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TO HUOGNG DAN SU DUNG THUOC
R Thude na iy olii ditng theo don thude
Savjenta 5

DE xa tdm tay 1ré em
Doc ki hedng din sic dgng trieée khi ding

THANH PHAN CONG THUC THUOC
(Cho 1 vién nén bae phim Savjerta 5)
Thanh phiin duge chit:

LT I = e e e T T v e TN
Thanh phiin t4 dugc:
Mannitol;  copovidone;  starch,  pregelatinised;

magnesium stearate; hypromellose Geps; tale; titanium

dioxide; macrogols 6000; red iron oxide.

DANG BAO CHE

Vién nén hao phim.

MO TA SAN PHAM

Vién nén tron, bao phim mau doé nhat, hai mat khum,

tron, canh va thanh vién lanh lin.

CHI PINH

Savjenta 5 duge chi dinh bo sung vao ché do an kiéng

va tap luyén dé kidm soat dudmg huyét & banh nhan dai

thdo dudng tuyp 2 trong cdc trudmg hop:

- Sir dung don tri @& thay thé trong trudng hep
melformin khéng dung nap hofic bj ch(‘mg chi dinh do
suy than.

- Sir dung phéi hop vdi cac thudc khic dé didu i dai
thdo dudng, bao gdm insulin, khi cac thude nay chua
kiém sodt tot dudmg huyét.

LIEU DUNG, CACH DUNG

Liéu diing

Liéu ding linagliptin 1a 5 mg mot lin mdi ngay. Khi

dung thém linagliptin v6i metformin, lidu metformin

nén dugc giit nguyén, dng thoi diéu chinh lidu ctia
linagliptin.

Pibi twgng diic bidt

Bénh nhin suy thin

Khéng cin hiéu chinh liéu trén bénh nhan suy thén,

Bénh nhin suy gan

Cac nghién ciu duge déng hoc cho thﬁ'y khéng cdn

hiéu chinh liéu wén bénh nhan suy gan. Tuy nhién,

chua du kinh nghigm 1&m sdng trén nhém bénh nhin
nay.

Nguwéi cao tudi

Khdng cin hiéu chinh liéu theo tudi.

Tré em

Chura c6 dir ligu v& an toan va hi¢u qué ciia linagliptin

trén tré em,

Cach diing

Diing dudng uéng. C6 thé uéng Savjenta 5 trong hojic

ngodi bira #n, tai bét ki thai diém nao trong ngay.

Néu quén dimg thuic

Néu quén dimg thudc, nén sir dung ngay khi nhé ra.
Khéng uﬁng gép doi lieu trong cling ngay dé bu lidu da
quén.

CHONG CHI PINH

Qua min véi linagliptin hoic bit ky thanh phén nao
ciia thudc.

CANH BAO VA THAN TRONG KHI DUNG

THUOC ;

Khéng nén ding linagliptin trén bénh nhén dai thio
dudmg tuyp | hoic trong diéu tri nhiém toan ceton do
dai thao dudmg.

Tut dudng huyét

Linagliptin diing riéng 1¢ cho théy ty 1§ tut duimg huyét
tirong tir nhdém ding placebo.

Trong céc thir nghiém 1dm sing ¢6 sy phdi hop cia
linagliptin va cac thudc khéng giy tut dudng huyét (nhw
metformin), t 1§ tut duémg huyét cia linagliptin tuwong
tir nhém dung placebo.

Khi diing ddng thori linagliptin véi mét sulphonylurea va
metformin, ty 1& tut duimg huyét ting cao hon nhém
diing placebo.

Sulphonylurea va insulin déu gdy tinh trang tut dudng
huyét. Vi viy, cin thin trong khi phdi hop Savjenta 5 va
sulphonylurea vivhojc insulin. Trong truémg hop phobi
hop, c6 thé can nhic giam lién sulphonylurea hoic
insulin.

