MAU DANG KY
TO HUGNG DAN SU DUNG THUGC MEYERSILIPTIN 50 &% .
Fix Thofic tin theo 6on Tidu chudn: TCCS Téc dyng khdng mang mudn; s
Phdn Ong c6 hai nghiém iong D30 gbm viden tyy vi pada
MEYERSILIPTIN 50 R I
Thatag pdp. 17100 < ADA < 1110
D02 ki hudng ddn 3 dyng trudc khl ding Mmammmmm
OF xa th ey tré o Hb thén kinh: Dau afu

Thing bio cho bic 3l cic Lic dung khdng mong muln glp
phdl kN 5 dung thudc

Thinh phdn, him lyng cda thede:
- Stagiptn phosphat 424 myg
(hong duong Stagiota L0 mg)

- Ta Guge Colactose B0, Avicel 101, Natn starch ghycolat,
Ascosd, Magnes stearsl. MPMC 606, HPMC 815, PEG 6000,

it pdp. 111,000 < ADR < 11100

H§ thén lonh: Chdng myt

Ty héa: Tdo bdn

Da v m0 cudh da Njua

Kndng ré tdo sullt

Hp mda gcn Prdn dng mia chm ahy phdn v
H& hip Ban padi kb

Taic, Tian doxyd, Quenoin yoliow, Brown, Erytheosn red via & hda: Noa, viden tyy,
1 vidn a vA md dudi da: Phd mach, miy day. phdt ban, vidm tréc
Md i sdn phim: Vdn nén nhd hinh ten, bda mb mit o Stevens-Johaton,

vach dlng & gida, bao phim miu nlu, bin trong miu tring
Oul cich 8ong gol:

+ Hip 3 vl mb Wl 10 vidn ndn bao phem

« Hip 10 vl mda vl 10 vlla nén bas phem

HUONG DAN SU DUNG THUSE CHO NGUM BENH

Thidc dang cho bfnh pi:

Moyer sdotn 50 QUdc Adng nh bbu phdp bl 110 ¢ho ol 80
a0 kadng vA vin 88ng 1n8 bie 36 cdi 1hin obm sodt duany huyll
& bdnh nhin dii thio dudng typ 2.

Nén gung thude nay niw IN nao va Blu logng:

Cich dong: Meyssiptn 50 co th ulag cing hodc kndeg
clng thic An

Lidu dung:

Ly sdagiptin khuyln cdo 4 100 mg, npdy 1 in khi abng
Gon 1r) Mhu hode bl hop vk metfomn, sullamid hy Gudng huyll,
chfl erd vin PPARy (nhu thearoldnedones), hode metiormn
cing sulfamid ha dudng huybt hodc ¢d thl ding meticemn cing
chll chd vin PPARY (Bung 66 hodc bung no)

Khi @0ng Meyersigtn 50 kit hop wi sullamid by dudng
buybt, co ™ xem x#t Sing sulamad hy dudng huylt Idu thip
:ﬂmmwummmwumum

Libu dung trén 841 hugng dc bigt:

* B4t phin suy gan

Khéng cln hedu chinh by 08 v Binh rivdn suy gan nhe
S0 bung Binh Tinh an 1040 v Medu e cda thulc trdn Binh
nhin suy gan ndng chua duge thefl BWp.

* Bdon mhla sy thidn

D6 v bhoh nhin suy thin Ahe (bl o8 tharh thi osatinn
[CXCr] = 50 miphit. gdn tuong duong v crestinin huyft thanh <
1.7 mai & nam vA < 1.5 moat & n0), Msing cin chinh Mu
May: thptns 50

D& vei Binh Ahdn suy thin tlung binh (CIC1 » V1B < 50
miphot, ol tuong Ung v creatnin huylt thanh > 1,7 dén < 30
mpi & nam vit > 1.5 ddn < 2.5 mpdl & nd). hu sRagipen B 50
mg npdy 1 in

D& v béah Ahdn suy thin ning (CICr < 30 mlphdt, tuong
Ung wih croatamn huy@ thanh > 3.0 mp/dl & nam va > 25 mpast &
N, hodc 8 bnh INIn giav doan cude cia thim phin miu hojc
thim phdn phic mac, My tiagiplin th 25 mg nply 1 Mn CoInd
ding slagiotn bt ky We ndo, khdng Bin quan ofa Ihai Edm
tnfm phdn mdu

* Noudi cao xS Khdng edn didu chinh by Clin thn Ligng
kP ga chon by Ging Vi chde ndng Lhin cd thi gidm

