150 mm X 420 mm

Diasulin’ Cartridge

Insulin Human (rDNA)

Composition

Diasulin® R cartridge: 1 ml solution contains Insulin Human (rDNA) USP 100 IU (equivalent to 3.47 mg) as soluble Insulin
Human (regular).

Diasulin® N cartridge: 1 ml suspension contains Insulin Human (rDNA) USP 100 IU (equivalent to 3.47 mg) as isophane Insulin
Human.

Diasulin® 30/70 cartridge: 1 ml suspension contains Insulin Human (rDNA) USP 100 IU (equivalent to 3.47 mg) as 30% soluble
Insulin Human (regular) and 70% isophane Insulin Human.

Pharmacology

Diasulin® is human insulin made by DNA recombinant technology so it has the same structure and function as natural insulin.
The product can regulate the glucose metabolism and stimulate the ingestion and utilization of glucose by liver, muscles and
fat tissue. It can accelerate the transformation from glucose to glycogen stored in muscles and liver and inhibit the
gluconeogenesis, thus, to lower the blood glucose. Pharmacokinetic profiles of different Diasulin® preparations are as follows:

®

TR <o

STfer fRBai (Srafeyaa)

oW

SRR ‘E%mﬁ‘ﬁs>ﬁﬁﬂ%@ﬁmmmff@mﬁ(wﬁam)ﬁmﬁf>oow§3@(o.8=1ﬁznw—m\g ) ATEET FAforT fRBagIT
(=T [

mﬁﬁg{@ aw e o et APTATI Wi I Rowm (Rfbana) Te@ni Yoo BT (©.89 AT ATGE) SZEACET ZTfery
%@Wﬂ |

feoma
TR wo/q0 FlGers § FfET APATE SR TP e (afeea) T84t Yoo WIIT (.89 fell g I7 wo% Aferede
e RREMIT (R @32 0% SR ST e fomd |

P

FEe

CRR® 2R RRTS famg 23fE wa tef fREW T a1 e ST wreT G g ¢ FITST T | EE S
THRETGIE Fage T G3 IF©, T ¢ Ff Hfre Jrated A ¢ IIRACE Tulfr® e | @b T @ ICe Tl =@ A YL
A FoTBE FF €. YRAMSTEAPPIE Afeze 0@ | G @t ME JLIed @ I 0@ | SRR ® a3 fifey wem
TGS T2 s TR 2ty

Onset of action Time to reach Cumax (Tmax) Duration of action TG O IS AT Conax § TR T (Timax) o fFre A
Diasulin® R 30 minutes 1 -3 hours 4 - 6 hours TR o o Il 5 S - T 8 - & IOl
Diasulin®N 1 -2 hours 6 - 12 hours 18 - 24 hours T @ S - T Y - 5 BT Sbr - 38 T
Diasulin® 30/70 30 minutes 2-12 hours 18 - 24 hours SRR wo/0 vo fifdB 3 - ST S - 38 T
Indication e
Diasulin® is indicated for the following conditions- R PR TR -
+ Patients with type 1 diabetes mellitus N ECES Elﬂlﬁ%ﬂtﬂ%ﬁw;ﬁ@

« Patients with type 2 diabetes mellitus who are not adequately controlled by diet and/or oral hypoglycemic agents

+ Diabetes mellitus in patients with diabetic ketoacidosis, hyperosmolar non-ketotic syndrome and during periods of stress
such as severe infections and major surgery in diabetic patients

* Gestational diabetes

Dose and administration

Instructions for patient

Before injecting this insulin:

1. According to instruction given with Biopen flexi insulin device, insert the Diasulin® cartridge into the pen correctly, equip
the needle and let the cartridge reach room temperature before using it.

2. In case of Diasulin® N and Diasulin® 30/70, gently move the pen up and down 20 times for new cartridge (for next
injection at least 10 times) until the insulin in the cartridge becomes uniformly mixed suspension.

