GOVERNMENT NOTICE NO. 9

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

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND
FORMS) REGULATIONS, 20622

IN EXERCISE of powers conferred by section 129 of the Pharmacy and Medicines
Regulatory Authority Act, [, KHUMBIZE KANDODO CHIPONDA, Minister of Health, make the
fotlowing Regulations—

I. 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

(«) 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 reg. 2

PRESCRIBED FEES

Matier Fees

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

{a) pharmacist—

(i) Malawian pharmacist, including internship . . .. K50,000 00
(ii) non-Malawian pharmacist including vetting .. US$1,000 00
(iii) Malawian pharmacist re-examination fees, per subject K25,000 00

(iv) non-Malawian pharmacist re-examination fees, per subject  US$215 00
(v) non- Malawian volunteer pharmacist .. .. US$250 00



(b}

(©

(d)

Matter

pharmacy technologist—

(i) Malawian technologist

(ii} non-Malawian technologist, including vetting

(iii) Malawian technologist re-examination fees, per subject

Fees

K30,000 00
US$700 00
K10, 000 00

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

pharmacy assistant—
(i} Malawian pharmacy assistant. .
(i) non-Malawian pharmacy assistant, including vetting, .

(iii} Malawian pharmacy assistant re-examination fees, per
subject

(iv) non-Malawian pharmacy assistant re-examination fees,
per subject

medical representative—
() Malawian medical representative . .
(ii) non-Malawian medical representative

Retention fees for pharmacy personnel—

(a)

(6)

(¢)

(@)

pharmacist—-

(i) Malawian pharmacist

(i) non-Malawian pharmacist

(1ii) non- Malawian volunteer pharmacist
pharmacy technologist--

(i) Malawian technologist

(i) non-Malawian technologist
pharmacy assistant—

(1) Malawian pharmacy assistant

(ii) non-Malawian pharmacy assistant. .
medical represeatatives.—

(iy Malawian medical representative . .
(it} non-Malawian medical representative

Licencing of pretnises—

(@)

manufacturing licence—

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

(it} inspection and processing for external preparations

(iii) inspection and processing for stertle preparations

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

(v} re-inspection of premises, if previously failed

K20,000 00
US$400 00

K8,000 00

US$100 00

K150,000 00
US$700 00

K30,000 00
US$550 00
US$250 00

K20,000 00
US$300 00

K1i5,000 00
US$300 00

K75,000 00
US$300 00

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

K1,000,000 00
*cost of travel



*Cost of travel shall be determined by agreement between the Authority and the applicant.
4,

(b)

(c)

()

()

0

Matter

wholesale pharmacy licence—

(i) inspection and processing ..

(if) re-inspection fees of premises, if previously faticd
retail phammacy licence—

(1) inspection and processing

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

medicine store licence or veterinary shop licence-—-
(1) inspection and processing

(i1} re-inspection fees of premises if previously failed . .

dispensing licence—

(1) inspection and processing of licence for a facility with

an admission service

(it} inspection and processing of licence for a facility without

an admission service .. ..
(i) 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

Retention fees for premises—-

(a)

&)

(©)

(d)

(e}

manufacturing licence—

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

(it) premises with external preparations

(iii) premises with sterile preparations . .

(iv) primary packaging only ..

(v) secondary packaging only

wholesale pharmacy licence—

(i) retention fees

(i) inspection and relocation processing
retail pharmacy licence—

(i) retentton fees ..

(i) inspection and relocation processing
medicine store and veterinary shop licence—
(i) retention fees ..

(ii} inspection and relocation processing
medical device; wholesale, retail and cosmetic shop—
(1) retention fees o

(i) inspection and relocation processing

Fees

K 760,000 060
*cost of travel

K385,000 00
*cost of travel

K200,000 00
*cost of travel

K335,000 00

K200,000.00
*cost of travel

K710,000 00
*cost of travel

K350,000 00
K260,000 00
K400,000 00
K200,000 00
K 120,000 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



Matter Fees
() dispensing licence-—
(i) rclention for a facility with an admission service K160,000 00
(i1) inspection and relocation processing . K235,000 00
(iii) retention for a facility without and admission service K55,000 00
(iv) inspection and relocation processing K155,000 00
5. Registration of medicinal products—
(@) human, veterinary and herbal medicinal products—-
(i) human or veterinary product manufactured in Malawi K300,000 00
{ii) human or veterinary product inanufactured in Malawi
(expedited processing of application) K600,000 00
{ii1) human or veterinary product manufactured outside Malawi US$1500 00
{iv) human or veterinary product manufactured outside Malawi
(expedited processing of application). . US$3000 00
(v) herbal product manufactured in Malawi K380,000 00
{vi) herbal product manufactured outside Malawi US$1,100 00
(vii) human or veterinary product packed in Malawi but
manufactured outside Malawi US$450 00
6. *Retention fees for medicinal products—
(a) human or veterinary and herbal medicinal products——
(i) human or veterinary product manufactured in Malawi K150,000 00
(ii) human or veterinary product manufactured outside Malawi  US$700 00
(iii) herbal product manufactured in Malawi K 50,000 00
(iv) herbal product manufactured outside Malawi US$450 00

*Products not retained for one year without submission of withdrawal notice, shall attract
payment of the retention fees in arrears first, before re-instatement on the Register.

