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HUONG DAN SU DUNG THUOC
R e nity chi ding theo dom thulic

FRANXIGA

“Thuéic ndy chi dimg theo dem thude
B xa tam tay tré em
Doe ki hnedmg dén sik dung tride khi dimg
Thing bido cho bde sTnhitng kic dyng khing mong muon gdp phil khi sic dung thuoe. "
1. Thimh phin céng thire thude:
M&i vién nén bao phim FRANXIGA chira:

Thanh phiin hogt chit:
(Tuomg mg véi Dapaglifiozin propanediol monohydrat i, 12,3 mg)
Thénh phiin ti duge:

Cellulose vi tinh thé 102, Lactose monohydrat (Flowlac 100), Crospovidon, Colloidal
silicon dioxide, Magnesi stearat, HPMC 606, PEG 6000, Maltodextrin, Titan dioxyd, Tale,
Oy sit vng,

2. Dang bio ché:

Dang bao ché: Vién nén hao phim

M ta: Vién nén hinh tron, bao phim miu vang, hai miit nhiin, cgnh v thinh vién Linh Fn,
3. Chi dinh:

* Pdi thio dwomg tip 2

FRANXIGA duge chi dinh nhu I ligu phip bd sung vio ché 40 &n kigng vi thp thé dyc dé
didu trj cho bénh nhén trirdmg thinh bj dai thio duimg typ 2 khong kifm sodt 16t dudmg
huyét trong:

+ Do 1 lidu & bénh nhin khéng thich hop sir dyng metformin do khing dung nap,

+ Phéi hop vai ede thude khic dd diéu tr dai thio dwdng t¥p 2.

FRANXIGA duge chi dijnh dé 1am gidm nguy co nhiip vién do suy tim & hénh nhin trudng
thénh bj déi théo domg t9p 2 v hoge c6 tidn sit bnh 1y tim mach hofic nhidu yéu t nguy
cor tim mach.

* Suy tim

FRANXIGA duge chi dinh dé lam giim nguy co tir vong tim mach vi nhip vién do suy
tim & bénh nhén tridmg thinh bj suy tim (phin logi NYHA 11-IV) véi phin sufit thng méu
glam

* Bénh thiin mgn tinh

FRANXIGA duge chi dinh dé lam gidm nguy cu suy gidm eGFR kéo dii, bénh thin giai
doan cudi, tr vong tim mgch v nhip vién do suy tim & bénh nhin trinimg thanh bj bénh
thiin man tnh ¢d nguy co tidn tridn.

Gidi han sir dung

FRANXIGA khong duge khuyén khich diéu trj bénh thin mgn tinh & bénh nhin cé bénh
théin da nang holic bénh nhin cin hofc ¢6 tién sir gin déy si dung cic thube fre ché micn
dich dé didu trj bénh 1y thiin, Thube dy kién s& khong o hi¢u qua trén nhom bgnh nhin
My,

4. Ciich dimg, liéu dimg:

Cich dimg: Ubng FRANXIGA 1 lin/ ngiy vio bat ki lic ndo trong ngay, trong hofie ngodi
bira &n. Nén ubng nguyén vién thubic.
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Lifu diing:

Trince khi khdi trj voi FRANXIGA:
Pénh gid chirc ning thin trrde khi khin trj voi FRANXIGA vi khi ¢6 chi dinh lim sing.
Dénh gid tinh trang khéi lugng dung dich v, néu cin thiét, diéu chinh tinh trang thiéu dich
trurdve khi diing FRANXIGA,

Xem bing | € bidt cac khuyén cio vé lidu ding dya trén d0 loc ciu thin ude tinh (¢GIR).
Béng 1. Lidu khuyén céo

eGFR (mL/phit/1,73 m?) Liéu khuyén cio
eGFR tir 45 ird [én | 10 mg dwomg ubng, 1 lin/ngiy.
¢GFR tir 23 dén dudi 45 Khong khuyén céo ding FRANXIGA

trong kiém soit duimg huyét & bénh nhin
trirdmg thanh bi ddi théo dwimg typ 2.

Pii viri tht ¢i cde chi dinh khic, 10 mg
dirimg ufing, 1 tin/ngiy.

eGFR dudi 25 Khiing khuyén céo khai tri, tuy nhién, binh
nhin b thé tifp e ding 10 mg duing
ubng, | lin/ngy dé lim gidm nguy co suy
giim eGFR kéo ddi, bénh thin giai dogn
cudi (ESKD), tir vong tim mgch (CV) v
nhéip vién do suy tim (hHF).

Dung loe miu Chiing chi dinh
hHF: Nhip vién do suy tim, CV: Tim mach, ESKD: Bénh nhin giai dogn cudi,

- Suy gidm chire ndng gan: Khong cdn diéu chinh liéu cho bénh nhiin suy gidm chirc ning
gan nhe hofic trung binh. 3 binh nhiin suy gidm chirc ning gan ning, lidu khisi din khuyén
ciio 14 5 mg. Néu dung nap tt, ¢6 thé ting liéu dén 10 mg,

- Neuii cao tubi (= 65 tubi): Nhin chung, khing khuyén cio diéu chinh lidu theo db tudi.
Nén xem xét chire nfing thin vi nguy co gidm thé tich tuin hodn,

- Tré em: Hibu qué vil an todn clia dapaglifiozin & tré em tir 0 dén duwdi 18 tudi chua duge
thidt 1gp. Hién chura ¢6 slin dir ligu.

5, Chiing chi djnh:

OQué min véi hoat chilt hofic bt ky thinh phin té duge néo cila thude,

Bénh nhiin dang loc min.

6. Ciinh béio v thin trong khi diing thude:

Khong duge sit dung FRANXIGA cho bénh nhin dii thio duong typ | hoje aé didu tri
nhiém toan ceton do dii thao duimg.

