 gio sau khi udng lee déi, Gid 1ri inmg birh cua C__ va
AUC ein dapaglifiozin 6 trang thii On dinh sau khi ubng liéw 10mg x 1 n'egdy Yn heot 1 158
ngiml vi 628 ng'ml. Sinh kha dung duwime wéng tuyét d8i cia dapaglifiozin sau khi g i
liéu 10mg 1 78%. Udng dapaglifiozin véi him an gifu chit béo Fun giam C,, dén 30% va kéo
dai T, xipxa 1 2io, nhung kKhong lim thay d5i AUC khi so sl voi udng e doi. Cac thay dii
nay khong dusac vem ki co f nghfa [im sing. Vivay, ¢ thé udng dapagliflozin cimg hoge Klibng
cling vor this an,
Phiin bi P i -
Dapagliflozin g2n két v protein khoang 91%. Sur gin kétvéi protein khang bi thay dbi o cic
Linh trang bénh khac nhau (nhw suy gan hode suy hdn), Thé tich phin bé trung binh & trang thii
Sndinhcia dapaglifiozin bl 118 L,
Chuyén hdasinh lige )
Dapaghfiozin duge chuyén hoa ring rii, chi yéu tao 2 dapagliffozm 3-O-ghucuronid, i chit
chuyen hia khény host tinh. Dapaglifiozin 3-O-glucwronid vi cac chit chuyén hia khic khing
of tie dong lun giam duing havér. Dapazliflozin 3-O-glucuronid duwe (a0 thanh thong qua
UGTIAS, motenzym hign dién trong thin va gan. Chuy én héa thang qua trung gian CY P licon
chrimyg thanh thai this yéu o nguin.
Thii trir .
Thiri gian bdn that (T,.) trang bink rrong byt frromp eda dapaglifiozin 3 12,9 gio sau hiuding
mt ligw don dapaghifiozm 10 my irén ciic ddi heong khoe manh. B3 thanh thai tan phin trang
hinh cia dapaglifiozin theo dudug tigin tinh mach [2 207 ml-'phét. Dapaglifiozin vil cic chit
chiuyén hiba chil yéu duge ¢o thai quanwac ticu vor ithom 2% dapaglifiozin  dang Kone 4ai,
Saru khi utng mdt liédu [14C)-dapaglifiozin 50 mg, 6% liew dues tim thiy von 75% troug msde
ticy va 2 1% rong phin. Khoang |5% liu thude diroc déo thai qua phiin ¢ dang Kidng dai.
Tuyeéntink
Surphot nhidm vai dapaglifiozin ting ty 1€ v su tang lidu cua dapaglifiozin trong khodng béu
0,1 = 500 mg va duoc dong hoo khdng thay dbi theo théi gian khi dimg licu lap lai hing ngiy
trong 24 tuan.
Duye djng hge trin cie 08 trgng die bigt
Supilign
= Otrang thii on dinh (20 my dapagliflozin x 1 Bn/npiy wone 7 ngdy), i d3i trong i thio
duimg tu¥p 2 suy thin nhe, trung binh va ndng (duoc xée dinh thang qua & thanh thai ichexol
trang huvet twong) c6 sy phoi nhidm trung binh tan thin vai dapagliflozin cao hem 1an heot
3206, 60% v BT% so véri ce doi nrong déi thio duomy fuvp 2 o6 chire ning thin binh thzimg.
Su bai tiét glucase & thin trong 24 gio & trang thii dn dinh phu thude nhicu vio ehire nfng thin
viieo Bn hrot 85,52, 18, 1 g glucose’ ngay duge dio thai @ cde binh nbin dii thio dudmg tuyp 2
o6 chire ning than binh thicomg, suy thin nhe. trung binh v nfing, Anh hwémg cia sie loc méu
dipaglifiprin khang duoc nghién ciu, Anh huong cia vide suy iam chire ning thin &6 voi sy
phot nhilm todn thin duge dénh i tvén m hinh dusge &ng foe quin thé. Phihop véi kit qua
truse di, AUC dizoe dhr dodn trén md hinh cac hon o bénh nhian co bénh thin 1hin man tinh khi
30 sinh voi bénh nlin co chae ning thin hinh thibmg vA khic biet khéng c6 § nghia paia binh
nhined bénh thinman tink kem daithaodismg uyp 2 i khéing co dii thio duimg,
Keey ey
O ede dbi 1o suy gan nhie vA trung binh (Chlid-Pugh A v B), sid s AUC v € trung binh
cao Do lan Tueot 12% v 36% so vl ede doi tirong khoemanh, Nhing khae bigt ndy khang disre
Xty [3 c6 v nghia Vi sang. O uhimg d3i nzomg suy gan méng (Chald-Pagh ©), gid in AUC vi
C._., trung binh cua dapaglifiozin 1in hegt can hom $0% vA 67% 50 voi nhém d5i chimg Khoe
manh,
Ngarivd lebee i (2 63 i)
Khéng cd s gin ting o6 ¥ nghia o siang 401 vari su phot nliém thes d8 wii o ahing doi
fusgug len den 70 tudi. Tuy nhién o6 the 6 su gia ting phoi nhidm do si suy siom chire nang thin
lin quan den wdi e, Khang o6 di dir lide d8 dua r2 ket luin Tén quan dén su phoi shiém o
béth uhan > 70 tudi,
Hvehe aalei
Duoe déng hoe trén din 56 1ré e ¢ duoe nghién cin,
Givki vl
Ciia try AUC trunge binh ela dupaplifiozin ¢ ni gidi duee uge tinh cao hon khodng 22% so vivi
i gioi.
Chtbng rie
Khng cé khic bidt lim sng trén sir phoi nhidm todn thin gita cic ching tée da teing. da min
hoge ehiu A
Cdmrgug
= Su phai nbiem voi dapagliflozin duroe ghi nhin gidm ki cin nang ting. Do 36, su phoi nhidin
o0 phin no ting ¢ benhinhin nhe cin va gism & bénh nhinnangcdn, Tuy nhidn nhinig khac higt
néry khing duore xem 1 ¢ v nghia lam sing,
QUY CACH RONG GOL
HapO3/05/ 10vix 10 vidn nén bao phim, VihimAl-AL
BADQUAN
Memikha, i 30°C. Tranh dnh sing,
HAN DUNG
36 thang (ke 1 ngdy san xwit),

TIEUCHUAN CHAT LUGNG

Tiduchuinco sa.
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