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TRAJENTA DUO 2.5 MG /500 MG TRAJENTA DUO 2.5 MG /850 MG TRAJENTA DUO 2.5 MG/ 1000 MG

A"n 500/ 21"n 2.5 Ix1T nO2" A0 a"n 850 /2a"n 2.5 Ix1T NV AL A"n 1000/ a"n 2.5 1Ix17 nVY"'A0
linagliptin 2.5 mg, linagliptin 2.5 mg, linagliptin 2.5 mg,

metformin HCI 500 mg metformin HCI 850 mg metformin HCI 1000 mg

film coated tablets film coated tablets film coated tablets
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As an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes
mellitus when treatment with both linagliptin and metformin is appropriate.
TRAJENTA DUO should not be used in patients with type 1 diabetes or for the treatment of
diabetic ketoacidosis, as it would not be effective in these settings.
TRAJENTA DUO has not been studied in patients with a history of pancreatitis.
It is unknown whether patients with a history of pancreatitis are at an increased risk for the
development of pancreatitis while using TRAJENTA DUO.
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WARNING: LACTIC ACIDOSIS

[...]

Risk factors for metformin-associated lactic acidosis include renal impairment, concomitant use of
certain drugs (e.g., carbonic anhydrase inhibitors such as topiramate), age 65 years old or greater,
having a radiological study with contrast, surgery and other procedures, hypoxic states (e.g., acute
congestive heart failure), excessive alcohol intake, anrd-hepatic impairment:, and mitochondrial
diseases [see Warnings and Precautions (8.1)].

[.]

:Xan yTnn TV 8. Warnings and Precautions q'voa

8.1 Lactic Acidosis

[.]

Mitochondrial Diseases: Metformin may increase the risk of lactic acidosis in patients with
mitochondrial diseases such as mitochondrial encephalomyopathy with lactic acidosis, and
stroke-like episodes (MELAS) syndrome and maternally inherited diabetes and deafness
(MIDD). TRAJENTA DUO is not recommended in patients with mitochondrial diseases such as
MELAS syndrome and MIDD.

If a patient taking TRAJENTA DUOQO develops elevated lactic acid levels (with or without
accompanying neurologic signs and symptoms), discontinue TRAJENTA DUO. Depending on
the clinical context, consider evaluating the patient for MELAS, MIDD, or other mitochondrial
disease.

Boehringer Ingelheim Israel
Medinat Ha-Yehudim 89, P.O. Box 4124
Herzliya-Pituach, Israel 4676672

Phone: +9729-9730500
Fax: +9729-9730549
www.Boehringer-Ingelheim.com



~\ Boehringer
Il Ingelheim

[22XY7 |1'7Va D''NINN DIDTY

X200 YT'AN [DTIY 191N WIn'wa 197 .2 qoa
9NN WIN'WY? NIYARN NITNIM NINNTX

DN 7710 ,'NI1970 XN 7V X917 190 ,INIT NL1'ALA 7190 1197

[...]

NINOMN (122 (NN DX O'RNA D'P7NN) N'TARIV'AN 7V QY'DOvAN N'VIA N'NYIIN N7NNN 7210 N1NX @
NNl N1210) MIDD -1 (yaw "inT 0'WN'RIEN'VUR? N¥XAN 0y NYYXNTIRI0M 2'noimi7ovax) MELAS
.(DXNN AYAIN2 NNavinn

IX2N VTN DTV 'XKI'7 NIyoIn .4 9ol

IR N R NYOINYT DMAY7 7100 ,INIT NV1'AT0 DADINN TAR ,TAIZINTN 'ANIDVN N'OP? N¥xNN
Jim7 nNa? n7217vw (012 n'opE? nxnin 7w ninaoxn) (lactic acidosis) n'uE'? n¥nN NXPIN NIMN
.0'™7IN N2 719'0 NATYNNAIRIDN DN QXN X' D077 Ny¥nn
NN DNX DX NI 2NPD 071NN N2 (1M TNT7 WA IR T X917 Na91 IRIT N0 71017 7090
N'OP7 N¥NN 7Y D'XAN D'2'RONNN W7D 'oN

[.]
[..]

232'0 DX IXIT NVI'AN0 DY N'OP? NXAN NNSYZ NI* NAA '1D'0 7 W

1122 (N'ANIX DNIX''AN O'RNA 0'P7NN) DNTARIVMN 7V DY'DYNN N'VIA N'NYAIN A7NAN 7a10 e
niol (MELAS) yaw "InT 0'yiN'RI N'OR7 N¥XAN DY N'YRNITIDIVM D'N9IMIZONIX NINOoN
.(MIDD) nknn nw1ina ninavinn NivAa'nl

Boehringer Ingelheim Israel
Medinat Ha-Yehudim 89, P.O. Box 4124
Herzliya-Pituach, Israel 4676672

Phone: +9729-9730500
Fax: +9729-9730549
www.Boehringer-Ingelheim.com



