
The Malawi Gazette Supplement, dated 8th April, 2022, 
Regulations, Rules, etc. 

GOVERNMENT NOTICE No. 9 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 
(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEHS AND 
FORMS) REGULATIONS, 2022 

IN EXERCISE of powers conferred by section 129 of the Pharmacy and 

17 

containing 

(No. 6A) 

Medicines Regulatory Authority Act, I, KHUMBIZE KANDODO CHIPONDA, Minister of Health, make the following Regulations — 

1. These Regulations may be cited as the Pharmacy and Medicines [Citation Regulatory Authority (Fees and Forms) Regulations, 2022. 

2. The Authority shall charge the fees specified in the First Schedule, Fees in respect of the matters correspondingly specified herein. 

3.—(1) The Authority shall charge a surcharge to any person who fails to Surcharge pay retention fees as specified in the First Schedule. 

(2) A person who fails to pay retention fees — 

(a) within three months of the commencement of the Authority’s 
financial year, shall pay a surcharge of fifty percent of the retention fees 
payable; and 

(6) after three months of the commencement of the Authority’s 
financial year, shall pay a surcharge of one hundred percent of the 
retention fees payable. 

4. The forms set out in the Second Schedule shall be used for the Forms 
purposes of the Act. 

FIRST SCHEDULE 

PRESCRIBED FEES 

Matter 
Fy Pes 

reg. 2 

1. Registration fees for pharmacy personnel: on application for registration including 
issuance of a certificate— 

(a) pharmacist— 

(i) Malawian pharmacist, including internship . . bi KSO 
(ii) non-Malawian pharmacist including vetting 3 USS] 
(iii) Malawian pharmacist re-examination fees, per subject K25 
(iv) non-Malawian pharmacist re-examination fees, per subject US! 
(v) non- Malawian volunteer pharmacist Se oe US$ 

000 00 

,000 00 

.000 00 

b215 00 

250 00   
    

 



  

| 

  

(2) manufacturing licence— 

(i) inspection and processing for oral dosage forms 
(solids and liquids) 

(ii) inspection and processing for external preparations 

(iii) inspection and processing for sterile preparations 

(iv) inspection and processing for primary and secondary 
packaging . . nr 

(v) re-inspection of premises, if previously failed 
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(6) pharmacy technologist— 

(i) Malawian technologist ‘ K30,000 00 

(ii) non-Malawian technologist, including vetting US$700 00 

(iti) Malawian technologist re-examination fees, per subject K10, 000 00 

(iv) non-Malawian technologist re-examination fees, per subject US$175 00 

(c) pharmacy assistant— 

(i) Malawian pharmacy assistant. . K20,000 00 

(ii) non-Malawian pharmacy assistant, including vetting. . US$400 00 

(iii) Malawian pharmacy assistant re-examination fees, per 
subject K8,000 00 

(iv) non-Malawian pharmacy assistant re-examination fees, 
per subject US$100 00 

(d) medical representative— 

(i) Malawian medical representative . . K150,000 00 

(ii) non-Malawian medical representative US$700 00 

2. Retention fees for pharmacy personnel— 

(a) pharmacist— 

(i) Malawian pharmacist K30,000 00 ‘ 

(11) non-Malawian pharmacist US$550 00 

(iii) non- Malawian volunteer pharmacist US$250 00 

(6) pharmacy technologist— 

(i) Malawian technologist K20,000 00 

(ii) non-Malawian technologist US$300 00 

(c) pharmacy assistant— 

(i) Malawian pharmacy assistant K15,000 00 

(ii) non-Malawian pharmacy assistant. . US$300 00 

(d) medical representatives— 

(i) Malawian medical representative . . K75,000 00 

(ii) non-Malawian medical representative US$300 00 

3. Licencing of premises— 

K1,500,000 00 
K 1,300,000 00 
K1,700,000 00 

K 1,000,000 00 

*cost of travel
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(6) 

(c) 

(d) 

(e) 

A 

Matter 

wholesale pharmacy licence— 

(i) inspection and processing ve 

(ii) re-inspection fees of premises, if previously failed 

retail pharmacy licence— 

(i) inspection and processing 

(ii) re-inspection fees of premises, if previously failed . . 

medicine store licence or veterinary shop licence— 

(i) inspection and processing 

(ii) re-inspection fees of premises if previously failed . . 

dispensing licence— 

(i) inspection and processing of licence for a facility with 
an admission service 

(ii) inspection and processing of licence for a facility without 
an admission service is ee 

(iii) re-inspection fees of premises, if previously failed 

medical device: wholesale, retail and cosmetic shop— 

(i) inspection and processing : .. 

(ii) re-inspection fees of premises, if previously failed 

Fees 

K74G0,000 00 

*cost| of travel 

K385,000 00 

*costlof travel 

K200,000 00 

*costlof travel 

K335,000 00 

K200,000.00 

*costlof travel 

K7 10,000 00 

*costlof travel 

*Cost of travel shall be determined by agreement between the Authority and the applicant. 

4. Retention fees for premises— 

(a) 

(6) 

(¢) 

(d) 

(e) 

manufacturing licence— 

(i) premises with oral dosage forms (solids and liquids) 

(ii) premises with external preparations 

(iii) premises with sterile preparations . . 

(iv) primary packaging only .. 

(v) secondary packaging only 

wholesale pharmacy licence— 

(i) retention fees es 

(ii) inspection and relocation processing 

retail pharmacy licence— 

(i) retention fees Ne 

(ii) inspection and relocation processing 

medicine store and veterinary shop licence— 

(i) reterition fees he 

(ii) inspection and relocation processing 

medical device: wholesale, retail and cosmetic shop— 

(i) retention fees ee 

(ii) inspection and relocation processing 

K350,000 00 

K260,000 00 

K400,000 00 

K200,000 00 

K120,000 00 

K320,000 00 

K520,000 00 

K 160,000 00 

K235,000 00 

K60,000 00 

K 160,000 00 

K320,000 00 

K560,000 00  
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5. 

6. 

*Products not retained for one year without submission of withdrawal notice, shall attract 

Matter 

(f) dispensing licence— 

(i) retention for a facility with an admission service 

(ii) inspection and relocation processing 

(ili) retention for a facility without and admission service 

(iv) inspection and relocation processing 

Registration of medicinal products— 

(a) human, veterinary and herbal medicinal products— 

(i) human or veterinary product manufactured in Malawi 

(ii) human or veterinary product manufactured in Malawi 
(expedited processing of application) 

(iii) human or veterinary product manufactured outside Malawi 

(iv) human or veterinary product manufactured outside Malawi 
(expedited processing of application). . 

(v) herbal product manufactured in Malawi 

(vi) herbal product manufactured outside Malawi 

(vii) human or veterinary product packed in Malawi but 
manufactured outside Malawi 

*Retention fees for medicinal products— 

(a) human or veterinary and herbal medicinal products— 

(i) human or veterinary product manufactured in Malawi 

(ii) human or veterinary product manufactured outside Malawi 

(iii) herbal product manufactured in Malawi 

(iv) herbal product manufactured outside Malawi 

Fees 

K160,000 00 

K235,000 00 

K55,000 00 

K155,000 00 

K300,000 00 

K600,000 00 

US$1500 00 

US$3000 00 

K80,000 00 

US$1,100 00 

US$450 00 

K150,000 00 
US$700 00 

K50,000 00 
US$450 00 

payment of the retention fees in arrears first, before re-instatement on the Register. 

hs Registration of allied substances— 

(a) medical devices, condoms, surgical sundries— 

(i) class I 

(ii) class II 

(iii) class IL Si ; 

(4) traditional medicines and nutritional supplements— 

(1) nutritional and traditional medicinal product manufactured 
in Malawi . . 

(ii) nutritional and traditional medicinal product manufactured 
outside Malawi . . 

