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SCHEDULING STATUS 5 

S3 6 

 7 

OPTISULIN®, 3,64 mg/mL (100 IU/mL), Solution for injection 8 

Insulin glargine 9 

Sugar free 10 

 11 

Read all of this leaflet carefully before you start using OPTISULIN. 12 

• Keep this leaflet. You may need to read it again. 13 

• If you have further questions, ask your doctor, pharmacist, nurse or other health care provider. 14 

• OPTISULIN has been prescribed for you personally and you should not share your medicine 15 

with other people. It may harm them, even if their symptoms are the same as yours. 16 

 17 

What is in this leaflet  18 

1. What OPTISULIN is and what it is used for 19 

2. What you need to know before you use OPTISULIN 20 

3. How to use OPTISULIN  21 

4. Possible side effects 22 

5. How to store OPTISULIN 23 

6. Contents of the pack and other information 24 

 25 

1. What OPTISULIN is and what it is used for  26 

OPTISULIN contains insulin glargine. This is a modified insulin, very similar to human insulin. 27 

OPTISULIN is used to treat diabetes mellitus in adults, adolescents and children aged 2 years 28 
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and older. Diabetes mellitus is a disease where your body does not produce enough insulin to 29 

control the level of blood sugar. Insulin glargine has a long and steady blood-sugar-lowering 30 

action. 31 

 32 

2. What you need to know before you use OPTISULIN  33 

Do not use OPTISULIN: 34 

• if you are hypersensitive (allergic) to insulin glargine or any of  the other ingredients of 35 

OPTISULIN (listed in section 6) 36 

• if your child is younger than 2 years. 37 

 38 

Warnings and precautions: 39 

Take special care with OPTISULIN: 40 

Please follow closely the instructions for dosage, monitoring (blood and urine tests), diet and 41 

physical activity (physical work and exercise) as discussed with your doctor. 42 

If your blood sugar is too low (hypoglycaemia), follow the guidance for hypoglycaemia under 43 

section 4. 44 

There is limited experience with the use of OPTISULIN in patients whose liver or kidneys do not 45 

function well. 46 

Accidental mix-ups between OPTISULIN and other insulins, particularly short-acting insulins, 47 

have been reported. To avoid medicine errors between OPTISULIN and other insulins, you 48 

should always check the insulin label before each injection. 49 

Skin changes at the injection site. The injection site should be rotated to prevent skin changes 50 

such as lumps under the skin. The insulin may not work very well if you inject into a lumpy area 51 

(see section 3). Contact your doctor if you are currently injecting into a lumpy area before you 52 

start injecting in a different area. Your doctor may tell you to check your blood sugar more closely, 53 

and to adjust the dose of your insulin or your other antidiabetic medicine. 54 

 55 

Travel: 56 
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Before travelling consult your doctor. You may need to talk about: 57 

• the availability of your insulin in the country you are visiting 58 

• supplies of insulin, syringes, etc. 59 

• correct storage of your insulin while travelling 60 

• timing of meals and administration while travelling 61 

• the possible effects of changing to different time zones 62 

• possible new health risks in the countries to be visited. 63 

 64 

Illnesses and injuries: 65 

If you are ill or have a major injury, then your blood sugar may increase (hyperglycaemia). If you 66 

are not eating enough your blood sugar may become too low (hypoglycaemia). In such situations, 67 

the management of your diabetes may require a change in your dose of OPTISULIN. Consult 68 

your doctor. 69 

 70 

Children and adolescents: 71 

Do not give OPTISULIN to children under the age of 2 years because the safety and efficacy 72 

have not been established. 73 

 74 

Other medicines and OPTISULIN: 75 

Always tell your health care provider if you are taking any other medicine (This includes 76 

complementary or traditional medicines). 77 

Some medicines cause the blood sugar level to fall, some cause it to rise, others may have both 78 

effects, depending on the situation. In each case it may be necessary to adjust your OPTISULIN 79 

dosage to avoid too low or too high blood sugar levels. 80 

Before taking a medicine ask your doctor if it can affect your blood sugar level and what action, if 81 

any, you need to take.  82 

Medicines that may cause your blood sugar level to fall (hypoglycaemia) include: 83 

