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Special warnings and precautions for 

use

Abnormal behaviour: Cases of abnormal behaviour including aggressive reactions associated with 

desloratadine use have been reported, especially in children. Caution should be paid if such 

reactions occur.                                                                          

                                                                                                                                                                  

Convulsions: Desloratadine should be administered with caution in patients with medical or 

familial history of seizures, and mainly young children, being more susceptible to develop new 

seizures under desloratadine treatment. Desloratadine should be discontinued in patients who 

experience a seizure while on treatment.

Undesirable effects
Psychiatric disorders: Abnormal behaviour, aggression.                                                                                                                                                                                                                                                                                                                                                                                                                                                         

Nervous system disorders :Movement disorders. 

Pregnancy and lactation Fertility: No data on fertility is available.

Undesirable effects

Gastrointestinal disorders                                                                                                              

Rare: Dysgeusia .                                                                                                                                                                                                                                                           

Skin and subcutaneous tissue disorders                                                                                                            

Rare: Alopecia.                                                                                                                                                                                                                                                          

Investigations

Rare: Weight gain

Sandoz

3 Duphaston
Dygrogesterone 10mg 

tablets
Change in pack design New artwork and Additional language translation  added to the Product information leaflet. 23-May-14 Abbot

Fertility, pregnancy and lactation
Lactation: After the administration of a single dose, it is recommended to abstain from next 

breastfeeding for five elimination half-lives of rocuronium, i.e. for about 6 hours.

Special warnings and precautions for 

use

Because rocuronium bromide is always used with other drugs and because of the risk of malignant 

hyperthermia during anesthesia, even in the absence of known triggering factors, physicians 

should be aware of the early symptoms, confirmatory diagnosis and treatment of malignant 

hyperthermia prior to the start of anesthesia.                                                                                                                 

Animal studies have shown that rocuronium bromide is not a triggering factor for malignant 

hyperthermia. Rare cases of malignant hyperthermia with ESMERON have been observed thru 

post-marketing surveillance; however, the causal association has not been proven.

Undesirable effects Removal of "Malignant hyperthermia" as an adverse reaction.

Special precautions for storage

Store in the refrigerator (2-8°C).

The product can be stored outside the refrigerator at a temperature of up to 30°C for a maximum 

of 12 weeks. Once it has been kept outside the refrigerator, the product may not be placed back. 

The storage period may not exceed the shelf life.

Warnings and Precautions
Inclusion of "including anaphylaxis anaphylactoid and severe cutaneous adverse reactions" and 

"anaphylactic"  under the section.

Adverse Reactions
Inclusion of "and acute generalised exanthematous pustulosis" under very rare of the Skin and 

subcutaneous tissue disorders sub-section under this section.

The underlisted safety variations have been submitted by Marketing Authorization Holders (MAHs) and approved by the Food and Drugs Authority in line with the Variation Guidelines for Allopathic Medicines. These safety variations are being shared with 

healthcare professionals to help make the best therapeutic decision regarding benefit-risk profile of these medicines to ensure patient safety.

30-Aug-17

Esmeron Injection MSD

Label Updates

FlucloxacillinFloxapen GSK9-Sep-17

1 Deslatyne Desloratidine Sandoz

GlimepirideDexel

4

22-May-17

17-Feb-09
Rocuronium bromide10 

mg/ml

2

5

Page 1 of 12



Special warnings and precautions for 

use

Myopathy/Rhabdomyolysis: The risk of myopathy is increased by high levels of HMG-CoA 

reductase inhibitory activity in plasma (i.e., elevated simvastatin and simvastatin acid plasma 

levels), which may be due, in part, to interacting drugs that interfere with simvastatin metabolism 

and/or transporter pathways.                                                                                                                                      

Whilst on treatment: the dose of INEGY should not exceed 10/20 mg daily in patients receiving 

concomitant medication with products containing elbasvir or grazoprevir

Undesirable Effects
Post-marketing Experience:

Immune system disorders: hypersensitivity, including anaphylactic reactions

Interaction with other medicinal 

products and other forms of 

interaction

Multiple mechanisms may contribute to potential interactions with HMG Co-A reductase 

inhibitors.

Drugs or herbal products that inhibit certain enzymes (e.g. CYP3A4) and/or transporter (e.g. 