3. Remove the needle cap and discharge air bubbles in the cartridge.

4. Adjust the dosage button to get correct dose and inject to the specific site.

5. Inorder to avoid cross contamination, do not let the needle touch anything during the process of preparation.

To be used only with Biopen flexi insulin device. For detail description, please see the patient instruction manual provided with
Biopen flexi insulin device.

Dosage

The dosage form, the dosage and the administration time of the insulin are different due to the individual differences of each
patient. In addition, the dosage is also affected by food, working style and exercising intensity. Therefore, patients should use
the insulin under doctor's instruction. An injection should be followed by a meal or snack containing carbohydrates within 30
minutes. The preparations are administered subcutaneously in the abdominal wall, the thigh, the gluteal region or the deltoid
region. A subcutaneous injection into the abdominal wall results in a faster absorption than from other injection sites. Insulin
suspensions are never to be administered intravenously.

The average range of total daily insulin requirement for maintenance therapy in type 1 diabetic patients lies between 0.5 and
1.0 IU/kg. In pre-pubertal children it usually varies from 0.7 to 1.0 IU/kg, whereas in insulin resistant cases, e.g. during puberty
or due to obesity, the daily insulin requirement may be substantially higher. Initial dosages for type 2 diabetic patients are often
lower, e.g., 0.3 to 0.6 IU/kg/day. Diasulin® should be given subcutaneously approximately 15-30 minutes before a meal.

If necessary, Diasulin® R can be administered intravenously. This should be carried out by healthcare professionals. For
intravenous use, infusion systems with Diasulin® R at concentrations from 0.05 IU/ml to 1.0 1U/ml human insulin in the infusion
fluids 0.9% sodium chloride or 5% dextrose or 10% dextrose with 40 mmol/l potassium chloride using polypropylene infusion
bags, are stable at room temperature for 24 hours. Although stable over time, a certain amount of insulin will initially be
adsorbed to the material of the infusion bag. Monitoring of blood glucose is necessary during the insulin infusion.

Contraindication
During episodes of hypoglycemia and known hypersensitivity to human insulin or to any of the excipients.

Warning and precaution

A Biopen should never be shared between patients, even if the needle is changed. If hyperglycemia or hypoglycemia occurs
with changes in insulin regimen, changes need to be made to a patient’s insulin regimen (e.g., insulin strength, manufacturer,
type, injection site or method of administration) under close medical supervision with increased frequency of blood glucose
monitoring. Hypoglycemia may be life-threatening. In patients at higher risk for hypoglycemia and patients who have reduced
symptomatic awareness of hypoglycemia, increased frequency of blood glucose monitoring is recommended. Accidental
mix-ups between insulin products can occur. Patients should be instructed to check insulin labels before injection. Severe,
life-threatening, generalized allergy, including anaphylaxis, can occur. On that case, Insulin should be discontinued. The
patient should be monitored and treated if indicated. Hypokalemia may be life-threatening. Potassium level in patients at risk of
hypokalemia should be monitored and treated if indicated. Fluid retention and heart failure may occur with concomitant use of
thiazolidinediones (TZD). Patients should be observed for signs and symptoms of heart failure and dosage reduction or
discontinuation be considered of TZD if heart failure occurs.

Side effects
Most common side effects are hypoglycemia, allergic reactions, injection site reactions, lipodystrophy, pruritus, rash, weight
gain and edema.

Use in pregnancy and lactation
Pregnancy: There are no restrictions on treatment of diabetes with insulin during pregnancy, as insulin does not pass the
placental barrier.

Lactation: The developmental and health benefits of breastfeeding should be considered along with the mother's clinical need
for insulin and any potential adverse effects on the breastfed child from insulin or from the underlying maternal condition.

Use in children and adolescents

Soluble Insulin Human (regular) is indicated to improve glycemic control in pediatric patients with diabetes mellitus. The
dosage of soluble Insulin Human (regular) must be individualized in pediatric patients based on metabolic needs and frequent
monitoring of blood glucose to reduce the risk of hypoglycemia. Isophane Insulin Human has not been studied in pediatric
patients. As in adults, the dosage of isophane Insulin Human in pediatric patients must be individualized based on metabolic
needs, treatment goal and blood glucose monitoring results. Safety and effectiveness of 30% soluble Insulin Human (regular)
and 70% isophane Insulin Human in patients less than 18 years of age has not been established.