7. Registration of allied substances—
() medical devices, condoms, surgical sundries—

(i) classl US$500 00
(ii) classII US$750 00
(iii) class III US$1500 00
{b) traditional medicines and nutritional supplements—
(i) nutritional and traditional medicinal product manufactured
in Malawi . . . . .. K80,000 00
(i) nutritional and traditional medicinal product manufactured
outside Malawi . . US$500 00
(c) cosmetic products—
(i) cosmetic products manufactured in Malawi K80,000 00
(ii) cosmetic products manufactured outside Malawi US$500 00



Matter
(d) disinfectants and reagents—
(i) disinfectants and reagents manufactured in Malawi. .
(it) disinfectants and reagents manufactured outside Malawi
(¢) feed additives and supplements—
(i) feed additives and supplements manufactured in Malawi

(ii) feed additives and supplements manufactured outside
Malawi

Retention fees for allied substances—

(a) medical devices, condoms and surgical sundries—
(i) class |

(i) class I

(iii) class IfI e .

traditional medicines and nutritional supplements—

)

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

(i) nutritiona) and traditional medicinal product manufactured
outside Malawi ..
(¢) cosmetic products—
() cosmetic products manufactured in Malawi
(i) cosmetic products manufactured outside Malawi
(d) disinfectants and reagents—--
(i) disinfectants and reagents manufactured in Malawi
(ii) disinfectants and reagents manufactured outside Malawi
(e) feed additives and supplements—
(1) feed additives and supplements manufactured in Malawi

(ii) feed additives and supplements manufactured outside
Malawi

Analysis of samples by the quality control laboratory—
(a) routine drug analysis per batch—-

(i) sample originating from a Malawian

(i) sample originating from a non-Malawian
() male latex condoms per batch—

(D

(ii) sample originating from a non-Malawian

sample originating from a Malawian

(c) samples analysis at laboratories outside the Authority

Fees

K80,000 00
US$400 00

K100,000 00

US$500 00

US$200 00
US$ 300 00
US$700 00

K50,000 00

US$200 00

K50,000 00
US$500 00

K50,000 00
US$150 00

K80,000 00

US$250 00

*+K 5,700 — K615,000
+US$36 00 — US$300 00

K 560,000 00
US$700 00

cost of analysis

plus 12%
service charge



Matter

{d) re-analysis of samples at owner’s or importer’s request—
(i) sample originating from a Malawian
(i) sample originating from a non-Malawian

Fees

K700,000 G0
usS$s80 00

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

(1) sample originating from a Malawian

(ii) sample originating from a non-Malawian
(/) analysis of sample under investigation—

(i) sample originating from a Malawian

(ii) sample originating from a non-Malawian

K300,000 00
US$380 00

K 160,000 00
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—

11

12.

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

() annual renewal of a clinical trial
(¢} 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—

{@) import or export permit for registered medicines (per batch)

(b) 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—
(@) 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



16.

)

(c)

(@)

(e)

"

(a)
(b)
(c)
(d)

(a)
(&)
(c)
(d)
(e}

(a)
(&)
(©)

Matter

audio, video and written scripts—

(i) originating within Malawi

(ii) originating outside Malawi ..
posters or billboards on any medium including the internet—
(i) originating within Malawi

(i) originating outside Malawi

posters on vehicles—

(i) originating within Malawi

(it) originating outside Malawi

t-shirts—

(i) originating within Malawi

(ii) originating outside Malawi

Fees

K80,000 00
US$100 00

K 80,000 00
US§100 00

K40,000 00
US$100 00

K20,000 00
USs$100 00

other materials such as caps, wall clocks, watches, umbrellas or bags—

(i) originating within Malawi
(i) originating outside Malawi

. Fees for the Authority’s publications—

set of Statutes and Statutory Instruments
Code of Ethics

Dangerous drugs register

pharmacist register book

. Miscellaneous—

inspection on demand

supervision of medicine destruction
medicine disposal certificate . .
licence re-print . .

licence re-issue following revocation

. Licencing of pharmacy colleges and curviculum review—

inspection and processing fees for pharmacy colleges
curriculum review of diploma and certificate courses

curriculum review of degree courses

Upon inspection of foreign manufacturing sites to assess current
good manufacturing practice (¢cGMP) inspection & certificate—

(@)

(5)
(©)

manufacturer within the Southern Africa Development
Community

manufacturer from the rest of Africa

manufacturer from outside Africa

K20,000 00
US$100 00

K21,000 00
K3,000 00
K 10,000 00
K3,000 00

K200,000 00
K60,000 00
K30,000 00
K50,000 00

K200,000 060

K400,000 00
K2,000,000 00
K3,000,000 00

USS$ 3500 00
US$ 5,000 00
US$6,500 00



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)—

(@) SUITIAINE....e..o ettt sene s beaee s csas s eseeaseae e e eesaseseerasaesaeedeosesaestsannn saananamessessaseen
(D) FIISEIAINES ...ooeivetesiriiene i eiesbiaa e ceeecmea st sbeas e s s hh e ses s se bbb ea et s er e p s srcaeseenns
(€) POStAL AAAIESS... ... veeviecieeecece et ettt bbbt sassaeseessse s ren et ebes
(d) TelephOne NUMBEL.......ccoviiiiiiiiie ittt sre s e e e
DAL OF DINTR 1ttt e ress e s saa b s e ae s e s et ensenen s aenas
SEX (MAICAEMIAIEY ..o eceetierer et e e bt et et s tne a2 s sassms b b s st onans
NAUONAMLY «111eveeeiireere it et et ent st s st sae et b see b st bes st eeeat s e cnenane

Application for registration in the register of ...