OATP1B) pathways may increase simvastatin and simvastatin acid plasma concentrations and may 

lead to an increased risk of myopathy/rhabdomyolysis.

Consult the prescribing information of all concomitantly used drugs to obtain further information 

about their potential interactions with simvastatin and/or the potential for enzyme or transporter 

alterations and possible adjustments to dose and regimens.                                                                                                                               

Inclusion of "systemic Myopathy/Rhabdomyolysis: The risk of myopathy is increased by high levels 

of HMG-CoA reductase inhibitory activity in plasma (i.e., elevated simvastatin and simvastatin acid 

plasma levels), which may be due, in part, to interacting drugs that interfere with simvastatin 

metabolism and/or transporter pathways.                                                                                                                                                                                                                                                                  

Whilst on treatment: the dose of INEGY should not exceed 10/20 mg daily in patients receiving 

concomitant medication with products containing elbasvir or grazoprevir. Inclusion of  " systemic" 

under fuscidic acid.

Interaction with other medicinal 

products and other forms of 

interaction

Concomitant use of drugs that interfere with common renal tubular transport systems involved in 

the renal elimination of metformin (e.g., organic cationic transporter-2 [OCT2] / multidrug and 

toxin extrusion [MATE] inhibitors such as ranolazine, vandetanib, dolutegravir, and cimetidine) 

could increase systemic exposure to metformin and may increase the risk for lactic acidosis. 

Consider the benefits and risks of concomitant use. Close monitoring of glycaemic control, dose 

adjustment within the recommended posology and changes in diabetic treatment should be 

considered when such products are co-administered. 

Pharmacokinetic properties

Renal impairment:mild, moderate, and severe renal impairment, as well as patients with ESRD on 

haemodialysis. In addition, the effects of renal impairment on sitagliptin pharmacokinetics in 

patients with type 2 diabetes and mild, moderate, or severe renal impairment (including ESRD) 

were assessed using population pharmacokinetic analyses. Compared to normal healthy control 

subjects, plasma AUC of sitagliptin was increased by approximately 1.2-fold and 1.6-fold in 

patients with mild renal impairment (GFR ≥ 60 to < 90 mL/min) and patients with moderate renal 

impairment (GFR ≥ 45 to < 60 mL/min), respectively. Because increases of this magnitude are not 

clinically relevant, dosage adjustment in these patients is not necessary.Plasma AUC of sitagliptin 

was increased approximately 2-fold in patients with moderate renal impairment (GFR ≥ 30 to < 45 

mL/min), and an approximately 4-fold in patients with severe renal impairment (GFR < 30 

mL/min),and including patients with ESRD on haemodialysis.

8 Lamictal
Lamotrigine tablets and 

dispersible tablets.
Interactions

Uridine 5’-diphospho (UDP)-glucuronyl transferases (UGTs) have been identified as the enzymes 

responsible for metabolism of lamotrigine. Drugs that induce or inhibit glucuronidation may, 

therefore, affect the apparent clearance of lamotrigine. Strong or moderate inducers of the 

cytochrome P450 3A4 (CYP3A4) enzyme, which are also known to induce UGTs, may also enhance 

the metabolism of lamotrigine.

Those drugs that have been demonstrated to have a clinically significant impact on lamotrigine 

metabolism are outlined in Table 6. Specific dosing guidance for these drugs is provided in Dosage 

and Administration.

6-Jul-17 GSK

18-Jan-18

sitagliptin and metformin 

hydrochloride 50/850mg & 

50/100mg tablets 

Janumet 50/850mg & 

50/100mg tablets 
MSD7

10 mg ezetimibe and 10, 20, 

40 or 80 mg of simvastatin

INEGY 10 mg/10 mg, 10 

mg/20 mg, 10 mg/40 mg or 

10 mg/80 mg Tablets

6

8-Dec-17

MSD
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Contraindication

Acute, untreated purulent ocular infections, superficial herpes simplex (dendritic keratitis), 

vaccinia, varicella and other viral diseases of the cornea and conjunctiva, mycobacterial infection 

of the eye, fungal diseases of the ocular structures, and hypersensitivity to any components of the 

formulation.

Warnings and Special  Precautions

Use of intraocular steroids may prolong the course and may exacerbate the severity of many viral 

infections on the eye (including herpes simplex). Patients with histories of herpes simplex should 

be treated with caution. Use of PRED FORTE in the presence of stromal herpes simplex requires 

caution and should be followed by frequent mandatory slit-lamp microscopy.

