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Théng béo cho bac si tac dung khong mong mudn khi sir dung thude.
Thude nay chi ding theo don thudc.
2. Thanh phﬁu cong thice thude (cho 1 vién nén bao phim)
Thanh phén dwge chat:
Linagliplith.s isvcssisiississsrmmmmmmismia o og0 T
Thanh phdn td dwge: manitol, pregelatinized starch, tinh bdt ngd, copovidon VA 64, magnesi
stearat, hydroxypropyl methyl cellulose 6¢ps, tale, titan dioxyd, PEG 6000, sit oxyd do vira
du 1 vién.
3. Dang bao ché: Vién nén bao phim. Vién bao phim hinh tron, mau héng, hai mat tron, canh
va thanh vién lanh lan.
4. Chidinh:
Diéu tri dai théo dudmg typ 2 & ngudi 16n, két hop cing ché do an kiéng va luyén tap thé duc dé
cai thién duong huyét:
- Don tri lidu: Bénh nhén chua diroc kiém soat duong huyét tét bing ché do an va van dong, va
bénh nhéan khong dung nap metformin hodc ¢6 chdng chi dinh metformin do suy than.
- Diéu tri phdi hop:
+ Phéi hop voi metformin khi ché do an va van dong cing véi metformin don tri ligu
khong kiém soat tot dudmg huyét.
+ Phdi hgp vai pioglitazon hogc sulfonylurea khi phéac d6 don tri liéu khong kiém soat tot
dudng huyét.
+  Phdi hop voi metformin va sulfonylurea (phac dd didu trj ba thude) khi phac dé két hop
hai thudc khong kiém sodt t6t duong huyét.
+ Phdi hop v6i insulin ding cing hodc khong cung metformin, khi phac dd ¢o insulin nay
két hop véi ché do an va van dong khong kiém sodt tot duong huyét.
Linagliptin khong duge chi dinh cho bénh nhan dai thao duong typ 1 hay bénh nhan dai thao
dudmg cé nhiém toan ceton
5. Cich dung, liéu dang:
- Liéu khuyén céo: S mg x 1 lan/ngay. C6 thé uéng cung hodc khong cung véi thic an & bat ky
thoi diém nao trong ngay.

- Khi dung linagliptin phdi hgp véi metformin, gitt nguyén liéu metformin.
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- Khi phdi hop linagliptin véi mdt sulphonylurea, c6 thé cén nhic liéu dung sulphonylurea
thdp hon dé giam nguy co ha duéng huyét.

- Suy thdn: Khéng cén chinh lidu & bénh nhén suy thén.,

- Suy gan: Khong can chinh liéu & bénh nhén suy gan.

- Nguoi cao tuéi: Khéng cin thiét phai chinh liéu. Tuy nhién, kinh nghi¢m lam sang & bénh
nhan trén 80 tudi cor han ché, than trong khi ding thude & nhém bénh nhéan nay.

- Tré em va thanh thiéu nién: Khong khuyén cdo sir dung linagliptin cho tré dudi 18 tudi do
thiéu dix lidu vé tinh an toan va hiéu qua.

6. Chong chi dinh:

- Qu4 mAn voi bit ky thanh phin nao ca thuée.

7. Cinh bdo va thén trong khi dang thude:

Téng qudr: Khong nén sir dung linagliptin & nhitng bénh nhén déi thio dudng typ I hodc be¢nh

nhan déi thao duong nhim toan ceton (ketoacidosis).

Viém tuy: Da c6 cac bdo cdo hiu mdi vé viém tyy cdp & nhig bénh nhin dung linagliptin. Néu

nghi ngd viém tyy, nén ngimg str dung thude.

Ha dwong huyér: Linagliptin don tri liéu cho thiy mot ty 1¢ ha duong huyét twong duong véi gia

duoc. Trong cic thir nghiém 1am sang dung linagliptin nhu la mot phén cua diéu trj két hop véi

cac thude khong hodic it 1am ha dudng huyét (metformin, céc loai thiazolidinedion), ty 1¢ ha

duodng huyét duge bdo cdo voi linagliptin twong tu véi ty 1€ & nhimg bénh nhén dung gia duge.