* Suy gidm chirc ning thin

Dapaglifiozin duge dinh gid trén 4304 bénh nhin bj bénh thiin man tinh (eGFR tir 25 dén
75 mU/phiit/1,73 m?) trong nghién ciu DAPA-CKD. Dapagliflozin ciing duye dinh gid o
1926 bénh nhn véi ¢GFR tir 30 dén 60 ml/phit/1,73 m* trong nghién clru DAPA-HF. Hd
sur an lodn cia dapagliflozin trén ede phin nhom eGFR trong cie nghién e nity thing
nhét véri hi s an todn da biél, Dapagliflozin dwge danh gid trong hai nghién el kiém sodt
dudmg huyét trén bénh nhin bj dii thio duimg typ 2 ¢6 suy gidm chirc ning thin mic d9
trung binh eGFR tir 45 dén nho hon 60 ml/phii/1,73 m? va bénh nhin c6 ¢GFR tir 30 dén
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nhé hon 60 mlphiat/1,73 m?, Bénh nhin bi déi thio dudmg vi suy giam chire ndng thin sk
dung dapaglifiozin c6 thé d& bi hy huyédt &p v ¢6 nguy co cao hon b thn thuong thin cip
tinh thir phét sau gidm thé tich tuln hodn, Trong nghién e trén cic bénh nhiin o6 ¢GFR
tir 30 dén nho hon 60 mi/phiit/1,73 m?, ¢ 13 bénh nhin bj iy xwong trong nhém ding
dapagliflozin so véi khéng 6 bénh nhin nio & nhom ding gid duge. Khing khuyén cdo
sir dyng dapaglifliozin dé kidm sodt dwdmg huyét & nhimg bénh nhén khing c6 tién st binh
I¥ tim mach hofic nhiéu yéu t6 nguy co tim magch khi eGFR nhé hon 45 ml/phit/1,73 m?,
Ciic nghién ciru vé higu qué vi an todn cia dapagliflozin khong ¢6 nhidu kinh nghigm trén
bénh nhén ed ¢GFR nhé hon 25 mL/phit/1,73 m?. Dapagliflozin ching chi dinh & bénh
nhin dang loc médu.

Suy gidm cluke ndng gan: Kinh nghiém lim sing trén bénh nhin suy gidm chic niing gan
con han ché. Nong do vii thivi gian tiép xic cia dapagliflozin ting & bénh nhin suy gidm
chirc nfing gan niing.

Newdri cao tudi (= 65 tudi)

Bénh nhin cao tdi co thé ¢6 nguy eo gidm thé tich wén hoan cao hon vi ¢6 khuynh hudng
durere didu tr v cde thude Ly téu,

Bénh nhdn cao twéi thuémg o6 suy gidm chire ning thiin vi/ hodic siv dung thubc hy dp cb
thé 1am thay di chire ning thin nhw thude fre ché men chuyén angiotensin (ACE-T) va
thude chen thy thé angiotensin 11 t¥p 1 (ARB), Nhimg khuyén cio vé chire ning thin cling
duye dp dyng cho bénh nhiin cao tudi va tit ¢ cdc dbi tugng bénh nhin, Trong cd hai
nghién cfrn DAPA-HF va DAPA-CKD, tinh an todn v higu qui 14 twong dwong & bénh
nhén tir 65 twdi trdr xudng vt bénh nhin trén 65 twdi. Trong nghién o DAPA-HF, ¢6 2174
(57%) bénh nhin trén 65 Wi trong thng s6 4744 bénh nhin suy tim voi phin sudt thng
miiu gidm. Trong nghién ciu DAPA-CKD, c6 1818 (42%) bénh nhin trén 65 tudi trong
téng sd 4303 bénh nhin bj bénh thin man tinh.

St dung cho binh nhdn cod nguy co gicm thé tich tudn hodn vithode ha et dp

Do cor ché tiic dung, dapagliflozin lim ting bai tié mrde tidu co thé din dén giam huyét dp
{r mire trung binh durgre quan sat thiy trong cic nghién ciru lim sing co thé bién hign rd
hom & bénh nhin c6 ndng df glucose trong méu rilt cao,

Nén thin trong d6i véi bénh nhin 6 nguy co tyt huyét dp do dapagliforzin, nhur bénh nhin
dang didu trj véi thude ha huydt 4p c6 tién sit huyét dp thip hoge bénh nhan cao mbi.
Trong trudmg hop xufit hién nhimg diéu kign co thé diin dén gidm thé tich tudn hodn (nhu
bénh duimg tiéu hod), cdn theo ddi cn thin tinh trang thé tich (nhw khim thng quit, do
huyét &p, xét nghiém bao gém hematoerit) vit chit dién giai. Nén tym ngung diéu trj véi
dapagliflozin cho bénh nhan dang bj gidm thé tich tuin hoin cho dén khi da diéu chinh
chrgre tinh trang gidm thé tich.

Nhiém toan ceton do ddi thdo dwong

Nén sir dung edc thube tre ché protein ding vin chuyén Na-glucose 2 (SGLT2) thiin trong
& nhitg bénh nhén ting nguy co nhiém toan ceton do déi thio duing (DKA). Bénh nhén
6 thét 6 nguy co cao nhifm toan ceton do dai thio dudmg ghm bénh nhin ¢6 dy trif chire
ning t€ bito beta thip (nhw bénh nhin déi théo dudmg tp 2 ¢ C-peptid thip hode d4i thio
dudmg tu miln tidm dn & ngudi lon (LADA) hofic bénh nhén ¢6 tén sir viém tuy), binh
nhin bi han ché hitp thu legng thire dn hoje it nude niing, bénh nhin giam lidu insulin
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vit bénh nhén ting nhu cfiu insulin do bénh cip tinh, phiu thudt hode nghign rugu. Nén si
dung cdc thudc (e ché SGLT2 thin trong & nhilmg bénh nhin nay.

Nguy co nhifm toan ceton do dii thio duémg phili duge xem xét trong tnrimg hop co nhitng
triéu chimg khong dién hinh nhu budin ndn, nén 6i, chin fin, dau bung, khit nudce, kho the,
béli réi, mét méi bit thurémg holie budn ngi. Bénh nhén nén duge dénh gid nhiém toan ceton
ngay 1§p tire néu xudt hign cdc trigu chimg tén, bt ké mic dudmg huyét 1a bao nhiéu.
Trugre khi bt ddu dimg dapaglifiozin, nén xem xét cic yéu b co thé din dén nhiém tan
ceton trong tién sir bénh nhin.

Nén tam ngimg diéu trj & nhitng bénh nhin nhip vién dé phiu thuft lém hoje bgnh nghiém
trong cip tinh. Trong ci hai tnrdmg hep, ¢d thé sir dyng lpi dapagliflozin khi tinh trgng
hénh nhin & &n dinh.

Nhitng truémg hop hiém gip ciia nhiém toan ceton do dii théo dutmg (DKA) bao gom ¢
nhimg truémg hop de dog tinh mang vi gy W vong, dfi duoe ghi nhiin & bénh nhiin duge
didu tri bing céc thude e ché SGLT2, bao gdm dapaglifiozin. Trong mit s trdmg hop,
bénh xudt hién khong dién hinh v6i mire duing huyét méu chi ting trung binh, dudi 14
mmal/L (250 mg/dL).

