AEISAINULINTET INe
Aunaumu
1. Yowdndmaien
INGLIPTIN

2. YIUATAIULIIVDIAIYIAIALY
Tu 1 Wandeuildn Useneuse Sitagliptin phosphate Wiguwi Sitagliptin 100 fadn3u

3. ANWMTVDINANNUN

& a Y d!

< & 1 & a Y ey DY = Ao « "
Lllﬂgﬂﬂall Hu‘ﬂﬂa@ﬂ@qu LARDUNAUEAN AMUNUILAIDNYT “S” BNATUNUILAAY “100

€

4. WndYWaAIEnS/NFYIAUAIEAS
4.1 auanURmandunasans’
nalnniseangu’

Sitagliptin aaﬂqw‘é‘[mamié’uguaul%ﬁ dipeptidyl peptidase IV (DPP-IV) dsual
incretin aaﬂqwélé’mamu%u gosluu incretin 1aun glucagon-like peptide-1 (GLP-1) uag
glucose-dependent insulinotropic polypeptide (GIP) stj'wmuqmzﬁu glucose TaenI5uiiy
N13d1ATILNBUYAUIIN beta cell VoIRUTDY LazanN1Nas glucagon dmaliannisadia
hepatic glucose ngUniigasluu incretin axgnuandasseenumieaitdlusenineiu lnesedu
gosluuagiiutuduiusiviioons Seooslu incretin findsoomnazgnitasogesnigne
toulasl DPP-IV

4.2 auantanisndvaauans 2
M3RATY: MaasUUsEUEdnZNARTURE19TINS?
N13N3E88: ~198 AnT
nssunulusau: 38%
WAUDATL: CYP3A4 tay 2C8
ATIUTEANEHE: ~87%
AASITARveINSdRen: 12.4 Falus
siuengaan: 1-4 2l
msidmen: matlaans 87% (~79% TugulsiuAsuntas, 16% Tuguumnuslan); ynagaanse 13%

5. daudly'?®

mssnwlagldifuenien

INGLIPTIN fiffousldderdugilfiasuiunismiuauenyisuazniseaniidsmeiiielviniuausesy
ihmaludesldatuluithelsaummusiad 2

nslsuiugumviesiiy

INGLIPTIN fifasldlugihelsmummusiing 2 delimuauseduinaludonldddu lnonisld
Safugameiiudaudizunmsine viadeldidusuiemudiunmsmuauemmsuazniseentidane
lianansomuauszduthmaldodadfisame

nstsauivengudalniiagise

INGLIPTIN §idausldlugithoiumuviad 2 vielvimususeduinaludenldfitu lunsldsmiy
pngudalniiagSe iensdnwideeniifiswiaieimudiunisauaueimataznseeanmdangl
anunsomuANsziuthmaldogafivame



nsldsiufiuenay PPAR y agonist

INGLIPTIN fifeudldlugiaelsaumanusiind 2 dWelvavaussduiimaluienldfitu Tunsld
$auffuBInga PPAR y agonist (1 thiazolidinediones) waudisun1sinu udedloldoniifisinien
mw;jﬁ’umsmmummiLLasmsaaﬂﬁwé’ﬂﬂwlajmmiammmsﬁufwmaléfasmLﬁm‘wa

nstsuivgumlesiiulasenquialnilagise

INGLIPTIN fiousldlugihelsaumusind 2 dielviauaussduimaluienldfidu Tnenisl

(%
a

v nmvlesiunazendudalniagise Wensnwiseen 2 viainugiunismunuoimsiazms
sontdimelilannsomuausziuthmaldogafivme

nsldsuiveumvlesiuwaze1ngy PPAR v agonist

INGLIPTIN fidousldlugtnelsaumnunied 2 Lwai‘wm‘uﬂmummmaiw,aamlmsuu nen1sli
safvgunesiuuay EJ”maJJ PPAR y agonist (1% thiazolidinediones) dlonssnedaeen 2 suumu
mU@mJmsmuﬂummmazmsaaﬂmmmﬂlmmmsﬂmuqmsmummal@asmme‘wa

nsldsuiudugau

INGLIPTIN S4eusldlugtnelsaumanusini 2 Aefusdilfiasufunisavauemsuazniseen
damefielimuauseduinaludenldftulaglismiudugau (Fhumdelismfusiummesiv)
6. wunLUUzL 122