Céc sulphonylurea dugc biét 1a gdy ha dwong huyét. Do d6, can thin trong khi st dung

linagliptin két hop vai sulphnylurea. Co thé can nhic giam liéu sulphonylurea.

8. Sir dung thude cho phu nir ¢6 thai va cho con bu

St dung thuéc cho phu niv ¢é thai

C6 rét it dix liéu vé viée sir dung linagliptin trén phu nit mang thai. Cac nghién ciru trén dong vét

khong cho thdy anh huéng gdy hai tryc tiép hodc gién tiép téi doc tinh trén kha ning sinh san.

Nén tranh sir dung linagliptin trong thai ky.

Khong c6 cdc nghién ciru vé anh huéng ciia linagliptin dén kha ning sinh san & ngudi duge tién

hanh. Khéng quan sét thiy cic anh huong bét loi trén kha ning sinh san & djng vét khi ding t6i

lidu cao nhit 240 mg/kg/ngay (xap xi 943 14n liéu & nguoi dya trén so sanh gia tri AUC).

Sie dung thuéc cho phy niv cho con bii

Dit liéu sin ¢6 vé duge lue hoc/dde tinh trén dong vt cho théy ¢6 sy bai tiét cua linagliptin/chét

chuyén hoa trong sita dong vt me.

Chua biét lidgu thude c6 duoce bai tiét trong sira me khong. Nén thén trong khi sir dung linagliptin

& phu nit dang cho con bu.

9. Anh hwing ciia thude 1én khi ning ldi xe, vin hinh miy méc
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Linagliptin khong gy anh hudng hodc anh hudng khong dang ké dén kha ning lai xe, van hanh
may moc. Tuy nhién, cin thong bao cho bénh nhén vé tac dung phu ha dudmg huyét c6 thé xay ra
khi str dung liéu phéap phdi hop linagliptin voi metformin va sulphonylurea.

10. Twong tic, twong ky ciia thude

- Ddnh gid twong tdc thude trén in vitro:

+ Linagliptin 12 mdt chét canh tranh yéu va dua trén co ché wc ché CYP isozym CYP3A4
tir yéu dén trung binh, nhung khong tc ché cdc CYP isozym khac. Thude khéng phai 1a
chét gay cam (mg védi cic CYP isozym.

+ Linagliptin 1a mdt co chét P-glycoprotein va trc ché vén chuyén digoxin qua trung gian P-
glycoprotein véi hoat luc thip. Dua trén céc két qua nay va nhirng nghién clru tuong tac
thude trén in vivo, linagliptin duge xem la it ¢6 thé gy tuong tac véi céc co chit P-gp
khéc.

- Ddnh gid twong tdc thuéc trén in vivo:

+ Dir liéu 14m sang miéu ta dudi ddy cho thiy nguy co cé cac tuong tac y nghia trén lam
sang do viéc st dung thube dong thoi 1a thap. Chua quan sat duge cic twong téc quan
trong vé 1am sang doi hoi phai diéu chinh liéu. Linagliptin khong c¢é anh huong dang ké
vé mat lam sang dén duge dong hoc cia metformin, glibenclamid, simvastatin,
pioglitazon, warfarin, digoxin hodc cac thudc tranh thai dwong uéng, diéu nay cung cép
bing chimg in vivo cho thdy xu hudng it gdy tuong tic thuéc véi cic co chit cua
CYP3A4, CYP2C9, CYP2CS8, P-glycoprotein va chét vin chuyén cation hitu co (OCT).

+  Metformin: O nguoi tinh nguyén khoe manh, dung dong thoi lidu metformin 850 mg ba
lAn mot ngay véi mot liéu trén ngudng didu trj 1a 10 mg linagliptin mét 1an hang ngay
khong lam thay déi duge dong hoc cua linagliptin hoiic metformin. Do dé, linagliptin
khong phai 1a mot chét ire ché véan chuyén qua trung gian OCT.