10 Rotarix
Live attenuated human 

rotavirus RIX4414 strain
Instructions for Use/ Handling Instructions for the administration of the vaccine 3-Jul-15 GSK

Contraindications Concomitant use with NEP inhibitors such as sacubitril and Racecadotril

Warnings and Precautions

As the concomitant inhibition of ACE and neprilysin (neutral endopeptidase, NEP) may increase 

the risk of angioedema, co-administration of ACE inhibitors and NEP inhibitors (e.g. sacubitril and 

racecadotril) is contraindicated

Drug interactions

NEP inhibitors: Co-administration of ACE inhibitors and NEP inhibitors, e.g. sacubitril (available as 

fixed-dose combination with valsartan) and racecadotril, is contraindicated as the concomitant 

inhibition of ACE and neprilysin (neutral endopeptidase, NEP) may increase the risk of 

angioedema.                                                                                         Inhalation anesthetics: When used 

concomitantly, inhalation anesthetics and calcium antagonists, such as verapamil hydrochloride, 

should each be titrated carefully to avoid excessive cardiovascular depression.

Abbot11 Trandolapril/VerapamilTarka

9
Pred Forte Sterile Eye 

Suspension
Prednisolone Acetate 6-Dec-17

Allergan 

Pharmaceuticals (Pty) 

Ltd

4-Dec-17
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Indication

 'Ascites' - too much fluid in your abdomen and ‘oedema’ - accumulation of fluid beneath skin or in 

one or more cavities of the body that produces swelling, for example caused by cirrhosis of the 

liver.

 ‘Malignant ascites’- fluid containing cancer cells that collect in the abdomen.

Warnings and precautions

Talk to your doctor or pharmacist before taking Aldactone if:                                                                             

Particularly if you are elderly                                                                                                                                                                                                               

You have difficulty passing urine                          

 You have a disease that can result in electrolyte balance disturbance in your blood such as 

potassium or sodium                                                                                               

You have severe heart failure

Interactions Aldactone reduces your responsiveness to noradrenaline. 

Posology and method of administration

Adults: The adult dose varies from 25mg to 400mg spironolactone a day, depending on the 

condition being treated.                                                                                                                                                                                 

Overdose: The symptoms of an overdose are feeling drowsy, dizzy, feeling dehydrated and you 

may feel confused. You may also feel or be sick or may, suffer from diarrhoea and may have skin 

rashes that will appear as flat red areas of skin with overlapping small raised bumps. Changes in 

your blood sodium and potassium levels may leave you feeling weak and suffering from tingling, 

prickling or numbness of the skin and/or muscle spasms but these symptoms are unlikely to be 

associated with severe overdosage. 

Possible side effects
Abnormal liver function, raised potassium in the blood (hyperkalaemia), leg cramps

Warning and Precautions

Extended to include severe cutaneous adverse reaction : Serious and occasionally fatal 

hypersensitivity reactions (including anaphylactoid and severe cutaneous adverse  reactions) have 

been reported in patients on penicillin therapy. These reactions are more likely to occur in 

individuals with a history of penicillin hypersensitivity and in atopic individuals. If an allergic 

reaction occurs, amoxicillin/clavulanic acid therapy should be discontinued and appropriate 

alternative therapy instituted.

Pregnancy and Lactation

Breast-feeding

Both substances are excreted into breast milk (nothing is known of the effects of clavulanic acid 

on the breast-fed infant). Consequently, diarrhoea and fungus infection of the mucous 

membranes are possible in the breast-fed infant, so that breastfeeding might have to be 

discontinued. The possibility of sensitisation should be taken into account. Amoxicillin/clavulanic 

acid should only be used during breast-feeding after benefit/risk assessment by the physician in 

charge.

Undesirable Effects

Skin and subcutaneous tissue disorders:

Uncommon: Skin rash, pruritus, urticaria

Rare: Erythema multiforme

Not known: Stevens-Johnson syndrome, toxic epidermal necrolysis, bullous exfoliative-dermatitis, 

acute generalised exanthemous pustulosis (AGEP) and drug reaction with eosinophilia and 

systemic symptoms (DRESS)

PfizerAug-171

Safety Updates

Aldactone Spironolactone

Sandoz2 Amoksiklav Injection
Amoxicillin/Clavulanic acid 

600mg and 1.2 mg Injection
20th September 2017
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Pharmacological properties.