• all other medicines to treat diabetes mellitus 84 
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• angiotensin-converting enzyme (ACE) inhibitors (used to treat certain heart conditions or high 85 

blood pressure) 86 

• disopyramide (used to treat certain heart conditions) 87 

• fibrates (used to lower high levels of blood lipids) 88 

• fluoxetine (used to treat depression) 89 

• monoamine oxidase (MAO) inhibitors (used to treat depression) 90 

• pentoxifylline, propoxyphene, salicylates (such as acetylsalicylic acid, used to relieve pain and 91 

lower fever) 92 

• sulfonamide antibiotics. 93 

 94 

Medicines that may cause your blood sugar level to rise (hyperglycaemia) include: 95 

• corticosteroids (such as cortisone used to treat inflammation) 96 

• danazol (medicine acting on ovulation) 97 

• diazoxide (used to manage symptoms of low blood sugar) 98 

• diuretics (used to treat high blood pressure or excessive fluid retention) 99 

• glucagon (pancreas hormone used to treat severe hypoglycaemia) 100 

• isoniazid (used to treat tuberculosis) 101 

• oestrogens and progestogens (such as in the contraceptive pill used for birth control) 102 

• protease inhibitors (used to treat HIV) 103 

• atypical antipsychotic medicines such as clozapine, olanzapine (used to treat schizophrenia) 104 

• phenothiazine derivatives (used to treat psychiatric disorders) 105 

• somatropin (growth hormone) 106 

• sympathomimetic medicines, such as epinephrine (adrenaline), salbutamol, terbutaline (used 107 

to treat asthma) 108 

• thyroid hormones (used to treat thyroid gland disorders) 109 

 110 

Your blood sugar level may either rise or fall if you take: 111 

• beta-blockers (used to treat high blood pressure) 112 
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• clonidine (used to treat high blood pressure) 113 

• lithium salts (used to treat psychiatric disorders). 114 

 115 

Pentamidine (used to treat some infections caused by parasites) may cause hypoglycaemia 116 

which may sometimes be followed by hyperglycaemia. 117 

Beta-blockers like other sympatholytic medicines (such as clonidine, guanethidine, and reserpine) 118 

may weaken or suppress entirely the first warning symptoms which help you to recognise 119 

hypoglycaemia. 120 

If you are not sure whether you are taking one of these medicines, ask your doctor or pharmacist. 121 

 122 

OPTISULIN with food or drink: 123 

Your blood sugar levels may either rise or fall if you drink alcohol. 124 

 125 

Pregnancy, breastfeeding and fertility: 126 

If you are pregnant or breastfeeding, think you may be pregnant or are planning to have a baby, 127 

please consult your doctor, pharmacist or other health care provider for advice before using 128 

OPTISULIN. 129 

 130 

Driving and using machines: 131 

Your ability to concentrate or react may be reduced if you have too low (hypoglycaemia) or too 132 

high (hyperglycaemia) blood sugar or problems with your sight. Please keep this possible 133 

problem in mind in all situations where you might put yourself and others at risk (e.g. driving a car 134 

or operating machinery). You should contact your doctor about the advisability of driving if you 135 

have: 136 

• frequent episodes of hypoglycaemia 137 

• reduced or absent warning signs of hypoglycaemia. 138 

 139 

3. How to use OPTISULIN  140 
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Do not share medicines prescribed for you with any other person. 141 

Always use OPTISULIN exactly as your doctor has told you. Check with your doctor or 142 

pharmacist if you are not sure. 143 

 144 

Based on your lifestyle and the results of blood sugar (glucose) tests, your doctor will: 145 

• determine how much OPTISULIN you will need per day 146 

• tell you when to check your blood sugar level, and whether you need to carry out urine tests 147 

• tell you when you may need to inject a higher or lower dose of OPTISULIN 148 

• show you in which skin area to inject OPTISULIN. 149 

OPTISULIN is injected under the skin (subcutaneously).  150 

Do NOT inject OPTISULIN in a vein, since this will change its action and may cause 151 

hypoglycaemia. 152 

With each injection, change the puncture site within the particular area of skin that you are using. 153 