(c) cosmetic products— 

(i) cosmetic products manufactured in Malawi 

(ii) cosmetic products manufactured outside Malawi 

US$500 00 

US$750 00 

US$1500 00 

K80,000 00 

US$500 00 

K80,000 00 

US$500 00 
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Matter Fees 

(d) disinfectants and reagents— 

(i) disinfectants and reagents manufactured in Malawi. . 80,000 00 

(ii) disinfectants and reagents manufactured outside Malawi US$400 00 

(e) feed additives and supplements— 

(i) feed additives and supplements manufactured in Malawi K1D0,000 00 

(ii) feed additives and supplements manufactured outside 
Malawi... i - a ve US$500 00 

8. Retention fees for allied substances— 

(a) medical devices, condoms and surgical sundries— 

(@) classi o., =. 2 <3 e Je ee 00 

(ii) class]... an “BA U$S 300 00 
(ii) classIT .. Re he a. UB$700 00 

(4) traditional medicines and nutritional supplements— 

(i) nutritional and traditional medicinal product manufactured 
in Malawi... .. a, . ie - i bal 00 

(ii) nutritional and traditional medicinal product manufactured 
outside Malawi .. si ae 58 az U$$200 00 

(c) cosmetic products— 

(i) cosmetic products manufactured in Malawi es K 50,000 00 

' (ii) cosmetic products manufactured outside Malawi .. U$$500 00 

(d) disinfectants and reagents— 

(i) disinfectants and reagents manufactured in Malawi K50,000 00 

(ii) disinfectants and reagents manufactured outside Malawi U$$150 00 

(e) feed additives and supplements— 

(i) feed additives and supplements manufactured in Malawi K8D,000 00 

(ii) feed additives and supplements manufactured outside 
Malawi... 8 sri ee ses U9§$250 00 

9. Analysis of samples by the quality contro! laboratory— 

(a) routine drug analysis per batch—   (i) sample originating from a Malawian on *K5,700 — Ki615,000 

(ii) sample originating from a non-Malawian .. *US$36 00 —-US$300 00 

(5) male latex condoms per batch— 

(i) sample originating from a Malawian oe Sis K569,000 00 

(ii) sample originating from a non-Malawian .. a USB700 00 

(c) samples analysis at laboratories outside the Authority .. a . nalysis 
plus 12% 
service charge 
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Matter Fees 

(d) re-analysis of samples at owner’s or importer’s request— 

(i) sample originating from a Malawian K700,000 00 

(ii) sample originating from a non-Malawian 7 US$880 00 

(e) detailed certificate of analysis at the owner of sample’s request— 

(i) sample originating from a Malawian K300,000 00 

(ii) sample originating from a non-Malawian US$380 00 

(f) analysis of sample under investigation— 

(i) sample originating from a Malawian K 160,000 00 

(li) sample originating from a non-Malawian US$200 00 

*The fees for routine drug analysis shall depend on the type of test and dosage form as 
shall be indicated on a tabulated chart published by the Authority from time to time. 

10. Applications, registration, renewal and amendment of clinical trials— 

Is 

12. 

(a) application, review and registration of a clinical trial 

(6) annual renewal of a clinical trial 

(c) amendments to a clinical trial . . 

(d) veterinary clinical trial 

(e) annual renewal of veterinary clinical trial 

Assessment and issuance of permit for importation, exportation 
and waivers on importation for medicines and allied substances— 

(a) import or export permit for registered medicines (per batch) 

(6) verification fees for commercial consignments and donations 
to commercial organizations 

(c) importation of unregistered medicines or allied substances 
from authorized sources 

(d) verification and approval fees for a consignment of 

medicines and/ or allied substances for disasters, outbreak 
and raw materials 

(e) verification fees for donations to non-profit making 
organizations 

(f) narcotic drugs or psychotropic substances permit 

Vetting of health products promotional materials, per language— 

(a) written materials— 

(i) originating within Malawian 

(ii) originating outside Malawi ° 

5% of total 
budget 

US$2,200 00 

US$300 00 

5% of total 
budget 

US$750 00 

1.5% of total 

invoice value 

1.0% of total 
invoice value 

6.0% of total 

invoice value 

exempted 

K30,000 00 

K30,000 00 

K40,000 00 

US$100 00 
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(5) audio, video and written scripts— 

(i) originating within Malawi 80,000 00 
(ii) originating outside Malawi US$100 00 

(c) posters or billboards on any medium including the internet— 
(i) originating within Malawi 80,000 00 
(ii) originating outside Malawi $100 00 

(d) posters on vehicles— 

(i) originating within Malawi 0,000 00 
(ii) originating outside Malawi $100 00 

(e) t-shirts— 

(i) originating within Malawi K20,000 00 
(ii) originating outside Malawi = ‘ $100 00 

(f) other materials such as caps, wall clocks, watches, umbrellas or bagst— 
(i) originating within Malawi K20,000 00 
(ii) originating outside Malawi U$$100 00 

13. Fees for the Authority’s publications— 

(a) set of Statutes and Statutory Instruments K41,000 00 
(5) Code of Ethics KB,000 00 
(c) Dangerous drugs register K1),000 00 
(d) pharmacist register book KB,000 00 

14. Miscellaneous— 

(a) inspection on demand K209,000 00 
(6) supervision of medicine destruction K60,000 00 
(c) medicine disposal certificate . . 39,000 00 
(d) licence re-print . . : K59,000 00 
(2) licence re-issue following revocation . K200,000 00 

15. Licencing of pharmacy colleges and curriculum review— 
(a) inspection and processing fees for pharmacy colleges K400,000 00 
(6) curriculum review of diploma and certificate courses K2,000,000 00 
(c) curriculum review of degree courses K3,000,000 00 

16. Upon inspection of foreign manufacturing sites to assess current 
good manufacturing practice (CGMP) inspection & certificate— 

(a) manufacturer within the Southern Africa Development 
Community 

(6) manufacturer from the rest of Africa 

(c) manufacturer from outside Africa 

USS 4500 00 

US$ 53000 00 

US$6500 00 
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SECOND SCHEDULE reg. 4 

FORMS 

Form No. | 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR REGISTRATION AS A PHARMACIST, PHARMACY 

TECHNOLOGIST, PHARMACY ASSISTANT OR MEDICAL REPRESENTATIVE* 

(Sections 25 and 39) 

To: The Director General 

Pharmacy and Medicines Regulatory Authority 

P.O. Box 30241 
Lilongwe 3 

(*Delete whichever is not applicable) 

1. Name and address of applicant (in block letters}— 

(@) SUITIAMNE.........cccccsctsescssssseessesessstereesessserteceseessesnsssarnerenesaseseneneaesraconsrataemeneatsenenesteneaens 

GB): FPSB E PORN it cxascrvecscieniens oon visreun nen FRASER apr ance oemenmtecn enemies REO 

(c) Postal address.............:scsssssssessesesseseseeseseeesseneasesssensessececececeeeeuetesssnsnsnmasnseseseonentats 

(d) Telephone mumbe’...........ccescecccsscessesesssessesceesteseensaneneeenssnssserereecenarseasaceearsnesssurenstaess 

vate CoE BRUCE cess occ yce seca seezanesssaeszessevoeesssevsenasnpccccemsensnpsneeasipzencesess tcc tapas vasa warounveouoenenennas 

Sex (wis le/PStiiale) | scccessspsemasscace cexrespesssasseesswaysenesensctenvxctvsvent secse ie aurea ureweeneaeanttat emer sabens 

Nationa UY sercrececsecs reese srestecreasasecsremssenmeesececcocnea cence ena raeeE a a eve rmerrenpereetonoennatans rermnae 

Application for registration in the register Of ...........-:cesssceeseseresseeeesessesseeseeseesenunsennense 

O
A
 

eS 
Y
S
 

Academic qualifications (certificates, diplomas, degrees) and institutions attended 

(school, university, college)— 

Qualification Year Institution and Country 
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7. 

i, 

10. 

11. 

25 

(c) Receipt Numbers of application and registration fees. ..... 0... cseseseese 
(d) Remarks 

Professional qualifications (with dates and institutions attended)— 

Qualification Year Instttion Bod 

Present employer and address— 

I, the above-mentioned applicant, hereby apply for registration on the aforementioned register and submit herewith 

*(a) the prescribed application fee Of K.......csssessscecseccseccseeeeeeeeeeeeeccecccce. 
*(6) the prescribed registration fee Of K....-.ccccccsssesssssvessssssesssusesssseseessheceecccc. , and 
*(c) the following documents in Support of my application:.........0..c.cceccccdeccccscesseeeceseese, 

Declaration 

I, the above-mentioned applicant, hereby solemnly and sincerely declare that the information I have given above is true in every respect to the best of my knowledge and belief and that I have read the Act and the Regulations made under |the Act and understand that, if registered, I shall be bound thereby and by any amendments thereto, for as long as my name shall remain on the aforementioned register. 
Declared at .........eccccceccsesssessesssesssecsessessevesseceeee BY csncieamesnnnusestinyssupinayiveisielleasattkineneeamare 

Signature of applicant 
He OT FR gs cevccesccningyercnsaasatesaveiew Meetivccoecwmeeeenr AU see ee ne eevee eam eee No luawweteseeees 
on this ......... Ody OL ceecmcenteeseecsneere erates , 20 

C cntinission for Oaths 
FOR OFFICE USE ONLY— 

(a) Date of approval of application ........-csccccscssssecsscessvassesssssssssssssessssheseeseeccc. 
(6) Registration number ........cccccsceccscsssesecseeeeeeceee. Certificate number........ Sevauecusuauygets   
 



  

26 
8th April, 2022 

Director General 

Pharmacy and Medicines Regulatory Authority 

[*1. Fee is payable only by cash or cheque. 