Viém tyy cip

Sir dung c4c thudc rc ché DPP-4 thudng di kém véi
nguy co viém tuy cdp. Viém tuy cdp di duge quan sat
thdy trén c4c bénh nhan diing linagliptin,

Trong mdt nghién cfru an fodn wén tim mach va thin
(CARMELINA) vdi thoi gian quan sat trung vi 1a 2,2
ndm, viém tyy cap duge bo céo xay ra trén 0,3% bénh
nhén diing linagliptin va 0,1% ding placebo. Bénh nhan
nén duoc théng tin trude vé céc wigu chimg dién hinh
clia viém tuy cAp. Néu nghi ngd c6 viém tuy, tam ngung
sir dung Savjenta 5. Néu dd xac dinh viém tuy cﬁp,
khong nén bt ddu lai Savjenta 5. Thén trong trén céc
bénh nhén c6 tién sir viém tyy.

Bong nuée dang Pemphigus

Bong nuée dang Pemphigus da dugce ghi nhén trén mot
s6 bénh nhén dung linagliptin. Trong nghién ciu
CARMELINA, bong nudée dang Pemphigus duge bao
cao xdy ra trén 0,2% bénh nhén ding linagliptin va
khéng xdy ra trén bénh nhin ding placebo. Nén ngung
sit dung Savjenta 5 néu nghi ngd bénh nhén c6 bong
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nirde dang Pemphigus.

SU DUNG THUOC CHO PHU NU CO THAI YA

CHO CON BU

Phu nit ¢ thai

Chua ¢6 nghién cim vé viéc sir dyung linagliptin trén phy

nit cd thai. Cdc nghién ciru trén dng vit khong chi rd

cdc tae hai trye tiép hoic gidn tiép v& dde tinh sinh san.

Nén tranh sir dyng Savjenta S trong thai ky.

Phy nir eho con bi

Céac dir liu duge déng hoc hién cé rén ding vt cho

thiy ¢ sy bai tiét linagliptin/cac chét chuyén héa trong

sira. Khong thé loai trir cic nguy co trén fré khi cho b,

Céin cfin nhiic v& lgi fch cta viée cho tré ba sita me va loi

ich ctia vigc ding linagliptin trén ngudi me d& quyét

dinh nén ngung viéc cho con bl hofic ngimng/tranh sir
dyung linagliptin.

ANH HUONG CUA THUOC LEN KHA NANG

LAI XE, VAN HANH MAY MOC

Thudc khéng anh hwémg hoic anh hwéng khéng dang

ké 1én kha niing l4i xe, vin hanh may méc. Tuy nhién

can canh bdo cho bénh nhan vé nguy co tut duding
huyét, dac biét khi phdi hop v6i sulphonylurea va/hoc
insulin.

TUONG TAC, TUONG KY CUA THUOC

Tuwong téc ciia thude

Didnh gid tirong tdc in vifro

Linagliptin 1a mot chit (rc ché canh tranh yéu va trc ché

yéu dén trung binh dva trén co ché cua CYP isozyme

CYP3A4, nhung khéng trc ché cac isozyme khéc.

Linagliptin khong phai chét cdm (mg cia cic CYP

isozyme.

Linagliptin 13 m¢t co chét ciia P-glycoprotein (P-gp) va

¢6 thé trc ché yéu sy vén chuyén digoxin qua trung gian

P-gp. Céc két qua nay va céc nghién ciu twong téc in

vivo cho thdy linagliptin khong tuong tac voi cic co chit

P-gp khéc.

Ddni gid trong tde in vivo

Anh huing ctia cde thude khde 1én linagliptin

Céc dif liéu lam sang dudi dy cho thay cé nguy co thip

XAy ra tuong tic c6 y nghia trén lam sang khi ding dong

thoi linagliptin véi céc thude khéc.

- Rifampicin: Ding dong thoi da liéu linagliptin 5 mg va
rifampicin (mdt chdt cim {mg manh cia P-gp va
CYP3A4) diin dén giam AUC va Crae & trang théi on
dinh cia linagliptin lAn Iugt 39,6% va 43,8%, va 1ic
ché DPP-4 & nong do day giam 30%. Vi vay, higu qua
toan dién cta linagliptin trong phdi hop v6i céc chét
cdm G(ng manh P-gp c6 thé khéng dat duge, dic biét
néu diing dong thdi cAc thude nay trong mét thdi gian
dai. Viéc ding ddng thdi véi cac chit cam mg manh
khic ctta P-gp vd CYP3A4 nhu carbamazepine,
phenobarbital va phenytoin chua duge nghién cin.

