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PARTI
PRELIMINARYPROVISIONS

Citation 1. TheseRegulationsmaybecitedasthePharmacy
(Inspection)Regulations,2019.

Interpretatio
n

2. In these regulations,unless the contextrequires
otherwise:

Cap.311 “Act”meansthePharmacyAct;
“Authorisedofficer”meansapersonauthorisedbytheCouncil

tocarryoutthefunctionsorresponsibilitiesoftheCouncil;
“Council”meansthePharmacyCouncilestablishedunderthe

Act;
“Pharmaceuticalpersonnel”meansaregisteredpharmacist,

enrolled pharmaceutical technician or enlisted
pharmaceuticalassistant;

“Inspector”hasthesamemeaningasascribetoitunderthe
Act;

“Pharmacy”meansanyapprovedpremiseswhereinorfrom
whichanyservicepertainingtopracticeofapharmacistis
provided, and shall include community pharmacy,
consultantpharmacy,institutionalpharmacy,orwholesale
pharmacy;

“Premises”includesaland,building,structure,basementsand
avesselandinrelationtoanybuildingincludesapartofa
building,anycartilage,forecourtoryard,andinrelationtoa
vesselincludesaship,boat,aircraft,andacarriageor
receptacleofanykind,whetheropenorclosedorplaceof
storageusedinconnectionwithanyservicepertainingto
practiceofapharmacist;

“PharmacyPractice”meansanyactspertainingtothescope
ofpracticeofapharmacist,pharmaceuticaltechnicianor
pharmaceuticalassistantasapprovedbytheCouncil;

“Superintendent” means a pharmacist In-Charge who
supervisesapharmacyandisregisteredassuchbythe
CouncilundertheAct.

PARTII
CONDUCTANDSTANDARDSOFPRACTICEOFINSPECTORS

Appointment
of
inspectors

3.TheRegistrarshall,appointorauthorizeapersonwho
hasqualificationsstipulatedundertheseRegulationtobean
inspector.
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Qualification
sof
inspectors

4.-(1) Apersonshallnotbeappointedasaninspector
unlesshepossessthefollowingqualifications:

(a) hassufficientknowledgeandskillsregardinginspection;
(b) forthepastthreeyearshasnorecordofdisciplinaryor

criminalconviction to a sentence ofmore than six
months.

(2) Notwithstandingtheprovisionsofsub-regulation(1),
theRegistrarmayontheadviceoftheCouncilandupon
determination of the shortage of inspectors,appoint a
pharmaceutical technician, pharmaceutical assistant or
authorisedofficertobeaninspector.

Functionsof
inspectors

5.FunctionsoftheInspectorshallbeasfollows:
(a)enterandinspectanypremisesatanyreasonabletime;
(b)issuedirectivesonareasneedingcorrection;
(c)ordertemporaryclosureofpremisespendingrectification

orCouncil’sdirectiveswithinspecificperiodoftime;
(d)searcharticle,premisesoranythingusedorpurportedto

be used in conducting orperforming business ofa
pharmacyillegally;

(e)take evidence by samples,photos or video in the
respective premises or matter that is subject of
investigation;

(f) receivecomplaintorrecommendationsfrom theclient;
(g)superviseinpersonorincollaborationwithanyother

authority,properdisposalofmedicineand ormedical
suppliesfrom closedpremises;

(h)prepare and submitquarterly and annualinspection
reportstotheRegistrarinaccordancewiththeprescribed
reporting guidelines issued by the Counciloras the
Registrarmaydeem itappropriatefortheoperationofthe
Council;

(i) provide recommendations to the Councilon proper
implementationoftheAct;and

(j) perform any otherduty as may be assigned by the
RegistrarortheCouncil.

Powersof
theCouncil

6. The Registrar shall,In respect to inspectors
dischargingtheirduties,havepowersto:
(a)monitorandevaluatetheperformanceofeveryinspector;
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(b)assess the standard of practice and conduct of
inspector;

(c)investigateanyallegationsregardingtheinspectorand
inspectionprocess;

(d)suspendorterminatetheappointmentorauthorizationof
aninspectorproventohavebreachedtheprovisionsof
theActandcodeofethics;and

(e)assigntoaninspectoranyotherdutyordutiesasmay
deem necessary.