Nén ngung didu trj dapagliflozin ngay 1ip tire & nhimg bénh nhiin nghi nglr hojic chiin dodn
nhiém toan ceton do dai thio drmg.

Khing khuyén cfio sit dung lgi thube e ¢hé SGLT2 & nhimg bénh nhin c6 nhiém toan
ceton do dai thio duimg khi diéu tri biing thuds e ché SGLT2 trude ddy, wir khi yiu 16 10
ring khiic duge xéc djnh vi gidi quyét trigt dé. '

Bénh nhdn ddi thie dicmg tip 1

Nhifm toan ceton do ddi théao duimg df dwge bdo cio vai thn sufit thrdmg gip trong cée
nghién ciru dapagliflozin trén bgnh nhin dii thio duimg typ 1. Khing nén ding
dapagliflozin dé diéu trj bénh nhin ddi thio dudmg typ 1.

Syt bii 1iét glucose nigu cd thé lién quan dén ting nguy co nhiém tring dudng tiét niéu; do
d6. nén xem xét tam ngung dapaglifozon trong khi dang diéu tej viém thin - bé thin hodc
nhiém tring dudmg tiét nidu,

Xét nghiém miroc ;Eu

Do co ché tic dung ciia thube, bénh nhin sir dung FRANXIGA s& c6 két qué dwong tinh
véi glucose trong nude ticu,

Vigm md hoai tir vimg ddy chdu (hoai te Fournier)

Cée truémg hop bi viém md hoai t ving day chiiu (com duge goi la hoai tr Fournier) sau
khi thudc lru hanh trén thi trimg &8 duge bdo cdo & bénh nhin i va nam ding thude i
ché SGLT2. Day Ih mdt bién cb hifm gip nhung nghiém rong vi cb khi ning de dog tinh
mang cin can thiép phiu thugt khin cip va diéu trj khing sinh.

Bénh nhan nén tim kiém sy chim soc y 1€ néu cd che rigu chimg két hop cia dau, nhirc,
ban dé hoiic sung & ving sinh duc hofic ddy chitu, kém theo sot hofic khé chju. Cén bitt
ring nhiém tring nigu sinh dyc hodic dp xe ving diy chiu co thé bio trudc viém mé hogi
tir. Néu nghi ngé hogi tir Fournier, thi nén dimg FRANXIGA va tién hanh didu trj kip thivi
(bao ghm ca khing sinh vi phiiu thuft it ba),
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Cait ciet ¢hi dvedi

Sy gia ting céc trudmg hop chit cut chi dudi (chii yéu 1i ngén chin) vi di duge quan sit
thily trong céc nghién clru lim sang dai hon & bgnh nhin dii thio dwing typ 2 vii thude (e
ché SGLT2. Khong biét li¢u diy c6 phai dnh huéng cia nhom thube hay khdog, Biéu quan
trong 14 phai tw vin cho bénh nhin ddi thio dwimg cich chim s6¢ bin thin dinh k¥ i

phéng ngira.
Canh bdo td dirge laciose

Thude c6 chira thinh phin lactose. Bénh nhiin ¢6 cée rdi logn di truyén hicm gip nhu rihi
loan dung nap galactose, thiéu Lapp lactase hoje bit thuimg hiip thu glucose-galactose
khéng nén st dung thude niy,

7. Sir dung thube cho phy nir ¢6 thai va cho con b

Phu it 6 thai: Chura ¢6 di liéu vé viée siv dung dapaglifiozin & phy nir ¢6 thai. Cac nghién
giru trén chudt cho thiy dde tinh trén thin dang phat trién & giai doan twomg (mg véi 3
thing gita vi 3 thang cudi cia thai k¥ & nguéi. Do d6, khong khuyén cdo sir dyng
dapagliflozin trong 3 thing gilra va 3 thing cubi cia thai ky.

Khi phat hi¢n c6 thai, nén ngumg diéu trj véi dapagliflozin.

Phu nit cho con bii: Chira biét duge dapaglifiozin v/ hofic chiit chuyén hod c6 bai tiét vio
stta & ngudi hay khong. DiF ligu duge Iye hoe/ ddc tinh trén déng viit cho thity dapaglifiozin/
chiit chuyén hod bai tiét vao str, ciing nhur c6 tic djng duge Iy dén thi con duge nudi biing
sita me. Khéng thé bé qua nguy co trén (ré so sinh/ tré nho. Khing nén sir dung
dapagliflozin khi dang cho con bi.

Khd niing sinh sin: Chus nghién ciru tde ddng cita dapaglifiozin dén khi niing sinh sin &
nguii, O chudt due va chudt cii, dapagliflozin khing ¢d tic dong dén kha nang sinh sin &
biit ky liéu thir nghiém ndo.

§. Anh hiréng dén khii niing ldi xe, viin himh miy mic:

FRANXIGA khong dnh hurdng hojic dnh hudng khing ding ké dén khi nang l4i xe va vin
hinh miy. Bénh nhin nén duge cinh bio vé nguy b hg dudmg huyét khi sir dyng
dapagliflozin phéi hep vai sulfonylurea hofe insulin.

9, Twong tic, twong ky cin thude:

Tweeny tdc dwoe lue hoe

Thude loi tidu: Dapaglifiozin e thé lim ting tic dung lgi tiéu cia thinzid, thute loi titu
quai vi c6 thé fim tang nguy cor mét nude vi hy huyét ép (xem phiin “Cdnh Bdo va Thin
Trong Khi Dimg Thudc™)

Insulin vit céc thube kich thich tiét insulin: Insulin va céc thube kich thich tiét insulin nhu
sulfonyurea c6 thé gly hy dudmg huyét. Do d6 cin sir dyng lidu thip insulin hodc thube
kich thich Gét insulin dé hgn ché nguy co ha duimg huyét khi sir dyng phéi hop véi
dapagliflozin, (xem phéin “Céch dimg, Liéu Dimg” va “Tde Dung Khing Mong Mudn Ciia
Thude™)

Twomg tdc diroe ding hoe

Dapaglifiozin chuyén hod chi yéu theo con duimg két hop glucuronid gidn tiép qua UDP
glucuronosyltransferase 1A9 (UGTIA9) '
Trong eéc nghién citu in vitro, dapaglifiozin khing (rc ché cytochrom P450 (CYP) 1A2,
CYP2A6, CYP2B6, CYP2CR, CYP2CY, CYP2C19, CYP2Do, CYP3IA4, ciing khing gity
ciim img CYP1A2, CYP2B6 hojic CYP3A4. Do 46, dapaglifiozin khing dnh hudng dén

T
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sur thanh thii qua chuyén hod ctia cic thude dwge chuytn hod qua cde enzym rén khi ding
chung.