This will reduce the risk of skin shrinking or thickening or lumps at the site. Do not inject where 154 

the skin has pits, is thickened, or has lumps. Do not inject where the skin is tender, bruised, scaly 155 

or hard, or into scars or damaged skin. 156 

Allow the solution to reach room temperature before using OPTISULIN. 157 

Your doctor will tell you how long your treatment with OPTISULIN will last. Do not stop treatment 158 

early. If you have the impression that the effect of OPTISULIN is too strong or too weak, tell your 159 

doctor or pharmacist. 160 

 161 

How to handle the vials/cartridges: 162 

Look at the vial/cartridge before you use it. Only use it if the solution is clear, colourless and 163 

waterlike, and has no visible particles in it. OPTISULIN is a solution and does not require shaking 164 

or mixing before use. 165 

Do not mix OPTISULIN with any other insulins or medicines. Do not dilute it. Mixing or diluting 166 

may change the action of OPTISULIN. 167 

Before insertion of the cartridge into the non-disposable pen, the cartridge must be kept at room 168 
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temperature for 1 to 2 hours and the instructions for using the pen must be followed carefully. 169 

Empty cartridges must not be refilled. 170 

If the pen malfunctions, the solution may be drawn from the cartridge into a syringe (suitable for 171 

an insulin with 100 units/mL) and injected. 172 

 173 

Mistakes in dosage: 174 

Please discuss in advance with your doctor what you should do if you inject too much 175 

OPTISULIN, if you miss a dose or if you inject too low a dose. 176 

 177 

If you use more OPTISULIN than you should: 178 

You may develop hypoglycaemia (your blood sugar level may become too low). Check your 179 

blood sugar frequently. In general, to prevent hypoglycaemia you must eat more food and 180 

monitor your blood sugar. For information on the treatment of hypoglycaemia, refer to the 181 

section on side effects. 182 

In the event of overdosage, consult your doctor or pharmacist. If neither is available, contact the 183 

nearest hospital or poison control centre. 184 

 185 

If you forget to use OPTISULIN: 186 

If you have missed a dose of OPTISULIN or if you have not injected enough insulin, your blood 187 

sugar level may become too high (hyperglycaemia). Check your blood sugar frequently. Refer to 188 

the section on side effects for further information on hyperglycaemia. 189 

Do not inject a double dose to make up for forgotten individual doses. 190 

 191 

If you stop using OPTISULIN: 192 

Do not stop treatment with OPTISULIN before consulting your doctor. 193 

 194 

4.    Possible side effects 195 

OPTISULIN can have side effects.   196 



Date: 31 March 2025 
 

 Signed:  _____    

  Page 8 of 14 

Not all side effects reported for OPTISULIN are included in this leaflet. Should your general health 197 

worsen or if you experience any untoward effects while using OPTISULIN, please consult your 198 

health care provider for advice. 199 

 200 

If any of the following happens, stop using OPTISULIN and tell your doctor immediately or go to 201 

the casualty department at your nearest hospital: 202 

• Severe allergic reactions to insulins, including OPTISULIN, might occur. Such reactions to 203 

OPTISULIN or to the excipients can cause large-scale skin reactions, severe swelling of skin 204 

or mucous membranes (angioedema), shortness of breath, a fall in blood pressure and 205 

circulatory breakdown and may become life-threatening. 206 

These are all very serious side effects. If you have them, you may have had a serious reaction to 207 

OPTISULIN. You may need urgent medical attention or hospitalisation.  208 

 209 

Tell your doctor immediately or go to the casualty department at your nearest hospital if you 210 

notice any of the following: 211 

• Too low blood sugar levels (hypoglycaemia): If your blood sugar level falls too much you may 212 

become unconscious. Serious hypoglycaemia may cause a heart attack or brain damage and 213 

may be life-threatening. You normally should be able to recognise when your blood sugar is 214 

falling too much so that you can take the right actions. Please refer to the end of this section 215 

for important further information about hypoglycaemia and its treatment. 216 

• OPTISULIN treatment can cause the body to produce antibodies to insulin (substances that 217 

act against insulin). Rarely, this may require a change to your insulin dosage. 218 