Drug interaction
Drug interaction with medication:
A number of drugs may affect glucose metabolism and may require dose adjustment:

Drugs that may increase the risk of hypoglycemia: Antidiabetic agents, ACE inhibitors, angiotensin Il receptor blocking
agents, disopyramide, fibrates, fluoxetine, monoamine oxidase inhibitors, pentoxifylline, pramlintide, salicylates, somatostatin
analogs (e.g., octreotide) and sulfonamide antibiotics. Dose reductions and increased frequency of glucose monitoring may be
required when insulin is coadministered with these drugs.

Drugs that may decrease the blood glucose lowering effect of insulin: Atypical antipsychotics (e.g., olanzapine and
clozapine), corticosteroids, danazol, diuretics, estrogens, glucagon, isoniazid, niacin, oral contraceptives, phenothiazines,
progestogens, protease inhibitors, somatropin, sympathomimetic agents (e.g., albuterol, epinephrine, terbutaline) and thyroid
hormones. Dose increases and increased frequency of glucose monitoring may be required when insulin is coadministered
with these drugs.

Drugs that may increase or decrease the blood glucose lowering effect of insulin: Alcohol, beta-blockers, clonidine and
lithium salts. Pentamidine may cause hypoglycemia, which may sometimes be followed by hyperglycemia. Dose adjustment
and increased frequency of glucose monitoring may be required when insulin is coadministered with these drugs.

Drugs that may blunt signs and symptoms of hypoglycemia: Beta-blockers, clonidine, guanethidine and reserpine.
Increased frequency of glucose monitoring may be required when insulin is coadministered with these drugs.

Drug interaction with food and others: Not applicable.

Overdose

Excess insulin administration may cause hypoglycemia and hypokalemia. Mild episodes of hypoglycemia can usually be
treated with oral carbohydrates. Adjustments in drug dosage, meal patterns or exercise may be needed. More severe episodes
of hypoglycemia with coma, seizure or neurologic impairment may be treated with intramuscular/subcutaneous glucagon or
concentrated intravenous glucose. After apparent clinical recovery from hypoglycemia, continued observation and additional
carbohydrate intake may be necessary to avoid recurrence of hypoglycemia. Hypokalemia must be corrected appropriately.

Storage
Keep out of the reach and sight of children. Store at 2°C - 8°C in a refrigerator. Do not freeze. Do not mix with other insulin.
Protect from light. After first use, the insulin should be kept under below 30°C for 28 days and consumed within this time.

Packing
Diasulin® R cartridge: Each box contains 3 cartridges of 3 ml.

Diasulin® N cartridge: Each box contains 3 cartridges of 3 ml.
Diasulin® 30/70 cartridge: Each box contains 3 cartridges of 3 ml.

® Registered Trade Mark

Advanced Chemical
J:\Ye B Industries Limited
@ 7, Hajeegonj Road, Godnyl
Narayangonj, Bangladesh

030825

« 5129 § TRATG B IOR @I AW TR AMITSIT AT S QZCNARGING $FH Ak SRt e 7
« T8 13 TR @I SIRIGS B e e, F2oemaee w9-Rs b PR SEe 27 Sivd T3 U432 TRIES @Ned
e S T ST T ] e

TRl 8 Pl

TN Sy forar

> | AR ey Topem CoReT SMed ot iR S, SRngfem © e A o @ S Tew i qx FAGen
IR 2 T SR TR 7 e |

2| SRFEA® @7 3% © wo/q0 € TH(@, T FITT TAF A7 FHE ASCATR ST 1 Trelt *}fE &ea &eq vafore S
05 20 I AP (AFTO! TG & T do I IR ) |