* Tré om Chua xdc &nh tinh an tobn v Rdu e cda
siagiptin & 118 om vA thanh thfy nbn dudi 18 tul

Vi ¢d sy chinh 1du dua vie ehde rdng thdn, theo khuydn clo
nbn dinh ga chic AlAG thaA trude ki kndy @fu Sbu tr va sau 88
sodm tra rh ky
KA ndo khdng nén dung thudc ndy:

Min cim wéi sdaghptn holc bt ki thinh phin ndo cda
thabic

Co nuong Dau khidp, dau o0, day ung, bdnh khop
Thin va b bt ndhu: Suy gedm ehde nding thin. suy thin edp
Théng bio che Bic sl e Wk cung kidog mong muda pdp phld
ki 50 dyng thudc
Rén trdnh ddng ahing thude hoge thije phim gi kil dang sd
dyng thudc ndy:

Caz thulc Jo chd hodeo cdm dng CYPIAL va 2C8 khing dnh
hulng Gn chuyén hds cla staghptn

Mettormin Dung béu Up Lpi 2 Un mdi ngly 1.000 mg
metiormn cing v 50 mg stagiptn khdag Wm thay &8 cd y
nghis duge dOng hoc ola siagiptn & Dénh nhin &4i thdo Auling
typ2

Cycirsponinm Mt nghadn cu thn hdnh 68 danh gid Pedu qud
cla cyclosporin, mil chit O chil mgnrh pgiyvopeoten trdn duge
S8 hoc cda stagiptin. Ding 1 by Gan 100 mj stagiptn vi
600 mg Cyclosporn, AUC vh Cmax ala siagigtn ting wip xf
20% vl 68% Nhing thay &4 ndy trong duce &ing hoo ola
saaghpln AJ0c xem khdng ©f § nghls Um sing Cdc thanh thdi
thin oda skaghptn khing thay 86i 0 § nghia Do 44 sdaghptin
hndng oo tuong Lic ¢ ¥ nghia v cdc chdl Jo ohd p-ghycoproten
hnde

Ao teog cda sitacionin rén B ANK.

Dgoxin Seagiptn lm ting nhe nbng ¢ dgorn trong huyl
tuong Sau khi tdm Ofng INX 0,25 mg Ggoxin v 100 mp
stapiptn md ngly tiong 10 nply, AUC cla digoxin ting trung
pinh 11% v Cmax 18%. Khdng Mhuyla cdo &du chinh Mu
aponin. Tuy ahuda, Ahdng bhah nhin 06 nguy ©o ngd &3¢ dporin
ndn duos theo ol khi s dyng 6dng thdk staghptn vl dgoxn

Tiong ngheba oy in ¥ido cho thiy staghptn ihdng Je ché
hode cdm dng CYPuy Trong cac ngfuin alu lm sdng, staghptn
khdng gly tic 80ng ¢4 ¥ nghl Lim sing Mn duge Ging hoo cda
cic tholc sau Ay metlormn, ghbuwde, smvaRaln.
rosgitazone, wartana, hosc vidn udng trdnh 1has. Dya vao dd Mu
in vivo ¢4 sy hing L8 Fhe v cdg chdl ndn nhw CYPIAL,
CYP2CS, CYP2CH vh ohill vin chuybn caton hdu oo (OCT)
Stagiptn o0 thE 18 1 chil Uc chi nh p-giyTopolenn trong i vive
Cin tdm gi ki mét 1hn quia dung thudc:

Khi mdt En quin dng thudc, My uing thulc njay kN nho
ra, cdng s4m cang 16t vA LEp Tyuc k8l keh Ling thulie Binh thudng
Tuy nhda, e nhy gin d6a thai gan ulag by ki 16, IN bd qua
bbu 04 quin. Khdng Suoe wing My plp & ¢f O cho mit Mu
&4 quén
Cdn bdo quin IhuEe nay nhu thi ndo:

Bdo quin thude & noi khd, Al &) khdng qud 3FC. 1ranh
&nh 2ang
Nhing dilu hifu v Erigu chang Rl ddng thudc qud tdu:

Teong mit nghida clu ¢0ng My 800 mg sdagiptin, khodng
QTe 1ang rit 1 v khing bin quan Gfn 1im sing