- Ritonavir: Ubng déng thoi mot litu duy nhit 5 mg

linagliptin va da liéu 200 mg ritonavir (mdt chét i
ché manh P-gp va CYP3A4), lam ting lan luot gdp doi
va gAp ba AUC va Caax clia linagliptin. Nong dd thudc
& dang ty do théng thuémg nhé hon 1% khi ding
linagliptin & lidu diéu trj va tang 4 —5 14n sau khi ding
dbng thoi véi ritonavir. M& phéng ndng d6 linagliptin
trong huyét twong & trang théi dn dinh khi ¢6 va khong
¢6 ritonavir cho thdy syr tang ndng 46 khong kém theo
s tang tich lily. Nhimg thay déi trén vé dugc ding
hoc cua linagliptin khéng ¢6 y nghia ldm sang. Vi viy,
c6 thé khéng c6 twong tic cé y nghia lAm sang giita
linagliptin v&i cdc chét re ché P-gp/CYP3A4 khic.

- Metformin: Ding déng thoi metformin 850 mg x 3
lan/ngdy va linagliptin 10 mg x 1 lin/ngay khéng lam
thay ddi c6 y nghia l1&m sang vé duge dong hoc cia
linagliptin trén ngudi tinh nguygn khoe manh.

- Sulphonylurea: (6} trang thai én dinh, duge ddng hoc
ctia linagliptin 5 mg khong bi thay d&i khi ding déng
théi véi lidu duy nhdt 1,75 mg glibenclamide
(glyburide).

Anh hicdng ciia linagliptin lén cée thude khdc

Trong céc thir nghiém 1am sdng dudi diy, linagliptin

khong énh hudng lién quan Kim séng 1én duge déng hoc

ciia metformin, glyburide, simvastatin, warfarin, digoxin
hotic thudc trénh thai dudmg ubng. Céc bing chimg in
vivo cho théy linagliptin {t gdy tuong téc thube véi céc
co chit clia CYP3A4, CYP2C9, CYP2CS, P-gp va chit
vin chuyén cation hitu co (OCT: Organic Cationic

Transporter).

- Metformin: Ding ddng théi hang ngay da ligu 10 mg

linagliptin va 850 mg metformin, mét co chit cia

OCT, khong anh hwémg dang ké dén dugc dong hoc

clia metformin trén ngudi tinh nguyén khde manh. Vi

véay linagliptin khéng phai 1a chét trc ché sy van

chuyén qua trung gian OCT.

Sulphonylurea: Ubng dbng thdi da lidu 5 mg

linagliptin vd4 mdt lieu 1,75 mg glibenclamide

(glyburide) din dén gidm 14% ca AUC va Cpex Ciia

glibenclamide nhung khéng c6 ¥ nghia v& mit 1dm

sang. Vi glibenclamide duge chuyén héa chinh qua

CYP2C9, nhimg dix liéu ndy cho thdy linagliptin

khéng phai Ia chit vic ché CYP2C9. Tuong tir, ¢6 thé

khéng xay ra nhitng tuomg tic c6 ¥ nghia [im sing
giita linagliptin va cdc sulphonylurea khac (nhu
glipizide, tolbutamide va glimepiride), déu giéng nhu
glibenclamide, 14 céc thube duge thai trir chii yéu qua

CYP2CS.

Digoxin: Ding dbdng thi da liéu 5 mg/ngay linagliptin

va da lidu 0,25 mg/ngay digoxin khong gay anh hudng

1én duge ding hee cia digoxin trén ngudi tinh nguyén
khée manh. Vi vdy, linagliptin khong phai 1a cht (rc
ché qu4 trinh van chuyén qua trung gian P-gp in vivo.

- Warfarin: Ding dong thoi da lidu linagliptin 5
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mg/ngay va warfarin lign duy nhét khong lam thay dbi
dirge dong hoc ciia dang S(-) hofic R(+) warfarin (mgt
co chit cia CYP2CY).