+ Sulphonylurea: Ding mdt licu don 1,75 mg glibenclamid (glyburid) va nhiéu liéu
linagliptin 5§ mg duong ubng lam AUC va Cmax cua glibenclamid giam 14%. Tuy nhién,
co giam 14% ¢ ca hai gid tri AUC va Cy,a cta glibenclamid khong dang ké vé mat lam
sang. Do glibenclamid dugc chuyén héa chu yéu boi CYP2C9, nhing dit liéu ndy ciing
hd trg cho thiy linagliptin khong phai 1a mot chat e ché CYP2C9. Céc tuong tac ¢ ¥
nghia 1dm sang kho c6 thé xdy ra voi cac sulphonylurea khac (vi du glipizid, tolbutamid
va glimepirid) dugc thai trir chu yéu boi CYP2C9 twong tu nhu glibenclamid.

+  Ritonavir: Mgt nghién curu dugce tién hanh dé danh gia anh hudng cua ritonavir, mot chét
¢6 kha nang tc ché P-glycoprotein va CYP3A4 dén duge dong hoc cua linagliptin. Ding
dong thoi mdt lidu don dudng ubng 5 mg linagliptin va da liéu 200 mg ritonavir dung
dudng udng gy ting AUC va Cpay ctia linagliptin tuong tng 1én 2 14n va 3 1an. Sy mod

phong vé ndng do linagliptin trong huyét trong & trang thai dn dinh khi c6 va khéng ¢6
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st dung ritonavir cho thiy su ting ndng do thudc khong di kém voi tang tich lity. Nhiing
thay ddi duge dong hoc nay cua linagliptin khong cé y nghia vé mit lam sang.

Do vdy, nhitng tuong tac ¢6 y nghia lam sang khoé ¢o thé xay ra voi céce chit e ché P-
glycoprotein/CYP3A4 khac va khong cin thiét phai chinh liéu.

+  Rifampicin: Mot nghién ctru duge tién hanh nhdm déanh gid anh huong cua rifampicin
(mdt chdt cam (g manh ddi vai P-glycoprotein va CYP3A), trén duoe dong hoc cua
linagliptin khi dung & liéu 5 mg. Dung ddng thoi da liéu linagliptin cung véi rifampicin,
din dén giam 39,6% va 43,8% AUC va Cpay O trang théi 6n dinh cua linagliptin va giam
khoang 30% sy (tc ché DPP-4 & ndng do day. Do do, linagliptin 6 thé khong dat dugc
hiéu qua day du khi két hop véi mot chat gdy cam (mg manh P-gp.

+ Digoxin: Sit dyng ddng thoi da liéu hang ngay linagliptin 5 mg voi da liéu 0,25 mg
digoxin khong anh huong dén duge dong hoc cua digoxin ¢ ngudi tinh nguyén khoe
manh. Do d6, linagliptin khong phai 1a mgt chét e ché van chuyén qua trung gian P-
glycoprotein in vivo.

+ Warfarin: Ding da lidu hang ngay linagliptin 5 mg khong lam thay ddi duge dong hoc
ciia S (-) hodc R (+) warfarin (mét co chit CYP2C9), diéu nay cho thdy linagliptin khong
phai 12 mét chét rc ché CYP2CY.

+ Simvastatin: Ding da lidu hang ngay linagliptin 10 mg (trén ngudng didu tri) c6 anh
hudng nhe dén duge dong hoc & trang thai on dinh cua simvastatin (mdt co chit CYP3A4
nhay cam) & ngudi tinh nguyén khoe manh. Sau khi ding 10 mg linagliptin dong thoi véi
40 mg simvastatin mdi ngdy trong 6 ngay, AUC huyét twong ctia simvastatin ting 34%
v Cunax huyét tuong tang 10%. Do d6, linagliptin duge xem nhu 1a mot chét (e ché yéu
chuyén héa qua trung gian CYP3A4, va viéc diéu chinh liéu luong cia céc chat sir dung
ddng thoi duge chuyén hoa béi CYP3A4 duge xem nhur 1a khong cin thiét.