Téie ding ciig ede thude khde trén dopagiifiozin

Cde nghién cin v twomg tdc tién hitnh trén ngudi khot manh, chi yéu sir dyng thiét ké licu
dom, cho thiy dwge déng hoc coa dapaglifiozin khong bi dnh hwimg béi metformin,
pioglitnzon, sitagliptin, glimepirid, voglibose, hydrochlorothiazid, bumetanid, valsartan,
hofic simvastatin.

Khi st dung dong thii dapagliflozin véi rifampicin (chét cim img nhiéu cht vin chuyén
tich cue vi cde enzym chuyén hod thude), it ghi nhin ndng di va thai gian tiép xtec (AUC)
citn dapagliflozin gidm 22%, nhung khéng co tic djng cd ¥ nghla 14m sing dén bai tigt
glucose viio nrde tiu trong 24 gidr. Khong khuyén cio diéu chinh lidu. Khéing co tic ding
¢6 § nghia lam sang véi cde chit cim (mg khic (carbamazepin, phenytoin, phenobarbilal).
Khi sit dung ddng thai dapaglifiozin véi mefenamic acid (chiit irc ché UGT1A9), da ghi
nhan ndng 86 va thir gian tiép xtic ciu dapaglifiozin thng 55%, nhung khing c6 tic dong
c6 ¥ nghia lim siing @én bai tiéL glucose vio nude tiéu trong 24 giv. Khong khuyén cio
diéu chinh liéu,

Tiic déng ciia dapaglifiozin trén cde thude khde

Dapaglifiozin ¢6 thé lim ting bai tiét lithi & thin vix nong d lithi trong méu cb thé gidm.
Nbng do lithi trong huyét thanh nén duge theo dii thuimg xuyén hom sau khi khdi trj va
thay ddi liéu dapaglifiozin, Bénh nhin nén din bée s7 A3 ké dom lithi dé theo dii ndng dd
Tithi trong huyét thanh,

Trong ehc nghién cini vé twong tie duge tin hinh trén ngudi khod mynh, chi yiéu sir dyng
thiét ké lidu doen. dapagliflozin khong dnh hudng dén duge dong hoe cla metformin,
pioglitazon, sitagliptin, glimepirid, hydrochlorothiazid, bumetanid, valsartan, digoxin (mdt
chiit nén cia P-gp) hofic warfarin (S-warfarin, mpt chit nén cia CYP2C9), hojie tic dyung
chéng ding cila warfarin do bing INR. Phéi hop liéu don dapaglifiozin 20 mg va
simvastatin {mdt chiit nén ciia CYP3A4) lim ting 19% AUC cia simvastatin va ting 31%
AUC ciia acid simvastatin, Ting ndng 46 va thii gian tiép xfc cla simvastatin va acid
simvastatin khong cé ¥ nghia lim sdng.

Xét nuhiém dink hegng 1, S-anhydroglucitol (1,3 —4G)

Theo doi viée kidm sodt dudmg huyét bing xét nghi¢m dinh hemg 1,5-AG khong duoc
khuyén cio vi phép do 1,5-AG khong tin ¢y trong dinh gia kiém sodt dutmg huyét & bénh
nhdn st dung thube @rc ché SGLT2. Khuyén ding cde phuong phép thay thét dé theo ddi
viéc kim sodt dudng huyét,

Tré em

Cdc nghién cin vé tuong e chi durge thyre hign tén ngudi lon.

Tisemg ks Do khiong ¢6 cde nghién ciru vé tinh tuong ky cia thube, khong tron 1in thudc
ndy v chc thude khic.

10. Téic dyng khéng mong muiin cia thubde:

Tém fit dit lidu an todn

Trong che nghién ciu lim sing trén bénh nhiin ddi thio duimg t¥p 2, hom 15.000 bgnh nhin

durge didu tri bing dapagliflozin,

e e
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Branh gid chii yéu vé 49 an todn v dung nap thube da durge tién hanh trong mét phin tich
gbp tir 13 nghién cfru nglin han (1én dén 24 win) c6 doi chimg véi gid duge, 2.360 binh
nhin didu trj véri dapaglifiozin 10 mg vi 2.295 bénh nhin ding gia duge.

Trong nghién cu dy hiiu tim mach ciia dapaglifiozin, 8.574 b¢nh nhin diéu trj bing thube
dapaglifiozin 10 mg v 8.569 bénh nhin ding gid duge trong khoding thoi gian dicu tr
trung binh 14 48 thing, Trong tbng s6 30.623 bénh nhin-nim ding thude dapaglifiozin.
Phén {mg ngoai ¥ thuong gip nhit duge bio cio trong cae nghién ¢iru 1m sang 13 nhiém
triang dwdng sinh duc.

Dapagliflozin d8 dwge ddnh gid trong cde nghién ciru lim sdng trén cic bénh nhin dai thao
duimg tp 2, cic bénh nhin suy tim vi cic bénh nhin bénh thin man tinh. HS so an todn
téng thé cia dapagliNozin thong nhét nhau trén cde chi dinh 44 duge nghién ciru. Hy didmg
huyét nghiém trong va nhifm toan ceton do dai dwtmg chi duge ghi nhin & cie bénh nhiin
dii thio dudmg,

Bing cde phdn img ngogi §

Ciie phiin img ngoai ¥ dudi diy duge ghi nhiin trong cdc thir nghiém 1im sing c6 dbi chimg
véri gid duge vil theo doi trong qud trinh heu himh thude. Khong ed phin mg ndo lién quan
dén libu ding. Céc phin img ngogi ¥ duge phin logi theo tuin suit vi h§ co quan (SOC),
Céc nhom tin sudt duge xdc dinh theo quy wée nhir sau: riit thirdmg giip (= 1/10), thudmg
elip (= 1/100 dén < 1/10), it giip (> 1/1.000 dén <1/100), hiém gip (= 1/10.000 dén <
1410000, rit hiém gap (< 1/10.000) vi khiing xédc dinh ( khong thé wée tinh tir di ligu co
sfin).,

Béng 2. Cic phan img ngoai ¥ trong thir nghigm Em sing cd abi chimg vai gid duye
" v theo ddi trong qui trinh luu hinh thude