2 Application fee is not refundable. ] 

Form No. 2 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 

FORMS) REGULATIONS 

REGISTER OF PHARMACIST TECHNOLOGIST, PHARMACY ASSISTANT OR 

MEDICAL REPRESENTATIVE 

(Sections 25(3) and 39) 

  University) Date of 

College | cancella 

Name of |Date of|Regist- 
School or| tion of 

registered| regist-| ration |Expiry 

person |ration \number date \Address|Nationality\of birth Qualifications jinstitution if any if any 
Date other \registration| Remarks, 

  

    Upon |Subseq- 
registr-juent to 

lation |registr 
ation   

      

                        
(*Delete whichever is not applicable)
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PHARMACY AND MEDICINES REGULATORY AUTHORITY 

(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEI 
FORMS) REGULATIONS 

CERTIFICATE OF REGISTRATION OF A PHARMACIST, PHAR] 
TECHNOLOGIST, PHARMACY ASSISTANT OR MEDICAL REPRESE 

(Sections 26 and 39) 

Registration number Certificate number ..............+ 

This is to certify that 

is this 

kept and maintained by the Pharmacy and Medicines Regulatory Authority i 
with the provisions of the Pharmacy and Medicines Regulatory Authority 
Regulations made thereunder. 

Walid Uitl ......<.sseesaneccdevsvessgeccscauyesvssosecaveeriwncnwaven pL ene 

Sted eaten ee ee 

, Director General — 7 “ Chair] 

Common Seal 

(* Delete whichever is not applicable) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY 

(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FE 
FORMS) REGULATIONS 

APPLICATION FOR RETENTION OF NAME OF REGISTERED PH) 
REGISTERED PHARMACY TECHNOLOGIST, REGISTERED PHA 

ASSISTANT OR REGISTERED MEDICAL REPRESENTATI\ 

(Sections 27 and 39) 

To: The Director General 

Pharmacy and Medicines Regulatory Authority 

P.O. Box 30241 

Lilongwe 3 

Form No. 3 

ACT 

ES AND 

MACY 
ENTATIVE* 

h accordance 

Act and the 

person 

Form No. 4 

ACT 

ES AND 

ARMACIST, 
KRMACY 
yE*  
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(*Delete whichever is not applicable) 

Vio SSUBATRAI sex ereeseseecevsnvarvnrseswensiec vate taeetesnes casi raneaedastin. averaseteececveicielenuent Cann eenatt na 

2), EAPSUTAMIGS sereeccescesscecementeareneaeaureenee nate eaten A LTS 

Si: POstal Ad dneSS xiccsceenvccerdaawtecines caterers steer elewnaiay lin evistvaaeuh av CS 

4. Dateof Bit isicnwsmacnsesmriewintes. caieits cnesdrnerennsnunenmnmeeanm en Ruee 

Se SO aS PEMA) cra sad cwesedweccucceasvaccaneceucsmsasouereteeeweicosannerena wet AREER: 

Oe PINRIOTATIEY ee sesce cs cxssuzecrieeseervie toenstereee resent eee 

7. Registration number «0.00.0... ccecceseseeeeeeeeeeeeeeees Dated oo... eececesessseseeeeveree so Oia sncieres 

&: . ‘Gertifieate tia Det cccccerrrcceeenenntesesecvaset stench QAO siccccscccemnneennannn 5 QU cesvespesces 

9, -Application for retention: of name Oni the .siccscs cc csraennsermeannwamines 

TER TOSEIOC EOL sce ess cscs a egueciees see vac ees ee ea Saas sw es ts ca eso oe Ga San Socal SMA 

(name of registered Pharmacist, registered Pharmacy Technologist, registered Pharmacy 

10. 

[*1. 

Assistant or registered medical representative) 

I, the above-mentioned applicant, hereby apply for retention of my name on the 
aforementioned register and submit therefor— 

*(G) ADPHCAN OD TGS OF KR cease cscwas cseseconeszesysanvantzygrsacaestea thing cassvaseneonenrearensassnateeeansnnen and 

M(B) POC R ON TCE Basics pasisscs sepa sesscasceccpan cs casenevvecgunccecteveeeeeee Bite rteenorseneecoceereate-cecareeotienae 

Dated FS | sescsessceneeseceseseoeses a OF cccscnannuihmanenenaaaeent p20 seers 

. FOR OFFICE USE ONLY— 

(a) Date GE approval OF SppliGatiOn cnc ES 

(6) Registration number ..............:cceeeees Certificate number ................s:ecceeseeceeeteeees 

(c) Receipt numbers of application and retention fees 00.0... cccseseesesesseseesseeseseseeeneeeees 

Od) RETR ANNS icc csterees sea aioe rented se sense ge nabenias tienda onan ree pI 

Director General 
Pharmacy and Medicines Regulatory Authority 

Fee is payable only by cash or cheque. 

Application fee is not refundable.]
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Form No. 5 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR LICENCING OF PREMISES WHERE A RETAIL 
PHARMACY BUSINESS IS TO BE CARRIED ON 

(Section 4]) 

To: The Director General 
Pharmacy and Medicines Regulatory Authority 
P.O, Box 30241 
Lilongwe 3 

Min, PMNS ASE TIE cscs psa dat ts dmrmacadnmnerenedanaasnteweskeatioativasas ederwaleaacaine 

ARNG OE OMI es cqreisetsccevaaeeene alm era eps vlan Wise nssatviiiementan neiiateadl cetinmsereseicss 

3. Email address oo... eeecccececceesenenseseeseeeseees Telephone numbet...............cfeecseeseeserseee 
Ee busines 

5. Location of premises on which a retail pharmacy business it to be carried (Town, Street, 
Plot No.) (Tiscliucte a shoetich wiasigy ) s:sv04 cists snsy ansneconeseessvncsnseunssvseascamcvesveesieteniccecosaaevreness 

6. Where the applicant is a company— 

(a) state registration number of company under the ACto....ccsccccccceccssccsesceese fess cuevetvents 

(6) state name and certificate number of registered pharmacist under whdse personal 
management and contro! the affairs of the company would be subject to ............... 

(c) attach a copy of the certificate of incorporation of the company 

7. Name and number of certificate of registration of a registered photmnepist having 
control of the premises referred to in paragraph 5 ........:.cccss:cssssessessesseeesesseeed eSesecesartettee 

8. 1, the above-mentioned applicant, submit herewith the licencing application fee of 

Signature d f applicant   
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9. FOR OFFICE USE ONLY— 

(a) Date of inspection of premises ...........:ccccseceesesessnestesseesereseeesseesneesencaneaeneeneesnseneenss 

(BY Remarks .......eccessesesscssescsssesseessesscacssseenesteneanennearssnensesesnsssanssesneseesatseneenernenacconseatens 

(c) Date of approval of application ............ccsecneseecessseeesseseeeseentesneeeanernesnannessneeeseese 

(d) Licence number .......cccesesssceesceretcssessessesenrenenssnenseneerssessesesscustassenssseuenseanensensarenneensess 

(e) Receipt number of licencing application fe€S .............-:::sesseesseeecsees eens eeeeessnecennaeens 

Director General 
Pharmacy and Medicines Regulatory Authority 

[*1. Fee is payable only by cash or cheque. 

Di Application fee is not refundable.] 

Form No. 6 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 

FORMS) REGULATIONS 

APPLICATION FOR LICENCING OF NEW PREMISES WHERE A RETAIL- 

To: 

S
f
 

P
e
 

Y
S
 

PHARMACY BUSINESS IS TO BE CARRIED ON 

(Section 41) 

The Director General 

Pharmacy and Medicines Regulatory Authority 

P.O. Box 30241 

Lilongwe 3 

‘Warne OF BuiSin GSS isccn. «cet earentieh sion ce eseden nite ceaeae ngiane aa abieneee NARI TREO nees 

Name of applicant...............::cecccesceeeeeeteeeen essen eeeene see eeeseeeeeaeeeaeeeeuesserseeeeeey 

Postal AAAHESS -  ccceiccavecceen sens nauaicawsebeen eer ence nhyyaeeveasip ase eter e sense emnsiwumrmamonwomarsinns 

Eitiail a00feSS.<.. 2-.s0cect acts Telephone number...........0..0.s0cseeecesesennenee 

Previous location of the retail pharmacy................scssceeeeeeeeeeeeeee eee eeeeeeenaeeneees 

Location of premises to which the retail pharmacy is re-located (city/town, street, plot 

no.) (include a sketch map).............0.ceeceeceeeeeeee eee cneeeeeeeannereeeereeeeeeeeeaeaeeegnans 

Where the applicant is a company— 

(a) state registration number of company under the ACt .........:cseceeesneenesnsneennnenenereees
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10. 

[*1. Fee is payable only by cash or cheque. 

2. 

