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                             Section 21 Response Letter 
 

4/16/2024 4:18 PM 

Khadija Jamaloodien 

National Department of Health 
Dr AB Xuma Building 
1112 Voortrekker Rd 
Pretoria Townlands 351-JR 
Pretoria 
0187 

Buhle.Mbongo@health.gov.za 

 

Dear Khadija Jamaloodien, 

REQUEST TO USE UNREGISTERED MEDICINE IN TERMS OF SECTION 21 OF THE 
MEDICINES AND RELATED SUBSTANCES ACT, 1965 (ACT 101 OF 1965): 

Your application dated 4/15/2024 3:16 PM refers 

A. STATUS: Approved 

B. APPLICANT: Khadija Jamaloodien  

C. IMPORTING COMPANY: MC Pharma (Pty) Ltd 

D. PATIENT/(S):  

E. UNREGISTERED MEDICINES:  

GENERIC NAME: Haloperidol 5mg/ml 

INJ  

TRADE NAME: Halopid INJ 

F. QUANTITY: Haloperidol 5mg/ml 

INJ x 4340 ampoules 

G. LETTER NUMBER: B-26343 

 
Section 21 authorization letters are valid for a period of six months from the letter date, unless otherwise specified. 

 
Comments: 
 
 
 



B-26343 

 
 
 
 
 
 

Yours faithfully, 
 

 
Dr S Munbodh 

Manager: Section 21 Category A Medicines 

  
 
 
 T Sehloho 
 Senior Manager: Clinical Evaluations Management 

 



MC Pharma (Pty) Ltd. 

62 Constantia Avenue, 

Mnandi, Centurion, 0157 

Tel: +27 (0)12 668-3019 

www.mcpharma.co.za 
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QUOTATION # 20230804I 
 
TO:  The National Department of Health 
 
TEL: 012 395 0539  
Email: Buhle.mbongo@health.gov.za 
 
 
CONTACT PERSON / PATIENT: Buhle Mbongo 
 
NB IMPORTED AND SUPPLIED UNDER SECTION 21 TERMS 

 

PRODUCT 
CODE 

DESCRIPTION PACK SIZE QUANTITY PRICE EXCL PRICE INCL 

 
HAL001 

Haloperidol 5mg/ 
1ml ampoules 

 
1’s 

 

 
1 

 

 
R3,99 

 
R4,59 

 Brand HALOPID 1mg/ 1ml 
ampoules 

(packed in 
10’s) 

20,000 R79,800 R91,800 

      

      

   Total R79,000 R91,800 

 
Valid for 180 days 

     
Employee signature/s: ____________________________ 
 
Date: 4 August 2023 
 
 
Approved by: T Burger  
          
 

http://www.mcpharma.co.za/
mailto:Buhle.mbongo@health.gov.za
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TO:  The National Department of Health 
 
Directorate: Affordable Medicines 
 
TEL: 012 395 0539  
Email: Buhle.mbongo@health.gov.za 
 
 

Dear Ms Mbongo 
 
Re: RFQ  S21RFQ127 – HALOPERIDOL Inj 5mg/ml 1ml  
 

• Quantity:         20,000 ampoules 

• Delivery Time (weeks)       4-8 weeks after approval 

• Price (VAT inclusive) per vial      R4,59 

• Generic Name:        Haloperidol 5mg/ml Inj 1ml 

• Trade/Brand Name:       HALOPID 5mg/1 ml ampoule 

• Packaging:          1ml packed in 10’s 

• Specifications:         5mg/ ml Injection 

• Shelf-life:          24 months 

• Package Insert:         Attached 

• Manufacturer:         Incepta  

• Country of Origin:         Bangladesh 
 
 
Please note that the immediate availability of the product is under the condition that the 
manufacturer receives the notice of our order as soon as possible. 
 
We are looking forward to your positive response and please do not hesitate to make 
contact should you have any further requirements. 
 
Regards 

       pp   
 
T Burger 
Managing Director 

http://www.mcpharma.co.za/
mailto:Buhle.mbongo@health.gov.za


Dc¯’vcb
n¨v‡jvwcW  5 U¨ve‡jUt  cÖwZwU U¨ve‡j‡U i‡q‡Q n¨v‡jv‡cwiWj we.wc. 5 wg.MÖv.|
n¨v‡jvwcW  Bb‡RK&kbt cÖwZ 1 wg.wj. G¨v¤úy‡j i‡q‡Q  n¨v‡jv‡cwiWj we.wc. 5 wg.MÖv.|