Chus 6 linh nghidm 53 dung cde by cao hon 800 mp &
ngudn Trong cdo nghubn clu giai doan | vl ché &) nhdu by
I1ong rgdy, nguds la khing tim thiy cac phds Ung bl igi tién im
sdng ldn quaa Sn iy khi ddng stagipte Gén iefu 600 mgingly
uong 10 rply vi 400 moingly d6a 28 ngdy
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& Y4, |
Cin Lam gt kN dung thudc qud Bu khuyén cao: hucose rong Mmiu binh thutng hode ting c30, GLP-1 * N* .
Trong trudng hap qud by, ndn 8p dung cdc bifn phip Ml trg  tAng sy 16ng hop va pheng Ihich insutn 1l cic 16 bag. | Al
Pudng GUng. Aty 103) b 1 chua kip Nip thu khdi Gutng by tuy Qua ¢4 duBng truyda tioh Ny ndi bdo ldn kit v A 2,
hda, theo o tréa 1am £4ng (bao gim thm ddn 1am 04), vl b Wiy NQUDI La &8 ehing mich vie diu Ui v GLP-1 hode ea¢ T, j
ndng 45, nlu cdn ch DPP-4 180 6869 vit th) nghim by 4k thdo Gudng typ = “HOE MO
Saagigtn c6 thE dupc thdm tich wia phdi Trong nghn oy 1am cdi thbn ¢dp Ung ala 16 bho beta &% véh phucose, kich thich
um sdng, khodng 13.5% My dGng Guoc Ioai b4 s 3-4 g thilm  nh 180 hop vA phing thich insuln Sy REp thu vi 30 dung

phin miu Co thd rem xat thim phdn miu kbo dli néu phd hop
trén lim sdng Vin chua befit 18 thm phin pruic mas cd 1hd thim
tach U staghptan hay khéng

NhOng didu cin thin trong kN dong thasc ndy:

Chung Sdagiptn khdeg ndn GUgC &) dung & nhing binh
nhdn dii thio dudng typ 1 hode df ddu t binh tfu duang
ridm coton « ackd

= Valm tyy cp €4 duoc Dao clo trdn Ul s dyng stagigtn
phic hop metformin Khi ddng thulc cho nguds cd tén ) wdm
tuy. ¢n (A0 1rong va gidm sdt chilt chd. Pl theo d& cdc by
hajn cla viden tyy nhy Buda nda, ndn, chan dn, dau bung ndng
ko di. Nffu nghi npd webm tyy phdi Agung 60ng stagiptin. Vidm
twy thudng ey ra trong voog 30 npdy ddu dubu t.

+ S gung & BInh Ahia suy thin Stagigtn AUgc dio
qua than DF dat ndng 6 stagiptn rong huydt tuong
nhu & bk nhdn o6 chic nAng than binh thudng, ndn gdm
thubc  bah AhAn tuy thin Irung bish va ndng. c0ng nhu & bah
nhdn cd binh thin giai Soan culli (ESRD) cla thim phin mdu
hadc IhEm phin phuc mas

= Trong thdk gian by stress (s8, nhfm ihudn, phdy thadt) oo
thd mdl lofm sodt ghucoze huybl. tam nging stagicta vl ding
insulin of idm sodt Ap dung Ir) by blag stagiptin trd i i
@i Goan ting gucose huydt cfp di qua

- Pndn Ong qud mdn Bao plen phdn dng phdn v, phi mach
v ¢dc Binh Iy tréc da ki cd B ching Stevens-Johnson, Céc
phda Ung ndy bd1 ddu mull s trong 3 thing dfu sau kiv bit
@i &by tn) vo slagiictin, v vAi bio ¢406 1y ra sau Idu dfu bén
Néu ngh 030 ¢4 phdn Ung qui min. phdi ngung ding staghptn.
SAnh gl c4c nguydn ahdn tdm aldag knde va Bt U ede 1 Wy
By Ih wb Bhah G thao Sudng

S ayng d ré em Chua 1ic Gnh tinh an 1odn v Msdu hjc cda
staghotin & bAnA nhi U 18 tud

Theti ky mang thar

Tranh s dyng thudc trong ths ki mang thal

Phy ng eho con bo

Staghptin duac bl bt vao s3a tidn S0 vAL thi nghide. Vil
chain et 18 stagiptn 0O DAL L vo sa ngude hay Whdng Tuy
nidn. kndng nén G4ng staghstn cho phy nd dang cho con by by
K 43 cdn rhde kY gida 10 ikh vl nguy €0,