To: The Director General 

(b) state name and certificate number of registered pharmacist under whose 
management and control the affairs of the company would be subject to 

Name and number of certificate of registration of a registered pharmaci 

personal 

control of the premises referred to in paragraph 6.............0.c0ccccesesessesesseseeeereere aanceuterres   
FOR OFFICE USE ONLY— 

CQ) Appleati Gn fe OF TK. csczccescsesscssusseescectissceencoonpsessnee¥eietacsere ten wnstSaese dace 

(6) Date of inspection of premises 

(c) Remarks 

(d) Date of approval of application .......cccecccecccecsesesecesessevsvavsverssseeneeees 

(2) Licence number .......ccccccccccccccesescssscscseecscsessecessecersrsensvatsesavavscseutenscstseaes Lswebieenseaeeees 

Director General 

Pharmacy and Medicines Regulatory Authority 

Application fee is not refundable. ] 

Form No. 7 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(No. 9 oF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES 
FORMS) REGULATIONS 

AND 

APPLICATION FOR LICENCING OF PREMISES WHERE WHOLESALE 
PHARMACY BUSINESS IS TO BE CARRIED ON 

(Section 41) 

Pharmacy and Medicines Regulatory Authority 
P.O. Box 30241 
Lilongwe 3   
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wo
e 

wo
N 

Warrie of Gi StN GSS oc. oceons any Sete conasmneeea ee eeee secce nee mae ENR aeer eee enS 

NameroP applicaiit.,........-s0»mannmemnwacoe on arii ERE 

Postal address (os acc. assxocexemnarsemeesmen ee eR ES 

Final adi6S8 sc concsscmccameneremeageroser LElepHOne NUMDEr crc eaceeeeex 

Location of premises on which wholesale pharmacy business is to be carried out 
(city/town, street, plot no.) include a sketch map) 

Where the applicant is a company— 

(a) state the registration number of company under the ACt:,........ccecseeeereere see ees 

(b) state the name and registration number of the person under whose personal 
management and control affairs of the company would be subject to 

(c) attach a copy of certificate of incorporation of the company 

Name and registration number of supervising pharmacist having control of the 

premises referred to in paragraph 5.............::::ceeeseeeeeeeesesrensnssnnserenteetet net ene see neees 

(a) Licence application fee Of K .........esccscccscsesesseeseseenscseeeseeeeeeenensesseeeneneseseneaeaeneacanas 

(BY Remarks ..........scssscesesossssssssssnsesssasssncensnsverenensenssssesensensnsssensseedeaticanseaenensnsessmmencnacd bes 

(c) Date of inspection of premises............ccccceescteeeeeeteneteeenenenereenerstsnsnsereeerenneneseees 

(a) Date of approval of application. ...........cccsceseseeeseereeeeceeeeesneeeeeeteseesaesue sea eenenee 

(oe) Licente RONDE cc ccncnncmcicrnnermermneraamamaacnie 

(f) Receipt number of application ...............0..sssscsseseseeceenceneensenseeesssssenssestentenenstens 

Director General 
Pharmacy and Medicines Regulatory Authority
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[*1. Fee is payable only by cash or cheque. 

2. Application fee is not refundable. ] 

Form No. 8 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(NO. 19 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

PHARMACY BUSINESS IS TO BE CARRIED ON 

(Section 41) 

To: The Director General 

w
R
 

w
o
 

Pharmacy and Medicines Regulatory Authority 

P.O. Box 30241 
Lilongwe 3 

WAITS OE CHISTES ics sressiseeacoinsa ucitineepren ces eapetned abet easeae ts eos enedeiSpie siseceemmseereamere-e 

APPLICATION FOR LICENCING OF NEW PREMISES WHERE WHQ®LESALE 

NAS OF APPL Can ties cceneermeaerrnnr ti einem ceed cane ee eee 

Postal Agrees vag cccsatescevenwacastenciusvesustea ui ces aereemneneeennee ear aeeemeueses 

Email address... 00... .ciccce ccc eesseeseeeeeeseseereeeees Delephone number ........)...0..:00068 

Previous location of the wholesale pharmacy.................::::::c:seceeteeeeee es 

Location of premises on which wholesale pharmacy business is re-located|(city/town, 
street, plot no.) (include a sketch map) 

(6) state the name and registration number of the person under whoge personal 
management and control affairs of the company would be subject to 
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8. Name and registration number of supervising pharmacist having control of the 
premises referred to in paragraph 6.........0..000ccccssteseesessesecessesesnesseneeeststesteeeeeaeeeeees 

9. 1, the abovementioned applicant, submit herewith an application fee of K ................... 

10. FOR OFFICE USE ONLY— 

(2) Applicaton Re Otks ccscssceninohteammmenummarmaunan nena 

(2) REMAIKS aici. tect essssneveveressreels Riese rene TREE Saas eee 

(c) Date of inspection of preMises...........cccccccccccccscsssesscesesescesesrsvscstaeevevatesneveveneetsseaeeeere 

(d) Date of approval of application......... 02.2.0... ccc cee cecceceeesesescsceeesctesesseseseeeesueee eens 

(@) Tien Ce RUM DO! sc —ceenenerms eee ee oem EES 

() Receipt number of application... s.sssasacssctssssscesceceescereasceneeseseeeveceiecasitecesevenene 

Director General 
Pharmacy and Medicines Regulatory Authority 

[*1. Fee is payable only by cash or cheque. 

2. The Application fee is not refundable.] 

Form No. 9 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR LICENCING OF MEDICINE DEVICE WHOLESALER 

(Section 4/) 

To: The Director General 

Pharmacy and Medicines Regulatory Authority 
P.O. Box 30241 
LILONGWE 3



8th April, 2022 

A. Business details 

35 

  

Name of business/company 
  

Name of applicant 
  

Postal address 

  

Physical address 

(Attach sketch map) 
  

Contact person 

  

Telephone number 
  

Email address 

  

Name and registration number of person in the 
pharmacy, nursing or medical field under whose 
personal management and control affairs of the 
business/company would be subject. 
  

Malawi Revenue Authority TPIN (for new 
business) 
  

Tax Clearance Certificate No. (for business 
registered with Malawi Revenue Authority for 
more than one year) 
  

Names of public facilities the business/company 
has supplied medical devices to     
B. Categories of medical supplies 
  

No. | Description of Category Source 
Many 

ps(s) and or 

facturer(s) and 

  

  

  

  

  

  

  

  

  

  

Country of Origin 

1 | Reagents 

2  |Surgicals e.g. sutures, canulae, catheters, blades etc 

3 | Gloves 

4 | Dressing materials e.g. bandages 

5 | X-ray films and other radiography materials 

6 | Dental materials 

7 | Syringes 

8 | Blankets, linen and mattresses 

9 | Medical equipment 

10 | General category of consumables e.g. pill bags, aprons, disposable 

contairers, 
  

ey
 

—
 Others        



36 8th April, 2022 
  

C. Competencies and capacity 
  

No Description Applicant to fill in 

the space provided 
below 

  

1 Competencies: 

(i) provide the number, qualifications of employees; and 

(ii) Is there any employee with experience in handling health 
products? 
  

2 Capacity: 

(i) describe the storage facilities including ventilation, size, and 
security; and 

(ii) describe installation, and maintenance arrangements for 
medical equipment.     

D. General instructions 

1. A medical device wholesaler shall provide details of the sources or manufacturers of 
medical supplies to be stocked. 

2. Amedical device wholesaler shall have premises which shall be inspected. 

3. A medical device wholesaler shall declare “Manufacturer not known” if at this stage 
the manufacturer(s) is indeed not known. 

4. A medical device wholesaler shall be required to have manufacturers’ authorizations 
from their sources when goods are in stock or being supplied. 

5. Amedical device wholesaler should have a physical location where goods will be kept. 
The goods in storage shall require supporting transaction documents such as invoices, 
sales register, receipts, order or import documents etc that will be verified by the 
Pharmacy and Medicines Regulatory Authority upon demand at any time. 

6. A medical device wholesaler should declare the category or categories of medical 
supplies intended for supply that will be matched with competency levels and 
capacity declared. 

I, the abovementioned applicant, submit herewith a licence application fee of 
Rieerrmcomiee-temeres 

DRE commer 9 Tsnanra un | SS 
Signature of applicant 

FOR OFFICE USE ONLY— 

(a) Licence application fee Of Koo... cccccccccscccsssesesssssssssesssscssescscsessscscsseecessaseecaneesacsees 

(B), PREM ATS spec eseenasi gh saectienensxenen esa ceeepigeei en enuTS Seapets 

(é) Datevof inspectiomiol pre) MSCS jesse cesses scepceescseen vtec ecrneerenemeoonenemearancs 

(d) Date of approval of application................. 

(2) Licence itn Den sicsiscxseseciesteteecaveniormasnencicnnean ame 

(f) Receipt number of application ........... 00... cece cece cece cuseserstsessesssececueaeceveneeeees



8th July, 2016 37 
  

Director General 
Pharmacy and Medicines Regulatory|Authority 

[*1. Fee is payable only by cash or cheque. 

2. Application fee is not refundable. | 

Form No. 10 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR LICENCING OF PREMISES WHERE DISPENSING 
BUSINESS IS TO BE CARRIED ON 

(Section 52) 

To: The Director General 

Pharmacy and Medicines Regulatory Authority 

P.O. Box 30241 
Lilongwe 3 

1. Name of clinic) hOSpital ist: aa eeeeeeeerneeeewenepsn eee ao ae fe eee 

2. Registration status (attach copy of registration certificate of the cliniehospital 

Bi, Postal Address evscca seid aa see va weer cteaesdrsocaisiceenyc leh ecu wlaveneit es nine Melnlee eaw am vctewrae 

4, Email address: ................csceceeeeeseeseeeeeeseeeeeeee Telephone number:..f............... 

