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tation.

THE ZANZIBAR FOOD, DRUGS AND COSMETICS
ACT No. 2/2006

THE ZANZIBAR FOOD, DRUGS AND COSMETICS (FEES
AND CHARGES) REGULATIONS, 2019

(Made under Section 123 (1)(i))

PART ONE
PRELIMINARY PROVISION

IN EXERCISE of powers conferred upon me under section 123(i)
of the Zanzibar Food, Drugs And Cosmetics Act No. 2 of 2006, I,
HAMAD RASHID MOHAMMED, Minister for Health upon advice
with the Zanzibar Food, Drugs and Cosmetics Agency do hereby make
the following Regulations.

1. These Regulations may be cited as the Zanzibar Food, Drug and
Cosmetics (Fees and Charges) Regulations, 2019, and shall come into
operation upon published in the Official Gazette.

2. These Regulations shall apply in Zanzibar.

3. In these Regulations unless the context otherwise required.

“Act” means the Zanzibar Food, Drugs and Cosmetics Act No.
2/2006 and it’s Amendment Act No. 3/2017.

“Agency” means the Zanzibar Food, Drugs and Cosmetics
Regulatory Agency or it’s acronym “ZFDA” established
under section 3 of Act No. 3/2017.

“Alteration or variation of fee” means a fee paid by aregistrant
in relation to alteration to be made regarding product,
composition, formulation, packaging, labelling or any
other changes relating to alteration made to registered
product.
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“Minister” means the Minister for the time being responsible
for Health services.

“New medicine” means medicine whose chemical moiety is
new, or little documented or in a new formulation with
a new route of administration or with a new formulation;

“Old medicine “ means a medicine whose chemical moiety
is subjected to pharmacopeia documentation and it’s
pharmacological actions are known and well documented,;

“pre-licensing or registration inspection” means inspection
carried out on premises to verify compliance with
requirement prior to granting of permit or registration
certificate;

“Product carrier” means any box detachable compartment, tank
or container, receptacle or any other arrangement in which
a product may be carried in;

“Product dealer” means a product manufacturer, packer,
importer, exporter, distributer, seller or any other dealer in
any product business to which the Act applies;

“Product” means food, food products, medicines, herbal
products, cosmetics, medical devices and diagnostics.

“Registrant” means any person who under his own name or
under a trade, design or word mark, trade name or other
name work or mark controlled by him intend to sale or
sells food, drugs, cosmetics or medical devices and include
a firm, partnership or cooperation.

“Registration certificate” means a certificate issued by the
Agency in respect of a registered product, premises or
person who deal with the business to which the Act applies.

“Restoration fees” means fees paid for restoration of permit or
registration certificate suspended by the Agency.
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“Vertical programmes” means national disease control
programmes for malaria, HIV/AIDs, tuberculosis and
leprosy, immunization, neglected tropical diseases of
public health importance recognized by the Agency.

\

PART TWO

4.-(1) A person shall have to pay fees prescribed in the schedules in F':;S and
respect of the products and services regulated under the Acts. e

" (2) Fees and charges paid under these Regulations shall be paid
in Tanzania shillings or US Dollar equal to the amount of Tanzania
shillings or any convertible shilling equal the amount payable in
Tanzania shillings.

(3) The Minister may upon advice of the Executive Director,
change or vary any fees and charges in force at any time.

5.-(1) Fees and charges paid under these Regulations shall be Appropria-

collected and appropriated by the Agency. = :’g::;

(2) Fees and charged payable under these Regulations shall not
be refundable or transferable.

(3) Any person fails to pay renewal fees in time the fees stipulated
in the Act and it’s regulations shall, in addition to the due charge, pay
penalty of 25% of the total amount payable.

(4)The Agency , where satisfied that the declared value do not
reflect the actual cost which were to be used to calculate FOBs, may
reject the importation approval or uplift the value of consignment to
the cost that would be the value amount of the product or consignment.

6.-(1) When an order of the court requires a person to pay for fees Payment by
and charges retrospectively for any regulated product or services, such 3;“;;_"“‘“’
pay shall include the calculated 25% of the total amount ought to have
been paid prior to the court order.