Al A i

Academic qualifications (certificates, diplomas, degrees) and institutions attended
(school, university, college)—

walification Year Institution and Count
vy



7.

11.

Professional qualifications {with dates and institutions attended}—

Qualification Year Institution/Body

..........................................................................................................................................

...........................................................................................................................................

1, the above-mentioned applicant, hereby apply for registration on the aforemeationed
register and submit herewith—

*{a) the prescribed application fee Of K.......co.ooviiiiiiiicinin e sassssmseeans
*(b) the prescribed registration fee of Koo e , and

. Declaration—

1, 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 1 have read the Act and the Regulations made under the Act and
understand that, if registered, [ shall be bound thereby and by any amendments thereto,
for as long as my name shall remain on the aforementioned register.

Declared at ........covevieciricecieniesiineeescioe DY et e
Signature of applicant

BEfOre THE ..cveerrriveitcceiieaerecessrecerneraenecrnncraeresnaseere AL cuitieimiieeress i iraes et e rsaeae s
on this ......... day of ..o , 20 ..

" Commissioner for Oaths
FOR QOFFICE USE ONLY—
(a) Date of approval of appliCation ..........occceiiiiiiiiiiiccec et e
(b) Registration NUMDEF .......ccccoveereereviianreceorense... Certificate number.........ccocienn

{¢) Receipt Numbers of application and registration fees......... ccoceeeieicrciiniinnanes
(d) Remarks



Director General
Pharmacy and Medicines Regulatory Authority

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

2 Application fec is not refundable.]

Form No. 2

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT
(NO. 9 0F 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

Narie of |Date of|Regist- School or] tion of
registered} regist- | ration |Expiry Date other registration|Remarks,
person tration |number| date |Address|Nationalitylof birth| Qualifications jinstitwiion  if any if any

Upon |Subseg-
re gistr-uernt 10
ation |registr
ation

(*Delete whichever is not applicable)



Form No. 3
PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT
(NO. 9 OF 2019)

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND
FORMS) REGULATIONS

CERTIFICATE OF REGISTRATION OF A PHARMACIST, PHARMACY
TECHNOLOGIST, PHARMACY ASSISTANT OR MEDICAL REPRESENTATIVE*

(Sections 26 and 39)

Registration number ............ccccoceernrien.. Certificate number ... e
This is to certify that ... e b st
i this ......... day of ....cooeiiiiinnens20n ... TeglStered on the register of

..................................................................................................................................................

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.

Valid until ..o eeerieeeeveseerenneenny 20 i
DAted .oveceee et ees e et s e even

Director General Chairperson

Common Seal

(*Delete whichever is not applicable)

Form No. 4
PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT
{NO. 9 OoF 2019)

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND
FORMS) REGULATIONS

APPLICATION FOR RETENTION OF NAME OF REGISTERED PHARMACIST,
REGISTERED PHARMACY TECHNOLOGIST, REGISTERED PHARMACY
ASSISTANT OR REGISTERED MEDICAL REPRESENTATIVE*

(Sections 27 and 39)

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



(* Delete whichever is not applicable)

¥R N e wN

SUIMBME ..ottt e e st sbse s s s ere s sos s n et assasbessanese saeron
FIESE NAIMIES ......oociiteiieceriectiee et sssti e st sme s e s so s esaaeaoe b e sae s anetssaems £ emberesebarnancs
POSIAl BAAIESS 1.ooveveemrercciie i iresesnea st sneses e es s erabbs b easam e s saensnesseares
Date 0 Birth .........cicrer ettt aves oo s s sas rns e e s
Sex (Male/female) ..o et s e
NALONALIEY ..ottt et e s v e a e e n et be et ane
Registration NUmbBEr ..........cocvvvmrvienrimmnrnnsecos QAR oy 200
Certificate NUMDBEL......c.....ccoivmrmicerimeirieereeanie, dated ........ccocovrnieicereeniiinnnny 20
Application for retention of name on the ...

In respect of covvreren

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

Assistant or registered medical representative)

10. 1, the above-mentioned applicant, hereby apply for retention of my name on the

il.

aforementioned register and submit therefor—

*(a) application fee Of K ... cssinsinee s nenene 200
F(D) 11ention £8€ OF K ....oveerereeecicttcecee st st
Dated this ...o.oveeevieveereeriennnes Y OF 1oy 20 1o

Signc;}u;; of ap};i;'.c.‘an;
FOR OFFICE USE ONLY~—
{a) Date of approval of application ..............ccecervinae
(b) Registration number ............couoveece..o....Centificate NUMbBEL ...e..ccovvveurreeeciriennns

{c) Receipt numbers of application and retention fees .........co.ovomnviciiivenericmerensannns

() REMATKS ..ciiecieirceres et aae s smas s sss bbb sa b sas bt besat s b e ame e et en e menes

Date .o
Director General
Pharmacy and Medicines Regulatory Authority

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

2.

Application fee is not refundable.]