 Pharmacodynamic properties- Clinical Studies:

Adjuvant Treatment of Early Breast Cancer-

Deletion of "representing a clinically and statistically significant 11% reduction in the risk of dying " 

under  119-Month Final Follow-Up

References

Deletion of "41. Module 2.5 Clinical Overview to Support Updates to Section 5.1 

Pharmacodynamic Properties of the Core Data Sheet Based on the Final Results of the Intergroup 

Exemestane Study 96-OEXE-031 (A5991012). Pfizer Inc. December 2016" and inclusion of "42.43. 

Module 2.5 Clinical Overview to Support Update to Section 5.1 Pharmacodynamic Properties of 

the Core Data Sheet and National Label Update Based on the Final Results of the Intergroup 

Exemestane Study 96-OEXE-031 (A5991012). Pfizer Inc. August 2017" as a reference.

Side effects (Package Insert)

Immune system disorders: Hypersensitivity reaction including symptoms or signs of eye allergy 

and skin allergy.                                                                                                                                                                                               

Eye Disorders: addition of foreign body sensation in the eye.                                                                                                

Skin and subcutaneous tissue disorders: addition of Alopecia to Postmarketing experience and 

removed from "Other ophthalmic bea-blockers ADRs" subsection ,to reduce redundancy. 

Possible side effects (Patient 

Information Leaflet)
Side effects with unknown frequency: foreign body sensation in the eye and hair loss. 

Adverse reactions Addition of "vision blurred" under Opthalmic

Precautions

Visual disturbance may be reported with systemic and topical (including, intranasal, inhaled and 

intraocular) corticosteroid use. If a patient presents with symptoms such as blurred vision or other 

visual disturbances, the patient should be considered for referral to an ophthalmologist for 

evaluation of possible causes of visual disturbances which may include cataract, glaucoma or rare 

diseases such as central serious chorioretinopathy (CSCR) which have been reported after use of 

systemic and topical corticosteroids.

6

Cozaar Comp ® 50 mg/12.5 

mg film-coated tablets

Forzaar® 100 mg/25 mg 

film-coated tablets

Losartan potassium 50 mg/ 

hydrochlorothiazide12.5 mg 

tablets. Losartan potassium 

100 mg/hydrochlorothiazide 

25 mg 

Pharmaceutical form
Addition of "not intended for breaking the tablet" under this section to describe the purpose of 

the score line of the tablet.
10-Oct-17 MSD

7
Cyklokapron 100 mg/mL 

Solution for Injection

Tranexamic acid 100 mg/mL 

Solution for Injection
Posology and method of administration

Renal impairment: Change of the intravenous dosage for renal impairment in patients with serum 

creatinine >500mol/L to be 5mg/kg body weight instead of 10mg/kg body weight.
Aug-17

Fertility, pregnancy and lactation
Fertility studies in rats  showed no effect of travoprost or timolol on fertility at doses up to 75 

times and 21, 000 times, respectively,  the maximum recommended human ocular dose.

 Undesirable effects

Updated to include the following:                                                                                                                                                                                             

Eye disorders - lid sulcus deepened, iris hyperpigmentation                                                                                                  

Skin and subcutaneous tissue disorders- periorbital or eyelid pigmentation      

4 Betagan 0.5%liquifilm Betagan 0.5%liquifilm

MSD

12-Sep-17

Allergan 

Pharmaceuticals 

Limited.

Aug-17

Betamethasone 0.25 mg  and 

dexchlorpheniramine 

maleate 2 mg 

Celestamine5

Novartis
Travoprost/Timolol (40 

micrograms/ 5 mg/ml)
Duotrav Eye Drops

Pfizer

8

7-Sep-17
Exemestane 25mg Coated 

tablets

Aromasin 25 mg coated 

tablets
3

9-Jul-17
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Interactions

Interaction with other medicinal products and other forms of interaction: Deletion of "Antagonism 

has been demonstrated between clindamycin and erythromycin in vitro. Because of possible 

clinical significance, these two drugs should not be administered concurrently."

Pharmacodynamic properties

Resistance:There is complete cross resistance between clindamycin and lincomycin.  As with many 

antibiotics, the incidence of resistance varies with the bacterial species and the geographical area.  

