
Composition
Renolina-M 2.5/500 Tablet: Each film coated tablet contains Linagliptin INN 2.5 mg and Metformin 
Hydrochloride USP 500 mg.
Renolina-M 2.5/850 Tablet: Each film coated tablet contains Linagliptin INN 2.5 mg and Metformin 
Hydrochloride USP 850 mg
Pharmacology 
Linagliptin is an inhibitor of DPP-4 (Dipeptidyl Peptidase-4), an enzyme that degrades the Incretin 
hormones GLP-1 (Glucagon-like Peptide-1) and GIP (Glucose-dependent Insulinotropic Polypeptide). 
Thus, Linagliptin increases the concentration of active incretin hormones, stimulating the release of 
insulin from pancreatic beta (β) cells in a glucose-dependent manner and decreasing the secretion of 
glucagon from pancreatic alpha (α) cell in the circulation.
Metformin is a biguanide type oral antihyperglycemic agent that improves glucose tolerance in patients 
with type-2 diabetes, lowering both basal and postprandial plasma glucose. Metformin decreases hepatic 
glucose production, decreases intestinal absorption of glucose, and improves insulin sensitivity by 
increasing peripheral glucose uptake and utilization. Unlike sulfonylureas, Metformin does not produce 
hypoglycemia in either patients with type-2 diabetes or normal subjects and does not cause 
hyperinsulinemia.
Indications 
Renolina-M is indicated as an adjunct to diet and exercise to improve glycemic control in adults with 
type-2 diabetes mellitus.
Dosage and administration 
The dosage of Linagliptin & Metformin should be individualized on the basis of both effectiveness and 
tolerability. Maximum recommended dose of 2.5 mg Linagliptin and 1000 mg Metformin Hydrochloride 
twice daily with meals. Dose escalation should be gradual to reduce the gastrointestinal (GI) side effects 
associated with Metformin Hydrochloride use.
Recommended starting dose: In patients currently not treated with Metformin Hydrochloride, initiate 
treatment with 2.5 mg Linagliptin and 500 mg Metformin Hydrochloride twice daily.
In patients already treated with Metformin Hydrochloride, start with 2.5 mg Linagliptin and the current 
dose of Metformin Hydrochloride twice daily.
Patients already treated with Linagliptin and Metformin Hydrochloride, individual components may be 
switched to this combination containing the same doses of each component.
Impaired Renal Function
For patients with renal insufficiency, no dose adjustment is required.
Impaired Hepatic Function
For patients with hepatic impairment, no dose adjustment is required.
Contraindication 
Hypersensitivity to the active substance or to any of the excipients.
Precautions 
Linagliptin should not be used in patients with type-1 diabetes or for the treatment of diabetic 
ketoacidosis. Therefore, a lower dose of the insulin secretagogue or insulin may be required to reduce 
the risk of hypoglycemia when used in combination with Linagliptin. Metformin may lower vitamin B12 
levels. Measure hematological parameters annually and manage any abnormalities. Lactic Acidosis may 
occur in treatment with Metformin. Increased risk of hypoglycemia when Linagliptin and  Metformin used 
in combination with insulin and/or an insulin secretagogue e.g. Sulfonylurea. A lower dose of insulin or 
insulin secretagogue may be required
Side Effects 
The most common side effects of Linagliptin are stuffy or runny nose and sore throat. Hypoglycemia may 
occur when Linagliptin is combined with Insulin or Sulfonylurea and Metformin. Allergic reaction and 
muscle pain also may occur. Pancreatitis, angioedema (frequency rare) and urticaria (frequency rare) 
were identified as additional adverse reactions. The most common adverse reactions are diarrhea, 
nausea/vomiting, flatulence, indigestion, abdominal discomfort, and headache.
Pregnancy & lactation
The use of Linagliptin has not been studied in pregnant women. Published studies with metformin use 
during pregnancy have not reported a clear association with metformin and major birth defect or 
miscarriage risk. There are risks to the mother and fetus associated with poorly controlled diabetes 
mellitus in pregnancy. It is preferable to avoid the use of Linagliptin and Metformin during pregnancy. 