YA TTuuzi1ves INGLIPTIN fio 100 un. Fuazada iumsinuilagldeniifissiaufen vieduns
Snwilagnislisiuiummesiiu engudalniiagse Sugdu (dsumselildsiuduenunesiiv) engy
PPAR y agonist (191 thiazolidinediones) snumnesiiuuazengudalnilagise viesumnesiiuuaze
gy PPAR y agonist INGLIPTIN anansabisiunselisauivaimsile

dleld INGLIPTIN SaufugngudalniiagSeviesauiudugdu 919fin1smnaniuine1vessing
FalnflagiSevedugiu L‘waa@mmLaawaamil,ﬂm’nvmmaiuLaammmﬂmumuﬂmaa’wﬂamaﬁ\lua
g3y VSeduYhu

funelaiden

dmsufvaedladenidniies (A1 creatinine clearance [CrCl > 50 ua./ Undi (suwinAuszsy
creatinine Tu@SuUseana < 1.7 un/ aa. Tunewne wag < 1.5 un/ aa. lunendg) lddndudesusu
FUIAET INGLIPTIN

dmfugihefladousyfuuiunats (Crcl > 30 fis < 50 ua/ Wift Wsuwindusedu creatinine Ty
FSuUseanes > 1.7 89 < 3.0 un/ ea. Tumewng wag > 1.5 89 < 2.5 4n./ aa. luwamde) auinenves
INGLIPTIN # 50 1n. Yuawads

dwsugUaoiiladonseAusauss (CrCl < 30 wa./ undt WisuwiAusEdy creatinine TudSuuszanay
> 3.0 un./ oa. lumaAwe uag > 2.5 un./ aa. lumende) vieidulsalnineszezgaiing (ESRD) Mdeq
Tasunisanslasmeniswenidenmelaiivy w3on15a13lean1steeving vuIne1wed INGLIPTIN @a 25 un.
Suazass 019l%en INGLIPTIN Tnglddosdilsdanaiveinisansle iesaniinisufuruingiaunis
auredls Sauugiliinnsusadiumsvhauvedlanewsunissnumdie INGLIPTIN wazviiduszeye
9Nty

nslaluin
gilufinsfnwsunnulaendouazyussavsnavese Sitagliptin Tufthedinfiongsiinii 18 ¥

nsldlugasene
LidndudesuSurunenaniadesiueny flheaiongiuunliuiinisinuvedlaanasmiueny 39a73

o w

Tmemnusydnsets wagonafimnudndusesuSuruiner wninngladousssitudfy



7. Asnsldent’
Sitagliptin Wuendasuusemuiuazass aunsalisuvselisauiuemsile

8. doviuly!?
uldetludmiingiunguuss 1w anaphylaxis, waeadenauINyl  NNISASU - Sitagliptin
viseduUszneudulalusiiiu

9. AufounadanlTIede >

1) fenuresmaiafuseusniaudsundu mudwuseusnaviifidonsonuiaidedusoume
maﬁﬂ’lslﬂﬁzi’ﬂwﬁﬂ's&Jﬁlﬁ%’u Sitagliptin LagNgALIMINANDINTVRIAUSDUBNLAULRLUNEY
Ty

2) 219N IEmladumal AsinnINeINISHas T IMEneT

3) Sitagliptin lififeusldluginelsaumusing 1

4) Sitagliptin ldfideusldadmsusneininsidemdunsafiosainlsauininu (diabetes
ketoacidosis)

5) wumeanuonsiatesuussudtasildfuelunguiudinisvhaures DPP-V Tnsanusany
Iéausianglu 1 5u B Tndsniduldor wudremsditundaanngalden wasnunsiin
omssudlendululdendn

6) wmwmummmﬁﬁqmm L% U Maam%aﬂmmﬁ’ﬂ, anaphylaxis a¢ Stevens-Johnson
syndrome anglu 3 Wiouuwsnasnislyen

7 msinmsuuruselufiisladenssuuiunans laidensefuguuss uaglaneszezgaiing
(ESRD) Aisadldsunsialasgladfionvienisdislanisdesios waznuseaunsitauvesle
ugasvideinlanedeunduiidestsisunsialaludithedilésy Sitagliptin

8) fmeerumaialsaguimesangdduiuludineilduelundusudsnisinnues DPPAV mn
Aedutmemiesesunatu Tivgaldouaginisnusely

ANLADUANNUTENIANTENTWAITI TGV’

1. valdlugfeeuiond

2. vulldsnwlsammusiiadl 1 flhenne ketoacidosis fasnmfnidosuuss flheldsy
UALYRTULTI

3. anidiessdmsnandeamslient uaransluuyssssiinge fWunsldend

0. limsldenilswtuedossuiifiuoanosed

5. rtleadfineudedduninduioognazunss (severe joint pain)

10. unsAsefiuedue !