+ Thude tranh thai dicong uéng: St dyng dong thoi voi 5 mg linagliptin khong lam thay
ddi duge dong hoc & trang théi dn dinh cta levonorgestrel hogic ethilylestradiol.

+ Sinh kha dung tuyét d6i cua linagliptin x4p xi 30%. Do viée sir dung dong thoi linagliptin
trong bita an gidu chét béo khong cé anh huéng ¢ y nghia ldm sang ddi véi duge dong
hoc, linagliptin c6 thé str dung ciing hozic khdng cung véi thire an.

- Twong ky ciia thude: Do khéng c6 cdc nghién ctru vé tinh tuong ky cua thude, khong tron lan
thube ndy voi cac thude khac.

11. Tic dung khéng mong muén ciia thube:

Céc tac dung phy duge phén nhém theo tAn sudt: rit thuomg gip (ADR > 1/10), thudmg gap (1/100

< ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gdp (1/1000 < ADR < 1/10000) va rét hiém

gip (ADR < 1/10000). Céc tac dung phy sau ddy duge bio céo & nhimg bénh nhén ding linagliptin

5 mg mdi ngay dudi dang don trj liéu hodc diéu trj bd sung.
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Cic tic dung phu theo ché dj diéu tri
" ; _— Linagliptin | Linagliptin + I— Linagliptin +
pcoqun, | Lgipin | S i | Lo | v
e HISY | Metformin | Sulphonylurea Empagliflozin
Nhiém khuan va nhiém Ky sinh trung
Viém hong - b Chua rd tan e Chua rd tin
' It gap It gap sudit It gap Sut
Réi loan hé mién dich
v x 5 . A
Qua man cam it géip ft gip it gap ft géip Chusdugiti tan
Roi loan chuyén héa va dinh duong
Ha glucose mau Rat thuong
gap .
Tang amylase Hiém ggp frgip it g3p Chusaug: tan fi gl
Tang lipase | Thuong gap | Thudng gdp | Thuong gap Thuong gdp | Thuong gip
Roi logn hé hap, léng ngye va trung that
Ho o fen Chua 13 tan it g2 Chura rd tan
gap gap suit gap sudit
Roi loan hé tiéu hoa ‘
Viém tuy Chuardtan | Chuardtan | Chuard tan . Chua rd tan
% £ % It gép P
suat suat suat suat
_Téo bon It gap
Roi loan da va biéu mo
Phu mach Hi¢m gép
May day Hiém gip
Phat ban It gdp
Pemphigoid ac Aok
tinh Chua rd tan suat

Théng bdo ngay cho bdc sy hodc duoc sy nhitng phan g c6 hai gap phai khi swe dung thuéc.
12. Qui lidu va cdch xir tri
Triéu chirng: Trong céac thir nghiém lam sang c6 kiém soat trén ngudi tinh nguyén khée manh,
nhitng liéu don 1&n dén 600 mg linagliptin (cao gdp 200 lén so véi liéu ding duge khuyén céo)
duge dung nap tt. Chua ¢6 kinh nghiém ddi véi lidu cao trén 600 mg & ngudi.
Cdch xtr tri: Trong trudong hop qué liéu, ap dung céc bién phap hd trg thong thuong, nhu logi bo
thude chua duge hip thu & dudng tiéu hoa, theo ddi lam sang va ap dung cdc bi¢n phép 1am sang
néu Céll.
13. Pac tinh dwge lwe hoc:
Nhoém duge ly: Thude didu trj dai thdo dudmg e ché dipeptidyl peptidase 4 (DPP-4).
Ma ATC: A10BHOS
Linagliptin 12 mdt chét wrc ché enzym DPP-4 (Dipeptidyl peptidase 4, EC 3.4.14.5), la enzym
tham gia vao qua trinh bat hoat hormon incretin GLP-1 va GIP (peptid-1 gidng glucagon, mdt
polypeptid kich thich insulin phu thudc glucose). Nhiing hormon nay thuong bi phén hiy nhanh
boi enzym DPP-4, Ca hai hormon incretin lién quan dén sy didu tiét sinh 1y cho cdn bang