Hécoquan | Rétthwomg |  Thwimg gip * It gip ** Hiém gip
gip
Nhiém tring vit Viém dm ho - dm | Nhiém ndm"*
nhiém ky sinh dao, viém quy diu
trén da vi thanh vit céc nhiém tring
phiin phuy dirimg sinh dyc"*
Nhiém tring
) duimg tiét nigu"H
Roi loan chuyén | Hp duimg Giam thé tich | Nhiém toan
hoii va dinh huyét (ichi sir tudn hodn™ | ceton do dii
duing dung vii SU Khat™ thao
hodc insulin)® durémg®H

Réi loan théin Chéng mjt
kinh
Réi loan tiéu Téo bén*
hod Khi migng™ !
Risi loan da vil Phiit ban*
mé durdi da
Rai loan co Pan himg”
xuong vii mo
lién lét
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R loan tai thin | Tidu kho Tidu dém"
vi duimg nigu Tifu nhiéu'” i
Réi logn sinh Ngira dim dao
dye va tuyén vii — fim h{™

MWgira dubng

_ sinh dyc™
Ciéin ldm sang Tang hematocit® Tiing uré trong
Réi logn lipid méu" | mau™
Giam cin”™"

" Biang ndy trinh by dif liéu dén 24 tén (nghn han) khong tinh dén dicu tri tling cuimg,

" Xem thém théng tin & eic myc trong (ng bén duwdi.

" Viégm fm doo — fim h{, viém quy diu vil che nhiém wang dwémg sinh duc bao gbm che
thuiit nglt khiic thutmg duge ding nhy: viém ghiém dm dgo - dm h do nfim, nhiém tring
am dgo, viém quy diu, nhifm ndm sinh duc, nhiém nfm Candida &m dao — dm h{, viém
im dyo — Am hd, nhidm ném Candida quy diu, nhiém ndm Candida sinh dyc, nhiém tring
sinh duc, nhiém tring sinh duc nam giéi, nhiém tring dwomg vit, viém dm hd, viém dm
dao do vi khudn, dp - xe &m hd.

d Nhiém tring dudmg tié niéu bao gdm che thufit ng thwdmg duge ding sau diy, duge ligt
it thea thit tur thn sudt bio cdo: nhiém tring dudng tiét niéu, viém bing quang, nhiém tring
durimg tiét niéu do Escherichia, nhiém trimg duwdmg nifu sinh dye, viém bé thin, viém ving
{am gific bng quang, viém ni¢u dao, nhifm tring thin vi viém tuyén tién lit

¢Gidm thé tich tuin hodn bao gém chc thujt ngit khic thutmg duwge dimg nhu: mit nudc,
gidm thé tich mau, ha huyét dp.

[Tiéu nhiéu bao gbm cic thujt ngi khac thuimg dwoe ding nhu: tiéu nhi, tiéu nhiéu, ting
lrgmg nurde tidu,

¢ Thay déi trung binh hematocrit so véi ban ddu d6i voi dapaglifiozin 10 mg 1 2,30% va
dbi voi gid duge 1a — 0,33%. Gid tri hematoerit >55% duge ghi nhin & 1,3% bénh nhin
didu tr véri dapagliflozin 10 mg va 0,4% 46 voi gid duge.

h Phén tram thay ddi trung binh so vdi ban diu cta dapagliflozin 10 mg so véi gii duge
wromg tmg nhi saa: cholesterol todn phiin 2,5% so vii 0,0%; HDL cholesterol 6,0% so v
2.7%: LDL cholesterol 2,9% so vai —1,0%; triglycerid —2,7% so vai —0,7%.

 Xem phéin “Ciinh béo v thin trong khi dimg thude™,

| Béo cio trong nghién eiru dyr hu tim mach & bénh nhin dii thio duémg typ 2. Tén 50 dya
trén ¥ 12 hang nidm.

K Phiin {mg ngoai ¥ duge ghi nhin trong sudt qua trinh lru hanh thude. Phét ban bao gbm
cde thufit nglr sau, duge liét kE theo thir ty tin suil trong thir nghiém ldm sing: phit ban,
ndi ban todn thin, ban ngira, ban dang phing, phit ban dét séin, ban ¢6 myn mi, ban myn
mrée, ban d6. Trong thir nghiém lim sing co d6i chimg vi dbi chimg gid dwge
(dagagliflozin, N=5936, nhém chimg, N=3403), tin suit phdt ban twomg r vdi
dagagliflozin (1,4%) vi nhom chimg (1,4%).

* Ghi nhiin & > 2% bénh nhiin v c6 thém > 1% vh c6 it nhit 3 bénh nhiin nita diéu trj véi
dapaglifiozin 10 mg so vii gid duge.
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** Ghi nhiin béi nghién clru vién & c6 the lién quan, hiu nbr lién quan hode lién quan dén
didu trj ciia nghién el vi ghi nhiin & = 0,2% bénh nhin vi oo thém > 1% vi 6 it nhit 3
bénh nhin nita didu trj véi dapaglifiozin 10 mg so vii gig duge.

M G che phin dng ngogi ¥ chon lpe

Viém dm dao — dm b, viém quy diu va cde nhiém trimg dirdng sinh dyc

Trong phén tich gbp dir liéu an todn cia 13 nghién ciru lim sing, viém dm dgo — m hd,
vitm quy ddu v cée nhifm tring diémg sinh dyc duge ghi nhiin & nhom ding dapagliflozin
10 mg vl & nhém diing gid duge twong (g 14 5,5% va 0,6%. Hiu hét cée nhim trimg tix
nhe dén trung binh v bénh nhin dip (mg véi dot diu didu trj biing phuong phap diéu tr
chudin v hiém khi phai ngung didu trj véi dapagliflozin. Céc nhiém triing nay thudng xiy
ra hom & nir gidi (trong (me 13 8.4% va 1,2% dbi voi dapagliflozin va gia duge) va bénh
nhfin cé tién sit nhiém tring thudmg hay téi phat hon,

Trong nghién ciru dir hilu tim mach, s6 logng bénh nhin mic phii bién ¢é ngoai ¥ nghiém
trong 14 nhidm trimg sinh dye thi it vi phin bd déu: 2 bénh phin trong mdi nhom
dapagliflozin vi gid duge.

Ha dwdng hhﬂfé:!