Available pharmacokinetic data in animals have shown excretion of  Linagliptin, Metformin or metabolites 
in milk. A risk to the breast-feed child cannot be excluded. A decision must be made whether to 
discontinue breast-feeding or to discontinue/abstain from Linagliptin and Metformin therapy taking into 
account the benefit of breast-feeding for the child and the benefit of therapy for the woman. Metformin is 
excreted through the breastmilk. So breastfeeding is not recommended during metformin treatment.
Drug Interactions 
The efficacy of Linagliptin may be reduced when the drug is co-administered with a strong CYP3A4 or 
P-glycoprotein inducer (e.g., rifampin). Therefore, the use of alternative treatment is strongly 
recommended. Sulfonylurea should be used with caution during treatment with Linagliptin. The 
pharmacokinetic characteristics of Linagliptin is not altered by the concomitant administration of 
Simvastatin, Digoxin, Glyburide, Warfarin, Metformin or Pioglitazone. Drugs that reduce metformin 
clearance (such as ranolazine, vandetanib, dolutegravir, and cimetidine) may increase the accumulation 
of metformin. Consider the benefits and risks of concomitant use. Alcohol can potentiate the effect of 
metformin on lactate metabolism. Warn patients against excessive alcohol intake
Overdose
In clinical trials, single doses of up to 600 mg Linagliptin (equivalent to 120 times the recommended dose) 
were generally well tolerated. There is no experience with doses above 600 mg in humans. In the event 
of an overdose, it is reasonable to employ the usual supportive measures, e.g., remove unabsorbed 
material from the gastrointestinal tract, employ clinical monitoring and institute clinical measures if 
required. Overdose may cause hypoglycemia. Metformin is dialyzable with a clearance of up to 170 
mL/min under good hemodynamic conditions. Therefore, hemodialysis may be useful for removal of 
accumulated drug from patients in whom metformin overdosage is suspected.
Storage 
Store in a dry place below 30°C, protected from light & moisture. Keep out of the reach of children. 
