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Sitagliptin phosphate monohydrat 64.24 "
(equivalent to sitagliptin 50 mg) |

Oral route
Healthcare Box 3 blisters x 10 film-coated tablets

(Buw gg updybeys 104 Buonp Buom)
M_rm m_m.rouaw 1eydsoyd updybeys

/' THANHPHAN: Sitagliptin phosphat monchydrat 64,24 mg (tuong duong vdi sitagliptin 50 mg) va cdc td dugc viza dd 1 vién nén bao phim.
i | cHIDINH, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC: Poc térhudng d3n st dyng thudic.
| BAOQUAN:Nhigt d( khéng qud 30°C, trdnh dnh sdng.
| meucHukN:TCCs.
; | DEXATAMTAYTREEM. WHO-GMP
| i DQCKY HUGNG DAN SUDYNG TRUGCKHIDUNG.

Nha sdn xudt: CONG TY TNHH BRV HEALTHCARE [
Khu A, 56 18, dudng s6 09, Ap 2A, Xa Tan Thanh Tay, Huyén Cii Chi, TP. HCM. e —

| (tuong duong vdi sitagliptin 50 mg)
' BRV S

| Heatthcare Hap 3 vi x 10 vién nén bao phim

SPK/Visa:
S& 16 SX/Lot No.

NSX/Mfd:
HD/Exp:

/| COMPOSITION: Siagliptin phosphate monohydrate 64.24 mg {equivalent to sitagliptin 50 mg) and excipients sq.for 1 film-coated tablet. ph—
| INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER INFORMATION: Refer to package insert.
STORAGE: Temperature not exceeding 30°C, protect from light.
SPECIFICATION: In-house.
KEEP QUT OF REACH OF CHILDREN.
READ PACKAGE INSERT CAREFULLY BEFORE USE.

Manufacturer: BRV HEALTHCARE Co., Ltd

WHO-GMP

5618 $X/Lot No.:
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THUOC NAY CHI DUNG THEO PON THUOC.

DE XA TAM TAY TRE EM. ] ‘

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

THANH PHAN: Cho 1 vién
- Thanh phan hoat chat:
*  BIVIDIA 25: Sitagliptin phosphat monohydrat 32,12 mg tuong duong véi sitagliptin 25 mg.
*  BIVIDIA 50: Sitagliptin phosphat monohydrat 64,24 mg tuong duong vdi sitagliptin 50 mg.
* BIVIDIA 100: Sitagliptin phosphat monohydrat 128,48 mg tuong duong vdi sitagliptin 100 mg.

- Thanh phén ta duoc: Calci hydrophosphat, cellulose vi tinh thé 1 01, croscarmelose natri, magnesi stearat, hydroxypropyl
methylcellulose 6¢Ps, polyethylen glycol 400, talc, titan dioxyd, sit oxyd doé va mau quinolin yellow lake vira di.

DANG BAO CHE: Vién nén bao phim (vién nén tron bao phim mau hdng, hai mit tron).

CHI PINH PIEU TRY:

Thude dugc chi dinh dé cai thién kiém soat dudng huyét & bénh nhan ngudi 16 bi dai thdo dudng typ 2.

- Pon tri liéu: Cho cac bénh nhan c6 dudng huyét chua dugc kiém soét thich dang bang ché d6 an kiéng va tap thé duc don
thudn va ngudi ma khéng phu hop dung metformin do chéng chi dinh hoic khong dung nap.

B
4
-

- Dung liéu phép d6i két hop voi: 7

+ Metformin khi ché d6 an kiéng va tap thé duc cong véi metformin don thuin khéng du kiém soat duomg huyét thich dang.
+ Sulphonylurea khi ché db #n kiéng va tap thé duc cong véi lidu téi da sulfonylurea c6 thé dung nap khéng du dé kiém soat
dutmg huyét thich déng va khi khéng phit hop ding metformin do chéng chi dinh hozc khéng dung nap.