weeiY
n¨v‡jv‡cwiWj GKwU Gw›UmvB‡KvwUK ¸Yv¸Y wewkó weDUvB‡iv‡dib RvZK hv gw¯Í‡®‹i AwZKvh©KvwiZv, A¨vwR‡Ukb 
Ges g¨vwbqvi weiæ‡× AwZkq Kvh©Kix| n¨v‡jv‡cwiWj GKwU Kvh©Kix wbD‡iv‡jcwUK Ges Bnvi ewg‡ivaK ¸YvejxI 
i‡q‡Q| GwU nvB‡cv_viwgK, ¶zavg›`v cª`k©‡bi cvkvcvwk eviwePz‡iU, G‡bm‡_wkqv Ges welYœZv †ivMxi Jly‡ai 
Kvh©KvwiZv evwo‡q †`q| n¨v‡jv‡cwiWj GKwU `ªyZ Kvh©Kix Jla hvi Kvh©KvwiZv 12 N›Uv ¯’vqx Ges w`‡b 2wU gvÎvq 
wb‡`©wkZ|

wb‡`©kbv
1| wbgœ gvÎvq 
 bvf©vm‡bm, Aw¯’iZv Ges Gi mv‡_ m¤ú„³ gw¯Í‡®‹i †Mvj‡hvM †hgb Bwi‡UwewjwU †Mªwmf‡bm, mvBwKK jvqv‡ewjwU 
Ges Awb`ªv| 
 Aw¯’iZvi Rb¨ Kvh©KvwiZv mgm¨v †hgb †UªgewjK, †_viv· A‡cªkb, A‡š¿i AwZwi³ Kvh©KvwiZv Ges nR‡gi 
Amyweav|
 wUKm Ges ÷vUvwis|
 ewg fve Ges ewg|
2| D”P gvÎvq
 mvB‡Kv‡gvUi GwR‡Ukb, g¨vwbqv, wW‡gbwkqv, GwKDU Ges †µvwbK wm‡Rv‡d«wbqv, G¨vj‡KvnwjRg|
 GwKDU Ges †µvwbK wm‡Rv‡dªwbqvq ‡WwjDkb Ges n¨v‡jvwm‡bk‡b, GwKDU KbwdDkb| 
 ‡Kvwi‡qwUK gyf‡g›U|
 ev”Pv‡`i PvwiwÎK Ges AvPiYMZ mgm¨v|
 wUKm Ges ÷vUvwis
 ewg|

‡meb gvÎv Ges wewa
cÖviw¤¢K gvÎv cÖvßeq¯‹‡`i Rb¨

AwZwi³ mgm¨v A_ev Am¤ú~Y© wbqš¿b †ivMx‡`i †¶‡Î gvÎv wVK Kiv cÖ‡qvRb| m¤ú~Y© gvÎvq cÖwZwµqv cvIqvi Rb¨ 
wKQz †¶‡Î cÖwZw`b 100 wg.MÖv. ch©šÍ `iKvi n‡Z cv‡i| 
wkï‡`i †¶‡Î
PvwiwÎK mgm¨v Ges wm‡Rv‡d«wbK ev”Pv‡`i †¶‡Î †meb wewa 50 gvB‡µvMÖvg/†KwR IR‡b|

Bb‡RK&kb

wm‡Rv‡d«wbqv Ges Ab¨ mvB‡Kvwmm, g¨vwbqv :
B›UªvgvmKzjvi ev B›Uªv‡fbvm Bb‡RK&kb, cÖv_wgK fv‡e 2-10 wg: Zvi ci mvovi Dci wbf©i K‡i cÖwZ 4-8 N›Uv ci 
ci ˆ`wbK m‡e©v”P 18 wg.MÖv. gvÎvq; ¸iæZi †ivMx‡`i †¶‡Î ïiæ gvÎv m‡e©v”P 18 wg.MÖv. ch©šÍ| eq¯‹ (ev `~e©j 
†ivMx‡`i †¶‡Î) ïiæ‡Z cÖvßeq¯‹‡`i A‡a©K gvÎv; wkï‡`i †¶‡Î wb‡`©wkZ bq| 

cvk¦© cÖwZwµqv
n¨v‡jv‡cwiWj GKwU wbivc` wbD‡iv‡jcwUK| gv_v aiv, gv_v †Nviv, Awb`ªv Bnvi cÖPwjZ cvk¦© cÖwZwµqv| Nyg Nyg fve, 
`~e©jZv, ÷zci, KbwdDkb, Aw¯’iZv, GwR‡Ukb, `ywðšÍv, BD‡dvwiqv Ges mvB‡KvwUK j¶b e„w×I n‡Z cv‡i| ïK‡bv 
gyL, Svcmv `„wó, BDwibvwi wi‡Ubkb, eyK R¡vjv‡cvov, ewg fve, ewg, ¶zavg›`v, Wvqwiqv Ges AwZwi³ jvjv coviI 
cÖgvb cvIqv wM‡q‡Q| 