The incidence of resistance to clindamycin is higher among methicillin-resistant staphylococcal 

isolates and penicillin-resistant pneumococcal isolates than among organisms susceptible to these 

agents.

Special warnings and precautions for 

use

 Co-treatment with CYP3A inhibitors, including cobicistat-containing products, is expected to 

increase the risk of systemic side-effects. The combination should be avoided unless the benefit 

outweighs the increased risk of systemic corticosteroid side-effects, in which case patients should 

be monitored for systemic corticosteroid side-effects 

Interactions

Interaction with other medicinal products and other forms of interactions: Protease inhibitors 

(e.g. ritonavir, indinavir) and pharmacokinetic enhancers (e.g. cobicistat) inhibit CYP3A4 activity 

leading to a decreased hepatic clearance and increased plasma concentration of the 

corticosteroid. A dose adjustment of the corticosteroid may be required. Both updates are 

applicable to all corticosteroid products excluding products for cutaneous administration only.

Drug Interactions

Corticosteroids (including betamethasone) are metabolized by CYP3A4.

Coadministration with strong CYP3A4 inhibitors, (e.g. ketoconazole, itraconazole, clarithromycin,

ritonavir, cobicistat-containing products) may lead to increased exposures of corticosteroids and

therefore the potential for increased risk of systemic corticosteroid side effects. Consider the

benefit of coadministration versus the potential risk of systemic corticosteroid effects, in which

case patients should be monitored for systemic corticosteroid side-effects.

Adverse Reactions Addition of "vision blurred" under Opthalmic

Warnings and Precautions

Visual disturbance may be reported with systemic and topical (including, intranasal, inhaled and 

intraocular) corticosteroid use. If a patient presents with symptoms such as blurred vision or other 

visual disturbances, the patient should be considered for referral to an ophthalmologist for 

evaluation of possible causes of visual disturbances which may include cataract, glaucoma or rare 

diseases such as central serous chorioretinopathy (CSCR) which have been reported after use of 

systemic and topical corticosteroids

Any of the side effects that are reported following systemic use of corticosteroids, including

adrenal suppression, may also occur with topical corticosteroids, especially in infants and children.                                                                                            

Visual disturbance may be reported with systemic and topical (including,

intranasal, inhaled and intraocular) corticosteroid use. If a patient presents

with symptoms such as blurred vision or other visual disturbances, the patient should be

considered for referral to an ophthalmologist for evaluation of possible causes of visual

disturbances which may include cataract, glaucoma or rare diseases such as central serous

chorioretinopathy (CSCR) which have been reported after use of systemic and topical

corticosteroids.

Adverse Reactions
Systemic adverse reactions, such as vision blurred, have also been reported with the use of topical

corticosteroids.

MSDmometasone furoate 

9

Dalacin C capsules, 

granules for oral solution 

and injection

MSD

Oct-17

Betamethasone dipropionate 

Injection
Diprofos Injection 11

Warnings and precautions.

Clindamycin 

Phosphate/Clindamycin 

Palmitate/Clindamycin 

Hydrochloride(capsules, 

granules for oral solution and 

injection)

Sep-17

10

Depo-Medrol 40 mg/1 ml 

Suspension for 

Injection,80mg/2 ml 

Suspension for Injection, 

200 mg/5 ml Suspension 

for Injection

Methylprednisolone acetate 

40 mg/1 ml Suspension for 

Injection,80mg/2 ml 

Suspension for Injection, 200 

mg/5 ml Suspension for 

Injection

Mar-17

Pfizer

Pfizer

Elocom 0.1 % lipophilic 

cream and ointment
12

Oct-17
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13 Feldene fast 20mg Tablets Piroxicam 20 mg
Special warnings and precautions for 

use

General:For patients with phenylketonuria: because of its aspartame content, piroxicam FDDF 

contains phenylalanine 0.070 mg and 0.140 mg per 10 mg dose and per 20 mg dose respectively. 
Oct-17

14 Glivec Tablets Imatinib mesilate Adverse drug reaction
Skin and subcutaneous tissue disorders-                                                                                           Not 

known: pseudoporphyria
24-Aug-17 Novartis

Special warnings and precautions for 

use

Hypersensitivity/Angioedema have been reported in patients with racecadotril. This may occur at 

any time during therapy. Patients with a history of angioedema unrelated to racecadotril therapy 

may be at increased risk of angioedema.