glucose. Incretin dugc bai tiét & mot ndng do thip trong sudt ngay va ndng dd ndy ting 1én ngay
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lap tc sau khi an. GLP-1 va GIP tang sinh tng hop insulin va bai tiét tir cac té bao beta & tuy
trong tinh trang binh thwong va ting dudong huyét. Hon nita, GLP-1 ciing lam giam bai tiét
glucagon tir céc té& bao alpha & ty, ddn dén lam giam bai tiét duong & gan. Linagliptin gan két
rit hiéu qua voi DPP-4 va ¢ thé tach 1o duge nhér d6 1am tang nong do incretin hoat tinh on
dinh va kéo dai. Linagliptin ting bai tiét insulin phu thugc vao glucose va lam giam bai tiét
glucagon do d6 nhin chung cai thi¢n can bing glucose. Linagliptin gan két mot cach chon loc véi
DPP-4 va ¢é tinh chon loc > 10000 lan so véi hoat tinh DPP-8 hogic DPP-9 trén in vitro.

14. Piie tinh duwge djng hoc:

Dugc ddng hoc cua linagliptin da duge mo ta nhiéu & ngudi khoe manh va bénh nhan dai théo
duong typ 2. Sau khi ubng 5 mg & ngudi tinh nguyén khoe manh hogc bénh nhén, linagliptin
duge hip thu nhanh véi nong d9 dinh trong huyét twong (Tyax trung vi) xudt hién 1,5 gio sau khi
dung.

Néng do linagliptin trong huyét tuong gidm t6i thiéu theo 2 giai dogn véi thoi gian thai trir dai
(thoi gian ban thai tan cung cua linagliptin dai hon 100 gio), diéu nay hiu nhu hoan toan lién
quan dén trang théi c6 thé bio hoa, lién két chit ché cua linagliptin véi DPP-4 va khong gop
phén vao viéc tich lity cua thudc. Nira doi tich Ity ¢6 hiéu qua cua linagliptin dugc xéc dinh sau
khi udng da lidu 5 mg linagliptin, xap xi 12 gi. Sau khi dung mot lidu duy nhat linagliptin 5 mg
mdi ngay, ndng do huyét tuong & trang thai dn dinh dat duge sau khi ding liéu thir 3. AUC huyét
twong ctia linagliptin ting vao khoang 33% sau khi dung nhimng lidu 5 mg & trang thai 6n dinh so
véi lidu ddu tién. Hé sb bién thién trong mdi bénh nhan va gitra cic bénh nhén d6i véi AUC
linagliptin nhé (twong tmg la 12,6% va 28,5%). AUC huyét tuong cua linagliptin téng dudi mire
ty 1& véi lieu. Duge dong hoc cua linagliptin nhin chung la twong duong ¢ déi tugng khoe manh
va & bénh nhén déi thao dudng typ 2.

Hiip thu

Sinh kha dyng tuyét déi cua linagliptin xp xi khoang 30%. Ubng linagliptin cling v6i bita an
gidu chit béo khong c6 anh huong c6 y nghia ldm sang vé duoe dong hoc, linagliptin ¢6 thé duge
dung cung hodc khong cling v6i thirc dn. Cac nghién ciru in vitro chi ra linagliptin 1a mot co chit
cua P-glycoprotein va CYP3A4. Ritonavir, mot chit e ché manh P-glycoprotein va CYP3A4
din téi ting ndng dé (AUC) gdp 2 lin va ding nhiéu 1an ddng thoi linagliptin véi rifampicin,
mdt chit cam tmg manh ddi véi P-gp va CYP3A4, din t6i giam khoang 40% ndng d6 AUC cuia
linagliptin ¢ trang thai on dinh, c6 18 do tang/giam sinh kha dung cua linagliptin béi vige
ché/cam tmg P-glycoprotein.