(2) The fees and charges to be paid for FOBs as cost for regulating
imported products shall be calculate and paid before service being
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Fees and 7.~(1) Fees paid for GMP inspection shall be determined and

?f,‘,f‘ 2{:},, charged based on the manufacturing sites of the regulated product.

inspection.

(2) The Agency shall charge additional fees not exceeding 25%
for each additional production line or block.

Validity of 8.-(1) All person importing or exporting regulated product shall
Do pay the amount calculated based on the proforma invoice, invoice or
receipt approved by Agency.

(2) The proforma invoice shall have the duration of six (6) months
only and upon expiry, the same shall be deemed invalid,

Repeal and 9.-(1) The Pharmaceutical Product, Herbal product, and Second

SIS Schedule of Regulation of Slaughter of Animals for Human
Consumption (Hygiene and Inspection) Regulations of 2015 are hereby
repealed.

(2) Without prejudice to subsection (1) of this Section anything
done according to the repealed provisions shall be deemed to have been
done in accordance with the provision of this Regulations.

Offences

;!tlzga]ty. 10. Any person who contravenes or fail to comply with these
Regulations or directly or in directly help another person in committing
an offence against this Regulations , commits an offence and shall be
liable to the penalty prescribed under the Act.

Payment of

Fees.

11.-(1) Payment of fees shall be done either through the following
ways:-
(a) Direct to the ZFDA Bank Account Number
021103000579 Peoples Bank of Zanzibar (PBZ)
Malindi Zanzibar.

(b) ZFDA Bank Account Number 04110000060 Peoples
Bank of Zanzibar (PBZ) Chakechake.

(2) All bank charges shall be borne by applicants.
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FIRST SCHEDULE
ZFDA Fees and Charges Structure
REGISTRATION /RENEWAL/ RETENTION/
NOTIFICATION /VARIATION of products
MEDICINE
Human and Veterinary medicines (Domestic)
Service Currency Fee

1 Registration TSH 250,000
2 Renewal TSH 250,000
3 Variation —Major TSH 100,000
4 Variation -Minor TSH 50,000
5 Retention TSH 100,000
6 Duplicate Certificate TSH 50,000

Human, Veterinary Medicines and Biologicals (Imported)
7 Registration USD 1,000
8 Renewal USD 11,000
9 Registration — biological USD 2,000
10 |Retention USD 150
11 | Variation — major USD 500
12 | Variation — minor UsSD 150
13 | Duplicate certificate USD 50
14 | Fast track registration- Pharmaceuticals | USD Double the

respective fee
COSMETICS
Cosmetics, antiseptics, disinfectants and medicated soap
15 |Registration of antiseptics, disinfectants | TSH 70,000
and medicated soap — domestics
16 |Renewal TZS 70,000
17 |Retention of antiseptics, disinfectants TSH 30,000
and medicated soap —domestics