Sitagliptin %ﬁmmﬁmqmémaa Angiotensin-Converting Enzyme Inhibitors, Digoxin,
Hyposglycemia-Assoiciated Agents, Insulins, Sulfonylureas

Sitagliptin %ﬁqméﬁu%mﬁaiﬁﬁmﬁu Alpha-Lipoic Acid, Androgens, Guanethidine, Lumacaftor,
Monoamine Oxidase Inhibitors, Pegvisomant, P-glycoprotein/ABCB1 Inhibitors, Prothioamide,
Quinolones, Ranolazine, Salicylates, Selective Serotonin Reuptake Inhibitors

Sitagliptin 3l Sanandeldsrudy Hyperglycemia-Associated Agents, Lumacaftor, P-
glycoprotein/ABCB1 inducers, Quinolones, Thiazide and Thiazide-Like Diuretics



11. an3fiATsnuazan3sznineliuuyns™

An3NATIAN

Jadu Pregnancy category B

flifinmsfinuiifisaeuasiinsmueuiinluanidasss fafuanudaondees Sitagliptin luan3d
asssdtldduiiveu wudeatvensnulseummnusiasulsemusisug Aeliuugilildlusewinens
fanssd

AR LAUNYAT

Sitagliptin Qﬂ%’uaaﬂuﬂuﬁwumaquLiw FalaiPuiinsui Sitagliptin Qﬂsﬁ’umaaaﬂuﬂuﬁmmaa
uywevidelyl fedulsinsldeluaniliuuyas

12. 9an1soulsineuseaen !
syuusenlSiouaznuedn: thanaludondi
SEUUMLAUENS: oude, Aauld
1o1: 1fissdiu serum creatinine
sruumaAumela: Yesynuavaeviosdniay
wutey uddusunsiededin: susousniauidoundy (lugeusnauiididonsenuasibesusou
m1), nzlanedeunay (eanesldn1sanslngiunie), anaphylaxis, VaeAEenUIIL, 8101500
Y8, UInnaq, Iﬁﬂﬁjmﬁwwaﬁmﬂnﬁﬁmﬁu, RN fuus, Uaai, Agniluiy, aeadondniay,
ulasdfuiiinTy, Yinuauwn, Uanndranie, waunaludestin, Uin, Tsamuiiness, fu, n1sie
Yadlaunngay, 81n13UIRTagULIY, fufinmels, Stevens-Johnson syndrome, L?Jaqiuﬁmmﬂé’mau,
Auaufiv, 9130y

13. msldsusniuruauazisnisine °

nsdifldFuenAurun aslEisnsinvvsEAuUszaesensg T Wy idnendsligaduoen
NAMaFiueIms Whszienismenddn (saudanisnsrenauliiiila) waglinnssnuiniueinisi
Jndu
14. anzmsiusnun 7

\Rufigaumadisnndy 30 °C

Ao o

15. sULUUBILAZIUINUT TN WU
< & a s
Dosage Forms: guilaLAaauna
Packaging Available: Us3qUHa PVDC/Aluminium blister wisas 10 1ln U539huNaednszany naes
av 1, 2, 3, 10 %39 50 Wi

a

16. Youaziloginan
UTEN YUVWAFYNTIU 911 (W)
G 1 9uAUDU 11 WUNTINAUNTY WAAUUIETY NTaWNT 10230 Usenalne
SRS Tnsfnit 0-2943-0935-7 uilng 0-2510-7874

17. Juiiiinsufledfuusaenans
24 N3G 2566



LONEISANNVLINTWIDING W

INGLIPTIN
1. Product Name
INGLIPTIN

2. Name and strength of active ingredient

Each film-coated tablet contains: Sitagliptin phosphate eq. to Sitagliptin 100 mg

3. Product description
Orange round, biconvex film coated tablet. One side has letter “S”. Another side has letter
“10077.

4. Pharmacodynamic/Pharmacokinetics

4.1 Pharmacodynamic!

Mechanism of action

Sitagliptin inhibits dipeptidyl peptidase IV (DPP-IV) enzyme resulting in prolonged

active incretin levels. Incretin hormones (eg. glucagon-like peptide-1 (GLP-1) and glucose-
dependent insulinotropic polypeptide (GIP)) regulate glucose homeostasis by increasing
insulin synthesis and release from pancreatic beta cells and decreasing glucagon secretion
results in decreased hepatic glucose production. Under normal physiologic circumstances,
incretin hormones are released by the intestine throughout the day and levels are increased
in response to a meal; incretin hormones are rapidly inactivated by the DPP-IV enzyme.
4.2 Pharmacokinetics'?