- Simvastatin: Trén ngudi tinh nguyén khoe manh, ding
da lidu linagliptin hang ngay c6 tac dong tdi thidu 1én
duge dong hoc & trang thai n dinh cia simvastatin, 12
mdt co chit nhay cam cla CYP3A4. Sau khi ding
ddng thoi linagliptin 10 mg (cao hon lidu khuyén cdo)
va simvastatin 40 mg/ngay trong 6 ngdy cho thdy
AUC huyét twong clia simvastatin ting 34% va Crax
huyét trong tang 10%.

- Thudc trdnh thai dwong udng: Ding dong thoi véi 5
mg linagliptin khong lam thay d8i dugc ding hoc &
trang  thii 6n dinh cha levonorgestrel hodic
ethinylestradiol,

Tuwong ky ciia thude
Do khdng ¢6 céc nghién ciru vé tinh trong ky ciia thudc,
khong wén 1in thude ndy véi cde thude khée.
TAC DUNG KHONG MONG MUON CUA
THUOC (ADR)
Nén ngimg thude va dén giip bdc sT ngay néu xiy ra
t4c dung khng mong mubn sau diy
Tut dudng huyét (rdt thudng gip, anh hudng dén > 1/10
ngudi): cac déu hiéu bao g,t"fnm: run, todt md hoi, lo 4u,
nhin md¢, cham chich mai, tim tai, thay dbi trang thai
hogic [a ln. Tyt dudmg huyét thuomg xay ra khi ding
dong thoi linagliptin - véi  metformin v mdt
sulphonylurea,

Béng tém tit cic ADR

Do tac dong cia cac liéu phap nén Ién tic dung khéng

mong muén, cée tac dung khéng mong mudn duge phin

tich theo timg ché do diéu trj riéng (don trj liéu, b sung

vio metformin, bd sung vao metformin vi

sulphonylurea, bé sung vao insulin).

Cic nghién ciu ¢6 dbi chimg placebo duge thye hién

véi nhiing ché do didu trj sau ciia linagliptin:

- Don tri liéu trong thoi gian ngn, tdi da 4 tuén.

- Don tri liéu > 12 tudn.

- Bé sung vao metformin.

- B& sung vao metformin va sulphonylurea.

- Bd sung vio metformin va empagliflozin.

- Bb sung vao insulin, c¢6 hoic khéng c6 metformin.

Tén sudt cic tic dung khéng mong muodn duge dinh

nghia nhw sau: Rét thuomg gip (ADR > 1/10), thudng

gip (1/100 < ADR < 1/10), it gdp (1/1.000 < ADR <

1/100), hiém giip (1/10.000 < ADR < 1/1.000), rit hiém

gap (ADR < 1/10.000) hozc chura rd (khéng thé wée tinh

tir cdc dir liéu sén o).

Bang 1. Tdac dung khong mong muodn bdo cdo trén cde

bénh nhdn dimg linagliptin 5 mg/ngay trong don tri

liéu hodc liéu phdp bo sung.

Hicoquan | Tacdung khéng | Tén sufit
maong Iﬂl.léll
Nhiém tring | Viém mi hong It gap
va nhiém ky
sinh triing
Roi logn hé Phan tmg qua méin | it gip
mién dich (nhu ting déap img
phé quan)
R6i loan Tut duémg huyét ! | Rét thudng
chuyén héa va gip
dinh dudmg
R&i loan hd Ho ft gap
hép, 1ng ngwc
va trung thét
Réi loan tidu | Viém tyy Hiém giip”
héa Téo bén 2 It gap
Phii mach* Hiém gip
: May day* Hiem gip
Réilogndava Ipors ftgmp
mo dudi da
Bong nudc dang Hiém gip”
Pemphigus
i Tang amylase 1t gdp
Xétnghigm Tang lipase** Thudng gap

* Dyra trén kinh nghiém sau khi thudc luu hanh,

** Dya trén ndng do lipase tang > 3 ULN (giai han irén
ena mire binh thirgng) trong cic thir nghiém 1am sang,
* Dyra trén nghién ctru an toan trén tim mach va thén cla
linagliptin (CARMELINA: Linagliptin Cardiovasculor
and Renal Safety Study).

! Tac dung khéng mong mudn quan sat duge khi phéi
hgp véi metformin va sulphonylurea.