Mf©ve¯’vq I ¯Íb¨`vbKv‡j e¨envi
Mf©ve¯’vq I ¯Í¨`vbKv‡j Bnvi wbivc` Ae¯’v cÖgvb Kiv hvqwb| Mf©ve¯’v I ¯Íb¨`vbKvix gv‡q‡`i †¶‡Î wPwKrm‡Ki 
civgk© Qvov †meb Kiv DwPZ bq| n¨v‡jv‡cwiWj gvZ…`y‡» wbtm„Z nq|

mZK©Zv
n¨v‡jv‡cwiWj wLuPzwbi m‡e©v”P gvÎv Kgv‡Z cv‡i Ges cÖgvY cvIqv †M‡Q †h Bnv c~‡e© wbqwš¿Z Gwc‡jcwm †ivMxi ‡¶‡Î 
wLPuywb evovq| ZvB hLb Gme †ivMx‡K n¨v‡jv‡cwiWj wPwKrmv †`Iqv nq ZLb Zv‡K Dch©ycwi Gw›U Kbfvj‡m›U JlaI 
‡`Iqv DwPZ| Ab¨vb¨ Gw›UmvB‡KvwUK Jl‡ai g‡Zv n¨v‡jv‡cwiWj wKWwb I wjfvi mgm¨vi ‡ivMx‡`i‡K Ges GjvwR© 
‡ivMx I hv‡`i wbD‡iv‡jcwUK Jl‡a GjvwR© Av‡Q Zv‡`i mveavbZvi mwnZ ‡`Iqv DwPZ| wdI‡µv‡gvmvB‡Uvgv Ges 
†hme Kvi‡b Gwc‡jcwm NUvq †hgb gv`K`ªe¨ eÜ Ges ‡eªBb bó †ivMx‡`i †¶‡ÎI mveavbZv Aej¤^b Kiv DwPZ| 
‡h‡nZy GB Jla Gbvj‡RwmK Ges wnc‡bvwUK wn‡m‡e †ek fvj Kvh©Ki †m‡nZz Dnv‡K mZK©Zvi mwnZ wbqwgZ 
e¨enviKvix †ivMx‡`i‡K †`Iqv DwPZ|  
cÖwZwb‡`©kbv
‡Kvgvi †ivMx Ges G¨vj‡Kvnj A_ev Ab¨vb¨ wWc‡i‡m›U Jla w`‡q gw¯Í‡®‹i wWc‡ikb, AwZwi³ wWc‡iwmf Ae¯’v, 
c~‡e©i †¯úmwUK †ivM, †emvj M¨vswjqvi †ivM, cviwKbmbm wmb‡Wªvg, ïay †j‡fv‡Wvcv w`‡q wWmKvB‡bwmqv wPwKrmv 
e¨ZxZ, n¨v‡jv‡cwiW‡j †mbwmwUwfwU, e„× †ivMx, hv‡`i c~‡e© cviwKbm‡bi j¶Y i‡q‡Q| 

WªvM B›Uvi¨vKkb
Lei cvIqv wM‡q‡Q †h, n¨v‡jv‡cwiWj †dwbbwWqb Ges i³ RgvU evav †ivaK Jl‡ai Kvh©KvwiZvi mv‡_ B›Uvi‡dqvi 
K‡i Ges g‡b ivLv DwPZ GKB ai‡Yi mgm¨v n‡Z cv‡i hLb n¨v‡j‡cwiWj Ab¨vb¨ i³ RgvU evav †ivaK Jl‡ai 
mv‡_ e¨envi Kiv nq| n¨v‡jv‡cwiWj Gwc‡bdwib Ges Ab¨vb¨ wmg‡c‡_vgvB‡gwUK G‡R›U Gi Kvh©KvwiZvq evav cÖ`vb 
K‡i Ges GW‡ibviwRK eÜKZv Jl‡ai i³ Pvc Kgv‡bvi Kvh©KvwiZv‡K eÜ K‡i| hLb n¨v‡jv‡cwiWj wg_vBj †Wvcvi 
mv‡_ GK‡Î e¨envi Kivi nq ZLb GwU gw¯Í‡®‹i Kvh©KvwiZv‡K Z¡ivwš^Z K‡i| n¨v‡jv‡cwiWj UªvBmvBwK¬K 
Gw›U-wW‡cÖ‡m›U Gi †gUvewjRg‡K euvav cÖ`vb K‡i weavq Gme Jl‡ai cvRgv NbZ¡ gvÎv e„w× cvq| Gi d‡j 
UªvBmvBwK¬K Gw›U-wW‡cÖ‡m›U Uw·wmwU e„w× cvq (Gw›U‡KvwjbvwR©K cÖwZwµqv, KvwW©IfvmKzjvi Uw·wmwU, wLuPzwbi gvÎv 
Kgvq)| n¨v‡jv‡cwiWj †j‡fv‡Wvcvi Gw›UcviwKbmb wµqv‡K euvav cÖ`vb K‡i| hw` †Kvb Gw›UcviwKbmb Jla 
n¨v‡jv‡cwiWj Gi mv‡_ GK‡Î e¨eüZ nq Zvn‡j Dfq Jla GK‡Î eÜ Kiv DwPZ bq| KviY n¨v‡jv‡cwiWj ax‡i 
wb®„‹Z nq| 