Absorption: Rapid

Distribution: ~198L

Protein-binding: 38%

Metabolism: CYP3A4 and 2C8

Bioavailability: ~87%

Half-life elimination: 12.4 hours

Time to peak: 1-4 hours

Excretion: Urine 87% (~79% as unchanged drug, 16% as metabolites); feces 13%

5. Indication!?®

Monotherapy

INGLIPTIN is indicated as an adjunct to diet and exercise to improve glycemic control in
patients with type 2 diabetes mellitus.

Combination with Metformin

INGLIPTIN is indicated in patients with type 2 diabetes mellitus to improve glycemic control
in combination with metformin as initial therapy or when the single agent alone, with diet and
exercise, does not provide adequate glycemic control.

Combination with a Sulfonylurea

INGLIPTIN is indicated in patients with type 2 diabetes mellitus to improve glycemic control
in combination with a sulfonylurea when treatment with the single agent alone, with diet and

exercise, does not provide adequate glycemic control.



Combination with a PPAR y agonist

INGLIPTIN is indicated in patients with type 2 diabetes mellitus to improve glycemic control
in combination with a PPAR y agonist (i.e., thiazolidinediones) as initial therapy or when the
single agent alone, with diet and exercise, does not provide adequate glycemic control.

Combination with Metformin and a Sulfonylurea

INGLIPTIN is indicated in patients with type 2 diabetes mellitus to improve glycemic control
in combination with metformin and a sulfonylurea when dual therapy with these agents, with
diet and exercise, does not provide adequate glycemic control.

Combination with Metformin and a PPAR y agonist

INGLIPTIN is indicated in patients with type 2 diabetes mellitus to improve glycemic control
in combination with metformin and a PPAR y agonist (i.e., thiazolidinediones) when dual therapy
with these agents, with diet and exercise, does not provide adequate glycemic control.

Combination with Insulin

INGLIPTIN is indicated in patients with type 2 diabetes mellitus as an adjunct to diet and
exercise to improve glycemic control in combination with insulin (with or without metformin).

6. Recommended Dose!?3*

The recommended dose of INGLIPTIN is 100 mg once daily as monotherapy or as
combination therapy with metformin, a sulfonylurea, insulin (with or without metformin), a PPAR
y agonist (i.e., thiazolidinediones), metformin plus a sulfonylurea, or metformin plus a PPAR y
agonist. INGLIPTIN can be taken with or without food.

When INGLIPTIN is used in combination with a sulfonylurea or with insulin, a lower dose of
sulfonylurea or insulin may be considered to reduce the risk of sulfonylurea or insulin-induced
hypoglycemia.

Patients with Renal Insufficiency

For patients with mild renal insufficiency (creatinine clearance [CrCl] > 50 mlL/ min,
approximately corresponding to serum creatinine levels of < 1.7 mg/dL in men and < 1.5 mg/dL
in women), no dosage adjustment for INGLIPTIN is required.

For patients with moderate renal insufficiency (CrCl > 30 to < 50 mL/ min, approximately
corresponding to serum creatinine levels of > 1.7 to < 3.0 mg/dL in men and > 1.5 to < 2.5
mg/dL in women), the dose of INGLIPTIN is 50 mg once daily.

For patients with severe renal insufficiency (CrCl < 30 mlL/ min, approximately
corresponding to serum creatinine levels of > 3.0 mg/dL in men and > 2.5 mg/dL in women) or
with end-stage renal disease (ESRD) requiring hemodialysis or peritoneal dialysis, the dose of
INGLIPTIN is 25 mg once daily. INGLIPTIN may be administered without regard to the timing of
dialysis

Because there is a dosage adjustment based upon renal function, assessment of renal
function is recommended prior to initiation of INGLIPTIN and periodically thereafter.

Pediatric use
Safety and effectiveness of Sitagliptin in pediatric patients under 18 years have not been
established.

Use in the elderly

No dosage adjustment is required based on age. Because elderly patients are more likely to
have decreased renal function, care should be taken in dose selection in the elderly, and
dosage adjustment may be required in the presence of significant renal insufficiency.



7. Mode of Administration'?

Sitagliptin should be administered orally once daily with or without food.