Alignment to Bioprojet CCSI wordings.:                                                                                                            

100mg :                                                                                                                                                                            

So far sporadic cases of overdose without adverse events have been reported. In adults, single 

doses above 2 g, which is equivalent to 20 times the therapeutic dose, have been administered 

and no harmful effects have been described.        

 Infants, Children: 

So far sporadic cases of overdose without adverse events have been reported in infants and 

children; ingested doses were up to 7 times the correct dose.

Posology and method of administration

Severe Dyslipidemias in Paediatric Patients: For patients aged 10 years and above, the 

recommended starting dose is 10 mg atorvastatin once daily. Experience in paediatric patients 

younger than 10 years of age is derived from open label studies .

Undesirable effects

Pediatric Patients: No clinically significant effect on growth and sexual maturation was observed in 

a 3-year study in children ages 6 and above based on the assessment of overall maturation and 

development, assessment of Tanner Stage, and measurement of height and weight. The safety 

and tolerability profile in pediatric patients was similar to the known safety profile of atorvastatin 

in adult patients.

Pharmacokinetic properties

Special Populations- Paediatric: In an open-label, 8-week study, Tanner Stage 1 (N=15) and Tanner 

Stage ≥2 (N=24) pediatric patients (ages 6-17 years) with heterozygous familial 

hypercholesterolemia and baseline LDL-C ≥4 mmol/L were treated with 5 or 10 mg of chewable or 

10 or 20 mg of film coated atorvastatin tablets once daily, respectively. Body weight was the only 

significant covariate in atorvastatin population PK model. Apparent oral clearance of atorvastatin 

in pediatric subjects appeared similar to adults when scaled allometrically by body weight. 

Consistent decreases in LDL-C and TC were observed over the range of atorvastatin and o-hydroxy 

atorvastatin exposures.

Method of administration For topical ophthalmic use only.

Special warnings and precautions for 

use
For topical ophthalmic use only. Not for intravenous  injection.

Hidrasec 10mg,30mg and 

100mg
15

Tropic acid-N-ethyl-N-(γ-

picolyl) amide
Mydriacyl Eye Drops17 17-Aug-17 Novartis

Overdose

Atorvastatin calcium 10 mg, 

20 mg, 40 mg, or 80 mg 

tablets

Lipitor 10 mg, 20 mg, 40 

mg, or 80 mg tablets
16 Pfizeer

Abbot

Jun-17

13-Jul-17
Racecadotril 10mg,30mg and 

100mg
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Warnings and precautions.

Visual disturbance may be reported with systemic and topical (including,

intranasal, inhaled and intraocular) corticosteroid use. If a patient presents

with symptoms such as blurred vision or other visual disturbances, the patient

should be considered for referral to an ophthalmologist for evaluation of

possible causes of visual disturbances which may include cataract, glaucoma

or rare diseases such as central serous chorioretinopathy (CSCR) which

have been reported after use of systemic and topical corticosteroids.

Adverse Reaction

Post-Market Experience-                                                                                                                                                                                                                

The following additional adverse reactions have been reported in postmarketing use with 

NASONEX: Vision blurred.

Indication
Active immunisation for the prevention of invasive disease caused by Streptococcus pneumonaie 

in adults ≥ 18 years of age and the elderly. 

Storage and stability

Extension of Shelf life of frozen CRM197 from 36 months to 48 months: Data from process 

validation and commercial batches demonstrate there have been no significant changes in liquid 

(frozen) Diphtheria CRM197 carrier protein batches when stored at the recommended storage 

condition of -75 ± 5 oC for up to 48 months and exhibit normal method variability. The data 

support the proposed 48-month expiry period for liquid (frozen) CRM197 when stored at -75 ± 

5°C.

Posology

Homozygous familial hypercholesterolaemia: In patients taking lomitapide concomitantly with 

simvastatin, the dose of simvastatin must not exceed 40 mg/day .                                                                                                                            

Concomitant therapy:In patients taking simvastatin concomitantly with fibrates, other than 

emfibrozil or fenofibrate, the dose of simvastatin should not exceed 10 mg/day. In patients taking 

amiodarone, amlodipine, verapamil, diltiazem or products containing elbasvir or grazoprevir 

concomitantly with simvastatin, the dose of simvastatin should not exceed 20 mg/day 

Special warnings and precautions for 

use

Simvastatin is a substrate of the Breast Cancer Resistant Protein (BCRP) efflux transporter. 