Suspension
and
termination
of
inspectors

7.Theinspectormaybesuspendedorterminateddueto
thefollowingreasons:
(a)commits a criminal offence and is sentenced to

imprisonmentforaterm ofsixmonthsormore;
(b)resignsorterminatedfrom service;
(c)commitsdisciplinaryoffence;
(d)incapableofdischarginghisdutiesasaninspectordueto

illnessormentaldisorderoranyotherfactoroccasioning
hisincompetencetoperform dutiesofaninspector;and

(e)death.

Righttocopy
ofinspection
findings

8.-(1)Theinspectorshall,afterinspection,furnishthe
clientorhisrepresentativewithacopyofsummaryofthe
inspectionfindings.

(2)The inspector,a clientorhis representative shall
undersignanddatetheprescribedinspectionform.

(3)Wheretheclientorhisrepresentativerefusestosign
theinspectionform,theinspectorshallinwritingenterthe
nameoftheownerorhisrepresentativeorpremisesand
reasonsforrefusaltosigntheinspectionform:

Providedthattheinspectorshallcausethewrittenentry
to be endorsed bythe village executive officerorin the
absence,anyotherlocalleaderorrepresentativeofthelocal
governmentauthority.

Confidentiality 9.Theinspectorshallnot,withouttheconsentofthe
Councilorincompliancewiththelaw,divulgeanymatteror
information concerning the Client’s business,which shall
cometo hisknowledgein thecourseoforincidentalto
dischargeofhisduties.

Inspectors
Codeof

10.-(1) Everyinspectorindischarginghisdutiesshall
abidetoinspectorscodeofethicsandprofessionalconduct
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Ethicsand
Conduct

asprescribedintheFirstScheduletotheseRegulations.

(2) A personappointedasaninspectororauthorised
officershallnotconducthimselfinsuchmannerastoputthe
pharmacyprofessionorCouncilreputationintodisrepute.

Conflictof
interest

11.-(1)Theinspectorshallrefrainfrom anyundertakings
thatmayoccasionaconflictofinterestwithhisroleasan
inspector.

(2) Everyinspectorshallobserverespectiveinspectors
Codes ofEthics and Conduct,including making a formal
disclosureofanymatterthatislikelytooccasiontheconflict
ofinterest.

(3)Thedisclosurereferredtoundersub-regulation(2)
shallbeasprescribedintheSecondSchedule,andshallbe
undersigned and dated byeveryinspectorspecifying any
actualorpotentialconflictofinterest.

Dutiesand
rightsof
client

12.-(1) A Clientshallfurnishallnecessaryinformation
andassisttheinspectorintheperformanceofhisfunctions.

(2)Theclientshallhavetherighttolodgeacomplaintin
writingtotheregistrarregardinganydissatisfactionwiththe
inspectionprocess.

(3) Apersonwhoobstructsaninspectorfrom carrying
outhis functions under these Regulations commits an
offence.

PARTIII
MISCELLANEOUSPROVISIONS

Bonafide
acts

13. Notwithstandingtheprovisionsofanyotherwritten
law,noactionorotherproceedingsshalllieorbeinstituted
againstanyinspectororofficerauthorisedbytheCouncilfor
orinrespectofanyactorthingdoneoromittedtobedonein
goodfaithintheperformanceofhisdutiesunderthe Actor
theseRegulations.

Complaints
against
conductof
inspectors

14.-(1)Apersondissatisfiedoraggrievedbythedecision
ofaninspectormay,withinfourteendaysfrom thedateof
suchdecision,lodgeacomplainttotheCouncil.

(2) TheCouncilshall,withintwentyonedaysofsuch
complaintbeingmade,makedeterminationofthecomplaint.

(3)The Councilshallin making decision undersub-
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regulation(2)havepowersto-
(a)orderfurtherinspectionorfreshinspectionbeconducted

in compliance with the procedure for conduct of
inspectionorinsuchamannerastheCouncilmaydirect;

(b)reverseorendorseanydecisionorordermadebyan
inspector;and

(c)makeanyordersfororagainsttheinspectionreportor
findings.