18 | Duplicate certificate TSH 10,000
10 Vinvintinn  mnin CETONAE | 13,("“}3 I
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20 | Variation — minor TSH 5,000
2] |Registration of antiseptics, disinfectants | USD 80
and medicated soap — imported
22 |Retention of antiseptics, disinfectants |USD 25
and medicated soap — imported
23 | Variation — major USD 15
24 | Variation — minor USD 10
25 |Duplicate certificate USD 10
26 [Registration or renewal of finished TSH 50,000
Cosmetics — domestic
27 |Retention of finished Cosmetics — TSH 20,000
domestic
28 | Duplicate certificate TSH 7500
29 | Variation — major TSH 7500
30 | Variation — minor TSH 5000
31 |Registration of finished Cosmetics — USD 75
imported
29 |Retention of finished Cosmetics —|USD 20
imported
30 |Duplicate certificate USD 10
31 | Variation — major USD 10
32 | Variation — minor USD 5
33 | Fast track registration of cosmetics Double
respective fee
MEDICAL DEVICES AND DIAGNOSTICS
Registration of medical devices — imported
34 [Class A USD 200
35 |Class B USD 600
36 |[ClassC USD 1000
37 |ClassD USD 1000
Retention of medical devices — imported
38 |Class A USD 150
39 [ClassB USD 250
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40 |ClassC USD 350
41 |ClassD USD 500
42 | Duplicate certificate USD 50
43 | Variation — major USD 100 .
44 | Variation — minor USD 0 &2
Registration of medical devices — domestic
45 |Class A TSH 100,000
46 |ClassB TSH 300,000
47 |Class C TSH 400,000
48 |ClassD TSH 600,000
Retention of medical devices — domestic
49 |Class A TSH 15,000
50 |ClassB TSH 30,000
51 |[ClassC TSH 60,000
52 |ClassD TSH 100,000
53 | Duplicate certificate TSH 30,000
54 | Variation — major 30,000
55 | Variation — minor 15,000
56 |Fasttrack registration of medical devices Double
respective fee
Diagnostics
Registration of IVD - (Imported)
57 |ClassA USD 100
58 |[ClassB USD 500
59 |ClassC USD 750
60 |Class D USD 1000
61 | Retention USD 100
62 | Duplicate certificate USD 50
63 | Variation — major USD 500
64 | Variation — minor USD 200
Registration of IVD — (Domestic)
65 |ClassA TSH 50,000
166 |ClassB | TSH 1200 000
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67 |[ClassC TSH 500,000
68 [ClassD TSH 500,000
69 |Retention TSH 100,000
70 | Duplicate certificate TSH 50,000
71 | Variation — major TSH 150,000
72 | Variation — minor 100,000
73 | Fast track registration of IVD Double
respective fee
FOOD
Domestic Imported
74 | Milk and milk products TSH | 300,000 USD [300
75 | Cereal and cereal products | TSH [300,000 USD (300
76  |Pulses TSH | 200,000 |USD |250
77 | Nuts TSH | 200,000 UDS |300
78 Tuber and roots products TSH | 200,000 USD |250
79 | Non- alcoholic beverages TSH | 200,000 USD |250
80 | Alcoholic beverages TSH | 200,000 USD |[250
81 | Sugar and honeys TSH | 200,000 [USD [300
82  [Iodated salt TSH | 200,000 USD ]250
83 | Fats and oils TSH | 200,000 USD | 250
84 | Tea and coffee TSH | 300,000 USD | 350
85 | Cocoa and cocoa products | TSH | 300,000 USD | 350
86 | Spices and herbs TSH | 300,000 USD |350
87 | Vinegar TSH [200,000 USD | 250
88 | Fish and fish products TSH [300,000 USD |350
89 [ Meat and meat products TSH [300,000 USD |350
90 | Fruits and fruits products TSH [200,000 USD | 250
91 Drinking water TSH (300,000 USD |35
92 | Vegetable and vegetable TSH [200,000 USD | 250
products
93 | Food for infants and follow |[TSH (1,000,000 |[USD 800
up formula
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94 | Food supplements TSH | 500,000 USD | 400

95 | Processed cereal based foods | TSH | 1,000,000 [USD | 600
for children

96 | Food additives TSH | 300,000 USD | 250

97 | Confectionaries TSH | 250,000 USD |300

98 |Retention Fee for registered | TSH | 20,000 UsSD |20
food product

99 | Alteration major TSH | 50,000 USD |50

100 | Alteration —minor TSH - USD -

101 | Duplicate certificate TSH | 50,000 USD |50

102 | Fast track registration TSH | Double USD | Double

respective fee respective fee
SECOND SCHEDULE

REGISTRATION OF PREMISES AND BUSINESS PERMITS

PHARMACY
103 | Registration of premise TSH (200,000 Renewal |N/A
104 |Permit for new whole sale | TSH | 300,000 Renewal |350,000 |
and retail shop ~als .
105 | Permit for wholesaleshop TSH | 200,000 Renewal |250,000
only or retail
shogl:)nly
106 | Wholesale Vet. Pharmacy TSH | 200,000 Renewal | 250,000
107 |Retail Vet. Pharmacy TSH | 200,000 Renewal |250,000
108 | Change of  Pharmacy | TSH 100,000
premises
109 |Change of ownership or|TSH 200,000
Pharmacy name :
110 |Registration of Warehouse | TSH | 100,000 Renewal |N/A