2 Tac dyung khéng mong muén quan sit duge khi phdi
hop véi insulin.

Thing bio ngay cho bdc st hoge dirge si nhitng phin
itng cd hai giip phai khi st dung thude.

QUA LIEU VA CACH XU TRi

Trigu chiimg

Trong céc thir nghiém 18m sing cé dbi chimg thye hién
trén cdc dbi tugng khoe manh, lidu duy nhét linagliptin
1én 61 600 mg (tuong duong 120 ldn lidu khuyén céo)
duge dung nap t6t. Chura ¢6 kinh nghigm véi lidu trén
600 mg & ngudi.

Cach xit tri

Trong trudmg hop qua lidu, 4p dung cic bién phip hd tro
ciin ban nhu logi bo phén thude chwa duge hip thu tir
&ng tiéu hoa, gidm sat trén 1am sang va thuc hién nhimg
bién phap lam sang cin thiét.

DUQC LUC HQC

Nhém dirge 19: Thudc diéu tri dai théao dudmg, nhém i
ché dipeptidyl peptidase (DPP-4).

Ma ATC: A10BHOS

Co ché tic dung



https://trungtamthuoc.com/

Linagliptin 1a chit @c ché enzyme DPP-4 (dipeptidyl
peptidase 4, EC 3.4.14.5), 1a enzyme tham gia vio qua
trinh bit hoat cac hormone incretin GLP-1 (Glucagon-
Like Peptide 1) va GIP (Glucose-dependent
Insulinotropic Polypeptide). Cac hormone nay bi phén
hiy nhanh bai enzyme DPP-4. Ca hai incretin hormone
déu tham gia vio qua trinh didu hoa sinh Iy cén bing
glucose ndi mbi. Céc incretin duge tict ra & mdt mirc
thip trong ngdy va ndng do ting nhanh sau bira #n.
GLP-1 va GIP lam tang sinh tong hop insulin va ting
tiét insulin tir 1 bao beta tyy khi ndng do glucose huyét
binh thudmg hofic cao. Ngoai ra, GLP-1 con lam gidm syt
tiét glicagon tir t& bao alpha tuy, din dén gidm phéng
thich glucose tir gan. Linagliptin gin két thuin nghich
vri DPP-4 diin dén duy tri sy ting ndng do va kéo dai
hoat dong ciia incretin. Linagliptin lam ting tiét insulin
phu thudc glucose va lam giam tiét glucagon déin dén cai
thién tdng thé cén bing gluicose ndi méi. Linagliptin gén
két chon loc vao DPP-4 véi > 10.000 1n do chon loc so
v&i DPP-8 hoiic DPP-9 in vifro.

DUQC PONG HQC

Dugc ding hoc ciia linagliptin duge mé ta chi yéu trén
ngudi khée manh va bénh nhin dai thaoe dwdng tuyp 2.
Sau khi udng 5 mg linagliptin & ngudi tinh nguyén
khée manh hojic bénh nhan, linagliptin duge hip thu
nhanh, vai n("ing d§ dinh trong hu)fél tuong (T trung
vi) dat dge sau 1,5 gid. '

Néng dd linagliptin trong huyét twong giam theo ba
pha va cé thoi gian ban hay dai (trén 100 gid) nhé vao
s gin két chiit chg, kha nang bdo hda DPP-4 va khing
dong gop vao sy tich liy thude. Thoi gian ban hiy c6
hiéu qua tich liiy 1a khoang 12 gid khi ding da liéu 5
mg linagliptin dudmg u6ng. Sau khi ding linagliptin 5
mg x 1 1dn/ngay, ndng do thudc trong huyét twong dat
(rang thai dn dinh sau lidu thir ba, AUC huyét tvong
cia linagliptin ting khodng 33% sau khi ding da ligu 5
mg so voi khi dimg lidu ddu tién. 11§ s6 bién thién
AUC & m&i bénh nhén va gitta cac bénh nhan thap (lan
ligt 12 12,6% va 28,5%). Do viéc gan két phy thudc
ndng dd cia linagliptin véi DPP-4, duge dong hoc cia
linagliptin dya trén tdng ndng do 13 khong tuyén tinh,
AUC huyét trong toan phdn cia linagliptin tfing it hon
s0 voi ty 18 tang liéu trong khi AUC dang tyr do ting ty
18 thusin véi liéu lugng. Duge dong hoc ciia linagliptin
twong ty giifa ngudi khoe manh va bénh nhan déi tho
dudng tuyp 2.