Location of premises on which a medicine store business is to be carried ont (city/town, 
Stteet; plotho:) (iticlide a sketch Map) ecsscce sous ce ere eeds pe meemneen 

sep ewer n ween eee 

6. Name and registration number of the clinician (attach copy of valid registration 
OVC FIGRLG ) harercerie sce wage aco MESH Rema UREN TOIT 

7. Name, qualifications, experience and registration status of dispenser (attach copy of 
Valid: T6p1StialIOn CétufiCate) ccs cccccsseeseoees me eegim reste hia sete 

8. 1, the abovementioned applicant, submit herewith a licence application fee of K.......... 

Signatute of applicant  
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9; FOR OFFICE USE ONLY— 

(a) Licstice application feeot Kvn cencecconmannemeearracsuiren mages eare 

(8) Date GP MSGECUON: siccevssewoscsnesssuaecomee nase seeteareeee EE eES 

(@) REGMIKSS sssccscemerinreverseseccressieacecs sea anc ee reacaeaarermearene cee ec amemeNeE 

(d) Receipt number of licence feeS! ences cscecwereeenewreneemaacseereterestnanaaee 

(é) Date OF approval sseocrancornsns ccnmeneeres aeare eR EEE 

Q)) LACGHCE NUBIBER ecsecussecas cawenaansavesncns <p eee er ecaaaaen ese eR TE 

Director General 
Pharmacy and Medicines Regulatory Authority 

(*1. Fee is payable only by cash or cheque. 

2 Application fee is not refundable. ] 

Form No. 11 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR LICENCING OF NEW PREMISES WHERE DISPENSING 

To: 

A
n
e
 w
 

BUSINESS IS TO BE CARRIED ON 

(Section 52) 

The Director General 
Pharmacy and Medicines Regulatory Authority 
P.O. Box 30241 
Lilongwe 3 

Name of ¢litie/ HOSDPital wiccscecesscavcngwanecass sre aneenversner eresaennctacnwernmee annie 

Registration status (attach copy of registration certificate of the clinic/hospital) 

Previous. 1OCAtION OFTHE PrentiseS: gs seomnedesosen sansa, vn neantoneienenesagtheiteae eee 

Location of premises on which a medicine store business is to be carried out (city/town, 
streets plot no:) (iielide asketch iap) sccssess.irrensmon sues assannsererenverccryene 

x
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Te 

[*1. Fee is payable only by cash or cheque. 

2 

. FOR OFFICE USE ONLY— 

Name and registration number of the clinician (attach copy of valid fegistration 
certificate) 

Name, qualifications, experience and registration status of dispenser (attach copy of 
WATE Dep SIPALIE CRT ORNO isos. scxcninrr coraeecceromnnmmnianmeumananiar ax 

I, the abovementioned applicant, submit herewith an application fee of K...|.....0..0....-. 

(a) Application fee of K 

(6) Date of inspection: 2.20.0... 000.0 ccc ccc ceccecacececaceceeecuscacusecucaucuecess 

(c) Remarks: 

(d@) Receipt number of licencing fees: 

(e) Date of approval 

(f) Licence number 

Director General 

Pharmacy and Medicines Regulator) 

Application fee is not refundable.] 

Fo 

PHARMACY AND MEDICINES REGULATORY AUTHORITY AC 

(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES 
FORMS) REGULATIONS 

Authority 

rm No. 12 

cu 

AND 

APPLICATION FOR LICENCING OF PREMISES WHERE VETERINARY SHOP 

To: 

BUSINESS IS TO BE CARRIED ON 

(Section 53) 

The Director General 
Pharmacy and Medicines Regulatory Authority 
P.O. Box 30241 
Lilongwe 3 

Name of applicant. .....cccscssiewscutevesens ae cenwesuerencssertovsun onvecsensewanevwosrses 

PGS teal ASS be creiterrteicern ns Same iene ee Se need cedepbondemrcne wines tins 

Ernail address: ...0..sc00ssecesessestescecsseeeesseeeses TOlephone number:  
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[a 

Location of premises on which the veterinary shop business is to be carried out 

(city/town, street, plot no.) (include a sketch Map) ..........2:.0seeeeeeeee see ree se neeresneess 

Name and registration number of the veterinary personnel having control of the 

premises referred to in paragraph 4 (attach copy of valid registration certificate) 

Signature of applicant 

FOR OFFICE USE ONLY— 

(a) Licence application fee Of K............:ceeceeeeeeeeee eee eee eee ees See See 

(b) Date of inspection: ...0.c0c.cc.sceecessses revere ertescasacoreesee a 

(2) ROMAKSiccsesiessievvetercen instr sscsenvavenasstoerecnorenseoervesenseamnertenenennnenedatte 

(d) Receipt number of licence fees: .......... 0.1.1 --.2eeeeseeeecteeeee ee eee eee ees tteaerens 

(e) Date of approval.............:ccseececceceseeenseeneeereeeenennasesccessensssessauaneseeereneaes 

(f) Licence number............cccccccccsneneeeeeseeseeaseauenennaesaeanaaeneeeseaeneeaane nessa ees 

Director General 
Pharmacy and Medicines Regulatory Authority 

Fee is payable only by cash or cheque. 

Application fee is not refundable.] 

Form No. 13 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(No. 9 oF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR LICENCING OF NEW PREMISES WHERE VETERINARY 

To: 

SHOP BUSINESS IS TO BE CARRIED ON 

(Section 53) 

The Director General 

Pharmacy and Medicines Regulatory Authority 
P.O. Box 30241 

Lilongwe 3 

Name of applicant..............cccsccseeecessseetesseeeeeetnnenereeseeanerereeesaaeanenennenseseuenes 
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Be JROStA AC COTES 5. cre risrasterarste rere ator meer eetaiueaindTeavin aap lola Oa ee tea acta ee er aE 

3. Email address ............c:ccecensceeecrsseerecrseecens FOLEPHOME NUMDET,.......cccfeeesecsee see 

4. Previous location of the wholesale pharmacy...........ccceeeseeeeerersee recone sureties 

5. Location of premises on which the veterinary shop business is to be Law out 
(city/town, street, plot no.) (include a sketch map) ............06. ces se ccseeesseeeeefeeee sees ners 

6. Name and registration number of the veterinary personnel having eas of the 
premises referred to in paragraph 5 (attach copy of valid registration certifigate) 

bh : the abovementioned applicant, submit herewith an applicatiqn fee of 

Dal6 arcane Vere seeewronnecaeoneabsaneieeeiats 
Signature af applicant 

8. FOR OFFICE USE ONLY— 

(ez); (Application fe OL. Ke occcwrcicarecccereurervenuctiasite cds wwigelnnin era's neo eleee eae Homewares 

(6); Date GF HSPECHON: secrcscqneetenessnee eames eae ee 

(GC): REMaACks sees case int denen eet oueaewosse caanerenies Cedaa setaiaetres ene ees ES 

(d) Receipt Humber OF licence 16G8! iesecnasteoccepem wep eens ema wees Pees 

(6): Date Of SP pfOVE lwescstcccesnsaersesaseesrers torres eeerrwnieenwerseoouscten fsarearrenners 

CO. LiGeRe TUM Eo sscccos sesincrevaweee entaneaerties men aireewemeenisue lone anes eREE sie euntesttan ees 

DANG sree Bicqesiveveavseveccegeeveresvesesisseos o_ Bestv Suiownsdbussisnenevenensnennualllivaameeeryararars eit essen stn 
Director General 

Pharmacy and Medicines Regulatary Authority 

[*1. Fee is payable only by cash or cheque. 

2 Application fee is not refundable.] 

APPLICATION FOR LICENCING OF PREMISES WHERE A MEDIC 

Form No. 14 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

BUSINESS IS TO BE CARRIED ON 

(Section 41) 

NE STORE   
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To: The Director General 

Pharmacy and Medicines Regulatory Authority 

P.O. Box 30241 

Lilongwe 3 

L, Name or applQatitwswsccscscseerre csc scusasou as aevenw sae teaysaee eves ee ackeaneecr see 

2. Binal address. .c ccs mimic es TEL phone NUMBER isc ssccPcssecesene 

SB: POStAl ROGT OSS) wes conwwsemonvean wee wears ovewawasieeasteumneceseu ines oe Sees esa es oaewawuoeeeaermeNs 

4. Location of premises on which a medicine store business is to be carried out (city/town, 
street, plot no.) (include a sketch map)......... 0.0... cc ec ceceseeeesceseseeeeteesseeeeuseeeeeanenee ses 

5. Where the applicant is a company— 

(a) state the registration number of company under the Act: ..........0..0..cceeeeeeee eee 

(6) state the name and registration number of the person under whose personal 
management and control affairs of the company would be subject to 

(c) attach a copy of the certificate of incorporation of the company 

6. Name and registration number of a full-time pharmacy personnel having control of the 
premises referred to in paragraph 4 

7. I, the abovementioned applicant, submit herewith licencing application fee of K......... 

DatOiacesinieeeee $4... j- “SiiRaRENWaMinienneEy 

Signature of applicant 

8. FOR OFFICE USE ONLY— 

(a) Licence application fee OF K 2... cscccscccccsseccsencecesesnssesenesseraceensssssnsiactacentcaseneecesnennesen 

CEE) REM ATKS «025-8 ltncecte asa veeven aati, ee 

(c) Date of inspection of premises... .uccecesesessscseseesenesenssenssenensssaseesseseresrarstsnsnesses 

(2): Date GT approved OF pp lia th Oi acess sc sters ce asst shes sth ae seve Geteecear epee 

(2) SICENCE NUMGET cei sete ee a ES 

Director General 
Pharmacy and Medicines Regulatory Authority
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[*1. Fee is payable only by cash or cheque. 

