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Government Notice
MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 202 2019

AMENDMENT OF REGULATIONS RELATING TO MEDICINES AND RELATED
SUBSTANCES: MEDICINES AND RELATED SUBSTANCES CONTROL ACT, 2003

Under section 44 of the Medicines and Related Substances Control Act, 2003 (Act No. 13 of 2003),
after consultation with the Namibia Medicines Regulatory Council, I have amended the Regulations
Relating to Medicines and Related Substances published under Government Notice No. 178 of 25
July 2008, as set out in the Schedule.

DR. K. SHANGULA
MINISTER OF HEALTH AND SOCIAL SERVICES Windhoek, 8 July 2019
SCHEDULE
Definitions
1. In these regulations “the Regulations” means the Regulations Relating to Medicines

and Related Substances published under Government Notice No. 178 of 25 July 2008 as amended by
Government Notices No. 28 of 27 February 2015 and No. 316 of 31 December 2015.
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Amendment of regulation 23 of Regulations

2. Regulation 23 of the Regulations is amended by the substitution for introductory
sentence of subregulation (1) of the following introductory sentence:

“(1)  Every prescription for a medicine or a schedule substance must be in print or written
in block letters and signed in person by the authorised prescriber who wrote it, and must state -”.

Substitution of regulation 46 of Regulations

3. Regulation 46 of the Regulations is amended by the substitution for regulation 46 of
the following regulation:

“Application for sale of an unregistered medicine in terms of section 27 of the Act

46. @) An application for the sale of an unregistered medicine as contemplated
in section 27(1) of the Act must be submitted to the Registrar in the form as set out in Annexure
XXXVI, or XXXVI(A), in respect of veterinary medicine, to these regulations and must contain the
information required therein.

2) Authorisation to sell an unregistered medicine in terms of section 27(1) of the
Act must be in the form as set out in Annexure XXXVII, or XXXVII(A), in respect of veterinary
medicine, to these regulations.”.
Amendment of Annexures to Regulations

4. The Regulations are amended by the -

(a) substitution for Annexure XXXVI of the following Annexure:
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“ANNEXURE XXXVI
NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES

APPLICATION FOR SALE OF UNREGISTERED MEDICINE
(Section 27 of the Act)
(Regulation 46)
APPLICATION NUMBER

TO:

The Registrar of Medicines

Namibia Medicines Regulatory Council
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

PART A
PARTICULARS OF APPLICANT

ININIE: ittt ettt e ettt e e st e e s abt e e s e bt e e e e bt e e e e abe e e e e bt e e e e abteeeeabtee e e beeeeeaabeeeenabeeas
QUALITICALIONS: ...ttt ecte e e ettt e e et e e e e eetaeeeeeataeeeeetaeeeeessaeeeesseseeessseeeensseseenssenaans
BUSINESS AAAIESS: ..eouvieiiiiieiiieeiieiterteste ettt ettt et e e e et e e be e bt esbeenseenseesseenseanseenseenseenseenseensennns
POSTAl AAAIESS: ...veieiiiieie ettt et e et e e e e tb e e tb e e tbeeebae e baeentaeentaeesbeennraeenreenn

Telephone NO: ...c..oovieiieieeeeeeee e Fax NO: oo

Ermail QAIeSS: ooooeeieeeeeeeee ettt ettt e e e e e e ettt e e e e e e e et e e e e e e et teeese e e —raeeseraaa———aaeaes
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PART B
PARTICULARS OF THE MEDICINE TO BE SOLD

PrOPIICTATY NMAME: .....viiuiieiieiiestt ettt ettt ettt et e e e e ebe e bt enbeenseenseenseensesaseanseanseenseensesnsesnsennns
Pharmacological ClassifiCatioN: ..........cceevvierieeiiieriieiieitere ettt et ere e esreesbeesbeesbeesbeesseesseesseesseenns
DIOSAZE TOTTII: ...ttt ettt ettt ettt e bt e bt e bt et et e enteenteeateenbeenbeenteenteenteenseeaee
DIOSAZE UNIL ..eovviiiieiieiiesieesite ettt et e e et e et e be e s eesseessaesseesseasseasseesseesseesseasseasseansenssenssesnsenssennns

Approved names of the active pharmaceutical INGredient(S): .......cccvvereveeecrieeiieeiieerieerreervee e