+ M6t chit dong van PPARy (nhu thiazolidinedion) khi sir dung chat dong vén PPARYy la thich hgp va khi ché dé an kiéng
va tdp thé duc cong v6i chit dong van PPARy don thuin khong d dé kidm soat dudmg huyét thich dang.

- Dung liéu phap bo 3 két hop véi: _

* Sulphonylurea va metformin khi ché d¢ an kiéng va tap thé duc cong voi ding céc thude nay khéng du dé kiém soat
dudmg huyét thich dang. .
+ Mbt chét dong vén PPARYy va metformin khi sir dung chit déng van PPARYy la thich hop va khi ché d6 an kiéng va tép thé
duc cdng véi ding cac thube nay khéng du dé kiém soat dudng huyét thich dang.

- Thudc ciing dugc chi dinh b6 sung cho insulin (c6 hoac khéng ¢6 metformin) khi ché do in kiéng va tap thé duc cong véi
liu insulin 6n dinh khéng du dé kiém soat dudng huyét thich dang,

LIEU LUQNG VA CACH DUNG:

Liéu lwong: o ) o \
Licu ding la 100 mg, mét 1an mdi ngay. Khi dung phoi hop véi metformin va‘hodc chét dong van PPARy, nén duy tri lidu
ding ctia metformin va‘hoidc chét dong vén PPARYy va dung dong thi véi thube nay.

Khi dung két hop vai sulphonylurea hodc véi insulin, cé thé xem xét ding lidu sulphonylurea hojc insulin thip hon dé giam
nguy co tut dudng huyét.

Néu quén khong udng mot lidu thude nay, nén udng bu ngay khi nhé ra. Khéng nén dung hai lidu thude trong cung mot
ngay.

Suy thdn

Khi xem xét str dung sitagliptin két hop v&i moét loai thude chémg dai thao dudng khac, nén kiém tra céc diéu kién sir dung
cho bénh nhan suy than,

- D6i v6i bénh nhén suy than nhe (do thanh thai creatinin > 50 ml/phut): Khong cin diéu chinh lidu.

- D véi bénh nhén suy than trung binh (d6 thanh thai creatinin > 30 dén <50 ml/phut): Liéu ding 14 50 mg, 1 lan mdi
ngay. ‘

- Déi voi bénh nhan suy thén néng (d¢ thanh thai creatinin <30 ml/phiit) hoic bénh than{leigi-doan cudi cin thdm tich mau
hogc thim phan phiic mac: Lidu ding Ia 25 mg, 1 1in mdi ngay. C6 the dung thude bét cr lic nao khéng cin quan tim dén
thoi diém thdm phan.

Do can phai diéu chinh liéu dua trén chirc ning than, nén danh gid chirc nang thin trude khi bit dau dung thube nay va kiém
tra dinh ky sau dé.

Suy gan

Khéng can diéu chinh lidu cho cac bénh nhén suy gan nhe dén trung binh. Thudc chua dugc nghién cliu & cic bénh nhan b
suy gan nang va can dugce cham séc can théan.
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sitagliptin lptm @hwwgg{qc b'?f\‘tiét qua thén, nén suy gan ning s& khong anh hudéng dén duge dong hoc cia
sitagliptin. LUNG TNHH \ =\

Ngum cao tuot ‘* PR ”

Tré em -
Tinh an toan va hiéu qu ~ena'st

Cdch ditng .

Thubce ding qua dudng udng, cung hodc khéng cung thirc an.

CHONG CHI PINH: _ ‘ ,
Qua man cam véi sitagliptin hodc véi bat ky thanh phéan nao cua thuoc.

CANH BAO VA THAN TRONG KHI SU DUNG:
Tong qudat . Lo
Khéng nén dung thude cho bénh nhén dai thao duémg typ 1 hodc dé diéu tri nhiém toan ceton trong bénh dai thdo dudng.