Phiin bo

Do lién két mé, thé tich phan bd trung binh & trang théi én dinh sau khi ding don liéu 5 mg
dudng tinh mach cua linagliptin & ngudi khoe manh vao khoang 1110 lit, cho thiy linagliptin

duoc phan bé rong rai téi cdc mo. Lién két protein huyét tuong cua linagliptin phy thuge vao
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nong do, giam tir khoang 99% & ndng dé 1 nmol/L dén 75-89% & ndng do > 30 nmol/L, phan
anh sy bio hoa lién két véi DPP-4 khi tang ndng dd linagliptin. O ndng dd cao, khi DPP-4 dugc
hoan toan bdo hoa, 70-80% linagliptin dugc lién két véi cac protein huyét tuong khac ngoai
DPP-4, do vy 30-20% & dang khong lién két trong huyét tuong.

Chuyé: hda

Sau khi dung m6t lidu [*C] linagliptin dang udng 10 mg, khoang 5% chét c6 hoat tinh phong xa
duge bai tiét vao nude tiéu. Chuyén hoa dong vai trd thit yéu trong qué trinh thai trir cua
linagliptin. Mgt chét chuyén héa chinh v&i ndng do twong déi 1a 13,3% liéu linagliptin & trang
thai 6n dinh duge phat hién 1a chét khong c6 hoat tinh dugc 1y va do viy khong dong gop véo
hoat tinh trc ché DPP-4 huyét tuong cua linagliptin.

Bai tiét

Sau khi cho nguoi khoe manh dung duong udng ['*C] linagliptin, khoang 85% liéu sir dung c6
hoat tinh phong xa dugc thai trir theo phén (80%) hodic nudre tiéu (5%) trong vong 4 ngay udng
thuée. Thanh thai qua thin & trang thai 6n dinh vao khoang 70 mL/phut.

Nhom bénh nhan déic biét

Suy thdn: Mot nghién ctru nhan mé, da lidu duge tién hanh dé danh giz duge dong hoc cua
linagliptin (liéu 5 mg) & nhitng bénh nhan suy than man & cic mirc d9 khac nhau so véi nhom
dbi chimg khoe manh. Nghién citu bao gdm nhimg bénh nhén suy chic nang thén dwoc phan loai
duya trén d¢§ thanh thai creatinin tir nhe (50 té1 < 80mL/phut), trung binh (30 t¢i < 50mL/phut), va
néng (< 30mL/phut), cling nhu nhimg bénh nhan mac bénh than giai doan cudi (ESRD) dang loc
mau. Ngoai ra, nhitng bénh nhén bj dai thao dudng typ 2 va suy than ning (< 30mL/phut) cling
dugce so sanh voi bénh nhan dai théo dudng typ 2 ¢d chirc nang thén binh thudng. DY thanh thai
creatinin dugce tinh nhd do luong do thanh thai creatinin trong nude tiéu 24 gid hodc udce tinh tir
creatinin huyét thanh dya vao céng thirc Cockeroft-Gault:

CrCL = [140 — d0 tudi (nam)] x trong lugng co thé (kg) {x 0.85 cho bénh nhan nit}/ [72 x
creatinin huyét thanh (mg/dL)].