2. Application fee is not refundable.] 

Form No. 15 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR LICENCING OF NEW PREMISES WHERE A| MEDICINE 

To: The Director General 

w
e
 

oN
 

STORE BUSINESS IS TO BE CARRIED ON 

(Section 41) 

Pharmacy and Medicines Regulatory Authority 
P.O. Box 30241 
Lilongwe 3 

Nate OF ap PliCAnt saci t seston cun sree 

Email address. isicccccssci sees ven cveenenvnanencassviae LEleEphOne NUMbEr..J 

Location of premises on which a medicine store business is to be carried di (city/town, 
street plot no.) (include a/Sketch aps): ise: occ. nccmaceasseneswesna¥lecsinessesste|sessencdeeeosinns 

Where the applicant is a company— 

(a) state the registration number of company under the Act: .............. 

(6) state the name and registration number of the person under whose personal 

management and control affairs of the company would be subject to 

Name and registration number of a full-time pharmacy personnel having 
premises referred to in paragraph 5...............cccccece ecu scesssesscscseteseeee ees 

Signature 

¢ontrol of the 

of applicant  
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9. FOR OFFICE USE ONLY— 

(@) Application tee OF Ke conc ccctccecscccssvccessctssrssteeressnsstesermocnsamennsd ie caer 

(CD)! SREMALKS:|........0s2aesissees ene a ar ee Eee EES 

(e) Dasa iiSpection Of Prete ctconaseauammamanmmenemnas 

(2) Dateof approval Of application ..cccsscsicn sense enema naa 

(2) Titene TORI DER oa rere ecu eacaeni ena 

() Receipt number Of applcaton x scseievssiass ase cienes essere nee TE RNeNT ewENRaa 

Director General 
Pharmacy and Medicines Regulatory Authority 

[*1. Fee is payable only by cash or cheque. 

2 Application fee is not refundable.] 

Form No. 16 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR LICENCING OF PREMISES WHERE CURRENT GOOD 
MANUFACTURING PRACTICE INSPECTION BUSINESS IS TO BE CARRIED 

ON 

(Section 41) 

To: The Director General 

Pharmacy and Medicines Regulatory Authority 

P.O. Box 30241 

Lilongwe 3 

1. Particulars of applicant— 

(@) Nattieot applicanntsc.ccosseecesesest ce bereras te eesestyecresecnecnsessnesmcenamnnnees BUaTERR 

(6): Physical address so cseseccsasciss avian avwerms andere reantessenoreene Ri aewawninsalatienewanes 

EY SOREL ET ead ea a dee ree ctor P carer peste end TOS 

(d@) Phone number...............scceecceeeeeeere ress POLO PARE i. ossci-.acusenin eee Sees 

Email address... .........2-22.:ceccsseeeceecececeeeececeneceeeeeneesecssneceseesaneeeseeeeeasees 

2. Particulars of site to be inspected— 

(@) NARS OT SIG once emsecedrmmasaerseese ere eae or er STEER 

(BY, Physical address sees assasova aie bans an pene oan vv Rieemv entre OE CeCe ee INRINER
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RC): SI censrssteeicaeseettere on nnnronocsennearcocacerinasnmdenneaenestaeleagsuldia ieee iuaeae 

(d) Telephone number...................cccccceeee TONGEAKS secsirnaie cate cidewendcnecssm sreece 

ERLE ACCS sit dh gcse oes oe a nap mn evn oer CNN meena 

(*Separate application to be filled in for each individual site.) 

3. Contact person on site— 

(a) Name of contact person. .............cccccceccecccesecreescenecavasuuseeuseaes 

(6) Telephone number........0.00.0.0.ccccesescccsesescseeseeeeeee LOLEPAX cecranccsaccmnasess 

Email address 

4. Authorised Representative/Agent in Malawi— 

(a) Name of Local Technical Representative..........0..00.0000ccccuceceueeeceduaeeceesucuees 

(5); Telephone Tumber.ccsicscecccsneesnananeunc: WOLGLAR cccscsvercrevcesy 

Eryn hr ses sew waseee gee Sa SS Eaereeepenmmanalemncanonysilleemaremnenens 

5. Type of Drugs Manufactured — (Tick where applicable) 

(a) human only (4) veterinary only (c) human and veterinary 

6. Inspection Type— (Please tick where applicable) 

first inspection 

routine re- inspection (Previous inspection date ) 

re — inspection after failure 

other (please specify)... 00... ... cece ce cece ccccceccecaeseesseseetertecuscusesscasewshcsevectesens 

7. Lines to be inspected 
  

Dosage form Tick where *Category *activities 
applicable 
  

(a) Tablets 

(6) Capsules 

(c) Injections (SVP) 

(d) Injections (LVP) 

(e) Oral liquids 

(f) Creams/Ointments/lotions 

(g) Others (specify) 

[*1. Category means any of the following: Beta lactam, Non-beta lactam, Biologicals, 
Vaccines, Hormones, Cytotoxic products. 

  

  

  

  

  

            

2. Activity means any steps in manufacturing that are conducted at this site, e.g complete 
manufacture of dosage form, primary or secondary packaging, Quality control, 
warehousing e.t.c.] 
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8. Registration of Products — 

(a) Have you submitted dossier for registration? Yes No 

(5) If Yes, list the products applicable. (Attach a separate sheet) 

9. Site Master File 

Please attach copy of the Site Master File (not more than 25 pages). 

Enclosed- Yes No 

I hereby certify that the above information is correct and apply for Good Manufacturing 
Practice inspection of the above-named site. 

FOR OFFICE USE ONLY— 

a}: ACSF O ESS CCU ea ce ctrceseaverpear dec rte mea e ere 

(B) Remarks. ..0.. 2.2... ceeceec cece cee ccecueeteeeeeneeseseteesteseeseusecsuvuseeeecccesceces 

(c) Receipt of COMP fees... 0... ccc cccece ccc ccceccueceeccuceeeeeeussueeseustentsesenessees 

(d) Date of approval ............ ccc cece ceceecesecceseu eeu sesuuceuusauceuves vesausausenversetieecen 

Re) LACES NIE eo sonscosnicananatysaaxweannceicctwavciies das NwebuaawBe wavnnnaswamaananvowes 

Director General 
Pharmacy and Medicines Regulatory Authority 

[*1. Fee is payable only by cash or cheque. 

2 Application fee is not refundable.] 

Form No, 17 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR LICENCING OF PREMISES WHERE PHARMACEUTICAL 
MANUFACTURING BUSINESS IS TO BE CARRIED ON 

(Section 57) 

To: The Director General 

Pharmacy and Medicines Regulatory Authority 
P.O. Box 30241 
Lilongwe 3 

Li, Nein eVOf BUSTS bess cvetiensoccersuswenceceueitantsceee0cedacemeeomesenccecs 

 



  

8th April, 2022 

2. Name of applicant.....00.0.0. 2.000000. ccc ccceeeeeeececeseceseceececeseuneeeeeeeaes 

3. Postal address 

4. Email address......... 0.0.0. cece ecccc ce cccssseeseeeee 

5 

10. 

Location of premises on which wholesale pharmacy business is re-locd 

. Phone number 

street, plot no.) (include a sketch map) 

Where the applicant is a company— 

(a) state the registration number of company under the Act.......0.....cchccsecseeceseeeee 

(5) state the name and registration number of the person under whose personal 
management and control affairs of the company would be subject ta 

(c) attach a copy of certificate of incorporation of the company 

Name and registration number of supervising pharmacist having c 
premises referred to in paragraph 5 

Competent technical staff— 

(a) ProdiictiGn phatiaCist ees xy eoncewesecvceoussesoerauseuee lag ieerdesacseece 

(6) Quality control analyst......... 0.0000. ccc cece ccececcececcuseeseceveuceseesaees 

FOR OFFICE USE ONLY— 

(a) Licence application fee of K 

(6) Remarks 

(c) Date of inspection of premises 

(2) Dateof approval Of applicatiotices vesceesceccecscaicsscestscseecetocsectstonseticesee se. 