gvÎvwaK¨
mvaviYZ gvÎvwa‡K¨i j¶Y n‡”Q AwZwi³ dvg©v‡KvjwRK Kvh©KvwiZv Ges wecixZ Kvh©KvwiZv †hgb AwZwi³ G·Uªv 
cvBivwgWvj Kvh©KvwiZv, wbgœi³Pvc A_ev Z›`ªv, †Kvgv, †imwc‡iUix wW‡cÖkb Ges wbgœi³Pvc hvnv kK ch©šÍ †h‡Z 
cv‡i Ggbfv‡e cÖZxqgvb n‡Z cv‡i|

msi¶Y
300 ‡m. Gi Dc‡i msi¶Y Kiv n‡Z weiZ _vKzb| Av‡jv †_‡K `~‡i Ges wkï‡`i bvMv‡ji evB‡i ivLyb| 

evwbwR¨K †gvoK
n¨v‡jvwcW  5: cÖwZwU ev‡· i‡q‡Q 10 wU U¨ve‡j‡Ui 10 wU weøóvi ÷ªxc|
n¨v‡jvwcW   Bb‡RK&kb: cÖwZwU ev‡· i‡q‡Q 1 wg. wj. Gi 10 wU G¨v¤úyj| 

Presentation
Halopid  5 tablet : Each tablet contains Haloperidol BP 5 mg.
Halopid  Injection: Each 1ml ampoule contains Haloperidol BP 5 mg.

Description
Haloperidol is a butyropherone derivative with antipsychotic properties that has been considered 
particularly effective in the management of hyperactivity, agitation and mania. Haloperidol is an effective 
neuroleptic and also possesses antiemetic properties. It may also exhibit hypothermic and anorexiant 
effects and potentiate the action of barbiturates, general anesthetics and other CNS depressant drugs. 
Haloperidol is a quick acting substance and has a duration of action of about 12 hours after one single 
administration. The optimum daily therapy consists of 2 administrations.
Indications
1. In Low Doses
 nervousness, anxiety states and associated psychic disorders as irritability gressiveness, psychic 
lability and insomnia
 functional disorders caused by anxiety states such as trembling, thorax oppression, gastrointestinal 
hypermotility and digestive disorders
 tics and stuttering
 nausea and vomiting
2. In Higher Doses
 psychomotor agitation in mania, dementia, acute and chronic schizophrenia, alcoholism
 delusions and hallucinations in acute and chronic schizophrenia, acute confusion
 choreatic movements
 behaviour and character disorders in children
 tics and stuttering
    vomiting
Dosage And Administration
Initial dose for adults