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 41)

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

1. NAME Of DUSINESS o..ocveiiiiiiretiiierctnicat et e s s era e s me e mas et s coms
2. NAmME OF APPIICANE ...oooviv ittt et ebes et b b
3. Email address ........cocoovevin e Telephone number..........ccocoovivrrieenneanas
4. POSHAl AAAIESS...... eerice ettt e e et e et ee e s b
5. Location of premises on which a retail pharmacy business it to be carried (Town, Street,

Plot No.) {Include a sketCh Map).......cccccit it et et e s emeanersenas

...........................................................................................................................................
...........................................................................................................................................

...........................................................................................................................................

6. Where the applicant is a company-—
{a) state registration numbet of company under the Act........cco.cooririiiuniniicnrninicnins

(b) state name and certificate number of registered pharmacist under whose personal
management and control 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 pharmacist having
contro] of the premises referred to In paragraph 5 .o

8. I, the above-mentioned applicant, submnit herewith the licencing application fee of

Signature of applicant



9. FOR OFFICE USE ONLY—
(@) Date of INSPECtioN Of PremMiiSES ....iivu i et
(D) REMAIKS w...voeceeeeraes e st et ea e bbb s bbb b s r bR a b es sre s e as et
(c) Date of approval of appliCatiOn ... e
(d) LACENCE NUMIDET ..vevisiieiciicici ittt ettt

(e) Receipt number of licencing application fEes ...

Director General
Pharmacy and Medicines Regulatory Authority

[*1. Fee is payable only by cash or cheque.
2. 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-
PHARMACY BUSINESS IS TO BE CARRIED ON

(Section 41)

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

Lilongwe 3
1. NAME OF DUSINESS . .evvttniiaen et et e ra e e s e st e en s s be s e s e sanenn s e
2. Name of apPPIICANt. .. ..o... i
3. POSEAl AAATESS. .. .v vt ie et ie ettt s e a e et aans
4, Emailaddress..........cccooeviiiiiiiinns Telephone number........c...coovviiiiiiianininn.
5. Previous location of the retail phamnacy.........ocoooriiiiiiiiiiiii e
6. Location of premises to which the retail pharmacy is re-located (city/town, street, plot

10.) (include a sSKetCh MAP).......ooeiiniiiiiiii e e

7. Where the applicant is a company—

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



10,

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

Name and number of certificate of registration of a registered pharmacist having
control of the premises referred to in paragraph 6............c.cooooeviciiiniicienr e,

Signature of applicant
FOR OFFICE USE ONLY-

(a) Application fee of K........c...c.......

(b) Date of inSpection Of PremuiSes ... .....cocovoiuiieiicerncriecmeeee e e easn e s e s e rrnens
(€©) Remarks ......ccoirerveeevrerenenrerneeeeeeineeane.

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

(8) Licence numDET ...

() Receipt number of application ...........ccceocoevneeee,
Date ..o

" Director General
Pharmacy and Medicines Regulatory Authority

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

2.

Application fee is not refundable.]

Form No. 7
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 WHOLESALE
PHARMACY BUSINESS IS TO BE CARRIED ON

(Section 41)

To: The Director General

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



hwos o wmN

Name 0f BUSINESS........iiuiiiiinre i e
Name of apPlICANL. ..ottt e s
Postal address. .. ... ..ot et e e
Email address...............cccvvvneveeaeirannnen.on. I€lephone number ...l

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—
(@) state the registration number of company under the Act:,........cccooeiiviininnl.

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

(¢) 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. ..

............................................................................................................

........................................................................................................

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

Date .o
Signature of applicant
FOR OFFICE USE ONLY—

(a) Licence application fee 0f K ... s
(B) REMIATKS o oveomsesuisscsesimossasiassnissarsssassaeemasmmemms binmasssi inesssssss st sasssasssssssmssasasssmsssmssssessse
(¢) Date of inSpection Of PreMISES.....civvrmriiveaecerires st
(d) Date of approval of application..........c.emeimmivmriionimmeiinie e st
(€) Licence NUMDET ........cocoiiiiarreinem ittt oo

(/) Receipt number of application ..o

DALE ..oovrvcreerreeceeirenirs i
Director General
Pharmacy and Medicines Regulatory Authority



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

2. Application fee is not refundable.]

Form No. 8
PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT
(NGO. 19 OF 2019)

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND
FORMS) REGULATIONS

APPLICATION FOR LICENCING OF NEW PREMISES WHERE WHOLESALE

PHARMACY BUSINESS IS TO BE CARRIED ON
(Section 41)

To: The Director General

S R S

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

Name of buSINeSS.. ... ..o e s e e e ee e e eaenaaens
Name of apPlICATIE. ... ...ttt ittt ettt et et et e ae s ate et e an e eaa
POSEAl AAAIESS. . ... vttt ittt ettt et et e tete seet et ere s e e et n e
Email address..........cc.ccovivorverceenrvvircene... Telephone number ...

Previous location of the wholesale pharmacy..............ovveecmmiimecserieiaceee e

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

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



10.

1.