Strengths Per dOSAZE UNIL: .....c.eeiuieiiiiiieiiereeee ettt ettt et e bt e bt e bt e st e sbeesbeesseesseenseas
Descriptive name of biological MEdICINE: ........cecoveeriieriieriieriieie ettt ere e ereereereeseesreesseenns
COUNLTY OF OTIZIN 1..utiiiiieiiie et ettt e eteeete e e ste e e tee e ebeessbeeesbeeesseessseeessseessseessseessseesssaeessaeesseenssens
Name Of MANULACTUTET: .....oueiuiiiiiiieiieteie ettt ettt b ettt sbe et et sbe e st et e sbesseenee e

Manufacturing Sit€ AdAIESS: .....viiviiieiieiieiieitesee sttt et eesteesteesteesbs e teestaesteesaeessaesssesaessens

Is the medicine registered in the country of Origin? ..........cccoceviiiiiiiiiiiiniieeee e (YES/NO)
Name other countries where the medicine is registered:

Has the manufacturer or representative applied for registration of the medicine in Namibia? ............
.................................. (YES/NO).

Indications fOr USe Of the MEAICIINE: .......uvviviiiiiiiiiiie ettt e e e e e e eeeeeesesearaeeeessenas

Patient details if the medicine is for an individual patient:

INAME OF PALIETIL: ...ttt sttt sa e s et e et e st e e st e satesatesatesatesaeeestesntesstesntesaeesneesneesnes
AR i N Lo USRSt
DIAGNOSIS: .veeuvieiieiieiteseesteeste et eteebeeseesbeesbeesseesseesseesseasseasseasseasseasseasseasseasseasseasseasseasseasseasseesseassensss
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DIOSAEE: ettt ettt ettt e et e e e bt e et e e e e b te e e s bteeesnabeeeeeabes
Expected duration of treatMENT: .........cccueeiierierieiieseereeritestte sttt et et e sttt et esteesteesbeeseeseenseeneeas
Are there any registered alternatives of the medicine in Namibia? ..........cccccovveeveeieneencne. (YES/NO)
If “Yes” explain why the alternative can not be used?

The undersigned hereby declares that all the information submitted above is true and correct, and
that a full report on the use of this medicine will be provided to the Namibia Medicines Regulatory
Council on completion of the treatment.

Signature of applicant

Name in block letters Date of application”.
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(b) insertion after Annexure XXXVI of the following Annexure:
“ANNEXURE XXXVI(A)

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES

APPLICATION FOR SALE OF UNREGISTERED MEDICINE:
VETERINARY MEDICINE
(Section 27 of the Act)
(Regulation 46)
APPLICATION NUMBER

TO:

The Registrar of Medicines

Namibia Medicines Regulatory Council
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

PART A
PARTICULARS OF APPLICANT

ININIE: ittt ettt ettt ettt e ettt e ettt e e s ab et e e e e bt e e e e bt e e e e bb e e e e bt e e e e bbeeeeabeeeeenbeeeeennes
QUALITICALIONS: ....eeiiiiiitiie ettt ettt ettt e e et e e eette e e e eetaeeeeetaeeeeeabaeeeetaeeeeassaeeeesaseesnssaeeeaasanaeans
BUSINESS AAAIESS: ..eeuviiiiiiieitierieeietee ettt ettt et e e e e beesbe e bt enseenseesseesseanseanseenseenseensesnsennsennns
POStAl AAAIESS: ..iivviieiieiiciiet ettt ettt et et e b e e be et e et e et e e be e be e beesba e baeba e taenreenbeenteenees

Telephone NO: ...cc.oevieieieeeeeeeeee e Fax NO: oo

Ermail Q0dIESS: ooooeeieeeeeeee ettt e e e e e ettt e e e e e e et e e e e s e e et taeesa e e ——teeeeeaaan——raeeaes
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PARTICULARS OF PRESCRIBING VETERINARIAN

NAME: oo Qualification/s: .......c.cccovieeiieiiiicieeeee e
Namibia Veterinary Council registration NUMDET: ..........c.ccceevvieriieriienrienieeieesieereereereesessessessneeens

Practice/Clinic/Hospital details:

PRYSICAL AAAIESS: ..eieviiiiiiiiie ettt ettt et e et e e taeestb e e sbeesabeesabeeessaeessaeesseensseessseeennes
ReEgIStration MUMDET: .........ccoiieiieiieiieiieieee ettt et et e ettt e e e s e esteesteesseenseenseenseenseensesnsennns