(e) Registration number 

I, the abovementioned applicant, submit herewith an licencing appli¢ation fee of 

(f) Receipt number of application .................00  



  

48 8th April, 2022 
  

Director General 
Pharmacy and Medicines Regulatory Authority 

[*1. Fee is payable only by cash or cheque. 

2 Application fee is not refundable. ] 

Form No. 18 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR LICENCING OF NEW PREMISES WHERE 
PHARMACEUTICAL MANUFACTURING BUSINESS IS TO BE CARRIED ON 

(Section 57) 

To: The Director General 

Y
e
 

S
o
S
 

Pharmacy and Medicines Regulatory Authority 

P.O. Box 30241 
Lilongwe 3 

NGHIG‘OL DUIS TOSS ass oowenn cette eine cecndgenctremaarienereerewweoeremmmensnnanTn 

Natie’of applicanit.sccccciei ie eodincds ee nteeratee eet onenescannonmernertinnes cede 

Postal addresses cvvsGiscaa sees sage a ae narepea reas tna ea thts oneieiadaeid OP RRS Rea SSe 

Email address.........-0..:0cseeseeceesesssesesereesees PHONE MUMDET 2.0... ..ccceeeeneee ere ees 

Previous location of the manufacturer.................cccecee cece eee ee tense en en eeeeeeeeneneaes 

Location of premises on which wholesale pharmacy business is re-located (city/town, 
street, plot no.) (include a sketch map) 

Where the applicant is a company— 

(a) state the registration number of company under the Act............ccsesceceseneererseeeeesenees 

(b) state the name and registration number of the person under whose personal 
management and control affairs of the company would be subject to 

(c) attach a copy of certificate of incorporation of the company
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8. 

9. 

Ll 

[*1. Fee is payable only by cash or cheque. 

2 

Registration number: sicceccsecescs tescsescassttacns: Certificate number .2.c...sceccevssislsc 

This is to certify that the premises situated at... cecceesseseeeeeeeeeeeeaeeeeeeafes 

Name and registration number of supervising pharmacist having contr pb! of the 

premises referred to in paragraph 6.................ccccceeeeececeeeeeeeeeeceueeeeaes 25) sees 

Competent technical staff— 

(2) PROMUGHION Bhar aeiSh Se ccsaciced aan vost cBanwnedenl cd¥siewiecienemaarennile'eoacs 

(6) Quality control analyst.....0.... 000.0. cccccccevenecceeereceseeeceeveuceereseauses 

FOR OFFICE USE ONLY— 

(@) Application feerdf Kiva. ssscssvssssesvasseessnsyussenapssoeeseereerssevantawscrverneetenite 

OD) TEI BENES wrecresvescurastancocesayn ssicsllacr 0 area Coo Sees sees ree aU ee 

(c) Date of inspection of premises..........ccccccccecscccsesesssecsesescsresearsvacerseatsrsende 

(d) Date of approval of application...........0.. 60. ceeesessssetesescetettseeete este ees 

(2) REPISiPAlGT TiMDER 6 .2ooed env ceecrspaesccccenacmnsemeneanes ere 

(j/) Receipt numberof app licatiOtiic is aseiccssisscicravensermantsanewesewe 

Datie=cmi eee) getoecine nl decent eee! 

Director General 

Pharmacy and Medicines Regulatory Authority 

Application fee is not refundable.] 

Form No. 19 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 

FORMS) REGULATIONS 

CERTIFICATE OF LICENCING OF PREMISES WHERE A *RETAIL 
PHARMACY OR WHOLESALE PHARMACY BUSINESS OR MEDICINE 
STORE OR DISPENSING OR VETERINARY OR PHARMACEUTICAL 

MANUFACTURING BUSINESS IS TO BE CARRIED ON 

(Sections 42, 52, 53 and 57) 

(state location of premises, namely town, street and plot no.)  



  

50 8th April, 2022 
  

WHET6 eee ee recenneaer eiee ees is authorized to carry out a 
(Name of business owner) 

*retail pharmacy business or wholesale pharmacy business or dispensing facility or 
veterinary shop business or medicine store or pharmaceutical manufacturer, on this 
Sse eR eiscu angioma ssesevarssvanreestoteTeTeTeeNSS GAY OL: ster cores aemnymer veer paca Wiens 

registered on the register of premises where the business is to be carried on, kept and 
maintained by the Pharmacy and Medicines Regulatory Authority in accordance with the 

provisions of the Pharmacy and Medicines Regulatory Authority Act and the Regulations 
made thereunder. 

Director General Chairperson 

Common Seal 

(*Delete whichever is not applicable) 

Form No. 20 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

REGISTER OF PHARMACY PRACTICE PREMISES 

(Section 34) 

  

Name, registration 

and certificate 
number of 
registration 

Pharmacist in 

Location of Date of control of 
registered premises |registration| Registration business Remarks, if any 
  

Town] Street|Plot No. 
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Form No. 21 

PHARMACY AND MEDICINES REGULATORY AUTHORITY] ACT 

(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FHES AND 

FORMS) REGULATIONS 

APPLICATION FOR AUTHORIZATION FOR THE MARKETING, ADVERTISING 
OF MEDICINES OR ALLIED SUBSTANCES 

(Section 62) 

To: The Director General 
Pharmacy and Medicines Regulatory Authority 
P.O. Box 30241 
Lilongwe 3 

1. Particulars of applicant— 

(a) Name Gfapplicant oo. jc. sexe cscesersascesouess covsussreneneseeseseste ces 

(B) Phiysical addressMOcatint. wos cicsssexege ccm arcsieevassannsassaeanecneen forces ecemesteeeer 

CGY Stet ARES cg sar Siw Berne 9 wal ne Sn SS wns ueet cad na na conn Ne Of nein nein nO SS 

(@) Etniatl GG dr688 bs cas cceserwesdescnnwacnaneenenes aveeennnenearesees temensnmesnsnnspesnatasdasesels 

2. Description of Advertisement— 

(a) Type of activity for which application is made 

(c) Medicine or allied substance naMe...............::.cseeeeee seen eeee seen eefene ner eee eee eens 

(d) Language of the publication or advert...............::::sseseteeseereee cee eapensnnce aia 

(e) Intended target BrOUp............ 0. cccceeeceeeeceeenserceeceeeeeeeeuteneenenep eee sa seen ene anes 

3. FOR OFFICIAL USE ONLY— 

(a) Application fee Of K.............cccceceeceeeeeeeee eee teee cee eeereeeenenees deseeeeeeneennnees 

(b) RECEIPt MUMDET....06506..02-s 000 se vencrenveremensneesgenennereneqeanennanenonsne fa eat nndadeneeete 

(c) Date of approval of application.............-..2.s:eees eee ceesereeneer seer t eee Peateee rere eres 

(d) Authority’s entry NUmber................:ceceeee ce teeeee renee neeeeeneee tear ena be nen eaaea eae ees 

(e) Application and samples received...............22::1:eee sees neesseeeeennes denne eateee eee eey 

Director General 
Pharmacy and Medicines Regulatory Authority   

 



  

52 8th April, 2022 
  

[*1. Fee is payable only by cash or cheque. 

2 Application fee is not refundable.] 

Form No. 22 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 

(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 
FORMS) REGULATIONS 

APPLICATION FOR AUTHORIZATION FOR DISPOSAL OF UNFIT PRODUCTS 

(Sections 69 and 129) 

To: The Director General 

Pharmacy and Medicines Regulatory Authority 
P.O. Box 30241 
Lilongwe 3 

De LW 0 Ss recitioern arcana ar raiararte ve eh ane ream orexarsasenae aps Uranus eens Rote MES aT aa 

AF Cheacasrensipniceis via canna ieee Sp gS 
(postal address) 

iidarinking the: WOSiNOSS OE secs cavevercemeswasesicuyakdesxveccesexecsvecses hereby apply 
for disposal of unfit 0.00... .00...ccccccceecceccccccuueseeuue eee seuessssresestssussetssevcreesececs 

(type of products) 

2. Location of business (include a sketch map) ..........cccccceeccceeescececcesceusceueecececeee 

3. Name of supervising pharmacist of the premises..........c.ccc0cccccecscesecseseeeesececeveee 

4, Registration number (if applicable)...............00...ccceeecessssestestssecesceveesessesuueevecees 

Dd» Reason for disposal sccsscssces xs so sic s eesc See eek cde ob cca eeseacaedGeduanwmed lec emenee 

6. Estimated value of unfit products, K.........ccccccccececceeceseeccsessecececeuececsecetsecececes 

7. Attached herewith is the list of products to be disposed of (Attach Health Products 
Disposal Log) 

8. Declaration: 

I certify that the information provided in the application form is true and correct. 

Signature of applicant
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9. 

[*1. Fee is payable only by cash or cheque. 

A. Product Identification 

FOR OFFICE USE ONLY— 

(a) Application fee of K 

(b) Remarks 

(c) Date of inspection of premises............... 

(d) Date of approval of application................ 