S dyng & ngud cao i

Trong cdc ngtebn clu lim sdng Uah an todn v Fubu e cda
stagiptin & ngudi cao tuli (» 65 tull) tuong ty ntw & Binh nhdn
trd twli hon (< 65 ) Khing cin chinh By theo @4 tul

B4ah nhin cao tud oo ahubu khd ning suy thin hon; nhw cic
binh nhdn khic. cd thi cln chinh By khi o suy than dang ki

Tac ding cla M Mo knd ndog & re v via hdsh may
i

Chaa thyc han ca¢ nghadn cu vl 1ac 80ag cla sZaghptn ln
ihd niing Wi xe vi vin hich mdy mdc Tuy nhsa, nguds ta cho
ring stagiptn khdng don hudng Sfn khd nang Wi e v via hah
mily mac
KN o edn tham vin Bac si, Duge si:

Néu ban cdm thify bt thudog trong kh ding thude, nbn bn
¢ v bac sl cda ban
Néu cdn thém thdng tin xin hdi y kidn Bic sl hoge Duge sl
Mgn dung cda thude: 34 thing k& 1 npdy shn rudt

HUONG DAN SU DUNG THUSC CHOCANBO ¥ TE

Duge e hoc:

Meyer sdptn S0 thuldc ahdm thude wing b thng Gudng haylt,
90 1 chi Jc il 2pepldyl pepbadase 4 (DPP-4) b tic dung cbi
thién Subng huylt & bénh ahlln ddi thao Audng typ 2 bling cach
im ting nding 44 cdc incretin hormon hi hoat ddng  Cac Ncretn
horman bao gfm glugacon-ike peptid-1 (GLP.Y) vA glucose-
dapendent nauincliops polypeptide (GHP), dugc phing thich tl
fudt sult ngdy, vl ting ndng 08 ddp Jng wai bla An. Cac incretin
hormen ndy W thinh phin cda hi thing ndi =nh tham ga ddu

glucose ta md ga ting ki nfng 4 mauln cao hon

Npodi ra, GLP-1 lam pdm Lt glucagon t 18 Dao alpha tuydn
Wy Néng 6 glucagon gadm cing voi ndng 60 insulin trong may
€30 hon alln @6 gidm edn rull ghcose Ly gan aln fa g
néng 40 ghucose trong millu. CAC L dyng ndy oda GLP-1 v GIP
phy thudc viko glucose, Wi vy khi ndng &) glicose trong miéu
thip, sy kich thich phong IARKch inguln gua Ling. Han nda, GLP:1
khdng ldm suy gdm dip Ung binh thudng cda 8% v
tinh trong dudng huylt thip. Hogt teh ¢da GLP-1 va GIP b hgn
cnd bd eazym DPP-4. eanym nby nhanh chdng thiy phin ¢dc
incretn hormon thinh cde chilt khdng hoat tinh. S2aghptn ngdn
fgia DPP-4 hdy phin cdc incretin harmon, do 64 14m ting nding
84 cdc dang o6 hog! tinh cda GLP-1 va GIP trong Pyt tuong
Blng cich tng ndng 00 incretn hormon dang hoat 8dng,

pUin lm ting phdag thich nisuln vl gdm ndng &4 glucagon
1100 Coch thit phyy Thads ¥io glucose

O bhah Ahin ddi thio dudng typ 2 €0 tinh tigng ting AUdng
huybt. sy thay 68 nfing &3 irsutin v glucagon ndy din d8n gidm
ndag 84 hemogiobin Alc (HBATC) vA ndng 04 giucose s &4 v
sau kv An. Co chif phy thadc vio ghucose niy cla sEaghptn khic
bedt v co chil 1iC dung ol cd0 sullamid Ry Guong huylt. cic
sullamid g duong huylt Lien Liag LT insuln ngay cd ki néng 84
Qlucose thip va c6 168 aln &n ha dudng huylt & BIah nhdn a4
NSO AU0Ag By 2 v & 681 tugng Binh thudng

OPP9 & chc ndng 65 ddu trj
Duge a¢ng ho<:
Mip thy

O 84 tugng khde manh ulng Ging 1 My 100mg,
duoc hip thy ahanh chdng dat ndag &4 dikh long huylk tuoeg
(Trmax) sau ki wing thollcl-4 ga ALC uglpon trong
Puylt tuong gia ting tuong Ung theo Lbu d0ng O ngudh tnh
nguytn khde manh khi ulag 1 Sy don 100 mg. AUC trung binh

inhde manh xip xl 198 88 Ty W stagiptio gdn kit thudn Aghech v
ede protesn Muydt tuang IN thip (38%)
Chuyla hoa