Viém tuy cc‘fg

Sir dyng céc chat (e ché DPP-4 c6 lién quan dén nguy co bi viém tuy cdp. Bénh nhan cin dugc thong béo vé trigu chimg
dac trung cua viém tuy cip: Dau bung ning, kéo dai. Da ¢6 bao cdo la khoi viém tuy sau khi ngung thudce (c6 hoic khong co
didu tri hd trg), nhung ¢6 vai trudng hop hiém hoi vé viém tuy hoai tir hodc xuét huyét va/hogc tir vong dugce bao cdo. Néu
nghi ngd bi viém tuy, nén ngimg ding thudc nay va thudc nghi nger cé tlem nang khac; néu xac nhén la viém tuy cap thi
khong nén dung lai thude nay. Cén theo d&i can than & cac bénh nhan c6 tién sir viém tuy.

Ha duong huyét khi ding két hop v6i céc loai thudc chong ting dwong huyét khdc

Trong céc thir nghiém 14m sang cia thube nay khi dung don tri li¢u va két hop vai céc thude khac dugc biét 1a khong gay ha
duong huyét (nhu metformin va/hoic mét chat dong véan PPARYy), ty 1€ ha dudng huyét dugc bao cdo véi sitagliptin 14
tuong ty nhu & bénh nhan dung gia dugc. Ha dudng huyét da duoc quan sat thay khi dung sitagliptin két hop vai insulin
hoic sulphonylurea. Vi vdy, dé giam nguy co tut dudng huyét, c6 thé xem xét ding liéu sulphonylurea hodc insulin thip
hon.

Suy thdn . '

Sitagliptin dugc bai tiét qua than. Dé dat duge ndng dé sitagliptin trong huyét tuong tuong tu nhu cac bénh nhén c6 chie
nang than binh thudmg, nén giam lidu cho cac bénh nhén suy than trung binh va nang, cling nhu & nhiing bénh nhan suy than
giai doan cudi cin thim tach mau hodc tham phéan phic mac.

Khi xem xét dung két hop sitagliptin véi mét thude chéng dai thao dudmg khac, nén kiém tra cac diéu kién sir dung cho
bénh nhén suy than.

Phén iing qud mdn

Da co cic bao cao sau khi tiép thi vé phan Gmg qua man nghiém trong & bénh nhén diéu tri bang sitagliptin. Cac phan ng
nay bao gdm séc phan vé, phi mach va céc tinh trang tréc da bao gém hoi chimg Stevens-Johnson. Su khai phat cua cac
phan (mg nay xdy ra trong vong 3 thang déu sau khi bat dau diéu tri, c6 mdt sO bao cao xay ra sau dung lidu dau tién. Néu
nghi ngd phan tmg qua man, can ngung ding thubc. Cac nguyén nhan tiém 4n khac vé viéc nay cin dugc danh gia, va diéu
tri bénh dai thio duong bang thude thay thé khac.

Béng giép kidu pemphzgzm
D c6 bio cdo sau khi tiép thi vé bj bong 2iop kiéu pemphigus & cac bénh nhan ding chit irc ché DPP-4 bao gbm
sitagliptin. Néu nghi ngor bi bong gidp kiéu pemphigus thi phai ngung ding thude nay.

TRUONG HQP CO THAI VA CHO CON BU:

Phu nif ¢6 thai

Chura c6 day du dir liéu 1am sang vé viée sir dung thuoc nay cho phy nir mang thai. Cac nghién ctru trén ding vat da cho
thy co doc tinh vé sinh san & liéu cao. Céc nguy co tiém an & ngudi Ia chua 6, do thiéu dir lidu, khong nén dung thude nay
trong lic mang thai

Phu nir cho con bu

Chua biét r3 thudc nay c6 bai tiét qua sita me hay khdng. Céac nghién ciru trén chudt cho thiy {ptin dugc bai tiét vao
sita me. Khéng nén dung thude nay cho phu nit trong thoi ki cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thubc it giy anh hudng trén kha nang lai xe hodc van hanh may méc. Tuy nhién cin phai than trong khi st dung vi thude ¢6
thé gay chong mit, mo mang.