Patients who remain severely disturbed or inadequately controlled may require dose adjustment. Daily 
dose upto 100 mg may be necessary in some cases to achieve optimal response.
Children
A suggested dose for the management of behaviour disorders in disturbed and schizophrenic children is 
50 microgram per kg body weight.
Injection
Schizophrenia and other psychosis, mania
By intramuscular or by intravenous injection, initially 2-10mg, then every 4-8 hours according to response 
to total maximum 18 mg daily; severely disturbed patients may require initial dose of up to 18 mg; elderly 
(or debilitated) initially half adult dose; for children not recommended
Side-effects
Haloperidol is a safe neuroleptic. Headache, vertigo, insomnia are the more common side effects 
encountered. Drowsiness, lethargy, stupor, confusion, restlessness, agitation, anxiety, euphoria and 
exacerbation of psychotic symptoms including hallucinations also may occur. Dry mouth, blurred vision, 
urinary retention, heartburn, nausea, vomiting, anorexia, diarrhea and hypersalivation have also been 
reported. 
Use in Pregnancy and Lactation
Safety for use in pregnancy and lactation has not been established; do not administer to women of 
childbearing potential or nursing mothers unless, in the opinion of the physician, the expected benefits of 
the drug outweigh the potential hazard to the fetus or child. Haloperidol is excreted in breast milk. 
Precautions
Haloperidol may lower the convulsive threshold and has been reported to trigger seizures in previously 
controlled known epileptics. When instituting haloperidol therapy in these patients, adequate 
anticonvulsant medication should be maintained concomitantly. As with other antipsychotic agents, 
haloperidol should be administered cautiously to patients with severe impairment of liver or kidney 
function and to patients with known allergies or history of allergies to other neuroleptic drugs. Caution is 
also advised in patients with pheochromocytoma and conditions predisposing to epilepsy such as alcohol 
withdrawal and brain damage. Since the drug may have a possible potentiating effect on potent 
analgesics or hypnotics, caution is recommended when prescribing it to patients who are regularly 
treated with such drugs. 
Contraindications
Comatose states and CNS depression due to alcohol or other depressant drugs; severe depressive 
states; previous spastic diseases; lesions of the basal ganglia; Parkinson's syndrome, except in the case 
of dyskinesias due to levodopa treatment; sensitivity to haloperidol; senile patients with pre-existing 
Parkinson-like symptoms. 
Drug Interactions
Haloperidol has been reported to interfere with the anticoagulant properties of phenindione in an isolated 
case and the possibility should be kept in mind of a similar effect occurring when haloperidol is used with 
other anticoagulants. Haloperidol may antagonize the action of epinephrine and other sympathomimetic 
agents and reverse the blood pressure-lowering effects of adrenergic-blocking agents, such as 
guanethidine. Enhanced CNS effects may occur when haloperidol is used in combination with 
methyldopa. Haloperidol inhibits the metabolization of tricyclic antidepressants, thereby increasing 
plasma levels of these drugs. This may result in increased tricyclic antidepressant toxicity (anticholinergic 
effects, cardiovascular toxicity, lowering of seizure threshold). Haloperidol may impair the antiparkinson 
effects of levodopa. If an antiparkinson agent is used concomitantly with haloperidol, both drugs should 
not be discontinued simultaneously, since extrapyramidal symptoms may occur due to the slower 
excretion rate of haloperidol. 
Overdose
In general, the symptoms of overdosage would be an exaggeration of known pharmacologic effects and 
adverse reactions, the most prominent of which would be:  severe extrapyramidal reactions, hypotension 
or sedation.The patient would appear comatose with respiratory depression and hypotension which could 
be severe enough to produce a shock-like state. 
Storage
Do not store above 300 C. Keep away from light and out of the reach of children.
Commercial Pack
Halopid  5: Each box contains 10 blister strips of 10 tablets.
Halopid  Injection: Each box contains 10 ampoules of 1 ml.

n¨v‡jvwcWHalopid
n¨v‡jv‡cwiWj wewcHaloperidol BP

HP1

Moderate symptomatology  0.5 mg to 3.0 mg  2 to 3 times daily

Severe symptomatology  3.0 mg to 5.0 mg  2 to 3 times daily

Elderly patients  0.5 mg to 4.5 mg 2 to 3 times daily

Chronic or Resistant patients  3.0 mg to 6.0 mg  2 to 3 times daily

Kg gvÎvi j¶‡bi †¶‡Î   0.5 wg.MÖv.-3 wg.MÖv.   2-3 evi cÖwZw`b|

AwZwi³ j¶‡bi †¶‡Î  3 wg.MÖv.-5 wg.MÖv.   2-3 evi cÖwZw`b|

eq¯‹ †ivMx‡`i †¶‡Î 0.5 wg.MÖv.-4.5 wg.MÖv.   2-3 evi cÖwZw`b|

‡µvwbK Ges †iwRm‡U›U †ivMx‡`i †¶‡Î 3 wg.MÖv. - 6wg.MÖv.   2-3 evi cÖwZw`b|

W=110 X H=279 mm

Registered Trademark

Incepta Pharmaceuticals Ltd
Savar, Dhaka, Bangladesh

Manufactured by
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†iwR÷vW© †UªWgvK©|

cÖ¯‘ZKviK

Bb‡mc&Uv dvg©vwmDwUK¨vjm& wjt
mvfvi, XvKv, evsjv‡`k



Batch No.  :

Mfg. Date  :

Exp. Date  :Manufactured by

Haloperidol 5 mg/1 ml

Halopid 1 ml
IV/IM

W = 31.65 mm, H = 18 mm

Mfg. Lic. No. : 193 & 108
M. A. No. : 116-636-028

V.N.02