Staghptn duoc thili trd chd ylu tong nude bifu 8 dgng khdng
thay o va mit phda rnd Su dang 43 chuyfn hoa Khoding 7%
sitagiptin ducc thii trong nude tidu & dang khdag thay o6&

Sau khi uSng 1 Idu sdagiptn od dinh ddu ["*C]. khadng 16%
chilt od tinh phéng x W cic chil chuyfn hda cda stagigtn Sdu
chfil chuyén hda ndy dugc phit hddn 4 néng 83 wit vl duge cho
1 khdng in guan &fn hogt tinh Uc chif DPP-4 huyll! tuong cla
stagiptin. Nhdng nghidn cdu in vio 43 chng minh enzym chd
yéu ches trdch niwdm cho sy chuyfn héa han ché cla sdaghptin
L CYP3AL, v dy pop phln cla CYP2CE

DT Wu nghdn clu in vio cho thiy sdagiptn khing phis Ik
ehdt Oc chd incenzym CYP CYP3A4, 2CB, 2C9, 208, 1A2. 2C19
hodc 286, vi khdng phli B cnft cdm Ung cda CYPIAL va
CYPIAZ
Thili i

Say khi cdc 46 twgng khde manh ulng 1 by stagipta |“CL
ihodng 100% chdl o0 tinh phéng xa duoe thdi trong phin (13%)
node nudc tfu (87%) trong ving 1 tulin dung thude. Tho: gan
bdn thii do Guoc sau ks ulng 1 My stagiptin 100 mg thi xfp xi
12.4 g4 vi sy thanh 1k qua th8n khodng 350 mLphdt

Stagietn Sugc o thdi end yu qua thin v sy bl tft chd
44np qua ng thin Stagiptn 14 1 chit ndn 6 v chdl chupdn
ohd anion hiu ¢80 3 8 ngudi (human siganc anen iransporier-3

hoa sioh i toh liang cin blng ni MmN gucose. Khi ndng 80 hOAT-3), wlin 14 chit o th8 tham ga vio oy this trll siaghptin



qus thin Vin chun zic dnh QoS £y B8 quan tm sdng cda
hOAT-3 trong sy vin chupfn sitagiptin Skaghotn cing 1§ chll
ndn cla p-glycopeoten, md chlt ndy elng cd I tham ga vio
Qud rinh &80 thii s2egiptin qua thin Tuy nhibn, cytiosporine,
mit chdt Je chd p-glycoproten khdng Wm gdm sy thanh thli
agiphn gua thin

Ca¢ &3¢ tinh d bl nhdn

Duoe ¢dng hos cla slaghptn ndi chung tusng 1y & 45 1ugng
inde manh v & Biah nhin dii (hdo Sudng tp 2
Sy tdn

ML nghubn ey md By don duge BEn hnh 6F dinh g duse
Sy hoc cla staghptn bbu 50 mg d cdc DAk nhdn suy than
man tinh v cde mdc & khdc nhay 50 wh && tugng khde manh,
ciulc ndng thin bink thudng & nhim chdng Nphsdn clu ndy gém
cdc binh nhin phin logl suy thin dya vio b 35 thanh thii
creatren nhe (50 cin < &) mLiphut), bung binh (30 dén < 50
mLphat). va ndng (< 30 mUpht), clng nhy cic binh nhdn ¢d
Bah thin gial doan cudl clng dang dups thim phin mdu

B4nh ahdn suy thin nhe kKhdng Ling ndag ¢ stagiptin huylt
tuong ¢ ¥ nghla lim 340y 30 vOi &8 tugng khde manh, binh
by & nhdm chang AUC cla slagiptn huylt tuong
ihadng 2 1dn & béah nhdn tuy thin trung binh, vA ting
n & bhoh ahln suy thin ndng vl 8 bénh nhin gui doan cul
Bang Suge thim phdn miu, i 50 v 64 tugng khde manh, binh
thudieg & nhdm chuing

Stagiptn dusc loai b4 via phli qua thim phin miu (135%
tau 34 g0 thim phdn mdu, bi! afu thEw phin sau kh ulng
thulic duge 4 gid). DE dat ndag &) sitagiptn tiong huyll tugng
tuong ty Al & Bhah nhiln ¢ chlc ning thin binh thudng. ndn
aing sy thip hon & binh nhin suy tdn lung Binh vi n3ng.
cling nhu & cdc binh nhin of Dinh thin gai Goan culi clng clin
thim phin méu.