Hip thu

Sinh kha dung tuyét dbi cta linagliptin I3 khodng 30%.
Ding thudc cling véi bira in gidu chét béo lam kéo dai
thoi gian dat Crax thém 2 gid va l[Am gidm Crac 15%
nhimg khdng quan sét thdy dnh hudng dén AUC ¢o.
Céc thay dbi v& Crac va Tuax khong gy dnh hudng ¢ ¥
nghia vé mat lam sang, do d6 Savjenta 5 c6 thé duge

ding ciing hogc khéng cing thirc an,

Phén b

Sau khi tiém tinh mach mét lidu duy nhit 5 mg
linagliptin trén cic d6i tuong khée manh, thé tich phén
bd trung binh & trang thai 6n djnh 1a 1.110 lit, cho thiy
linagliptin phan bé rng rai dén cac mé. Sy gan két cia
linagliptin viio protein huyét twong phy thuge ndng d9,
gidm tir 99% & 1 nmol/| dén 75% - 89% & = 30 nmol/l,
s tang ning do linagliptin phém énh sy bio hoa cia
DPP-4. O céc ndng do cao, khi DPP-4 duge bio hoa
hoan toan, 70% - 80% linagliptin gén véi cic protein
huyét trong khdc DPP-4, 20% - 30% & dang tyr do trong
huyét twrong.

Chuytn héa

Sau khi udng [“C] linagliptin & liéu 10 mg, khoang 5%
chit danh déu phéng xa dugce thai trir qua nude tidu. Sy
chuyén héa déng vai tro thir cdp trong thai trir
linagliptin. Mt chit chuyén héa chinh v&i nong do
twong ddi biing 13,3% so vai linagliptin & trang thai on
dinh d3 duoc x4c dinh nhung khéng cho thdy hoat tinh
duge 1§, vi viiy khong déng gép vao hoat tinh trc ché
DPP-4 huyét twong ciia linagliptin.

Thai trir

Sau khi udng mét liéu [*C] linagliptin & céc ddi twong
khoe manh, khoing 85% chét danh d4u phéng xa da
udng duge thai trir qua phén (80%) holic nuréc tiéu (5%)
trong vong 4 ngdy. DS thanh thai thén & trang thai én
dinh 1a khoéng 70 mU/phut.

Pbi twgng dic bigt

Bénh nhin suy thin

M@t nghién cim nhin ma, da lidu da duoc thuc hién dé
ddnh gi4 duge déng hoc ciia linagliptin (lidu 5 mg) & céc
bénh nhan véi nhidu mirc d§ suy thin man khéc nhau va
s0 sanh véi nhém chimg 18 céc dbi tugng khoe manh.
Nghién ciu bao g?ym nhimg bénh nhan suy thin dugc
phan loai dya trén dd thanh thai creatinine thanh cic
mirc: Nhe (50 dén < 80 ml/phit), trung binh (30 dén
< 50 ml/phit) va nang (< 30 mU/phiit), va cdc bénh nhéin
bénh thén giai doan cudi (ESRD: End Stage Renal
Disease) dang thdm phén mau. Ngoai ra, bénh nhan d4i
thédo dudmg tuyp 2 cb suy thén nang (< 30 ml/phit) duge
so sanh v&i bénh nhan déi thdo dudng tuyp 2 ¢6 chirc
nang thén binh thudng. B§ thanh thai creatinine duoc
xéc dinh bing cich do dd thanh thai creatinine trong
nuéc tiéu 24 gio hoic wéce tinh tir néng do creatinine
huyét thanh dya trén cong thirc Cockeroft-Gault. Trong
didu kién dn dinh, ndng do linagliptin & cic bénh nhin
suy thén nhe 13 twong duong véi nhém khée manh.
Trong nhém suy than trung binh, ¢é sy ting ndng doé
khoang 1,7 I3n so véi nhém chimg, Ndng d6 thudc & céc
bénh nhén déi thido dudng tuyp 2 cé suy thdn ning ting
1,4 1An so v6i bénh nhan di thio dudng tuyp 2 6 chirc
ning than binh thuémg. AUC & trang thai 6n dinh & céc
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bénh nhin ERSD duge dy dodn twong duong véi céc
bénh nhan suy thdn nung binh holfic ning. Ngoai ra,
linagliptin khdng duge thi trir (61 mire ¢d ¥ nghia tri
licu bing thim phan mén hodc thdm phén phie mac. Vi
vy, khong cin didu chinh lidu linagliptin & bat ky mitc
d{ suy thiin nao.