Hon nura, cin canh bao bénh nhan vé nguy co tut dudng huyét khi ding thude nay két hop véi sulphonylurea hosc insulin.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

Anh huéng cia céc thude khac trén sitagliptin
Dir liéu [dm sang duge mé ta dudi ddy cho thay nguy co tuong tac cé y nghia 1dm sang véi cac thude dung cung Idc 12 thap.
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cht yéu chiu trach nhiém cho su chuyén héa gi¢i han cua sitagliptin la CYP3A4,
bénh nhén ¢6 chirc ndng thén binh thuong, sy chuyén héa, bao gdm ca qua CYP3A4,
nh tha1 s:taghptm Su chuyen hoéa cé the dong mot val tro quan trong hcm trong viée

voi su gdp stic cua ﬁﬁ Tes
ch1 dong mo \@1 1% rong v1eé

',f.‘rw\\’
han-nang-ea

suy than chua duge danh gia tro;lg nghlen ctru lam sang

Cac nghién ctru van chuyen in vitro cho thdy sitagliptin 1a co chét cta p-glycoprotein va chét van chuyén anion hiru co-3
(OATS3). Su vén chuyén sitagliptin qua trung gian OAT3 bi irc ché bai probenecid tc ché trong in vitro, mac di nguy co
tuong tac 1am sang c6 ¥ nghia duoc coi l1a thap. Viéc sir dung dong thai cac chét e ché OAT3 chua dugc danh gia trong in
vivo.

Metformin: Ding két hop metformin 1000 mg hai 1dn mi ngay véi sitagliptin 50 mg khéng 1am thay déi c6 y nghia dugc
ddng hoc cua sitagliptin & bénh nhan dai thao dudng typ 2.

Ciclosporin: Mét nghién ciru duoc tién hanh dé danh gia anh huéng ciia ciclosporin, mét chét e ché manh cua p-
glycoprotein, trén dugc dong hoc cia sitagliptin. Dung cing lic bing duong udng liéu don 100 mg sitagliptin voi liéu don
600 mg ciclosporin lam ting AUC va Cmax cta sitagliptin lan lugt khoang 29% va 68%. Nhig thay déi nay trong dugc
dong hoc sitagliptin khong dugc coi la ¢6 y nghia ldm sang. Vige thanh thai qua thén cua sitagliptin khong bi thay ddicoy
nghia. Do do, cac tuong tac co y nghia s& khong thé xay ra véi cic chét tc ché p-glycoprotein khac.

Anh huéng cua sitagliptin dbi véi cac thube khac

Digoxin: Sitagliptin ¢ anh hudng it dén ndng dé digoxin trong huyét tuong. Sau khi ding 0,25 mg digoxin két hop véi 100
mg sitagliptin mi ngay trong 10 ngay, AUC trong huyét tuong coa digoxin ting trung binh khoang 11%, va Cmax trong
huyét twong trung binh khoang 18%. Khéng cin diéu chinh liéu dang digoxin. Tuy nhién, cic bénh nhan c¢é nguy co ngd
déc digoxin can phai dugc theo dai khi ding cung luc sitagliptin va digoxin.

Dix liéu in vitro cho thiy sitagliptin khéng trc ché cling khong giy cam tmg cac isoenzym CYP450. Trong céc nghién ciu
lam sang, sitagliptin khong lam thay 601 ¢0 y nghia duge dong hoc cua metformin, glyburid, simvastatin, rosiglitazon,
warfarin, hojic thudc tranh thai dudong uong, chimg to trong in vivo thude ¢6 xu huéng giy twrong tac thip véi cac co chit
ctia CYP3A4, CYP2C8, CYP2C9 va chét van chuyén cation hitu co (OCT). Trong in vivo, sitagliptin cé thé 1a mét chit (rc
ché p-glycoprotein nhe.