Appeals 15.ApersonaggrievedbythedecisionoftheCouncilmay,
withinthirtydaysafterreceivingthenoticeofdecisionofthe
CouncilappealtotheMinister.

Offences
and
penalties

16. Any person who violates any provision ofthese
RegulationscommitsanoffenceundertheAct.

Revocation
GN.No.
300/2012

17.ThePharmacyPractice(Inspectors)Regulations,2012
isherebyrevoked.
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__________

FIRSTSCHEDULE
___________

PHARMACYCOUNCIL

(MadeunderRegulations9(2)(b))

InspectorsCodeofEthicsandConduct

Thecodeofethicsandconductforinspectorsdetailsthecoreprinciplestobefollowedby
inspectors.Theseprinciplescovercrucialissuessuchasconflictsofinterest,integrity,
confidentiality,objectivity,honesty,goodfaithandpublicperception,andarecentralpillarsof
inspectionprocessfortheentireprofession.

TheCodesetsforthobligationsofethicalconductfortheinspectorsandprovideshigh
ethicalstandardstosafeguardtheinterestofthepublicandprofession.Inspectorsshall
complywiththisCode,shallavoidassociationwithanyenterprisewhosepracticesviolate
thisCode,andshallstrivetouphold,maintain,andimprovetheintegrity,reputation,and
practiceoftheinspectionprofession.

AllinspectorsshallabidebythisCodeofEthicsandconductasstipulatedherein:-

1. Inspectorsshallavoidconflictsofinterestoractivitiesthatcompromise,orappearto
compromiseprofessionalindependence,objectivityorinspectionintegrity

(a) Inspectorsshallnotinspectpremisesinwhichtheyhave,orexpecttohave,afinancial
oraffiliationoranyotherinterest.

(b)Inspectorsshallnotreceivecommissionoranyform ofpaymentwhichisnotapproved
bytheCouncilfrom premisesownerorhisrepresentativeorofferanycommissions,
rebates,profitsorotherbenefits.

(c) Inspectors shallnotacceptcommission,directly orindirectly,forrecommending
services,orproductstoclientsorotherpartieshavinganinterestinsuchpremises.

2. Inspectorsshallactingoodfaithtowardseachclientandotherinterestedparties.
(a) Inspectorsshallatalltimeperform theirdutiesandresponsibilitiesbasedonfacts,

genuineconvictionandprofessionalcompetence.
(b)Inspectorsshallbeobjectiveinreportingandnotknowinglyunderstateoroverstatethe

significanceofreportedconditions.
(c) UnlessotherwiserequiredbylaworwithCouncilapproval,Inspectorsshallnotdisclose

inspectionresultsorclientinformation.Inspectors,attheirdiscretion,maydisclose
observedimmediatesafetyhazardstoclientsandpublicexposedtosuchhazards,
whenfeasible.

(d)Everyinspectorshallhavethedutyofloyaltyowedtoaclienthenceprohibitedfrom
representinganyotherpartywithinterestsadverseto thoseoftheclientorhave
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differingrolesthatwillprohibithim toactimpartiallyorbreachadutyofloyalty.

3. Inspectorsshallavoidactivitiesthatmayharm thepublic,discreditthemselves,or
reducepublicconfidenceintheprofession.

(a) Advertising,marketing,andpromotionofservicesorinformationandqualifications
whicharefraudulent,false,deceptive,ormisleading.

(b)InspectorshallreportsubstantiveandwilfulviolationsofthisCodebyotherinspectors
totheCouncil.

(c) Theinspectorshallnotdiscriminateinanybusinessactivitiesonthebasisofrace,
colour,religion,sex,nationalorigin,familialstatus,orhandicapandshallcomplywith
all governmentlawsconcerningdiscrimination.

(d)TheInspectorshallnotengageinanyactorpracticethat couldbedeemeddamaging,
seditiousordestructivetotheCouncil, fellowInspectors,Councilemployees,leadership
or directors. 

4. DutytoPublic
(a) TheInspectorshallcomplywithallgovernmentrulesand licensingrequirementsofthe

jurisdictionwhileconductinginspection.
(b)TheinspectorshallabidebyCouncil'scurrent inspectionrequirements.