© | Treet Fpeifs e wies R e |

8 | A3F @ & TOIETS (AT A= e @< e BT Zwveraiey ey |

¢ | BT AT T FHINCTIT GO Gy T T ) g AL = <A O 7757 04T |

TG P (AT AN oy TP fToron @7 e 92 e | Raifire Fremaetia ooy Siear oy Ty foeieer @
TR O ST 5 T |

Tt

2TSIF TR Ty S WA 23S, W@ @3k IR e W o foy oI e T A | agens < 23, e
R AT ZFhea Torg Sppforra T foroq 0 | ©1% i =R sl S aizel T $fbw | TP 70 o Wiea Teay
R A0S TA | e o1, T, fTew 1 qied TAed ¢ IfREd Wt BINeR G (Rl 78 | SRy B SIer 1164 SIS s
TG TS TS 20 AU | ST ARTCATRET 5478 FRroieed T A =1 |

TR Y TRIEGT @MW TR WG i e T Wi WAt AR 0.¢ WA S.0 WAIIG/ @ AFT T AE |
AR TR ISR TG 92 @l HHRTS 0,9 TAF 9.0 IZE/ (S 20T 2 A | TYere TIPBITS THGTILR TWA- JAEIAE I
3 ZeTST AT WA SRR STl SACIEeT 1@t SoFT T 20 | 5137 & SR I T3F0d Sfetd Sl SM4Rers 7 20 AT |
T TR T Tl 0.9 TAE 0,4 W3TT/(G @ Z0F ACE | 4RI AR d¢-0o Ffs St sivgr foies SR e 23 |

TG Z0E SRR ® S R0 W T4 @S A | GrFid e 31 Frgias Saeaa Wi F0E | ety J9eiEE &,
TR BB 0.0¢ WIIT/ME (e > NIIG/M TG SRR WE TR AT AfTeendf SRee et
8o e/ IR FRIZT IF 0.6% TIEAN FHIZT T ¢% TCHGS AR S0% TCHEIT € SAFCHT Fa FF So@e
38 BT Af® A1 A | i T e ol arere, TGN eI SAMI srefiiwea fog s T eiifre 2 | T
BARFCHTTR T A0S CRIE Nl AL FCO T |

a

TRUATIREINS SR SLQT I 4T 97 T AWM 21 Sfevterawamiere! Qe @3 3o Afsfmfe |

RUSKIRICIARIEI]

TeaT AR TS T OIS IS WA AT ) T N GIZ F0C AR 1 | 37 Zgferey oIRrsta e 2Rz
A FRAREERRT Tl R, IR et el At Sy g A9 o] 0@ JIIIed WAl AREE IA00 Td G @A
T fovg RS SACS I (- SR T, SFeaR, 23, ARIR FW SRET ARR o) | IRenaEReiE et 2e
AT | T AT TN T QIRCATEIECIEe O < arm @ T Aot TN Tt QIR0 A4 THEDTR N IS L Ol T
g 7 79 0@ YLAITeE T e 0 (S | Rfoq o TR qoa A W06 @W0S A | INGF TR A eI
TR SFOE TAtd 0o (A | SARFREDIPPTR. NHe® QIamare! Giiefe mel e #I1 | TIHtd e 3% @ Mte &3 | [N
I TS TE G2 TG TR e 207 | SRAare! RTARMIERE! Wil e #I1a | YRTARIIERER e AT N Twg
BRI AT A F9re TR W3R e e fire 209 | aRmEfAftEfeeT (Breef) ¢F At « 3@ 9T F3© BT 8
T[T TRfeTee 2o AN | TT (RASIEd T AT A R ST o SITS T <R T TR ieied ZeT Hrere @ Mat Z 90 2 SRl
e34fb 3% 07 fare &7 |

=in{ afefea
ST =i effeferate g JECATAIRER, WyefEs efsfamr, Tare B afefewm, MG, i, T, eom Jfa g =16[
0 AT |

NI @ BIWINFIC I .