8. Contraindication®?

INGLIPTIN is contraindicated in patients with known serious hypersensitivity (eg. anaphylaxis,

angioedema) to Sitagliptin or to any ingredient in the formulation.

9. Warning and Precaution®’

1)

Acute pancreatitis, including fatal and nonfatal hemorrhagic and necrotizing pancreatitis,
has been reported in patients taking Sitagliptin; monitoring recommended and
discontinue therapy if signs or symptoms develop.

Heart failure may occur; monitoring recommended and consider discontinuation.
Sitagliptin is not indicated for use in patients with type 1 diabetes mellitus.

Sitagliptin is not indicated for the treatment of diabetes ketoacidosis.

Severe and disabling arthralgia has been reported with DPP-IV inhibitor use; onset may
occur within 1 day to vyears after treatment initiation and may resolve with
discontinuation of therapy. Some patients may experience a recurrence of symptoms if
DPP-IV inhibitor therapy resumed.

Serious hypersensitivity and allergic reactions such as angioedema, anaphylaxis and
Stevens-Johnson syndrome have been reported, particularly within first 3 months of
treatment.

Sitagliptin requires a dosage adjustment in patients with moderate or severe renal
insufficiency and in patients with ESRD requiring hemodialysis or peritoneal dialysis.
There have been reports of worsening renal function and acute renal failure requiring
dialysis in patients treated with Sitagliptin.

Bullous pemphigoid has been reported with dipeptidyl peptidase-4 inhibitors; if blisters
or erosions develop during treatment and bullous pemphigoid is suspected, discontinue

treatment and medically manage.

10. Interactions with Other Medication’

Sitagliptin may increase the levels/effects of Angiotensin-Converting Enzyme Inhibitors,

Digoxin, Hypoglycemia-Assoiciated Agents, Insulins, Sulfonylureas.

The levels/effects of Sitagliptin may be increased by Alpha-Lipoic Acid, Androgens,

Guanethidine, Lumacaftor, Monoamine Oxidase Inhibitors, Pegvisomant, P-glycoprotein/ABCB1

Inhibitors, Prothioamide, Quinolones, Ranolazine, Salicylates, Selective Serotonin Reuptake
Inhibitors.

The levels/effects of Sitagliptin may be decreased by Hyperglycemia-Associated Agents,

Lumacaftor, P-glycoprotein/ABCB1 inducers, Quinolones, Thiazide and Thiazide-Like Diuretics.



11. Pregnancy and Lactation®”

Pregnancy

Pregnancy category B

There are no adequate and well-controlled studies in pregnant women; therefore, the
safety of Sitagliptin in pregnant women is not known. Sitagliptin, like other oral
antihyperglycemic agents, is not recommended for use in pregnancy.
Lactation

Sitagliptin is secreted in the milk of lactating rats. It is not known whether Sitagliptin is
secreted in human milk. Therefore, Sitagliptin should not be used by a woman who is

nursing.

12. Undesirable Effects'
Endocrine & metabolic: hypoglycemia
Gastrointestinal: diarrhea, nausea
Renal: increased serum creatinine
Respiratory: nasopharyngitis
Rare but important or life-threatening: acute pancreatitis (including hemorrhagic or
necrotizing forms), acute renal failure (possibly requiring dialysis), anaphylaxis, angioedema,
arthralgia, back pain, bullous pemphigoid, constipation, exfoliative dermatitis, headache,
hypersensitivity, hypersensitivity vasculitis, increased liver enzymes, limb pain, myalgia, oral
mucosa ulcer, pain, pemphigoid, pruritus, renal insufficiency, severe arthralgia, skin rash

(including macular), Stevens-Johnson syndrome, stomatitis, urticaria, vomiting.

13. Overdose and Treatment®
In the event of an overdose, it is reasonable to employ the usual supportive, eg. remove
unabsorbed material from the gastrointestinal tract, employ clinical monitoring (including

obtaining an electrocardiogram), and institute supportive therapy if required.

14. Storage Condition’

Store at a temperature below 30 °C

15. Dosage Forms and Packaging Available

Dosage Forms: Film-coated tablet

Packaging Available: 10 tablets in PVDC/ Aluminium blister pack which packed in carton box
of 1, 2, 3, 10 or 50 blisters.

16. Name and Address of Manufacturing
COMMUNITY PHARMACY PUBLIC COMPANY LIMITED

G 1 Soi Khubon 11, Ramintra, Kannayao, Bangkok 10230, Thailand
CHUMCHON Tel. 0-2943-0935-7 Fax. 0-2510-7874

17. Date of revision of package insert
24 July 2023