These are all serious side effects. You may need urgent medical attention. 219 

 220 

Tell your doctor if you notice any of the following: 221 

Frequent side effects: 222 

• Skin and allergic reactions: If you inject OPTISULIN too often at the same skin site, fatty 223 

tissue under the skin at this site may shrink or thicken (called lipodystrophy). Lumps under the 224 
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skin may also be caused by build-up of a protein called amyloid (localised cutaneous 225 

amyloidosis). OPTISULIN that you inject into a lumpy area may not work very well. Changing 226 

the site with each injection may help to prevent such skin changes. You may also experience 227 

reactions at the injection site (e.g. reddening, unusually intense pain on injection, itching, 228 

hives, swelling or inflammation). They can also spread around the injection site. Most minor 229 

reactions to OPTISULIN usually resolve in a few days to a few weeks. 230 

 231 

Less frequent side effects: 232 

• OPTISULIN treatment may also cause temporary build-up of water in the body, with swelling 233 

in the calves and ankles. 234 

• Eye reactions: A marked change (improvement or worsening) in your blood sugar control can 235 

disturb your vision temporarily. If you have proliferative retinopathy (an eye disease related to 236 

diabetes) severe hypoglycaemic attacks may cause temporary loss of vision. 237 

If you notice any side effects not mentioned in this leaflet, please inform your doctor or 238 

pharmacist. 239 

 240 

Hyperglycaemia and hypoglycaemia 241 

If your blood sugar is too high (hyperglycaemia): 242 

Your blood sugar level may be too high if, for example: 243 

• you have not injected your insulin or not injected enough, or if it has become less effective, 244 

e.g. through incorrect storage 245 

• you are doing less physical exercise, you are under stress (emotional distress, excitement), or 246 

if you have an injury, operation, feverish illness or certain other diseases 247 

• you are taking or have taken certain other medicines. 248 

 249 

Thirst, increased need to pass water, tiredness, dry skin, reddening of the face, loss of appetite, 250 

low blood pressure, fast heartbeat, and glucose and ketone bodies in the urine may be signs of 251 

too high blood sugar. 252 
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Test your blood sugar level and your urine for ketones as soon as any such symptoms occur. 253 

Consult a doctor immediately. 254 

 255 

If your blood sugar is too low (hypoglycaemia): 256 

Your blood sugar levels may fall too much if, for example: 257 

• you inject too much OPTISULIN 258 

• you miss meals or delay them 259 

• you do not eat enough, or eat food containing less carbohydrates than normally (sugar and 260 

substances similar to sugar are called carbohydrates, however, artificial sweeteners are NOT 261 

carbohydrates) 262 

• you lose carbohydrates due to vomiting or diarrhoea 263 

• you drink alcohol, particularly if you are not eating much 264 

• you do more physical exercise than usual or a different type of physical activity 265 

• you are recovering from an injury, operation or other stress 266 

• you are recovering from a feverish illness or from another illness 267 

• you are taking or have stopped taking certain other medicines. 268 

 269 

Too low blood sugar levels are also more likely to occur if: 270 

• you have just begun OPTISULIN treatment or changed to another insulin preparation 271 

• your blood sugar levels are almost normal or are unstable 272 

• you change the area of skin where you inject OPTISULIN (e.g. from the thigh to the upper 273 

arm) 274 

• you suffer from severe kidney or liver disease, or some other disease such as hypothyroidism. 275 

Symptoms that tell you that your blood sugar level is falling too much or too fast may be, for 276 

example: sweating, clammy skin, anxiety, fast heartbeat, high blood pressure, palpitations and 277 

irregular heartbeat, chest pain (angina pectoris). These symptoms often develop before the 278 

symptoms of a low sugar level in the brain. 279 

Try always to keep familiar with your warning symptoms. If necessary, more frequent blood sugar 280 
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testing can help to identify mild hypoglycaemic episodes that might otherwise be overlooked. 281 

 282 

What to do in case of hypoglycaemia? 283 

1. Do not inject insulin, including OPTISULIN. 284 

2. Immediately take about 10 to 20 g sugar, e.g. as glucose, sugar cubes or a sugar-285 

sweetened beverage. Caution: please note that artificial sweeteners and foods with 286 

artificial sweeteners (e.g. diet drinks) are of no help in hypoglycaemia. 287 

3. Then eat something that has a long-acting effect in raising your blood sugar (e.g. bread). 288 

4. Consult a doctor immediately. 289 

 290 

Always carry some sugar (at least 20 grams) with you. Carry some information (Medic-291 

Alert) with you to show you are diabetic. 292 

 293 

Reporting of side effects: 294 

If you get side effects, talk to your doctor or pharmacist. You can also report side effects to 295 