TAC DUNG KHONG MONG MUON:
Céc tac dung phu sap xép theo phan loai va tan sut dugc liét ké trong bang sau:

Phén loai r6i loan Thuwong gip it gap Tén suit chua ré
(= 1/100 - < 1/10) (= 1/1000 - < 1/100)

Hé mién dich Phan tmg qua mén bao gom

soc phan vé

Chuyén héa va dinh Ha dudmg huyét

dutng

Hé than kinh Pau dau Choang vang

Ho hfip,_ ving nguc, Viém phdi ké.

trung that

Puodng tiéu hoa Tao bén Non, viém tuy cép, viém tuy
hoai tir hodc xuat huyét co tir
vong hodc khong tir vong,.

Da va m6 dudi da. Ngira ngdy. Phi mach, phat ban, may day,
Viém mag mach,céc tinh
trang t da-bao gdom hdi
ching Steven- Johnson, bong
giép kiéu pimphigus

Co xuong va mé lién DBau khap, dau co, dau lung,

két. bénh khap.

Thin va duong tiét Suy giam chirc nang thén, suy

niéu. than cap.

Huéng dén xir tri ADR:
Néu nghi ngd viém tuy cép xay ra, lam cac xét nghiém thich hgp (amylase huyét thanh va nude tiéu, ty 1€ thanh thai
amylase/creatinin, dién giai dd, calci huyét thanh, glucose va lipase), cin ngimg diing sitaliptin va diéu tri hd tro kip thoi.

THONG BAO NGAY CHO BAC ST HOAC DUQC ST NHUNG PHAN UNG CO HAI GAP PHAI KHI SU DUNG THUOC
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QUA LIEU V JJéAéﬁJ&ﬁYﬂﬁﬁ% \Z)
Trong céc thir ghi dm
ﬁ%

49 mg ¢ ngudi khoe manh, ding liéu don dén 800 mg sitagliptin dugc dung nap tét.
Trong mt ngh n;éuu i l«;~h

ang cach QT tang rat it va dugc coi la khéng lién quan dén 14m sang. Chua cé kinh
- Trong céc nghién clru da liéu giai doan I, khong thay tac dung phu lién quan liéu ding
1 ngay trong thoi gian 1én dén 10 ngay va 400 mg mdi ngay trong thoi gian Ién dén 28

ngay.
Trong trudng hop qua liéu, nén ap dung céc bién phap hd trg thong thudng, nhu loai bo thudc chua kip hép thu khoi duemg
tiéu hoa, theo ddi trén lam sang (bao gom do dién tam dd) va diéu tri nang do néu can.

Tham phén loai duoce rat it sitagliptin. Trong céc nghién clru 1dm sang cho thay khoang 13,5% liéu dung dugc loai sau 3 -4
gio thdm phan mau. C thé xem xét thdm phan mau kéo dai néu phu hop vé mit 1am sang. Chua biét sitagliptin c6 bi loai
bing thim phan phic mac hay khong.

PAC TINH DUQC LU'C HQC: Ma ATC: C10B HO1. Nhém thude: Thude tre ché enzym dipeptidyl peptidase 4 (DPP-4),
diéu tri dai thao dudng.