Sy pan

Khong clin ddhu chinh bu & binh nhdn suy gan nhe vi trung
binh (S6m o4 Child-Pugh < 9) Kbang cd kinh nghudm Um sing &
binh nhdn bj suy gan ndng (&fm 5 Chid-Pugh > 9). Tuy ntebn,
vi staghotin end ylu dudic 830 thel qua thin. nin theo dy dodn
Wy 920 ning khang tac 8ing Mn duge 8dng hoc cla sdagiptn
Ngweti cao

Khéng cln Sdu chinh Edu theo tulli. Tudi téc khing pdy tdc
d4ng ©f ¥ nghia Wm sdng Mn dugc 88ng hoc ala s2agiptn Sua
thaa 1 phin tich guac Gong Moo thed dda of 1 4O by gl dogn |
v gai doan Il D& tuong nputs cao tuli (6580 tudl) o8 nbng 68
stagiptn huylt tuong a0 hon 16% 30 vde &8 tuong trd 1 hon
Tré em Chua €0 nghin oy stagiptin bln hanh d ird em
Ca¢ dic tind bdah nhda khde Khdng cdn Gy chinh iy theo g=t
tinh, endng the, hode chl khds co thé (BMI). NhOng S0 tinh ndy
khing gdy 14e 8009 ¢4 ¥ nphila 1AM 1ang e duoe Bhag hec ola
stagiptn Sy 1heo MO phan tich 1589 hop 1 cie o3 Mu cue
3009 hoc Geas doan | v theo mdt phila tich duge 8Ong hoc din o8
U o0 Wy lAm sdng gai dogn | va glal dogn 11
Cnl dinh:

Mayersaptin 50 ouge d0ng ri by phdp hd trg cho ohd &0
An iodng va vin 85ng th iuc o8 cli thua lofm sodt duing huylt
4 binh nhin ddi thdo dudng typ 2.

Lidu hugng vil cich ddng:

Cich dung: Mayersiptn 50 o thd ulng cing hade khdng
cing thae an

Lidv ding:

Lifu s2aghptn khuyén cdo 13 100 mg. npdy 1 UWn khi ging
don 1) B hode Lt hop wh matfonmin, sufamid hy dudng Puylt,
chit ¢hd win PPARy (nhy thiaroldinedones), hode metiomin
Cong sullamad by Gudng Puydt hodc o thi ding metformin alng
chit chd vin PPARy (bung 04 hode bung no)

Khi Ging Meyersibptn 50 kit hop v Sufamsd Ny GUONG
huyl, o8 I xom a8 ding sulamid hy Quang huyfl ldy thip
hon nhdm gdm nguy €0 ha dudng huylt 80 sufamad hy dudng
Pyl
Lidy gdng rin A% Jugng djc bt

* Bdnh nvin suy pan

Kndng clin Pebu chinh kiu 08 vt binh nhdn suy gan nhe
&n tung binh. Tinh an todn vi hidu he cda 1hufe trln Binh
nhdn suy gan ndng chua duoc theft Wp.

* B Ahd suy BN

D& vis bhah nhdn tuy thin nhe (hd o8 thanh this creatnin
[CIC] 50 miphdt, gln tudng uony vk creabnin huyft thash <

\,‘UOC Nco

1.7 mgd & nam va < 1.5 mpku 3 nd), khdng cn |
Meyersdptin 50

Nﬁmmnmmmmtm;m
miphot, ahmuﬂwuwmmﬂmuﬁstfﬂn%
MmO & nam va > 1.5 6ln < 2.5 moidt 3 nd), by sitaghptn 1y
mg npdy 1 i

D& w0 bnh nhidn suy thin ning (CICe < 30 miphdl. tuong
Ung wai craatinin huyfl thanh > 3.0 mpaal & nam v » 25 maia d
nd), hode cd binh tdn guai Soan culs cdn thim phin miu holc
thiém phin phdc mac, blu stagiptin I3 25 mg ngldy 1 n Co
ding sdaghphn bl ki Kic ndo. khdng Mo quan dfn thé dm
thim phin msy

* MUt caa IR Kndng cdn Edy chinh bfu. Cla thin rong
khi bja chon by @0ng Vi chae ndng than oo thl gdm

* Td om Chua xdc Anh thh an t04n v hidu e cla
sdagiptin 4 trd em vi thann thau mbn dus 18 L&