To:

Name and registration number of supervising pharmacist having control of the
premises referred to in paragraph 6.............oo

Signature of applicont

FOR OFFICE USE ONLY—

(a) Application fee of K ... oot
(D) REMAIKS -.oovieerier it e et b et e
(c) Date of inspection Of PremiSes........covviainrmiiitenitt s s
(d) Date of approval of application.............ccoiii i e e
() LICENCE MUMDET ....occoviiiiiiii it s st s s

{(H Receipt number of appliCAtion ..............iiiimii

Director General
Pharmacy and Medicines Regulatory Authority

Fee is payable only by cash or cheque.
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 41)

The Director General

Pharmacy and Medicines Regulatory Authority
P.O. Box 30241

LILONGWE 3



A. Business details

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 Sources(s} and or
Manufacturer(s) and
Country of Origin

1 [Reagents

2 | Surgicals ¢.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, diSpO::}able
containers,

i1 |Others




Competencies and capacity

Description Applicant to fill in
the space provided
below

Competencies:

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

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

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

(i1} describe installation, and maintenance arrangements for
medical equipment.

General instructions

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

A medical device wholesaler shall have premises which shall be inspected.

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

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

A medical 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.

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

1, the abovementioned applicant, submit herewith a licence application fee of
DAE oviviimrecercrerte it e e e
Signature of applicant

FOR OFFICE USE ONLY—

(@) Licence application fee of K ..o
(B) REMAFKS ..ooviiieiricii i b s bbbt s e
(¢) Date of inspection of pre MiSes.......coccviiiiriiriiimin e e s
(d) Date of approval of application...........o.cooiviiiiiiii e v
(2) LICence NUMDET ....c.covvimrriemiericicrecren ettt bbbt ettt e
() Receipt number of application ...............ccooiiiiiiiii



Director Generatl
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 532)
To: The Director General

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

1. Name of clinic/ hospital. .. ... i e e e
2. Registration status {attach copy of registration certificate of the clinic/hospital)
Postal address... . ..o i e
Email address: ..................c..ccoiiievivieeeee v veeeo.. Telephone number:..................

Location of premises on which a medicine store business is to be carried out (city/town,
street, plot no.) {include asketch Map) ... e e

..........................................................................................................

6. Name and registration number of the clinician (attach copy of valid registration
1o | £ SO PP P PO EPUPPURIN

7. Name, qualifications, experience and registration status of dispenser (attach copy of
valid registration Certificate)............ivi ittt e i cen e e

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

Signature of applicant



9.

FOR OFFICE USE ONLY—

(o) Licence application fee of K. .o
(H) Date of INSPECLION: ... \i it e e
(€} REIMATKS ...t e e
(d) Receipt numbcer of licence fees: ...
(e} Date of approval..... ... e
() Licence NUMDbET.. ... i e

DIBLE ..ovvivreiavrrrrererssessaresearaieasss sereessestesaereasbesearersrer o s et e et s eteaas s et s nen peeneenconesaeras
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

BUSINESS IS TO BE CARRIED ON
(Section 52)

To: The Director Gencral

AN

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

Name of clinic/ hospitat......................

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

POSTAL AQAIESS. .. o\ itteetet ettt et et ee s e s aae s ettt eats s e traiaae et s et e ab e n et raets
Email address: ...........cccceiveeezvrenvneerenann... Telephone number:....................c0,
Previous location of the Premises. . ...o.ovvivirvvierriveneireirieienaeniien et

Location of premises on which 2 medicine store business is to be carried out (city/town,
street, plot no.) (include a sketch map) ...



7. Name and registration number of the clinician (attach copy of valid registration
T 1) v 1 (- T OO PP TP

8. Name, qualifications, experience and registration status of dispenser {attach copy of
valid registration certificate).......... oo e e

9. I, the abovementioned applicant, subimit herewith an application fee of K...................
S ig;z'a'r'z;;é 'oj ‘applicant
10. FOR OFFICE USE ONLY -

{a) Application fee 0f K. ... . e
{b) Date of INSPECIIONT ... .ouiti i et e

{d) Receipt number of licencing fees: ... ......ooviiiiiiiiin e
(€) Dateofapproval............ooooiiii e
(N Licence number... ... e e

* Director General
Pharmacy and Medicines Regulatory Authority

[*1. Fee is payable only by cash or cheque.
2 Application fee is not refundable.)

Form No. 12
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 VETERINARY SHOP
BUSINESS IS TO BE CARRIED ON

(Section 53)

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

L. Name of apPlicant...... ..ot it ra e e s s e e e e ren e aans
R TN T B e ) 1= T USRS

3. Email address; .......ccoeoeviinicinieeneeenennnnnn... Telephone number:................ ...



[*1.

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

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. perrrenerana e arrae
() Date of INSPECLON: ......ooiveiniiiiiiiii e U
(€) REMATKS!. ... it iieeii et e s e
() Receipt number of licence fees: .............cooiiiiii
() Date of approval........o.ooiiiiiiii e e
() LICENCE NUMDET. .. ....uiiiitriiiittiiaii e b e a e

DALE .ooveoeccrreeieeeeeeeererraa e
Director General

Pharmacy and Medicines Regudatory 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 0f APPUHCANL. . ... .c.evvviriri sttt



(*1.

Postal address...........coooiiiiiii e e e
Emailaddress ...................cocoov v .. Telephone number.............o.ooo.
Previous location of the wholesale pharmacy..........c.c..ccoooi i,

Location of premises on which the veterinary shop business is to be carried out
(city/town, street, plot no.) (include a sketch map) ............cco oo e

Name and registration number of the veterinary personnel having control of the
premises referred to in paragraph 5 (attach copy of valid registration certificate)

.........................................................................................................