SAHPRA via the “Adverse Drug Reaction Reporting Form”, found online under SAHPRA’s 296 

publications: https://www.sahpra.org.za/Publications/Index/8.  By reporting side effects, you can 297 

help provide more information on the safety of OPTISULIN. 298 

You can report any side effects directly to Sanofi’s Pharmacovigilance Unit at 299 

za.drugsafety@sanofi.com (email) or 011 256 3700 (tel). 300 

 301 

5. How to store OPTISULIN  302 

• Store all medicines out of reach of children. 303 

• The expiry date is printed on the carton and on the label of the vial/cartridge/disposable pen. 304 

• Do not use OPTISULIN after the expiry date. 305 

 306 

Unopened/not in use: 307 

• Store at 2 °C to 8 °C (in a refrigerator).  308 
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• Keep the vial/cartridge/disposable pen in the original carton in order to protect from light.  309 

• Do not allow it to freeze. Discard if frozen. 310 

• Do not put OPTISULIN next to the freezer compartment of your refrigerator or next to a 311 

freezer pack. 312 

 313 

Opened/in use cartridges, vials and disposable pens: 314 

• Once in use, you can keep the vial/cartridge/disposable pen at or below 30 °C for up to 4 315 

weeks in the outer carton for the vial and in the pen for the cartridge.  316 

• Do not use it after this time.  317 

• Opened cartridges and vials, whether or not refrigerated, must be discarded after 4 weeks 318 

from the first use.  319 

• Unrefrigerated cartridges and vials, whether in use or not, must be discarded after 4 weeks. 320 

• The non-disposable pen containing the cartridge, or the pen in use must not be stored in the 321 

refrigerator. 322 

• The unused portion of the cartridge or vial must be discarded. 323 

• It is helpful to note on the label the date of the first withdrawal from the vial. 324 

• Always use a new vial/cartridge/disposable pen if you notice that your blood sugar control is 325 

unexpectedly getting worse. This is because the OPTISULIN may have lost some of its 326 

effectiveness.  327 

• If you think you may have a problem with OPTISULIN, have it checked by your doctor or 328 

pharmacist.  329 

• Only use OPTISULIN if the solution is clear, colourless and water-like and has no visible 330 

particles in it.  331 

• Return all unused medicine to your pharmacist. 332 

• Do not dispose of unused medicine in drains or sewerage systems (e.g. toilets). 333 

 334 

6. Contents of the pack and other information 335 

What OPTISULIN contains: 336 
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The active substance is insulin glargine. 1 mL contains 3,64 mg insulin glargine, corresponding to 337 

100 U human insulin. 338 

OPTISULIN contains a preservative, metacresol (2,7 mg/mL), and a stabiliser, zinc chloride 339 

(0,0626 mg/mL). 340 

The 10 mL vial also contains 0,02 mg/mL polysorbate 20 as an additional stabiliser. 341 

 342 

The other ingredients of OPTISULIN are glycerol, hydrochloric acid, metacresol, polysorbate 20 343 

(only in the 10 mL vial), sodium hydroxide, water for injection and zinc chloride.  344 

 345 

What OPTISULIN looks like and contents of the pack: 346 

3 mL cartridge: a clear, colourless solution for injection in a type 1 colourless glass cartridge. 347 

10 mL vial: a clear, colourless solution for injection in a type 1 colourless glass vial, with a tear-348 

off lid. 349 

 350 

3 mL cartridge: 351 

Packs containing 5 x 3 mL cartridges containing 3 mL of solution, to be used in conjunction with a 352 

reusable pen. 353 

Packs containing 5 x disposable pens. Each pen contains a 3 mL cartridge containing 3 mL of 354 

solution.  355 

10 mL vial: 356 

Packs containing 1 x 10 mL vial, containing 10 mL of solution. 357 

 358 

Holder of certificate of registration: 359 

sanofi-aventis south africa (pty) ltd 360 

Hertford Office Park, Building I, 5th Floor 361 

90 Bekker Road, Vorna Valley 362 

Midrand 2196 363 

South Africa  364 
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011 256 3700 365 

 366 

This leaflet was last revised in: 367 

Date of registration: 12 June 2009 368 

Date of revision: 31 March 2025 369 

 370 

Registration number: 371 

41/21.1/0363 372 
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