How Supplied 
Renolina-M 2.5/500 Tablet (30’s): Each commercial box contains 30 tablets (3x10’s) in Alu-Alu blister 
pack.
Renolina-M 2.5/850 Tablet (20’s): Each commercial box contains 20 tablets (2x10’s) in Alu-Alu blister 
pack.

Manufactured by:
DBL Pharmaceuticals Limited
Surabari, Kashimpur, Gazipur, Bangladesh C:10400226, V:01

Renolina-M
Linagliptin + Metformin Hydrochloride



Dcv`vb
†i‡bvwjbv-Gg 2.5/500 U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q wjbvwMøcwUb AvBGbGb 2.5 
wg.MÖv. Ges †gUdiwgb nvB‡Wªv‡K¬vivBW BDGmwc 500 wg.MÖv.
†i‡bvwjbv-Gg 2.5/850 U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q wjbvwMøcwUb AvBGbGb 2.5 
wg.MÖv. Ges †gUdiwgb nvB‡Wªv‡K¬vivBW BDGmwc 850 wg.MÖv.
dvg©v‡KvjwR
wjbvwMøcwUb GKwU wWwcwc-4 (WvB‡cÞvBWvBj †ccUvB‡WR-4) cÖwZ‡ivaK, †hLv‡b wWwcwc-4 GbRvBgwU 
Bb‡µwUb ni‡gvb wRGjwc-1 (MøyKvMb jvBK †ccUvBW-1) I wRAvBwc (Møy‡KvR-wW‡c‡Û›U 
Bbmywj‡bvU«wcK cwj‡cÞvBW)- †K †f‡½ †d‡j| wjbvwMøcwUb i‡³ Møy‡Kv‡Ri gvÎv Abyhvqx mwµq 
BbwµwU‡bi cwigvb evwo‡q c¨vbwµqv‡mi weUv †Kvl †_‡K Bbmywjb wbtmib e„w× K‡i Ges Avjdv †Kvl 
†_‡K MøyKvMb wbtmib Kgvq|
†gUdiwgb evB¸qvbvBW ai‡bi gy‡L LvIqvi A¨vw›UnvBcviMøvB‡mwgK G‡R›U hv UvBc-2 Wvqv‡ewUm 
†ivMx‡`i †¶‡Î Møy‡KvR mnbkxjZv evovq, †emvj Ges †cv÷cÖvbwWqvj cøvRgv Møy‡KvR n«vm K‡i| 
†gUdiwgb †ncvwUK Møy‡KvR Drcv`b n«vm K‡i, Møy‡Kv‡Ri A‡š¿i †kvlY n«vm K‡i Ges †cwi‡divj Møy‡KvR 
MÖnY Ges Gi e¨envi evwo‡q Bbmywjb ms‡e`bkxjZv e„w× K‡i| mvj‡dvbvBjBDwiqvi g‡Zv †gUdiwgb 
UvBc-2 Wvqv‡ewUm ev mvaviY †ivMx Dfq †¶‡ÎB nvB‡cvMøvB‡mwgqv ˆZwi K‡i bv Ges 
nvBcviBbmywj‡bwgqv m„wó K‡i bv|
wb‡ ©̀kbv
†i‡bvwjbv-Gg cÖvß eq®‹‡`i UvBc-2 Wvqv‡ewUm †gwjUv‡m Møy‡KvR wbqš¿‡Yi Rb¨ Wv‡qU Ges e¨vqv‡gi 
mv‡_ wb‡ ©̀wkZ|
gvÎv I †mebwewa
wjbvwMøcwUb Ges †gUdiwgb Gi †mebgvÎv GB Ily‡ai Kvh©KvwiZv Ges †ivMxi mnbkxjZv GB ỳB‡qi 
wfwË‡Z wba©vib Kiv DwPZ| Lvev‡ii mv‡_ 2.5 wg.MÖv. wjbvwMøcwUb Ges 1000 wg.MÖv. †gUdiwgb 
nvB‡W«v‡K¬vivBW GKw`‡b m‡e©v”P ỳBevi †bqv †h‡Z cv‡i| cwicvKZ‡š¿i cvk¦©cÖwZwµqv n«vm Kivi Rb¨ 
†gUdiwgb nvB‡W«v‡K¬vivBW Gi gvÎv e„w× ax‡i ax‡i evov‡bv DwPZ|
cÖviw¤¢K gvÎvt hviv eZ©gv‡b †gUdiwgb nvB‡W«v‡K¬vivBW †meb Ki‡Q bv Zv‡`i 2.5 wg.MÖv. wjbvwMøcwUb Ges 