Signature of applicant
FOR OFFICE USE ONLY—

(a) Application fee 0F K. . ..ottt e e e
(B) Date of INSPECION: «..u.i ittt e et e e e i e e e
(0) REIANKS ... oo e e et et e e e e e aae e
(d) Receipt number of licence fees: ... .....ooviiiir i e
(e) Date of approval........ooooiiiiiiiiii i

() Licence number. ... o e e e e

Director General
Pharmacy and Medicines Regulatory Authority

Fee is payable only by cash or cheque.
Application fee is not refundable.]
Form No. 14
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 MEDICINE STORE

BUSINESS IS TO BE CARRIED ON
(Section 41)



To: The Director General

i

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

Name of applicant. .. ... e
Email address................o.coovnvcenccernnenenso.... Telephone number....................
Postal address. .. ...

Location of premises on which a medicine store business is to be catried out {city/town,
street, plot no.) (include a sketch map).............

Where the applicant is a company-—
(@) state the registration number of company under the Act: ,...............ccccceervunen...

() 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

................................................................................................

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

............................................................................................................

...........................................................................................................

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

DAE oot e eervene e aa s e e s

FOR OFFICE USE ONLY—

(@) Licence application fee 0f K ....cccorrrioeieiictiietcrceriree e vi st e ssrines
(B) REMATKS ..ottt et et ettt s b st e et srs s vassesans
(c) Date of inspection of PremISEs.......cvioieiciiriiicie ittt e s be e
(d) Date of approval of application.......c.....ccvviinaricremencoratrie e eveo e e
() LiCence MUIMDEL ...viviiieiiiisiiieciieeicee et e et s et et as s cerabbe s sen et st esmses semsesmeens
() Receipt number of aPPHCATION ...occeveviieiiiecce ettt

Date .o
Director General
Pharmacy and Medicines Regulatory Authority



(*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. @ OF 2019)

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND
FORMS) REGULATIONS

APPLICATION FOR LICENCING OF NEW PREMISES WHERE A MEDICINE

STORE BUSINESS IS TO BE CARRIED ON
(Section 41)

To: The Director General

wos W

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

Name of aPPICANL. ........ i e e e e e en s
Email address.....................ecoevvenieveiecreeenne... . T€lephone number.....................
Previous location of medicine StOr€...... ...t
POStAl AAAIESS. ...ttt et et et et e e e e ra e

Location of premises on which a medicine store business is to be carried out (city/town,
street, plot no.} (include a sketch map).............oo il

Where the applicant is a company——
(«) state the registration number of company under the Act: ........................

(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 the centificate of incorporation of the company

Name and registration number of a full-time pharmacy personnel having control of the
premises veferred to in paragraph 5. ... s

Signature of applicant



9. FOR OFFICE USE ONLY—
(a) Application fee of K ..o
(D) REMAIKS ....oveie ettt b s e e e e saee e
(¢) Date of inSpection Of Premuises.......cccoiviivnriiinimi e e e
(d) Date of approval of appliCation. . ... ... ..o e
(€) LICENCE NUMDBEL ..ottt sen et s s e s a s s

() Receipt number of application ....... ...

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 (FCELS 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—
(@) Name of applicant............cooiiiiii it e e
(B) Physical 8dAress.........ccoooieiiiin i
o) 11T 1T VPP P
(d) Phone number.................oooo Telefax......cveeeiiiiiiiiiiie e
Email address. .. .oooniieiit ittt a s
2. Particulars of site to be inspected—
(@) Name Of SI.......coiit it e
(B) Physical address. .. ......vovriiinant i s



(€) COUNETY .o e ettt et inee st se s e e s e s ae b aesa s e e e aeian s e e n e e v ae s
(d) Telephone number............................... Telefax........cocoiiiiiiinii s
Email address. ... ..o e
(*Separate application to be filled in for each individual site.)
3. Contact person on site—
(@) Name of CONtact PErSOM. ... ..viririiiiitiiiit et et v e e aa e
(b) Telephone number...........c.ococvvriiiiiicee i Telefax......vveeeenriceeeere e
Email address. ... ..ot vt e e e e e ena s
4. Authorised Representative/Agent in Malawi---
(a) Name of Local Technical Representative. . .c.....oo.ioriv it ereinaans
(6) Telephone number..............cco oo Telefax......veecereieree e
E-Mail address. .. .ooo oot e e e eaeas
5. Type of Drugs Manufactured -— (Tick where applicable)
{a) human only () veterinary only {c¢) human and veterinary
6. Inspection Type— (Please tick where applicable)
first inspection
routine re- inspection (Previous inspectiondate_ )
re — inspection after failure
other (please SPeCify).. ..o e e
7. Lines to be inspected

Dosage form Tick where *Category *activities
applicable

{a) Tablets

(&) Capsules

(¢) Injections (§VP)

(d) Lnjections (LVP)

(e) Oral liquids

(/) 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.]



8.

Registration of Products-—
(@) Have you submitted dossier for registration? Yes No
(b) If Yes, list the products applicable. (Attach a scparate sheet)
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—

(@) Date Of INSPECLION. ..o vt ittt ittt et e e e e et s et r et et ea s anns

(B) REIMATKS. .. oot ottt et e e et et e e et e e
{c) Receipt OF COMP fees. .. .. it e s e e
(d) Date of approval....... ..o

() LICeNCE MUMDEI ... ... ittt ittt it iat et et e e e vt et e b e earereeaas

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
(NGO, 9 OF 2019)

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND
FORMS) REGULATIONS

APPLICATION FOR LICENCING OF PREMISES WHERE PHARMACEUTICAL

MANUFACTURING BUSINESS 1S TO BE CARRIED ON
(Section 57)

To: The Director General

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

NAME OF DUSIIIESS . .t ceeetitan e ettt e s et e vt e e e e e et e ean e s et rareneseessssrenaas



Sos N

10.