O trang thai 6n dinh, ndng d0 linagliptin & nhing bénh nhan suy thin nhe tuong duong véi
nguoi khoe manh. Trong truong hop suy than trung binh, c¢o sy gia ting vira phai ndng d¢ 1én
khoang 1,7 1an so véi nhém chimg. Nong do & bénh nhan dai thio dudng typ 2 bi suy than ning
tang khoang 1,4 lan so v&i bénh nhéan ddi thao dudng typ 2 ¢6 chirc ning thén binh thuong. Dy
doan AUC linagliptin & trang thai 6n dinh ¢ nhitng bénh nhin mic bénh thdn giai doan cudi
ESRD cho thiy nong d tiép xuc tuong tu nhu nhimg bénh nhan suy thin vira hodc nang. Thém
vao do, linagliptin it c6 kha nang dugc loai bo téi mirc do dang ké qua didu tri loc méu hoic
thim phan phic mac. Do d6, khong cén thiét phai chinh lidu linagliptin & nhimg bénh nhan & bit

ky mic dd suy thdn nao. Ngoai ra, suy thdn nhe khong c6 anh huong dén duge dong hoc cua
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linagliptin & bénh nhén d4i thdo dudng typ 2 theo danh gia phén tich dwoe dong hoc trén dan s0
nghién ctru.

Suy gan: O nhimg bénh nhén suy gan trung binh nhe va suy gan néng (theo phén loai Child-
Pugh), AUC trung binh va Cyax ctia linagliptin gidng nhu nhimg déi tugng chimg bit cap khoe
manh sau khi ding da lidu 5 mg linagliptin. Khong cén thiét phai chinh liéu linagliptin cho
nhiing bénh nhan suy gan nhe, trung binh hodc nang.

Chi s6 khdi co thé (BMD): Khong cin thiét phai chinh liéu dya vao BML Chi s& khéi co thé
khong co lién quan 1dm sang anh hudéng t6i duoe dong hoc cua linagliptin dya vao mdt phén tich
duoe dong hoc trén dan sb nghién ctru tir dit lidu giai doan I va giai doan I1.

Gidi tinh: Khong cin thiét phai chinh lidu dya vao gidi tinh. Gidi tinh khong ¢ anh hwdng lién
quan 1am sang téi duge dong hoc cua linagliptin dya vao mt phén tich duge dong hoc trén dén
s6 nghién ctru tir dir ligu giai doan I va giai doan II.

Ngudi cao tudi: Khong can thiét phai chinh lidu dya vao tudi, do tudi khong c6 lién quan lam
sang anh hudng dén duoc lue hoc cua linagliptin dya vao mét phén tich duge dong hoc trén dén
s6 nghién ciru tir dit liéu giai doan 1 va giai dogn II. Cac dbi tugng cao tudi (65 dén 80 tudi) co
ndng d¢ linagliptin huyét twong ty nhu ddi tugng tré tudi hon,

Tré em: Chua thue hién duge cdc nghién ciru xée dinh duge dong hoc cua linagliptin trén bénh
nhan la tré em.

Chiing téc: Khong can thiét phai chinh lidu dya vao yéu td chung toc. Ching toc khong c6 anh
huong rd rét dén ndng do cua linagliptin trong huyét twong dua vao mdt phén tich tong hop tir
nhimg dit liéu duge dong hoc sin co, bao gdm bénh nhén goc da tring, gbc Tay Ban Nha, M§
gbc Phi, Chau A. Thém vao d6, cic dic diém duoc dong hoc cua linagliptin duoc ghi nhan la
twong ty nhu trong céc nghién ciu giai doan I chuyén bigt ¢ ngudi tinh nguyén khoe manh Nhat
Ban, Trung Qudc va da tring va bénh nhan déi thdo duong typ 2 nguoi My gbe Phi.

15. Qui cich déng goi

Hop 03 vi x vi 10 vién nén, kém theo t& huéng din sir dung.

Hop 10 vi x vi 10 vién nén, kém theo td huéng dén sir dung.

16. Didu kién bio quin, han ding, tiéu chuin chit lwgng ciia thude:

Bio quan: Nhiét do khong qua 30°C.

Han dung: 36 thang ké tir ngay san Xudt.

Tiéu chudn chit luong cua thube: Tiéu chudn co sd.

17. Tén, dia chi cta co sé' san xuit thube
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