500 wg.MÖv. †gUdiwgb nvB‡W«v‡K¬vivBW cÖwZw`b ỳBevi K‡i †meb Ki‡Z †`qv hvq| hviv B‡Zvg‡a¨ 
†gUdiwgb nvB‡W«v‡K¬vivBW †meb Ki‡Qb Zv‡`i‡K 2.5 wg.MÖv. wjbvwMøcwUb Ges †gUdiwgb 
nvB‡W«v‡K¬vivB‡Wi eZ©gvb gvÎv cÖwZw`b ̀ yBevi K‡i †meb Ki‡Z †`qv hvq| Avi hviv eZ©gv‡b wjbvwMøcwUb 
Ges †gUdiwgb Gi Avjv`v U¨ve‡jU GK mv‡_ †meb Ki‡Qb Zv‡`i‡K eZ©gvb †mebgvÎv Abyhvqx 
wjbvwMøcwUb Ges †gUdiwgb nvB‡W«v‡K¬vivB‡Wi mgwš̂Z GKK U¨ve‡jU †meb Ki‡Z †`qv hvq|
wKWwb †ivMxi †¶‡Î
wKWwb AKvh©Ki †ivMx‡`i Rb¨ †Kv‡bv gvÎv mgš̂‡qi cÖ‡qvRb nq bv|
hK…‡Zi RwUjZv
hK…‡Zi RwUjZvi †ivMx‡`i Rb¨ †Kv‡bv gvÎv mgš̂q cÖ‡qvRb nq bv|
cÖwZwb‡ ©̀kbv
wjbvwMøcwU‡bi mwµq Dcv`vb A_ev †h †Kvb Dcv`v‡bi cÖwZ AwZ ms‡e`bkxjZvq cÖwZwb‡ ©̀wkZ|
mveavbZv
UvBc-1 Wvqv‡ewUm A_ev Wvqv‡ewUK wK‡UvGwm‡Wvwmm wPwKrmvq wjbvwMøcwUb e¨envi Kiv DwPZ bq| 
Bbmywjb wm‡µ‡UvMM&m Ges Bbmywj‡bi Kvi‡b nvB‡cvMøvB‡mwgqv n‡q _v‡K| ¸iæZi wKWbx †ivMxi †¶‡Î 
Bbmywj‡bi mv‡_ wjbvwMøcwU‡bi e¨env‡i nvB‡cvMøvB‡mwgqvi nvi †ewk myZivs, nvB‡cvMøvB‡mwgqvi SyuwK 
Kgv‡Z wjbvwMøcwU‡bi mv‡_ e¨env‡ii ‡¶‡Î Kg gvÎvq Bbmywjb wm‡µ‡UvMM&m ev Bbmywjb e¨envi Ki‡Z 
n‡e| †gUdiwgb wfUvwgb we 12 Gi gvÎv Kgv‡Z cv‡i| 2 †_‡K 3 eQ‡ii e¨eav‡b evwl©K †ngv‡UvjwRKvj 
c¨vivwgUvi cwigvc Ki‡Z n‡e Ges †Kv‡bv A¯̂vfvweKZv Av‡Q wKbv j¶¨ Ki‡Z n‡e| †gUdiwgb †me‡b 
j¨vKwUK A¨vwm‡Wvwmm n‡Z cv‡i| Bbmywjb wm‡µ‡UvMM&m (‡hgb, mvj‡dvbvBjBDwiqv) Gi mv‡_ 
wjbvwMøcwU‡bi e¨env‡i nvB‡cvMøvB‡mwgqv ‡ewk n‡q _v‡K|
cvk¦©cÖwZwµqv
wjbvwMøcwU‡bi me©vwaK mvaviY cvk¦©cÖwZwµqv n‡jv bvK eÜ fve ev mw ©̀ hy³ bvK Ges Mjv e¨_v| Bbmywjb 
ev mvj‡dvbvBjBDwiqv Ges †gUdiwg‡bi mv‡_ wjbvwMøcwUb e¨env‡ii †¶‡Î nvB‡cvMøvB‡mwgqv †`Lv w`‡Z 
cv‡i| A¨vjvwR©K cÖwZwµqv Ges gvsk‡ckx e¨_v n‡Z cv‡i| GQvovI c¨vbwµqvUvBwUm, A¨vwÄIG‡Wgv 
(weij) Ges AviwUK¨vwiqv (weij) n‡Z cv‡i| †gUdiwg‡bi me©vwaK mvaviY cÖwZK‚j cÖwZwµqv nj 
Wvqwiqv, ewg ewg fve/ewg, †cU duvcv, e`nRg, †c‡U A¯̂w Í̄ Ges gv_ve¨_v|
Mf©ve ’̄vq I Í̄b¨`vbKv‡j
Mf©ve ’̄vq wjbvwMøcwU‡bi e¨env‡ii †Kvb ÷vwW Kiv nqwb| Mf©ve ’̄vq †gUdiwgb e¨envi wb‡q cÖKvwkZ 
M‡elYvq †gUdiwgb Gi mv‡_ Rb¥MZ ÎæwU ev Mf©cv‡Zi SyuwKi †Kvb m¤úK© †bB| Z‡e Mf©ve ’̄vq 