Co ché tac dung

Stagliptin thudc nhom thube tri tang dudng huyét bang duémg uong, goi 1a chét (e ché dipeptidyl peptidase 4 (DPP-4).
Thubc ¢6 tic dung cai thién duding huyét qua trung gian lam ting nong do cac hormon incretin thé hoat 'dong. Cac hormon
incretin bao gdm peptid gidng glugacon 1 (glugacon-like peptide-1: GLP-1) va polypeptid kich thich tiét insulin va phu
thugc vao glucose (glucose- dependent insulinotropic polypeptide: GIP), dugc phong thich tir rudt trong sudt ca ngay, va
ndng do tang dap img theo bira dn. Cac hormon incretin nay la mot phén ctia hé théng néi sinh tham gia vao sy diéu hoa
sinh ly tinh trang cin biang glucose noi moi. Khi nong do glucose binh thudng hoac tang cao, GLP-1 va GIP tang su sinh
tdng hop va phong thich insulin tir cac té bao beta tuyen tuy qua cac dudmg truyén tin hiéu ndi bao lién két véi AMP vong.
Ngudi ta dd chimg minh viéc didu tri voi cac chat ic ché GLP-1 hogc DPP-4 cac mé hinh ddng vét bj dai thao duong typ 2
da lam cai thién dép Ung cua té bao beta dbi vdi glucose va kich thich sy sinh téng hop va phong thich insulin. Khi nong do
insulin cao hon, su hép thu va sir dung glucose tai mo ciing gia ting. Ngoai ra, GLP-1 lam giam tiét glucagon tir té bao
alpha tuyen tuy. Nong dd glucagon thap ciing véi ndng dd insulin trong mau cao hon din dén giam san xuat glucose tai gan,
dua dén giam nong do glucose trong mau. Cac tac dung nay ctia GLP-1 va GIP phu thugevao glucose, vi vy khi nong dé
glucose trong mau thap, sy kich thich phong thich insulin va trc ché bai tlet glucagon boi GLP-1 la khéng con. Déi voi ca
GLP-1 va GIP, su kich thich phong thich insulin duge ting cudng khi nong dd glucose tang trén mirc binh thudng. Hon
nira, GLP-1 khong lam suy giam dap (ng binh thudng cta glucagon dbi vai tinh trang dudng huyét thdp. Hoat tinh cta
GLP-1 va GIP bi han ché bai enzym DPP-4, enzym nay nhanh chéng thuy phén cic hormon incretin thanh cac chit khong
hoat tinh. Sitagliptin ngéin chin DPP-4 thuy phén cdc hormon incretin, qua dé lam tang ndng dé cac dang hoat tinh cta
GLP-1 va GIP trong huyét trong. Bing cach ting ndng do incretin dang hoat ddng, sitagliptin lam tang phéng thich insulin
va giam nong d¢ glucagon theo cach thic phu thude vao glucose. O céc bénh nhén dai thao duong typ 2 ¢6 tinh trang tang
dudng huyét, nhimg thay d6i ndng d6 insulin va glucagon nay dan dén giam ndng d6 hemoglobin Alc (HbAlc) va nong do
glucose lic déi va sau khi an. Co ché phu thuge vao glucose nay la khac v6i co ché tac dung cta cac sulfonyluré, cac chit
nay lam tang tiét insulin ngay ca khi néng d¢ glucose thap va c6 thé din dén tut duong huyét o cac bénh nhén dai thao
dudbngtyp 2 va ¢ dbi twong binh thudng. Sitagliptin la 1 chit vrc ché manh va chon loc cao trén enzym DPP-4 va khong trc
ché cac enzym c6 lién quan mat thiét nhu DPP-8 hoiic DPP-9 & cic nong dd diéu tri.

Trong mot nghién ciru 2 ngay trén cac dbi tugng khoe manh, sitagliptin mét minh [am tang nong d6 GLP-1 thé hoat dong,
trong khi metformin mot minh lam ting nong do GLP-1 thé hoat ddng va toan phan & mirc d6 bang nhau. Ding két hop
sitagliptin va metformin ¢6 tic dung cdng luc trén ndng dd GLP-1 thé hoat dong. Sitagliptin, con metformin thi khéng lam
tang nong do GIP thé hoat ddng.