Tin suft ha duimg huyét phy thude vao tr ligu nén st dung trong mdi nghién cin,

Trong eic nghién ciu dapagliflozin don trj liéu, trj liéu phdi hop b sung véi metformin
hagic phéi hop bé sung vii sitagliptin (eling hofic khong cling voi metformin) dén 102 tufin
didu tr, tin sufit cde com ha dwimp huyét nhe trong duong nhau (< 5%) gitta c4e nhém
didu tri, ké ¢d nhom ding gid duge, Trong t:‘it:::ﬂ chic nghién cin, cie con hy duimg huyét
nfing it gip va twong dwong nhau & nhom diéu trj vai dapagliflozin hofic gia duge. Cic
nghién ciu trj lidu phdi hop b sung v sulfonyluré (SU) vi vii insulin cd 3 1& ha dudmg
huyét cao hon.

Trong mit nghién ciru phéi hop bd sung véi glimepirid, & tudn 24 v 48, céc con hg dudmg
huyét nhe thudng gip hon & nhom didu trj véi dapaglifiozin 10 mg vi glimepirid (trong
mg 14 6,0% vi 7,9%) so vii nhom ding gid duge vi glimepirid (twong tmg 14 2,1% v
2,1%).

Trong mét nghién et phdi hgp b sung vdi insulin, & twin 24 v win 104 cic con ha
duimg huyét nding & nhom diéu trj voi dapaglifiozin 10 mg phéi hop vai insulin twong img
3 0.5% va 1,0% va & nhom ding gia dwoe phéi hop véi insulin 12 0,5%. O tuéin 24 vi tuin
104, cde con hy duimg huyét nhe & nhém diéu tri véi dapaglifiozin 10 mg phéi hop véi
insulin twong (mg 1a 40,3% vi 53,1% va & nhom ding gid duge phii hgp vai insulin tuong
img 18 34,0% va 41,6%,

Trong mot nghién ciru phdi hgp bb sung véi metformin vi | thude sulfonylure, lén dén 24
tudin, khéng ghi nhin cic con ha duimg huyét nfing. Cie con ha dwimg huyét nhe duge ghi
nhdn & 12,8% bénh nhidn & nhom didu tr voi dapaglifiozin 10 mg phéi hgp véi metformin
v | thubc sulfonyluré va & 3,7% bénh nhén & nhém ding gia duge phdi hop vii metformin
va | thude sulfonyluré.

Trong nghién cire dy biiu tim mach cia dapagliflozin, khing ¢o ting nguy co hg duimg
huyét ning & nhém diéu tri bing thue dapagliflozin so véi nhom ding gid dwge, Bién ¢d
ha dutmg huyél nfing duge ghi nhin & 58 bénh nhin (0,7%) dang diéu trj bing thude
dapagliflozin vii 83 bénh nhin (1,0%) dang diéu trf biing gid duoc.

Gidhn thé tich tudn hodn
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Trong phin tich gdp dit li¢u an toan thudc cia 13 nghién ciu lim sing, che phin tmg Litn
quan dén gidm thé tich (bao gdm mit nurde, gidm thé tich miu hodiec hy huyeét dp) di duge
ghi nhjin & nhém ding dapagliflozin 10 mg va & nhém ding gid dwge tromg img 1& 1,1%
v 0,7%; ciic phin (mg nghiém trong xdy ra & < 0,2% bénh nhin tuong duong nhau & nhom
diing dapaglifiozin 10 mg vi nhém dimg gid duge (xem phiin “Canh béo va thin trong khi
ding thube™).

Trong nghién ciru dir hiu tim mach cta dapagliflozin, séh lugng bénh nhin méc phii bién
¢ giam thé tich duge ghi nhin phin bd déu gifa céc nhom didu trj: 213 (2,5%) & nhém
ditng dapaglifiozin vi 207 (2,4%) trong nhdm ding gid duge. Bién eb ngoai ¥ niing duge
ghi nhin & 81 (0,9%) trong nhom dapaglifiozin va 70 (0,8%) trong nhém gid durgc. Bién
cé ngopi ¥ thudmg phin bb ddu gitra cic nhém didu rj trai déu tritn cdc phin nhém nho vé
wéi the, ding thube lgi tidu, ting huyét dp va ding thube Ge ché thy thé angiotensin/ ire
ché men chuyén angiotensin,  bénh nhin vio thai diém khdi diu co eGFR < 60
ml/pht/1,73m?, c6 19 bénh nhin c6 bién ¢é ngogi ¥ niing lién quan dén gidm thé tich tudn
hodn trong nhém dapaglifiozin va 13 bénh nhin ¢o bién cb ngogi § trong nhém gid duge,
Nhiém toan ceton da ddi thdo duwdng

Trong nghién ciru dy hiu tim mach cila dapaglifiozin, véi thii gian ding thude 1én dén 48
théng, ghi nhin ¢6 27 bénh nhin co bién ¢ ngogi ¥ nhim toan ceton do ddi thio duwimg
trong nhém diéu trj voi dapagliflozin 10 mg vi cd 12 bénh nhiin trong nhém didu to gid
duye. Ciic the dung khong mong mudin xiy ra rii déu trong sufit khodng théi gian nghién
ciru, Trong sb 27 bénh nhin bjnhifm toan cetondo dii thio dudng trong nhom
dapaglifiozin, ¢6 22 bénh nhan dang didu rj dong thii véi insulin vilo thai diém xdy ra
bidn b ngoai ¥. Yéu tb nguy co nhim toan ceton do dii thio duimg di duge dur dodn &
nhém dn sb dii thao dudmg typ 2. (Xem phin “Cénh bao vi thin trong khi ding thudc™).
Nhim trimg deomg tiét nigu

Trimg phiin tich ghp dtt lifu an loan thude cia 13 nghién ciru lim sang, nhiém tring dwimg
tiét niéu duoe ghi nhin thidimg xuyén hon dbi véi bénh nhin ding dapagliflozin 10 mg so
vii gid duge (twong (mg 1h 4,7% vi 3,5). IHéu hét cdc nhicm Wring tir nhe dén trung binh
vit bénh nhin dip img véi dot diu didu trj bang phac dd didu tri chodn va hiém khi phai
ngimg didu trj véi dapagliflozin, Cic nhilm trimng nay thuimg xdy ra hon & nir gidi vi bénh
nhfin co tign sir bénh thudmg hay t4i phat hon,

Trong nghién efru dy hiu tim mach cia dapaglitiozin, bién cb ngogi ¥ ning cla nhitm
tring tiét niéu duge ghi nhiin it thudng xuyén & nhom dapagliflozin so véi nhom gid duge,
¢t 79 (0,9%) bénh nhan bj nhifm tring tiét ni¢u & nhom dapagliflozin so vai 109 (1,3%)
hénh nhén bj nhifm trimg et niéu & nhom gid duge.