Wvqv‡ewUm wbqš¿b bv Ki‡j gv Ges å~‡Yi SyuwK i‡q‡Q| mZK©Zvg~jK e¨e ’̄v wnmv‡e, Mf©ve ’̄vq wjbvwMøcwUb 
I †gUdiwgb e¨envi †_‡K weiZ _vKv DwPZ|
gvZ…̀ y‡» wjbvwMøcwUb ev Gi †gUv‡evjvBU Ges †gUdiwgb wbtm„Z nq| ey‡Ki ỳa LvIqv ev”Pv‡`i SyuwKi 
m¤¢vebv ev` †`qv hvq bv| mšÍvb‡K Í̄b¨`vb Ges gv‡qi wPwKrmvi myweavi welqwU we‡ePbvq †i‡L Í̄b¨cvb 
eÜ Kiv ev wjbvwMøcwUb I †gUdiwgb †_ivwc eÜ Kivi wm×všÍ wb‡Z n‡e|
Ab¨vb¨ Ily‡ai mv‡_ wg_w®Œqv
kw³kvjx CYP3A4 ev wc-MøvB‡Kv‡cÖvwUb BbwWDmvi (†hgb, widvw¤úb) Gi mv‡_ GKmv‡_ †meb Ki‡j 
wjbvwMøcwU‡bi Kvh©KvwiZv n«vm ‡c‡Z cv‡i| G Kvi‡Y weKí wPwKrmv e¨envi Kivi Rb¨ †Rviv‡jvfv‡e 
mycvwik Kiv nq| wjbvwMøcwU‡bi mv‡_ wPwKrmvi mgq mvj‡dvbvBjBDwiqv mveavYZvi mv‡_ e¨envi Kiv 
DwPZ| wjbvwMøcwU‡bi dvg©v‡KvKvB‡bwUK ‰ewkó¨¸‡jv wmgfv÷¨vwUb, wW‡Mvw·b, MøvBeyivBW, 
Iqvi‡dwib, †gUdiwgb ev cv‡qvwMøUv‡Rvb Gi mv‡_ GK‡Î †me‡b cwiewZ©©Z nqbv| †h Ilya¸wj 
†gUdiwgb wK¬qv‡iÝ Kgvq (†hgb i‡bvjvwRb, f¨vb‡WUvwbe, Wjy‡UMÖvwfi, Ges wm‡gwUwWb) †gUdiwgb‡K 
Rwg‡q ivL‡Z cv‡i| A¨vj‡Kvnj j¨vK‡UU wecv‡Ki Dci †gUdiwg‡bi cÖfve‡K kw³kvjx Ki‡Z cv‡i| 
AwZwi³ A¨vj‡Kvnj MÖn‡Yi †¶‡Î †ivMx‡`i mZK© Ki‡Z n‡e
gvÎvwaK¨
wK¬wbK¨vj U«vqv‡j 600 wg.MÖv. wjbvwMøcwU‡bi GKK †WvR (wb‡ ©̀wkZ †Wv‡Ri 120 ¸Y) mvaviYZ mnbxq| 
600 wg.MÖv. Gi †ewk †WvR †`qvi †Kv‡bv Z_¨ †bB| AwZwi³ gvÎvi †¶‡Î, mvaviY mnvqK c`‡¶c¸‡jv 
†bqv hyw³m½Z, †hgb M¨v‡÷«vBb‡Uw÷bvj Uª̈ v± †_‡K A‡kvwlZ Dcv`vb¸wj AcmviY, wK¬wbK¨vj gwbUwis 
Ges cÖ‡qvR‡b cÖvwZôvwbK wK¬wbK¨vj e¨e ’̄v wb‡Z n‡e|
AwZwi³ gvÎvq nvB‡cvMøvB‡mwgqv n‡Z cv‡i| †gUdiwgb fvj †n‡gvWvBbvwgK Ae ’̄vq 170 wgwj/wgwbU 
ch©šÍ wK¬qv‡iÝ mn WvqvjvBR‡hvM¨| AZGe, †n‡gvWvqvjvBwmm †ivMx‡`i †_‡K R‡g _vKv Ilya Acmvi‡Yi 
Rb¨ Kvh©Ki n‡Z cv‡i hv‡`i †gUdiwgb AwZwi³ gvÎvq m‡›`n Kiv nq|
msi¶Y
Av‡jv †_‡K ~̀‡i, ï®‹ ’̄v‡b 300 ‡m. ZvcgvÎvi wb‡P ivLyb| wkï‡`i bvMv‡ji evB‡i ivLyb|
mieivn
†i‡bvwjbv-Gg 2.5/500 U¨ve‡jU (30 wU): cÖwZ evwYwR¨K ev‡· Av‡Q 30 wU (3 x 10) U¨ve‡jU 
A¨vjy-A¨vjy weø÷vi c¨v‡K|
†i‡bvwjbv-Gg 2.5/850 U¨ve‡jU (20 wU): cÖwZ evwYwR¨K ev‡· Av‡Q 20 wU (2 x 10) U¨ve‡jU 
A¨vjy-A¨vjy weø÷vi c¨v‡K| 

cÖ¯‘ZKviK
wWweGj dvg©vwmDwUK¨vj&m wjwg‡UW
myivevox, Kvwkgcyi, MvRxcyi, evsjv‡`k|

†i‡bvwjbv-Gg
wjbvwMøcwUb+ †gUdiwgb nvB‡Wªv‡K¬vivBW