DPAC TiNH DUQC PONG HQC:

Hap thu

G dbi tuong khoe manh sau khi ubng 1 lidu 100 mg, 51taghptm duoc hdp thu nhanh chéng, ndng d9 dinh trong huyét tuong
(trung vi T, ) dat duge sau 1-4 gid sau khi udng thude. AUC trung binh cua sitagliptin trong huyet tuong la 8,52 uM-gio,
Coax 12 950 nM. Sinh kha dung tuyét dbi khoang 87%. Khi dung chung véi bira an nhiéu m& khong anh huéng dén duge
déng hoc, nén thude co thé dung cuing hogc khong cing bira én.

AUC cua sitagliptin trong huyét tuong gia tang ty 1¢ theo liéu dung. Su ty 1& theo lidu dang chua que thiét 1ap ddi voi Cpa
vaC oy io (Chax tang nhiéu hon tinh trang ty 1& liéu va Cougis tang it hon tinh trang ty 1€ lidu).

Phiin bé

Thé tich phan phdi trung binh & trang thai én dinh sau khi dung 1 lidu don sitagliptin 100 mg dudng tinh mach & dbi tuong
khoe manh la khoang 198 lit. Ty I¢ sitagliptin gin két thuan nghich v&i cc protein huyét twong la thip (38%).

Clmyen hoa

Sitagliptin dugc dao thai chu yeu trong nuac tiéu & 'dang khong ddi va mdt phan nho qua dudng chuyén hoa. Gan 79%
sitagliptin dugc thai qua nude tiéu & dang khong dai.

Sau khi udng 1 liéu sitagliptin c6 danh ddu ['*C], khoang 16% chit ©0 tinh phong xa duge bai tiét & dang céc chat chuyén
hoa cua sitagliptin. C6 sau chit chuyén hoa nay dugc phat hién & ndng d6 vét va duge cho la khong lién quan dén hoat tinh
Grc ché DPP-4 huyet tuong cua sitagliptin. Cac nghién ctru in vitro dd ching minh enzym chu yéu chiu trach nhiém cho su
chuyén héa han ché cua thudc 1a CYP3A4, voi sy gop phén cua CYP2CS.

Tai liéu in vitro cho thiy sitagliptin khong phai la chat (rc ché ciia cac CYP isoenzym CYP3A4, 2C8, 2C9,2D6,1A2, 2C19
hodic 2B6 va khong phai la chat giy cam (mg CYP3A4 va CYP1A2.

DPao thii

Sau khi cac déi tugng khoe manh udng 1 lidu sitagliptin ['*C], khoang 100% chét c6 tinh phong xa dugc thai trong phén
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(13%) hodc n ézg% (87%) trong JLtuan diing thudc. Thoi gian ban thai do duge sau khi udng 1 lidu sitagliptin 100 mg la
khoang 12,4 @ﬂ@r@q@ th fjk}H }ﬁy rtkhl dung da liéu. Sy thanh thai qua than la khoang 350 mL/phit.
Su dao thar { E%El t}lat v6i sy bai tiét chi dong qua ng than. Sitagliptin 1a 1 co chit cia chit véan chuyén

‘Q‘i \F3) d‘gz_ it nay co thé tham gia vao su thai trir sitagliptin qua than. Su lién quan ldm sang cua
hOAT—3 tron sgr ‘v@ chuyen sitag lip#in van chua dugc xac dinh. Sitagliptin ciing 12 co chét cia p-glycoprotein, chit nay

. gid vao qua A@‘ ao thai sitagliptin qua than. Tuy nhién, ciclosporin, mt chit trc ché p- -glycoprotein
ha af sitd ghptm qua thén. Sitagliptin khéng phai la co chat cia céc chat van chuyén OCT?2 hoic