Nghién cira suy tim DAPA-HF

Khéng cé phin tmg ngogi ¥ méi duge xdc dinh (rong nghién cini suy tim DAPA-HF.
Nghién ciru bénh thiin man tinh DAPA-CKD

Khéng c6 phin (mg ngopi ¥ mdi duge xde dinh trong nghién ciru DAPA-CKD trén bénh
nhén bj bénh thin man tinh.

Bio cdo cic phin img c6 hai nghi ngiv

Théing béo ngay cho hic sy hofic duge si khi gip cc tie dyng khing mong mudn nhir trén
khi sir dung thude hofic bio cfo cée phin (mg cb hai cia thude vé Trung tim Thong tin
thube vit Theo dai phin (mg 6 hgi cia thube (ADR) Qude Gia, Dia chiz 13 - 15 L& Thanh

—. * W ade
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di. pveenter(@gmail.com”

11, Qui ligu vir cich xir tri:

Dapaglifiozin khing cho thity de tinh & nguii khde mgnh ubng liéu dom dén 500 mg (gdp
50 lin lidu khuyén cao tdi da & ngudi). Nhimg ngudi ndy cd glucose phéit hign duge trong
nuede tidu trong mot khodng thir gian lign quan dén libu ding (it nhét 5 ngdy adi véi liéu
500 mg), khing c6 béo cio ndo vé mét nude, ha huyét ip holic miit céin bing dién gidi, vi
khéng cb tic dong co ¥ nghia lim sing dén khoang QTc, Ty 18 ha duimg huyét tong
duomg voi gih duoe. Trong cde nghién ciu lim sing sir dung liéu 1 lin hing ngdy dén 100
mg (gip 10 lin liéu khuyén cdo t6i da & nguin) trén ngwiri khoe manh va bénh nhin ddi
thiie dwimg typ 2 trong 2 tulin, ty 1¢ ha dudmg huyét cao hon so vdi gid duge vi khong lién
quan dén lidu dimg. T I¢ céc bién cb ngogi ¥ bao gm mit nude hode ha huyét dp trong
duong voi gid duge, va cic chi sb xét nghigm bao gbm cac chiit di¢n gidi huyét thanh vi
chét dinh diiu sinh hoc cia chire niing thin khong thay ddi cé y nghia Lim sing lién quan
dén lidu ding,

Trong trirémg herp qua lidy, nén bit ddu diéu trj h trg thy theo tinh trang 1m sdng cla bénh
nhin. Viéc loai trir dapagliflozin qua loc mau chua duge nghién ciru,

12. Nhim duge Iy va mi ATC

Nhém durge 1y thufie sit dung trong dii thio duimg, thube (e ché protein ddng viin chuyén
Na-glucose 2 (SGLTZ).

M ATC: ALOBROL.

13, Diic tinh dwge lye hoe:

Dapagliflozin ¢6 higu lye fre ché manh (Ki: 0,55 nM), tre ché chon lpe v thufin nghich déi
v SGLT2,

SGLT2 xuiit hién chon lpc & thin va khong phét hién thiy & hon 70 mé khéc ké cd gan, co
viin, md md, v, bing quang v ndo. SGLT2 la yéu th viin chuyén chi yéu dé tai hip thu
glucose tir dng tiéu quan thin vio tudn hoin, Mac di dudng huyét ting trong dai thio
dutmg typ 2, qua trinh tai hiip thy glocose da duge loe viin tiép tue. Dapagliflozin cii thién
ca mire dudmng huyét doi va duomg huyét sau khi in bing céich gidm tdi hip thu glucose tai
thiin diin dén bai tiét glucose vilo nurde tidu, Sy bai tift glucose (tic dung ting glucose nigu)
duge ghi nhiin sau lidu ddu tién, tidp e qua 24 git ding thuidc va duy tri trong subt qué
trinh diéu tri. Lugng glucose thai qua thin theo co ché nay phy thuie viio ning 8§ glucose
trong mau va d loe ciiu thiin (GFR). Dapagliflozin khing ldm suy gifm qué trinh sin Xudt
glucose ndi sinh do giam glucose trong miu. Dapagliflozin tie ding dic Kip voi sy b i
insulin v téc dung cda insulin, B3 ghi nhdn sy cii thign chi s6 md hinh ddnh gia chirc niing
té bio béta bing hing dinh ndi méi (HOMA beta-cell) trong cic nghién ciru lam sing véi
dapagliflozin.

Taing bii tiét glucose qua nude tiéu (glucuresis) do dapaglifiozin ¢6 lién quan dén giam
nfing lugng v gidm cin, Ut ché sy ding vin chuyén glucose vi natri do dapagliflozin
ciing lién quan dén lgi tiéu nhe va tang natri nigu thodng qua.

Dapaglifiozin khang irc ché cie yéu 16 viin chuyén glucose quan trong d& viin chuyén
glucose vio md ngogi bién vi dic higu trén SGLT2 > 1,400 lin so voi SGLT1 14 yeu th
wiin chuyén chi yéu dé hiip thu glucose & ruft,

Tie djng duge lue hoe



https://trungtamthuoc.com/

Sau khi dimg dapaglifiozin, ting lwgng glucose bii tiét qua nuée tiéu dwge ghi nhin &
ngudi khde mgnh va & bénh nhin déi thio dwimg typ 2. Khodng 70 g glucose bii tiét vio
nurde lidu mdi ngdy (trong duong 280 keal/ ngdy) & lidu dapagliflozin 10 mg/ ngiy & bénh
nhéin dii théo duimg typ 2 trong 12 tuin, DA cd bing chimg v& sy bi 1iét glucose & bénh
nhén dii thio duimg typ 2 dimg dapaglifiozin 10 mg/ ngiy duy tri dén 2 niim.

Sir bili tiét glucose vio nude tiéu do dapaglifiozin ciing glly ra tic dung li tiéu thim théu
vit lam ting lwgng nude tiéu & binh nhin ddi thio dwimg typ 2. Thng the tich nude tidu &
bénh nhiin di thao dwing t¥p 2 dilu tri voi dapaglifiozin 10 mg kéo dai dén 12 win vi voi
lgme khoding 375 ml/ ngay. Tang lugng nude tiéu lién quan dén ting natri nifu nhe va
thodng qua khéng 1am thay d6i nbng dj natri huryét thanh.