(e) Receipt number of application 

Director General 
Pharmacy and Medicines Regulator 

Application fees are not refundable. ] 

y Authority 

Form No. 23 

PHARMACY AND MEDICINES REGULATORY AUTHORITY A 

(No. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES 
FORMS) REGULATIONS 

APPLICATION FOR PRODUCT LICENCE (SUMMARY SHEET 

(Sections 62(1)) 

CT 

  

I. 

(for office use only) 

PMRA Ref No. 2. Proprietary name 3. Non-proprietary n ame (INN) 

  

4.Dosage form and colour 3. Strength 

  

7. Suggested Price (Optional)     
6. Route of administration 

  

B. Applicant details 
  

1. Name of applicant 
  

2. Address of Applicant (including| 3. City/town 4. County 
contact person) 

  

5. Telephone No.|6. Fax No. 7. Telex 8. Email address       
      

 



  

54 8th April, 2022 
  

C. Manufacturer details 
  

1. Name of manufacturer 2. Address 

  

3. City/town 4. Country 9. Manufacturing 
Licence No. (attach 

copies of certificates) 

10. Licence date 

  
  

5. Telephone No.|6. Fax No. 11. Name and address of licensing authority 

  

7. Telex No. 8. Email address 

    12.Date of Last GMP inspection. Attach copies of 
certificates issued by both local NRA and PMRA 

  

D. Product details 
  

1. Therapeutic category 2. Main indication(s) 

  

3. Dosage details and method 

of use 

4. Stability data (on three consecutive production batches. 
Provide detailed studies and results (attach validation 
reports for analytical tests methods used). The stability 
studies should be conducted in line with Zone IVA or 
IVB for products meant for storage under prevailing 

environmental conditions.) 

  

5. Shelf life   6. Storage conditions (supported by the stability data) 

  

7. Complete quantitative formula (per dose form) 

  

(a) Substance (5) Function (c) Amount (d) QC specifications 
  

(i) 

(ii) 
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(a) Substance (6) Function (c) Amount (d) OC sp pcifications 

  

(iii) 

  

(iv) 

  

(v) 

  

(vi) 

  

(vii) 

  

(viii)     
    8. Total weight or 

volume of dose form   
    

 



  

56 8th April, 2022 
  

  

1. Therapeutic category 2. Main indication(s) 

  

3. Dosage details and method of use 4. Stability data (on first three batches) 

  

5. Shelf life   6. Storage conditions. 

  

E. Active ingredient details 

9. Active ingredients 
  

  

  

  

(a) Active ingredient |(b) Source of active | (c)Standard e.g. (d) In- process 
name ingredient USP, BP controls (optional) 

(i) 

(ii) 

(iii) 

  

(iv)        



8th April, 2022 

F. Chemistry, Manufacturing and Control of Active Pharmaceutical Ingredient 

57 

  

In process controls for critical 
Detailed validated quality attributes including 

Active method of synthesis of \ particle size distribution: 
pharmaceutical | active pharmaceutical | (d10, d50, d90), polymorphism | SolubWity at pH 
ingredient ingredient and isomerism 1.2, 4.5 or 6.8 
  

  

        
  

G. Manufacturing and Quality Control information 

1. Method of manufacture of dosage form (attach flow diagrams and validation reports for 

manufacturing processes) 

2. In process control details (sampling stages and validated test methods ysed, attach 

validation reports for analytical tests used) 

Lo
S)

 . Quality control specifications of the final product (attach as annex) 

4. Details of the validated method of analysis for the final product (attac 

validation reports) 

h analytical  



  

58 8th April, 2022 
  

  

5. Batch No. 6. Date of Manufacture 7. Expiry date 
  

      

8. Executed and Blank Batch Manufacturing Records. Results of batch testing (Certificate 
of Analysis including that for biobatch or batch used for dissolution profile). Validation 
reports for analytical tests should be provided as an annex. 

9. Certificate of Pharmaceutical Product in line with WHO format 

10. Free Sale Certificate 

H. Bio-equivalence Data 

Detailed study of comparative bioavailability, with pharmacokinetics data; include study 
protocols, results and conclusions of study demonstrating bio-equivalence for BCS class II 
and IV active pharmaceutical ingredients. Attach copies of ethical approval, curriculum 

vitae of PI, certificate of accreditation of Contract Clinical Research Organization, reports 
of validated analytical test methods used for QC analysis of pharmacokinetic data. Submit 
comparative dissolution data for BSC class J and III active pharmaceutical ingredients. 

I. Container information 
  

(a) Size of container (number of unit doses) |(6) Description of container closure system 
including nature of materials and art 

work. 

(i) 

  

(ii) 

  

(iii)   
 



8th April, 2022 

J. Distribution and Promotional information 

1, What is the intended scheduling status of the product? (tick appropriate box) 

59 

  

fa) CD (b) POM 
Controlled | Prescription 
drug only medicine 

(c) PIM 

Pharmacist 

initiated 

medicine 

(d) P 
Pharmacy 

only medicine 

(e) GSL 
General Sales 
List medicine 

gf 
Faterinary use 
only medicine 

  

            

2. How is it proposed to promote the medicinal product? (tick appropriate box) 

(a) to the medical and pharmacy professions only 

(4) to the general public by point of sale displays in pharmacies 

(c) to the general public 

(d) other (please specify) 

K. 

documents) 
Current Regulatory status of product in other countries (attach relevan f supporting 

  

(a) Country (4) Product Licence Number. (c) Date of First Registration 
  

(i) 

  

(ii) 

  

(ili) 

  

(iv) 

  

(v)        



  

60 8th April, 2022 
  

L. Date and Signature of authorised person (s) 
  

(a) Date of application (6) Signature of Authorized person e.g. 

Pharmacist 

(c) Applicant’s official seal 

    
M. Registration Information (for office use only) 
  

  
  

(a) Application fee | (6)Application fee |(c ) Registration fee | (d)Registration fee 
receipt number, receipt number, 

(e) Registration date | (/) Registration (g) Registration number 
expiry date       

(A) Full name and signature 

  

Director General 
Pharmacy and Medicines Regulatory Authority 

Form No. 24 

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT 
(NO. 9 OF 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 

FORMS) REGULATIONS 

PRODUCT LICENCE 

(Section 62(8)) 

Product Licence Number «....0..c.sesacese SSRI eat cervor sarees erin wrote val a estiencdVaam nents 

under section 62 of the Pharmacy and Medicines Regulatory Authority Act to 

(state city, street, plot number and postal address)
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who is hereby licensed to engage in any or all of the business activities qutlined under 

section 41 of, and subject to, the Act in regard to the following medicinal] product(s) in 

accordance with the special conditions specified hereunder— 

(a) Medicinal product identity 

(41) Qemeric FOPM oo... ssescesesseeeecteseeeesesseenseateseeseenesnssnsanssnsscsnsarsneasavecnseneansendbecesencaeeseeanant es 

(ii1)dosage FOF ......c.cccccececscceesesesesestsssntesensenesesescessuesseseusucasataransrsnrssseseeseferseeeesnesessenaanas 

(GV) Strength .......cesesccsesscccesesersnsnenecstscoenensssneersseassesnennesavarenravansusnssnssensnsaseteedh 

(V) manufacturing ........cccsceesessesesessecesseeeenectssesseesensetenesessssssasaesessessssscnena)enensesnneneeatiaeas 

(vi) manufacturing COUNTY «2.0.0... ee eeceeeeteneneceeecesee esters sesesenenserananenesecntaes 

(b) Year and therapeutic category of the medicinal product 

(c) Scheduling status 

(d) Declaration of content— 

(i) active ingredient 0.0.0... ccc eseeeseseeteeeseseeeeseetensinssesereneneeeeneneaeens 

(ii) Content per UNit dOSE osc ecce te eeeeeeeseeteneenenesstseeissesneseseeaenesneaneneanens 

(2) Package— 

(i) type Of package -.........cscceseseseeeetereneeeseseenetstsnsnnessasceceenesenenenenentannasetes 

(ii) size Of package ..........cccesccesssseseseseseeasaeseeseeneeenenenrersenseececaenenensesesenesees sacervecavermeranece: 

(iii) initial retail price per package -..........ecsesecsesecsesestesessesneaneneneeneneeneneeenees 

Further conditions of this Product Licence are— 

Wali UGE cencesesoveceqessannseoterser nema 2) exemacsceets 

TRECs occccceceansesecdd eee 

paren res % seman = 

Common Seal 

Form No. 25 

PHARMACY AND MEDICINES REGULATORY AUTHORITY |ACT 

(No. 9 of 2019) 

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND 

FORMS) REGULATIONS 

REGISTER OF PRODUCT LICENCES 

(section 71)   

 



  

62 8th April, 2022 
  

  

Product licence Description of medical 
products to which licence 
relates 

Name and address of 

licence holder 

  

  
No. Date issued 
  

      

Made this 8th day of April. 2022. 

(FILE NO. HTSS-PHARM/1) 
K. K. CHIPONDA 

Minister of Health 

  

Printed by THE GOVERNMENT PRINTER, Lilongwe, Malawi—( Price K3,645.00)