POSEAL AAATESS: .eeeeeieeeeee ettt e et e e e e e e et e e e e ese e et e e eeesaaeraareeeessasseaaereeeseeanrreeeesaas

Telephone NO: ......coovevieiieiiiiieee E-mail address: ......cocevieiieiieieeee e

PART B
PARTICULARS OF THE MEDICINE TO BE SOLD

PrOPIICIATY NMAIMNE: ....eiiiiieiiieciiecieeeieeeee ettt e et e e et e e s teeesteeestaeessaeesseesssaeassaeasseeessaeensseesseesssesnssenns
Pharmacological classifiCation: ..........ceevuieriieriiesiieiietee ettt ettt sb e sbeesaeesaeesseesseens
DIOSAZE TOTIM: ...oiiiieeiiceiicieee ettt ettt et e bt e s e et e e beesseessaessaesseesaeseesseessaessaesseesseesseenssenses

Approved names of the active pharmaceutical ingredient(s): ......cecveereereerieenienienieneeree e

Strengths Per dOSAZE UMIL: ....c.eiiiiiiiiiietieeee ettt ettt et et st sae b s ene
Descriptive name of biological MEdICINE: .........ccvvervieriieriieriiereerieeereese ettt sreesreeseeeseeeseseses
COUNTY OF OTIZINE 1.ttt ettt ettt ettt et et e e te e te e be e bt embeebeenteenseenbeenbeenseenseensean
Name Of MANULACTUTET: .....cc.eiiiiiiiiieiieete ettt ettt ettt ettt eae et e stesbeententeebesseeneenee

Manufacturing Sit€ AdAIESS: .....c.uiivuiiiiiiiiieeeieecte ettt e eee et e et eeseae e beesebeesbeeesbeeessaeessaeesseessseenns

Is the medicine registered in the country of origin? YES /NO
Name other countries where the medicine is registered:

Has the manufacturer or representative applied for registration of the medicine in Namibia?
YES /NO
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If the medicine is not registered in any country, what is the stage of development of the medicine:

Purpose for which the medicine is required: Treatment / Research / Sponsorship / Other

EXPIANATION: ..ttt ettt h ettt b et b e e st et e st sb e st et e b e bt et et bt ene et e e

Owner Details

INAIMIE: .ottt sttt ettt et et et a e e s et e e na e san e sanee s
Physical Address (FAIT) ........cooieieiiiieieee ettt sttt sttt s it e satesaeesaeesntesneesaeens
Group patients’ details: Herd or Group / Individual / Other:

If Other, SPECITY CLEATLY: ....oviiiiiciieeieeeete ettt et e e b e e beesseesseesseesseesseens
Herd or group identification attached: Yes / NO: ...ccieviiiierierieieieee ettt
] 0 1STo3 (<SOSR PRUU SR
Individual patient details:

Patient name/ID NUMDET: .........ccovveriieriierieeierieeeieeiens SPECIES: ..ot
AZE: et SEX: ettt
Diagnosis and Treatment details:

DIAGNOSIS: .vievvieiieiieieeiteeste et eteeteebeebeesbeesbeesseasseesseasseasseasseasseasseasseasseasseasseassessseasseasseassesssesssenssenses
DIOSAEE: .ottt ettt e e et e s et et e e bt e e s abt e e e e btee e ebaaeeenabees
Expected duration of trEatMENT: ..........ccceiiiiiieiieiie ettt ettt st site et e et enteeneeeneeeareeans
Are there any alternative veterinary medicines registered in Namibia with due consideration to the
same species, formulation, dosage form and strength? YES /NO

If “Yes” explain why the alternative medicine cannot be used.

The undersigned hereby declares that all the information submitted above is true and correct.

If an abnormal medicinal reaction / side effect is observed, this should be reported to the
Namibia Medicines Regulatory Council.