Syr bai tiét acid uric qua mude tiéu ciing ting thodng qua (trong 3 - 7 ngdy) vi kém theo
gigm acid wric huyét thanh kéo dii. © win 24, acid uric huy¢t thanh gidm tir -48,3 dén -
18,3 micromol/L (0,87 dén -0,33 mg/dL),

14. Biic tinh dwge dng hoe

Hip th: Dapaglifiozin hip thu tit vi nhanh seu khi ubng. Nong do dapagliflozin thi da
trong, huyét twong (Cmax) thuimg dat duge trong ving 2 gidr sau khi udng thube lae doi,
Trung binh nhin Cuu v AUCT & trang théi n dinh sau khi ubng dapaglifiozin 10 mg, |
lin/ngay twong (mg li 158 ng/mL va 628 ng gitdhmL. Sinh kha dyng tuyét dbi duimg ubng
ciia dapagliflozin sau khi ding lidu 10 mg 1d 78%. Ding thuiic voi bim fn giau chiit béo
Jim gifim Caue clia dapaglifiozin dén 50% va kéo dii Trax khoding 1 giir, niumg khing anh
huémg dén AUC so véi ding thude khi d6i. Nhitng thay di ndy khing c6 ¥ ngha lim
sing. Do dé, dapaglifiozin cd thé udng trong hofic ngodi bita fin.

Phdn bé: Dapagliflozin gfin két véi protein khodng 91%. Syr gln két véi protein khing bj
inh hirdmg do cée tinh trang bénh khie nhau (nhw suy gidam chire nang gan hodc suy gidgm
¢hire nfing thiin), Thé tich phin bé trung binh & trgng thai dn dinh cua dapaglifiozin 14 118
lit.

Chigén hda: Dapaglifiozin chuyén hoa manh, chi yéu thinh dapagliflozin 3-O-glucuronid
14 chilt chuyén hoa khéng ¢6 hogt tinh. Dapaglifiozin 3-O-glucuronid hofic cic chilt chuyén
hoa khde khéng ddng gop vio tic dung gidm glucose méiu, Dapagliflozin 3-O-glucuronid
durore tao thanh théng qua UGT1AY, mit logi enzym ed trong gan v thiin, vil sy chuyén
hiéa qua CYP 14 con dwimg thanh thai thir yéu & ngudi.

Thdi trir; Thivi gian bén thii trung binh (1 %) cia dapaglifiozin & nguwdi khoe manh ki 12,9
gitr sau khi uéng lidu dapaglifiozin 10 mg. B thanh thai todn phiin trung binh cia
dapagliflozin khi tiém tinh mgeh 1 207 mL/phit. Dapagliflozin vi cic chit chuyén hoa
lién quan thai trir chi yéu qua thin vio nude tiéu voi dang dapagliflozin khong doi it hon
2%, Sau khi ding [14C]-dapagliflozin 50 mg, 96% duge tim thiy, 75% trong nude tifu v
21% trong phén. Trong phéin, khodng 15% litu ding duge béi tiél dudi dang thube nguyén
thiy.

Tupén tinh: Nong 40 va thiri gian tiép xic cda dapaglifiozin ting ty I¢ voi mire ligu
dapagliflozin trong khodng 0,1 dén 500 mg vi duge ding hoe khing thay ddi theo thiri
gian ding thube mdi ngiy cho dén 24 tudin,

Bl neomg dic bige:

- Suy thin: O trang théi dn dinh (20 mg dapaglifiozin | lin/ ngiy trong 7 ngity), bénh nhéin
déi thio diimg typ 2 bj suy gidm chirc ning thin nhe, trung binh hofic ning (durge xde dinh
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biing dis thanh thi huyét thanh iohexol) cd ndng 46 va thiri gian tiép xie trung binh cla
dapagliflozin cao hon twong (mg 32%, 60% vi 87% so vii bénh nhin dai thie dwong typ
2 ¢o chire nling thin binh thuémg. Sy bai tiét glucose qua nuée tidu & trang thii dn dinh 24
gitr phu thude nhiéu viio chirc ning thin vi luyng glucose bai tiét & bénh nhiin ddi thio
dudmg t¥p 2 cb chire niing thiin binh thudémg, suy gidm chire niing thin nhe, trung binh hoje
niing tuong img 13 85, 52, 18 vi 11 g glucose/ngiy. Chura bidt anh huémg ciia loc miu dén
ndng di va thivi gian tiép xie eia dapagliflozin,
- Suy giam chirc nding gan: O bénh nhiin suy gidm chie niing gan nhg va trung binh (phin
logi Child-Pugh A va B), trung binh Cunx vl AUC ciin dapagliflozin eao hon twong dng
12% vit 36% so voi & nhom déi chimg khoe manh. Nhimg khéc biét nay khing cd ¥ nghia
lim sing. O bénh nhin suy gidm chire nfing gan ning (Child-Pugh nhom C), trung binh
Conas il AUC eila dapaglifiozin cao hon trong (mg 40% vit 67% so voi nhém doi chimg
khde manh.
- Neuti cao twdi (= 65 wdi): O bénh nhin dudi 70 tudi, ndng o va thiv gian tidp xic ting
khong c6 ¥ nghia théng ké theo 6 wdi. Tuy nhién, nng dd v this gian tiép xic co thé
ting do gidm chire nang thin theo tudi tic, Chua c6 diy dit dir lidu dé két lufin vé ndng 4§
vi thiri gian tiép xiic & bénh nhin > 70 wi.
- Tré em: Duge ding hoc & tré em chura duge nghién ciru.
- Gigi tinh: Ude tinh AUC, trung binh cia dapagliflozin & nit gidi cao hon & nam gidi
khoing 22%.
- Chiing tde: Nong @9 va thoi gian tiép xic & ngwdi da tring, da miu hoje chiu A khing
khdc bigt ci ¥ nghia lim sing,
- Ciin niing: Néng d v thi gian tiép xdc cta depagliflozin gidgm khi cén njng ting, Do
d6, ndng 46 va thiv gian tiép xie co thé ting & bénh nhin nhe cin val gidm & bénh nhin
ning cfin. Tuy nhién, khic bi¢t ndng d vi thai gian tiép xic khong ¢6 ¥ nghia lim sing.
15. Quy cach déng goi:
Hp 3. 5, 10 vi x 10 vién nén bao phim
16. Dibu kign bito quén, han ding, tién chufin chit lrgng ciia thude:
Pidu kién bdo quan: Bao quan & nhigt d§ khong qua 30 °C, noi kho mat, irfinh énh sing
trire tidp.
Han ditng: 36 thang ké tir ngiy sin xudt,
Tiéu chudn chét lugng: Tiéu chudn co s,
17. Tén, dia chi, bidu twyng caa co si sin xuit:
E Ciing ty C6 phiin Dwge Trung wong 3
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