Name of apphCant. . ..o i e e
Postal address............ e v, e e e
Email address......................cco o veeeeee... Phonenumber ... Ll

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.............cociieieninnnn.

(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

Competent technical staff—
(@) Production phammacist..........oov ittt erie s st e aae rara s e e anene s
(b) Quality control analyst.........o.oovnuiiii i e e

I, the abovementioned applicant, submit herewith an licencing application fee of

DAE vt s e

FOR OFFICE USE ONLY—

{a) Licence application fee 0f K. ... rcesasacsvanns
(D) REMALKS ....oieeceitiemiet it ee et e bebces e massessas aeas seraseae e s rsssess 2 eeaen b antrnane ehaesseneenseseennassenses
{c¢) Date of inspection of PremiSes. ..o irivi i et
{d) Date of approval of appliCAtION....... .. ..o e ee e ae e
(€) RELISrAtioON AUMDET .. .ce.ooiiieiisiiieieinim ettt st e e st om e aen e ansn s

(/) Receipt number of application ...... ... e e



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

AN S L

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

Name of business. ........coooiiiiiiiiviiciieeecreniness

Name of applicant. ... ...t e

POStAl AdAIesS. .. ...ttt et e e,
Email address...............ceciviincicccenceneee._ Phone number ...l
Previous tocation of the manufacturer...........ooovvr i e e e e

Location of premises on which wholesale phammacy 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........ccooniiniiic,

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

(¢) attach a copy of certificate of incoiporation of the company



8.

10.

11.

Name and registration number of supervising pharmacist having control of the
premises referred to in paragraph 6.........cooooeiiiiiiii i

Competent technical staff—

(a) Production pharmacisSt............ooiiiiiiriiiiii i v rer e ee e e e,
(5) Quality control analyst...... ..o s
[, the abovementioned applicant, submit herewith an application fee of K ....................

DALe (i
Signature of applicant

FOR OFFICE USE ONLY—

(a) Application fee of K ... .. .o e
(b) Remarks ...............

(c) Date of InSPection Of PreMUSES. .....ccovmveeiiieieiireeireisens s e en e veas et e ssaneansane
(d) Date of approval of application. .. ...,

(€) ReGIStration MUIMDET .........ovoteviverirtenis ittt aas e et aras et emes e bas et smnasemss e snns

(/} Receipt number of application ....

Date ..o Faeet e e earaoirasa nentar st st an saa st abns
Director General
Pharmacy and Medicines Regulatory Authority

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

2

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)

Registration nUmber ..........c.c.ooververenrnenenn.. Certificate nUmMbeEr ...

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

(state location of prem:se.s namely town sireet and p!o! no)



WHETE ... . is authorized to carry out a
(Name of busmess owuer)

*retail pharmacy business or wholesale pharmacy business or dispensing facility or
veterinary shop bustness or medicine store or pharmaceutical manufacturer, on this

s .. day of .. - 20 .
regislered on the reglster of premlses where the busmess is to be carned on, kepl 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.

DIALE oovveeviie e vtaes s rss e aenearas

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 54)

Name, registration
and certificate
number of

registration
pharmacist in
Location of Date of control of
registered premises |registration| Regisiration business Remarks, if any

Town| Street[Plot No.




Form No. 21
PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT

{NO. 9 OF 2019)

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES 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 of applicant ... et e
{b) Physical address/loCation. .. ........oooiiiiiii e e e
(€} Postal address.... ... ..o e e e
(d) Email address. .. ..ot e i et e e e aees
2. Description of Advertisement—

(a) Type of activity for which application is made

...................................................................................................

....................................................................................................

{¢) Medicine or allied substance name...................ooiii i
(d) Language of the publication oradvert. .................. o
(e) Intended target @roUR.......covuiitiiiiiitt e e cei e e e e

3. FOR OFFICIAL USE ONLY—
(@) Application fee Of K. ..ottt e e e
(B) RECEIPE MMDET. ..ttt ittt et teee et e etree ety et e s e a et b s ea e e ans
{c) Datc of approval of application..............coooiiiiiiiiiiiiiii i,
(d) Authority’s entry NWmbBer.. ... e

(e) Application and samples received..........oooviiiiiiiiiii i e

Director General
Pharmacy and Medicines Regulatory Authority



[*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

hosowo

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

L OO
O e e e e
(postal address)
undertaking the business of .............c.cooviiiiinci it hereby apply
for disposal of unfit ............. e e eea

(lypeofproduc(s) veerienne
Location of business (include a sketch map) ..o i,
Name of supervising pharmacist of the premises..........cocooiuviniiiiiiiiiie e
Registration number (if applicable)...................cooiii,

Reason for diSPosal. ... ..o i e e
Estimated value of unfit products, K.................c...