5. DutytoContinueEducation
TheInspectorshallcomplywithregularCounciltrainingrequirements.

6. DutytotheCouncilandtheProfession
(a) TheInspectorshallstrivetoimprovetheInspectionprofession bysharinghislessons

andexperiencesforthebenefit ofall.
(b)TheInspectorshallassisttheCouncilin disseminatingandpublicizingthebenefitsof

Inspectionandcompliancewithinspectiondirectivesandguidelines.

7. Disreputebyinspectors
NopersonappointedasaninspectororauthorisedofficerundertheActshallconduct
himselfinsuchmannerastoputtheprofessionorCouncilreputationintodisrepute.

8. Applicationofcodeofethicsofpharmaceuticalpersonnel
TheRelevantprovisionsofCodesofEthicsandconductforpharmaceuticalpersonnelshall
applymutatismutandistotheinspectors.

I_____________________________________AsaninspectoroftheCouncil,DOHEREBYsubscribe
toadheretotheseCodeofEthicsandConductasaforementioned

___________________ _____________________ ________________________       
  Signature Location/Place Date
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________

SECONDSCHEDULE
____________

PHARMACYCOUNCIL

CONFLICTOFINTERESTDISCLOSURESTATEMENT

(MadeunderRegulation15(3))

Registrar,
PharmacyCouncil,
P.O.Box31818,
DARESSALAAM.

PARTI:InspectorParticulars

1. FullName………………………………………………………….…………………………

2. Qualifications:………………………………………………..……..…………………..……..

3. Professionalregistrationnumber:……………………………………………………………

4. Contacts:Postaladdress…….......................................................................................

Tel……………..……Fax………………..Email…………………………………….………

5. Physicaladdress………..………….……………………………...…………………………..

6. ProfessionalregistrationStatus…………………….………………………………………….

7. NameandContactsoftheEmployer,ifany…………………………………………………...

PARTII:ConflictofInterestdisclosurestatement

Withregardtomyvoluntaryserviceas………………………………………………ofthePharmacyCouncil,I

havethefollowingpotentialconflictofinteresttoreport:-

1. Iam affiliatedtoanotherorganization/associationnamely…………………………

Note:Affiliatedreferstothefollowing:spouse,child,mother,father,brotheror

sisterorcloseassociates;anycorporation,businessornon-profitorganizationof

whichyouserveasstaff,officer,boardmember,partner,participateinmanagement

orareemployedby;anytrustorotherestateinwhichyouhaveasubstantial

interestorastowhichyouserveasatrusteeorinasimilarcapacity

2. Affiliated to anyvendor,supplier,oranyotherpartyproviding orbidding for

providingservices,havingadirectorindirectinterestinanybusinesstransaction(s),
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agreement,application,investmentwith…………………………..Organization/association.

3. Havinganybusinessdealingsortransactionwithavendor,supplier,applicantor

anyotherparty,whichcouldresultinbenefittome……………………………….

4. Iorperson(s)Ihaveaffiliationwhichhaveinterestinpurchasingservicesfrom

……………………………….organization/association.

5. Affiliatedperson(s)involvedisapartytoorhaveaninterestinanypendinglegal

proceedingsinvolving……………..………………………………………..……..

6. Others………………………………………………………………………………..

Pleaseelaborateonthepotentialconflictarisingfrom theabovesituationwith

regardstothetransactionconcerned(e.g.natureofservice/transaction,ifaffiliated

personinvolved,theidentityoftheaffiliatedpersonandyourrelationshipwiththat

person):

……………………………………………………………………………………….

……………………………………………………………………………………….

(Forfurtherexplanationyoumayuseaseparatesheet)

IDOherebyconfirm thatthedisclosuremadeabovearecompleteandcorrecttothebestof

myinformationandbelief.Ishallnotbeparticipatingintheinspection,discussionand

decisionmakingofthismatter.IagreethatifIbecomeawareofanyinformationthatmight

indicatethatthisdisclosureisinaccurateorthatIhavenotcompliedwiththeconflictof

interestpolicy,IwillnotifytheRegistrarortheCouncilimmediately.

….………………..…… ……………………..…………… ………..…….

             Signature NameandDesignation Date

Dodoma, UMMYMWALIMU,
……………………..,2019        MinisterForHealth,Community
                                                           DevelopmentGender,ElderlyandChildren