Concomitant administration of products that are inhibitors of BCRP (e.g., elbasvir and grazoprevir) 

may lead to increased plasma concentrations of simvastatin and an increased risk of myopathy; 

therefore, a dose adjustment of simvastatin should be considered depending on the prescribed 

dose. Co-administration of elbasvir and grazoprevir with simvastatin has not been studied; 

however, the dose of simvastatin should not exceed 20 mg daily in patients receiving concomitant 

medication with products containing elbasvir or grazoprevir.

Drug interactions associated with increased risk of myopathy/rhabdomyolysis-                                                                                        

Elbasvir and Grazoprevir: Do not exceed 20 mg simvastatin daily                                           

Effects of other medicinal products on simvastatin -                                                                                           

Fusidic acid : Co-administration of this combination may cause increased

plasma concentrations of both agents.         

Inhibitors of Breast Cancer Resistant Protein (BCRP)

Concomitant administration of medicinal products that are inhibitors of BCRP, including products 

containing elbasvir or grazoprevir, may lead to increased plasma concentrations of simvastatin 

and an increased risk of myopathy

Sandoz

Mometasone Furoate Nasal 

Spray

Pfizer6-Jan-14Prevnar 1319
Pneumococcal conjugate 

vaccine;13 valent

MSD

Interaction with other medicinal 

products and other

forms of interaction

20
Simvastatin  20mg ang 

40mg tablets.

Simvastatin 20mg ang 40mg 

tablets.
25th September 2017

Nasonex Spray18 8/1/2017
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Therapeutic indications

Pediatrics-Tigecycline is indicated in children from the age of eight years for treatment of the 

following infections only in situations where other alternative antibiotics are not suitable:

Complicated skin and skin structure infections (cSSSI), including those with methicillin-resistant 

Staphylococcus aureus (MRSA) 

Tigecycline is not indicated for the treatment of diabetic foot infections (DFI).                    

Complicated intra-abdominal infections (cIAI)

Posology and method of administration

Tigecyline is only to be used to treat patients aged 8 years and older after consultation with a 

physician with appropriate experience in the management of infectious diseases. Tigecycline 

should not be used in children under 8 years of age due to the lack of data on safety and efficacy 

in this age group and because of teeth discoloration. Intravenous (IV) infusions of tigecycline 

should be administered over approximately 30 to 60 minutes every 12 hours.

Special warnings and precautions for 

use

Pediatric population- Clinical experience in the use of tigecycline for the treatment of infections in 

pediatric patients aged 8 years and older is very limited. Consequently, use in children should be 

restricted to those clinical situations where no alternative antibacterial therapy is available.

Nausea and vomiting are very common adverse reactions in children and adolescents. Attention 

should be paid to possible dehydration.

Abdominal pain is commonly reported in children as it is in adults. Abdominal pain may be 

indicative of pancreatitis. If pancreatitis develops, treatment with tigecycline should be 

discontinued.

Liver function tests, coagulation parameters, hematology parameters, amylase and lipase should 

be monitored prior to treatment initiation with tigecycline and regularly while on treatment.

Tigecycline should not be used in children under 8 years of age due to the lack of safety and 

efficacy data in this age group and because tigecycline may be associated with permanent teeth 

discoloration.

PfizerAug-1721 Tygacil Tigecycline
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Undesirable effects

Pediatric population

Very limited safety data were available from two PK studies. No new or unexpected safety 

concerns were observed with tigecycline in these studies.

In an open-label, single ascending dose PK study, the safety of tigecycline was investigated in 25 

children aged 8 to 16 years who recently recovered from infections. The adverse reaction profile 

of tigecycline in these 25 subjects was generally consistent with that in adults.

The safety of tigecycline was also investigated in an open-label, ascending multi-dose PK study in 

58 children aged 8 to 11 years with cSSSI (n=15), cIAI (n=24) or community-acquired pneumonia 

(n=19). The adverse reaction profile of tigecycline in these 58 subjects was generally consistent 

with that in adults, with the exception of nausea (48.3 %), vomiting (46.6 %) and elevated lipase in 

serum (6.9 %) which were seen at greater frequencies in children than in adults.