TSNS I AT WA TS T 1 AT TSRFR Zere] AR T 14T T3 |

BAVITRICES STV AW AT € SRR IR M T PR G A G4 AR G5 PR T T8Iy Kot
eff ez ATHTF JfaeTe ¢ AT Torife! [Tav! 30 e qnH e T |

i ¢ Rt Tt 97
T 3 F4Iq ST (BT ACA0R SR THGa TR (e Sy AfeTGae Savyer [Rea (ta\*ﬁﬂ?fi A 40 TS 71T | o

ARSI R ZRANAZEREE e QT A0 JLRITed TR A A M AfeTeer (wewTR) @3 W@ fdifre
A | FITAR TG AR S RGN O R 0 T ool Zh | 21 IqF0e S0, ArarereT, fofeeta 7 qae
@ T TAE 8o f78q 0 e fREwW @7 WAt fdife 201 Sb T2 97 I IR THRG 0o % Aeede TRfere
RGN () 4R A0% I ST RET FTTHITT fFariv 732 @ Fidiferet Afefe = |

ST Afsfert

A SO NS TS ST YIRS THRITETIE 2SI FC AT e IR NAl AT 2T TR |

™ T 634 RRCMARGIRR I 3 a0 ifberaie o, «fiR 3fisa, rfaetsaim || fowse afe aters, fernzame,

FIRED, FALA, AL SAHCE AR, BT, AETwhIRe, AEmIREs, TINGrsiba gaEe (@m- SFebze) «ar
i SFBICNGE | @ 7T SLL AT 9@ T 3R 1 R ZYfeTCa Tl F7 00 70T AR Fogeel =1 =1 g Tapirens e

PRCITF FI00 (A |

T IS4 I0F SFRIA JLRIEE Tl IR AT i nibirter apfSomzibes (@m- e, wefm), shmsame,

GG, BRUepmarZe o4 (G- @Iaenee, qfHiaie, SRIEHIT) ¢z ARACTC ZAT | @ A SR A GG T

TR 1 RO LI Wl i FACO A AR R 27 A YL Tl AR TS A |

T T GFY TS TP LR N FPTIT SOITE 3 I JOT FAg ST, fG1-39, A 3k FRm w@er | vrmiEfen

NI 342 TS AT A ARRENTE FRARIREARICS Fot 0 AT | 9 T SYLLR AL GG ST 92 1 0T I

T T FACS T 3 R 97 97 JIRAIE Tl el F0S 20 |

W e 94 QRCAREIRE gl w03 [O-ga, @iffen, eaRifes e fEmfe | 9@ o g e aw@ TR
IR 41 T (G A7 27 JAGE A AL T T |

A 8 O g AT 2[S9 |

@7

SfeRE TP 2@ I T TRCAEEINRT Ga DRI Tl fire 2ita | 7 RCAARETRR T qod =l 140 71 |
ST Q@ AT TS O AN G AT 8 IR Oigo Ass Fa0e 0o A | o, g ey Memafee sreifesr
TR FRUAARTIN TG S 4R T TSNS I GG 5 G 21! F00 T N2} 1102 ST 2ot F40e 03 |
QARG T ARNFONT B T 14, T @IS AR RS (A G2 a7 QAR 26709 AR Afferary
wfSfe *=r ozt FA0e R | FRCAFICEAREIR Ty T fofeeet fire 29 |

T
férestrre 7f8 @< I 130 AYA | 7. TACE b7, SN RSO Al e | Ao et 1 | oy T 3 A
TICET R T | ST AT 0 A4 | RIS IR 217 00 (. SIoI@r feh [0 A1 b e el 3 9 41 A0 |

IIS

IR o ST 4 w3 © i @3 o e e = )
SRR «m i afe 3t © fif g3 o f wife e = @)
SIAFEN® wo/d0 FilEs 4w © ffF @7 o & il R w9 |

® @B Gu IF

q, TEIG @I, (M3e
RN, AT

ACI %?ﬁm%ﬁm
Z