Bénh nhén suy gan

G céc bénh nhin suy gan nhe, trung binh hoiic ning
(theo phan logi Child-Pugh) va Khing méic dai thdo
dwdmg, sau khi sir dung da lidu 5 mg linagliptin, AUC
trung binh va Cma clia nhém ding linagliptin twong
duong vdi nhém chimg khée manh. Khéng cin diéu
chinh li¢u linagliptin cho céc bénh nhén d4i thdo dudng
c6 suy gan nhe, trung binh hofic niing.

Chi sé BMI (Body Mass Index)

Khong cin chinh lidu dya trén BMI. BMI khong anh
huong cd6 y nghia lam sang lén duge déng hoc cia
linagliptin dya trén phan tich duge ddng hoc dan sé & dir
ligu pha T va pha II. Céc thir nghiém 1&m sang trude khi
duge cép phép hru hdnh d& duge thye hign dén BMI=
40 kg/m?.

Gidi tinh

Khang cin chinh lidu theo gii tinh, Gii tinh khéng 4nh
hudmg cd ¥ nghia lam sang lén duge ddng hoc cha
linagliptin dura trén phén tich dugc dong hoe din sb & dir
ligu pha I va pha 1.

Nguéi cao tudi

Khong cén chinh lidu voi bénh nhén < 80 tudi, do tudi
khéng dnh hudng cé ¥y nghia ldm sang 1én duwge dong
hoc ciia linagliptin dua trén phén tich dwgc déng hoc
dén s6 & dir ligu pha I va pha II. Céc ddi twong cao tudi
(65 dén 80, bénh nhan l6n tudi nhit 1a 78 tudi) cho thdy
nong do linagliptin trong huyét tuong twong duong voi
ngudi tré tudi.

Tré em

Mgt nghién ciru pha 1l d& khdo sat duge dong hoc va
duge lie hoe ciia linagliptin 1 mg va 5 mg trén tré em
va thanh thiéu nién tir > 10 dén < 18 tudi mic dai théo

dudng tuyp 2. Dap tng duge déng va duge lic hoc
quan sat duogce tuong tu vdi dap ‘mg trén ngudi trudng
thanh. Linagliptin liéu 5 mg cho thiy su irc ché DPP-4
16m hon lidu 1 mg (72% so v6i 32%, p=0,0050) va higu
qua giam HbA,. trung binh cao hon (-0,63% va -
0,48%, khéng cd v nghia (héng ké). Do han ché cuia tép
dit ligu, cac két qua nén duoc dién giai cén than.
Chiing tjc

Khong cén chinh liéu theo chiing tdc. Ching t§e khong
¢6 énh hudmg dang k& dén ndng dd linagliptin trong
huyét trong dya trén phin tich tdng hop cdc dir ligu
duge déng hoc hign co, bao g(’nn ngudi da tring, gc
Tay Ban Nha, gbc Chau Phi va gbc Chau A. Ngoai ra,
trong céc nghién ciru chuyén biét pha 1, dic diém duoc
dong hoc ciia linagliptin I twong ty gitra nguwdi Nhit
Ban, Trung Qudc va ngudi da tring khoe manh.
QUY CACH PONG GOI

Hop 3 vi x 10 vién.

PIEU KIEN BAO QUAN

Noi khd, nhigt d§ khong qué 30 °C. Tranh anh séng.
HAN DUNG

36 thang ké tr ngay san xudt.

TIEU CHUAN CHAT LUQNG

Tiéu chudn co sd.

CU SO SAN XUAT

TRACI NEE AN TRON VTN
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