Vi b 1y ehinh bu dya vho chac ndng thin, theo khuyfa cdo
nén ddnh gid chuc nling thin trude khi kvl dfu dbu tn va sau dd
i tra G iy,

o gan:
Min cim v slagiptin hodc B! ki thanh phin ndo cla

Trgn trong:

Chung SRsghptin khdng Adn U 8 dung & Ahlng bioh
nhdn d4i thio dudng tip 1 hode ¢f Sdu trj Bdan tdu dudng
nioben ceton - acid

» Viden tuy clfp 41 duge bio cio Ldn ngudi s dyng stagiptin
phii hgp metioemn, Khi alng thude cho AU ¢d tén s vidm
tyy. cdn thin trong va gidm 54 chit chd. Phli iheo o8 cic bufu
hign cda wim tyy Ahy Buln nda, nda, chdn 8n, dau bung adng
k6o ¢4 Nbu nghi npd vidm vy phli npong ding stagiptm. Ve
tuy thadng xly ra trong vong 30 ngdy ddu ddu tn

+ 8 dyrg 3 birh nhan suy thin Skagiptn Guce dlo this
qua thin. DF st nfng ) alagiptn trong huydt tuong Tuong ty
nhy 3 bdoh nhdn cd chic ning thin binh Mudng, ndn gulm by
thulic & bhah nhiin suy thin trung binh vl ning, cing nhy § Béan
nhdn €6 biah thin g doan culh (ESARD) cdn thim phin miu
hodc thim phtn phuc mac

« Teong thS (ran B streds (80, mhelm khuda, phlu thadt) e
ind mil kffm sodt ghucose huydl. tam mging staghota v ding
insutin ¢ olm sost. Ap dyung Irj By blng slagiptin 1rd iy K
i 604N ting glucose huylt cip al qua

+ Phin dng qud min Bao pdm phdn Jng phin v, phd mach
vA cdc bhah Iy bidc da kf cd b chdng Stevens-Johnson Cic
phdn Ung ndy bt dfu xult M trong 3 thang ¢fu sau khi bt
Slu ddu e} W slaglptin, v vii béo cdo xdy ra sau Mu ddu tén
Nu nghi ngd ¢o phdn ung qud mdn. phlli ngung 6ong sdagiptn,
ddrh gid cac nguydn nhdn biém adng khidc va bit ddu cde b My
hay 1hE v Binh @i Ihdo Sudag

53 cng d é em Chua xac Gnh tinh an 108 va hadu e cda
$£30bptinr & BOAN At Gk 18 Tuls

Tht by many thai:

Trdnh s dyng thulde ang Ihd ki mang (has

Py rad eho con bl

Staghptin dugc bl a6 vao 834 Uda 8809 vi! I nghiben Vin
chua bl 10 staghptin cd b bt vio sda ngudi hay kbdng. Tuy
nhedn, khdng ndn ding staglptin cho phy nll dang ¢ho con b tri
kiu 84 cin nhic kf gla kol ich v nguy ¢o

82 dung d npudi cao tuli:

Tiong cdc ngtudn alu lim sdng tinh &n 1odn va hu hue cda
stagiptn & ngudi cao tul (> 65 tuf) tuong ty nhu & biah nhin
113 tubc hon (< 85 1u6), Kndng clin chinh iy theo 80 1

Boh nhan cao tull 06 nhadu knd ning suy thin hon, ahd clc
tdnh nhin khde. o6 thi cn chinh by khi 08 suy thin ding k.

Tac ddng cda mudc M kad ning L re v vin Adnh mdy
o

Chua thue hedn cdc nghidn cdu vl Lic 33ng ada stagipln ln
shd nding i xe v vin hinh miy moc. Tuy nhebn, njuds ta cho
rAng s2agiptn khdng dnh hudng ¢fn khd ning Wi re v vin hinh
miy mic
Tuong tie thude!

Aot Iasog <l theake RhX o staghata.