Pharmacodynamic properties

Pediatric population-In an open-label, ascending multiple-dose study, 39 children aged 8 to 11 

years with cIAI or cSSSI were administered tigecycline (0.75, 1, or 1.25 mg/kg). All patients 

received IV tigecycline for a minimum of 3 consecutive days to a maximum of 14 consecutive days, 

with the option to be switched to an oral antibiotic on or after day 4. Clinical cure was assessed 

between 10 and 21 days after the administration of the last dose of treatment

Pharmacokinetic properties

Children-Tigecycline pharmacokinetics were investigated in two studies. The first study enrolled 

children aged 8-16 years (n=24) who received single doses of tigecycline (0.5, 1, or 2 mg/kg, up to 

a maximum dose of 50 mg, 100 mg, and 150 mg, respectively) administered intravenously over 30 

minutes. The second study was performed in children aged 8 to 11 years who received multiple 

doses of tigecycline (0.75, 1, or 1.25 mg/kg up to a maximum dose of 50 mg) every 12 hours 

administered intravenously over 30 minutes. No loading dose was administered in these studies.                                                                                               

The target AUC0-12h in adults after the recommended dose of 100 mg loading and 50 mg every 

12 hours, was approximately 2500 ng•h/mL.

Population PK analysis of both studies identified body weight as a covariate of tigecycline 

clearance in children aged 8 years and older. A dosing regimen of 1.2 mg/kg of tigecycline every 

12 hours (to a maximum dose of 50 mg every 12 hours) for children aged 8 to <12 years and of 50 

mg every 12 hours for adolescents aged 12 to <18 years would likely result in exposures 

comparable to those observed in adults treated with the approved dosing regimen.

Aug-17 Pfizer21 Tygacil Tigecycline
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Posology and method of administration
Use in patients with impaired renal function: Since sildenafil clearance is reduced in patients with 

severe renal impairment (creatinine clearance < 30 mL/min), a 25 mg dose should be considered.

Shelf life
Do not use VIAGRA® after the expiry date which is stated on the carton/blister after EXP:. The 

expiry date refers to the last day of that month

Special precautions for storage Store below 30 °C

Special warnings and precautions for 

use

Hypersensitivity: Inclusion of Acute Generalized Exanthematous Pustulosis (AGEP) as a 

dermatologic reaction that has been reported with erythromycin and other macrolides.

Special precautions for storage Store below 30 °C

Special warnings and precautions for 

use

Hypersensitivity: Inclusion of Acute Generalized Exanthematous Pustulosis (AGEP) as a 

dermatologic reaction that has been reported with erythromycin and other macrolides.

24 May-17

Jun-17

Sep-17

Zmax® Prolonged-release 

Granules for Oral 

Suspension

Azithromycin dihydrate 

Pfizer

Pfizer

Pfizer

Viagra Tablet Sildenafil citrate 22

Azithromycin dihydrate Zithromax IV solution23

Page 11 of 12



No. MAH Brand Name Active Ingredient

1 Pfizer Cyklokapron Tranexamic acid

2 Pfizer Fragmin 12500IU/0.5ml Dalteparin Sodium

3 Pfizer Fragmin 15000IU/6ml Dalteparin Sodium

4 Novartis

Lescol 20mg & 40mg 

Capsules, Lescol 80mg XL 

Modified release tablet.

Fluvastatin 20mg,40mg Capsules and 

80mg XL modified release tablet

5 Sanofi Pasteur Meningo A+C
Polysaccharide Meningococcal A +  C 

Vaccine

6 Novartis Leponex 25mg  Clozapine25mg 

Hypercholesterolemia (Hetrozygous Familial and Nonfamilial), Mixed Dyslipidemia, Secondary Prevention of Cardiovascular Disease

Indicated for active immunization to prevent invasive menningococcal disease caused by Neisseria meningitidis serogroups A or  C 

Schizophrenia

Product Withdrawals/Recalls/Discontinuation.

Indication

Indicated in patients with hemophilia for short-term use (two to eight days) to reduce or prevent hemorrhage and reduce the need for 

replacement therapy during and following tooth extraction

i. Prophylaxis of ischemic complications in unstable angina and non-Q-wave myocardial infarction.                                                                                                                                                                      

ii. Prophylaxis of deep vein Thrombosis                                                                                                                                                                                                                                                                                                                             

iii. Extended treatment of Symptomatic Venous Thromboembolism in patients with Cancer
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