OCT1 hoac PEPT Y. Trong in vitro sitagliptin khong trc ché OAT3 (IC= 160 uM) hodc P- glycoprotein (1én dén 250 uM)
van chuyén trung gian 0 céc ndng dd trong huyet tuong c6 lién quan diéu tri. Trong mét thir nghiém 1am sang sitagliptin c6
anh huomg it trén nong d6 cua digoxin trong huyét tuong cho thiy ring sitagliptin c6 thé la chat e ché p —glycoproein nhe.
Cic dbi twong diic bigt
Duoc ddng hoc cua sitagliptin néi chung 14 gidng nhau giira nhitng ngudi khoe manh va cac bénh nhan dai tho dudng typ 2
Suy thin
Mdt nghién ctru ma, lidu don duoc tién hanh dé danh gia dugc dong hoc ciia thube (liéu 50 mg) & céc bénh nhan suy than
man tinh v6i cac mire d§ khac nhau so véi dbi tuong khoe manh c6 chiic néing thén binh thudng & nhém chimg. Nghién ciru
nay gbm cac bénh nhén phan loai suy thin dua vao hé sé thanh thai creatinin nhe (50 dén < 80 mL/phut), trung binh (30 dén
< 50 mL/phut) va nang (< 30 mL/phut) cling nhu cac bénh nhéan cé bénh than giai doan cudi dang duge thim phan.

Bénh nhén suy than nhe khéng ting nong do sitagliptin huyét tuong c6 y nghia 1am sang, so véi dbi twong khoe manh &
nhém chimg. AUC cua sitagliptin huyét tuong da tang khoang 2 1an & bénh nhan suy than trung binh, tang khoang 4 lan &
bénh nhén suy than ning va & bénh nhan giai doan cudi dang dugc thim phan, so véi cac dbi tugng khoe manh, binh thuong
@ nhom chimg. Sitagliptin duge loai bo it qua thim phan mau (13,5% sau 3-4 giv tham phan mau, bit d4u thim phén sau

khi uéng thudc duoc 4 gio). Pé dat ndng do sitagliptin trong huyét tuong turong tu nhu & bénh nhan c¢é chirc ning than binh
thudng, nén ding lidu thip hon & cac bénh nhan suy thdn trung binh va niing, cling nhu & cac bénh nhén cé bénh thén giai
doan cudi cin thim phan.

Suy gan

Khéng cin chinh liéu cho cac bénh nhén suy gan nhe va trung binh (diém Child- -Pugh <9), Chua c6 kinh nghiém ldm sang

& bénh nhén bi suy gan ning (diém Child-Pugh > 9). Tuy nhién, vi sitagliptin cht yéu dugc dao thai qua than, nén theo du
doan suy gan nang khong anh huong dén dugc dong hoc cua sitagliptin.

Nguwoi cao tum

Khéng cin diu chinh lidu theo tudi. Tudi tac khong gay tac dong co y nghla lam sang 1én duoc dong hoc cua ;tagllptm dura,
theo 1 phan tich duge dong hoc theo dén s tir dir liéu giai doan I va giai doan Il. Céc dbi twgng ngudi cao tudi (B§-80 tudi) \
¢6 ndng do sitagliptin huyét twong cao hon 19% so véi déi tuong tré tudi hon. N

Tré em

Chura ¢6 nghién ciru dung thube & cac dbi tugng tré em.

Khic

Khéng can diéu chinh liéu theo gidi tinh, ching tdc, chi sé khdi lugng co thé (BMI). Céc déc tinh nay khong g
6 ¥ nghia 1am sang 1én dugc ddng hoc cua sitagliptin dua theo mét phén tich téng hop duge dong hoc theo déf
liéu giai doan I va giai doan II

5§ dong

QUuI CACH PONG GOI: Hép 3 vi x 10 vién (vi nhdm — nhém ho#c nhém — PVC), hép 1 chﬁ&mhai nhua HDPE).
BAO QUAN: Noi nhiét d6 khong qua 30°C, tranh énh sang.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS

NHA SAN XUAT CONG TY TNHH BRYV Healthcare
Pia chi: Khu A, s6 18, Buong s6 09, Ap 2, X4 Tan Thanh Tay, Huyén Ci Chi, TP. HCM.
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