Cie thulic Oc ehf hode cdm dng CYPIAA vh 2C8 khieg dnh
hesdeng S chspfin oo cla siaghptin

Metiormin: Ding Whu 3p Wi 2 Mn mi rgdy 1.000 mg
metiormin cing vii 50 mg slagiptin khdng Um thay ¢8i co y

N\-

*Hozm"
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Cyclosponn MOt nghdn oy tn hinh 06 Sdnh gt vbu qud
eda cyclospanin, mil chil o chi manh p-giycoproten Trdn Guge
abng hoe cla stagiptin. Ding 1 My don 100 mg stagiptn vi
600 mg cyciosporn, AUC va Cmax cla séagiptn t8ng xip of
20% vA 63% NhOng thay O& nly trong dux Gdag had ol
staghptn dude xem MhONAG ©F ¥ nghla Wm sdng Cas thanh Ihdi
thin cda sdagiptn khong thay o o8 ¥ nghia. Do 68 stagiptin
khédng ¢4 tuong tac ¢d y nohla woi cdc chil Jc chll p-gfycoproten
khic

don tuging ¢l stagieen tin B NK

Ospowiny: SAsgEpLan WAm 180 nhe ning 8 dgorin trong Puylt
tong Sau ki tdm dlag Il 023 mg dgoxn v 100 mg
stagiptin mdi ngdy trong 10 npdy, AUC cla @gorn lng trung
binh 11% vd Cmax 16%. Knéng khuyln cdo ddu chinh Wy
dgonn Tuy nhuda, ARING benh Adn €6 AYUy €3 NS &0 Ggoxn
ndn AU theo 08 ki 50 dung GSng Ihis sEagiptn vi Ggoxn

Trong ngleln oy in viro cho thiy sdagiptin khdog Oc chif
hodc cdm Ung CYPas Trong cdc nghan oy ldm sdng. sL
khiog ody t4c 63ag ¢6 ¥ nphla Bm s4ng M AUde 68ap
cic thufc sau diy metformin,  ghburide,
rosgitarone, wardann, hobc vidn ulng trnh thai Dya vio d0 gy
i vivo 00 3 Wong the e wA clc chil nén nhy CYPIAL
CYP2CA. CYP2CS vA ¢nfl win chuyln caten My co (OCT)
Saaghotn ob th W 1 chdll Uc ohdl b p-plycoprolein tiong i ¥ive.
Tac dyng Rhdng mong mudn;

Phdn dng o8 Rl Aghdm trong Bao om vibm tyy vA phda
ung min cim &1 duge Bdo cho. My phucose huyft &4 duoe bdo
€40 khi phifi hap v sullomyiurd (4.7% - 13.8%) vil inguln (0.6%)

Thueing pdp, 17100 < ADR < 1/10

Chuybn hda v Gnh duling Ha dudng huy®t

M4 thin nh Daw diu

b pop. 1/1.000 < ADR < 1100

Hé thdn linh: Chong mit

Tebu héa Tao bén

Da vi md cuth da: Nga

Kndng rd tha sl

Ho miba aieh Prdn Ong min cdm Ay phda vé
HO hip Ban phd . "?%
Teu hoa: Noa vidm tyy '

da, hds chwing Stevens-Johnson
Coxdong Day khdp, dau od. dav ing. binh khip
Than va b Bt ndu Suy gdm chc ndng thin, suy thin clip.
Thing B0 cho Bic slcae ke dyng khing mong mudn gép phdi
K 20 By Pkt
Oud Wy va cleh xd el

Oud B

Trong mét nghda oy ding My 800 mg slagiptin, khodng
QYe tang 2 & vi khdng bin quan Gfn lAm sdng

Chua ¢d kinh nghiden 30 dyng cde by cao hon 800 mg &
ngute Tiong cde nphidn clu il doan | vl ol & ahabu Mu
rong Rpdy, noudi ta khang tm thiy cae phdn Ong DI Ioi i L
s4ng ldn quan &fn hiu kK 0dng stagiptn déa by 000 mphpdy
trong 10 noly v 400 mongly afn 28 nody

X ot

Trong trudng hop qud Mu, Ada 4p ung cde baln phip Mty
thudng dUng. nhw Jogi b chdl chua kip hp thy khii dudng tbu
haa, theo i trdn I4m sdng (s pfm m ddn tim &d), vl tr) by
ndng 63, ndu cda.

Stagietn ¢ 1hd duse Indm tach vi phdi. Trong nghsbn alu
m edng. khodng 13.6% My ding duac logi bd sau 3-4 g thdm
phdn mdu. CO v xom x#1 thim phdn mau ko i nfu phd hop
1rén lm sdng Vin chua bt 18 thim phdn phic mac of thef thim
Lich duge stagiptin hay khong
Ngdy xem xét sda 461, cip nidt iyl ngi dung hudng dln st

dyng thudc: ‘IA

CONG TY LIEN DOANH MEYER-BPC

o4 2A qulic W) 00, P Prd TaA maan pad Bln Tie et Bl Tre-Vlt Sam

Da vA md& dudk da- Phi mach, may day, phdt ban, v tréc