Signature of applicant

Name in block letters Date of application”.
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(c) substitution for Annexure XXXVII of the following Annexure:
“ANNEXURE XXXVII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES

AUTHORISATION FOR THE SALE OF AN UNREGISTERED MEDICINE IN
TERMS OF SECTION 27 OF THE ACT
(Regulation 46)

The Namibia Medicines Regulatory Council hereby authorises in terms of section 27 of the Act the
use of the unregistered medicine(s) listed below:

NAME OF MEAICINE: ....vviiiiiiiiiieciee et ettt e et e et e e e bt e eteeeetaeesaseesabeeenseeesbesesaeesseesseenssessnrenas
DT Tl (0 5 s o LTSS PRRPP
Strength PEr dOSAZE UNIL: ....c..icvieiieiieie ettt ereete e e teeb e e b e esbeesbeesseesseesseesseesseesseasseesseesseessesssenns
QUANTILY . Louvieiieeiieetiesie sttt e et e et e st e et e st e steesttesteesseesstesseeasaesaaessaesssesssesssessseassesssesssesnsesnsesssesssesssennsennses
IMANUTACKUICT: ...viiuiieiiiieeiie et ettt et ettt et e e et eeetee e teeebeeetseeaeseessseessseaassaeasseeessseessssessseessseesnseeanseseseeas
Manufacturing Sit€ AdATESS ......ccviiiiiiiiieiiieetieeteete e erte et e et e s teeebeeesteeetbeessseessseesssaessseeanseeenseeas
INAME OF PALIETIL: ..oe.eviierieiiiiieeie e ete et et e st e saeete st e esbessbessaessaesssesssessseassessseassesssesssesssesssenssesssenssensns
AL i N1 SRS
DIAGNOSIS: .ttt ettt ettt ettt ettt ettt et e e bt e bt et et et e et e eabe e be e bt e bt enteenteeateeabeeateentes
Dosage and duration 0f trEatMENL: .........cccveeveiieiieiieiieceeeeeeresteseeseeseesresereserestbestaesasesssesssesssessnens
CLEATAIICE TIO: ...ttt ettt ettt sttt et e e bt e et ettt e a et et e eb e ea e et e e bt e st em e e bt e st eme et e ebeemtenteseeeneenteabeeneeneenes
Name and address 0f hOSPItal: .......c.oocuiiiiiiii ettt et st

Name of medical practitioner: (APPLCANL): ......cvieriierieeriieeiee ettt e esee e sbeesreesbeeereesreeeseaens

Registrar of Medicines Date”.
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(d) insertion after Annexure XXXVII of the following Annexure:
“ANNEXURE XXXVII(A)

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES

AUTHORISATION FOR THE SALE OF AN UNREGISTERED MEDICINE IN
TERMS OF SECTION 27 OF THE ACT: VETERINARY MEDICINE
(Regulation 46)

The Namibia Medicines Regulatory Council hereby authorises in terms of section 27 of the Act the
use of the unregistered medicine(s) listed below:

NAME OFf MEAICINE: ....viiiiiieiiieciie ettt ettt et e e et e e e beeeabeeeteeeeteeeetseessseesaseessseasesesssesenseeesseans
DIOSAZE TOTIMN ...ttt e et e et e e te e e bt e e tbeeesbaessbeesssaeesseeessaeesseeasseeasseeasseeenseeenseenn
Strength Per dOSAZE UNIL: .......iccvieiiiiieie ittt eteete e et eere e e e b e ebeesbeesbeesbeesseesseasseessessseasseessesssessseans
QUANTILY: 1ouviiiieitiesiiesteste st e st e st e s tte st e seeesteesteesteesseessaessaessaesseesssesssesssesssesssesssesssesssesssesssesssesssesssenssessss
IMANUTACKUICT: ...oeiviiiiiiieetieeiee ettt ettt e et e et eebeeeteeeteeetaeetbeesaseessseesaseeansesensasesssesssaensseessseesnsesanseean
SPECIES: evveeiieirieeiie et Patient / Group / Herd: .......ccoeeeviieeiieiiecieeceeeceeeee e

AL e 1. GRS
DIAGNOSIS: .veeutietietiett et ettt ettt et et e bt e bt et e bt e bt e te e te e beeabe e bt en bt ea st e teeate e teenteenteenteenteeabeenteenseentes
Dosage and duration Of treAtMENT: ..........cccviiieiiiiiiieie e este ettt e e et e e reeeteeestaeestbeesaseesssaessreeenseeas
(O] 1T 1 1T 1 T 1SR SRP

Name and address of prescribing VEteTINATIAN: ..........cecveriirieiererenteeieie ettt ettt s

Registrar of Medicines Date”.