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

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

Date ..o e
Signature of applicant



9. FOR OFFICE USE ONLY—

{a) Application fee of K

(D) REMAIKS ..ottt rsse o bevoe oo e sa s e es e s srai

(c) Date of Inspection oOf PremiSes...........cirerircieverienrenieresecserieses et eseersrassenseseebeenessarens

{d) Date of approval of application

(e) Receipt numiber of application .............coovviiiiiiiiri e ecveeven e a e

DAt .ooveeirciecrseea e ea s

Director General

Pharmacy and Medicines Regulatory Authority

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

2 Appilication fees are not refundabtle.]

Form No. 23

PHARMACY AND MEDICINES REGULATORY AUTHORITY ACT

(No. 9 OF 2019)

PHARMACY AND MEDICINES REGULATORY AUTHORITY (FEES AND

FORMS) REGULATIONS

APPLICATION FOR PRODUCT LICENCE (SUMMARY SHEET)

A. Product Identification

(Sections 62(1))

1. PMRA Ref No.

(for office use only)

2. Proprietary name

3. Non-proprietary name (INN)

4.Dosage form and colour

5. Strength

7. Suggested Price (Optional)

6. Route of administration

B. Applicant details

1. Name of applicant

2. Address of Applicant (including| 3. City/town

contact person)

4. County

3. Telephone No.{6. Fax No.

7. Telex

8. Email address




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.

I1.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

(b) Function

(c) Amount

(d) QC specifications

(1)

(ii)




(a) Substance

(b} Function

(c) Amount

(d) QC specifications

(in)

(iv)

)

(vi)

(vii)

(viii)

8. Total weight or
volume of dose form




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 USF, BPcontrols {optional}

)

(1)

(iii)

(iv)




F. Chemistry, Manufacturing and Control of Active Pharmaceutical Ingredient

In process controls for critical
Detailed validated quality attributes including

Active method of synthesis of | particle size distribution:
pharmaceuntical | active pharmaceutical | (410, d50, d90), polymorphism | Solubility at pH
ingredient ingredient and isomerism 1.2, 450r 6.8

G. Manufacturing and Quality Contro! information

1. Method of manufacture of dosage forn (attach flow diagrams and validation reports for
manufacturing processes)

2. In process control details (sampling stages and validated test methods used, attach
validation reports for analytical tests used)

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

4. Details of the validated method of analysis for the final product (attach analytical
validation reports)



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 Pharmaccutical 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 11
and ]V active pharmaccutical 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 I and 111 active pharmaceutical ingredients.

I. Container information

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

0

(i)

(iii)




J. Distribution and Promotionat information

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

{(a} CD
Controlled
drug

() POM
Prescription
only medicine

(c) PIM
Pharmacist
initiated
medicine

(@ P
Pharmacy
only medicine

{e) GSL
General Sales
List medicine

h
Veterinary use
only medicine

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

(a) to the medical and pharmacy professions only

(b} to the general public by point of sale displays in pharmacies

(¢} to the general public
(d) other (please specify)

K. Current Regulatory status of product in other countries (attach relevant supporting
documents)

(a) Country

{&) Product Licence Number.

(c) Date of First Registration

®

{ii)

(iti)

(iv)

V)




L. Date and Signature of authorised person (s)

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

{c) Applicant’s official seal

M. Registration Information (for office use only)

(a) Application fee | (b)Application fee  {(c )Registration fee | (d)Registration fee
receipt number. receipt number.
(¢) Registration date | (f) 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 AUTHOCRITY (FEES AND
FORMS) REGULATIONS

PRODUCT LICENCE
(Section 62(8))

Product Licence NUMBEr .....cc.c.ovvervinecivrn 1SSUEE L coervvsreeeiniieceervee st s s e eeees
under section 62 of the Pharmacy and Medicines Regulatory Authority Act to
o (name .of person or firm to whom licence estssued)
OF oot it b e st s e e eavaras st e et e tssen b eee e et e R e e b e d st rane e eate e senntantensentans
(state city, street, plot number and postal address)



who 15 hereby licensed to engage in any or all of the busincss activities outlined 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-—
(1} TAIMIE Lot ettt et b e e e e frae k£ as e et er e e ntane e
(ED) ZENEIIC TOTIM cooiiiiiiii ettt ettt eas et v et eaeaseae st eas et sy eaes s sssennene s
(iti)dosage form .......c.oocveiiiiin e e et a ettt e eaen
(IV) SITEMEII Lottt et aes e et sa e et st nen et are et e sas s s b eassanss st s s e s e ans
(V) MANUFACTUEIIE ...c.oiiiii e e e e e e e e ar e e s
(VI)MANUIACKUTING COUNMIY oo e et e sa e e as
() Year and therapeutic category of the medicinal product
() Scheduling status
(d) Declaration of content—
(1) ACHVE INZIEAIGIIL ... eocveveeeieee et eveee e ettt et cmeas e ms e e aes e s ame s senesns pesna e saenss
(it} content Per URIE dOSE ........cooicuiiernicriinr et s s ces st s e
(e) Package—
(1) type O PACKAZE . .oi. ettt st e e s
(11) 5128 OF PACKAZE .. ciuieie et e e e e e e ea s e
(i) initial retail price per PACKAZE ... .c.c.ovecinii ittt et
Further conditions of this Product Licence are—
Vakid until ..o e 2200

Director General Chairperson

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)



Product licence Description of medical
products to which licence
relates

Name and address of
ficence holder

No. Date issucd

Made this 8th day of April, 2022.

(FILE NO 1TSS-PHARM/T)

K. K. CHIPONDA
Minister of Health