medicine
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OTC
Registration of Premises TSH [ 100,000/= | Renewal | N/A
111 | Permit for new OTC TSH | 200,000 |Renewal 200,000
(wholesale and Retail shop)
112 | Permit for new whole sale or [ TSH [ 150,000 |Renewal 150,000
retail OTC shop
113 | Change of OTC premise TSH 100,000
114 | Change of ownership or OTC | TSH 100,000
name
COSMETICS
Cosmetics manufacturing facilities
115 [ Registration of premise TSH T
Large 200,000
Medium 150,000 |Renewal | N/A
Small 100,000
Micro 50,000
116 | Permit TSH Renewal
Large 400,000 - 450,000
Medium 250,000 300,000
Small 200,000 200,000
Micro 100,000 100,000
Cosmetics Shop
117 | Registration of premise TSH
wholesale 200,000
wholesale and retail 150,000 |Renewal | N/A
Retail 80,000
Small retail 50,000
118 | Permit TSH (200,000 250,000
wholesale 200,000 200,000
wholesale and retail 100,000 |Renewal 100,000
Retail 50,000 50,000
Small retail .
119 | Change of cosmetics shop premise | TS E1 100,000
120 | Change of ownership or name of | TSEL 100,000
cosmetics shop
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MEDICAL DEVICES
121 | Registration of Premises TSH | 100,000 |Renewal [N/A
122 | Permit wholesale and retail TSH |300,000 |Renewal | 200,000
123 | Permit retail TSH |200,000 |Renewal | 150,000
124 | Permit for manufacturer TSH Renewal
Large 300,000 200,000
Small 200,000 150,000
FOOD
FOOD MANUFACTURING FACILITIES
125 | Registration of premise TSH
Large 100,000
Medium 75,000 |Renewal [ N/A
Small 50,000
126 | Permit TSH
Large 350,000 355,000
Medium 200,000 | Renewal | 205,000
Small 100,000 105,000
127 | Enterprenuer TSH | 25,000 |Renewal | 25,000
FOOD OUTLET it
128 | Registration of premise TSH | 20,000 |Renewal | N/A
129 | Warehouse /Depot/Cold room TSH | 65,000 |Renewal | N/A
130 | Food Store TSH | 45,000 |Renewal | N/A
PERMIT
131 | Whole sale TSH | 75,000 | Renewal | 75,000
132 | Large retail TSH | 55,000 | Renewal | 55,000
134 | Small retail TSH | 35,000 | Renewal | 35,000
136 | Supermarket TSH | 125,000 | Renewal | 105,000
137 | Buichery TSH | 55,000 | Renewal | 55,000
138 | Bakery TSH | 35,000 | Renewal | 35,000
139 | Mobile carrier TSH | 55,000 | Renewal | 35,000
140 | Meat transport TSH | 15,000 | Renewal | 35,000
141 | Meat movement TSH | Free Renewal | N/A
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142 | Permit to slaughter animal TSH | 35,000 |Renewal |[N/A =
143 | Offer and Expose Meat TSH | 85,000 |Renewal [ N/A
144 | Slaughter house
Large TSH | 500,000 400,000
Medium 300,000 |Renewal | 250,000
Small 100,000 75,000
145 | Hotels
Large TSH | 425,000 |Renewal [ 405,000
Medium 325,000 305,000
Small 225,000 205,000
146 | Restaurants:
Large TSH | 125,000 105,000
Medium 75,000 |Renewal | 75,000
Small 55,000 55,000
Kiosk 35,000 35,000
IMPORTATION AND EXPORTATION
147 | importation of Medicine and 2% FOB + 5,000/-
medical devices é
148 | Importation of donated medicine 'FREE
149 | Importation of food, "FREE
pharmaceutical, cosmetics and
medical devices raw materials
150 | Importation of cosmetic products 1% FOB +5,000
151 | Food importation 0.5% FOB + 5,000
152 | Importation of donated food FREE
153 | Medicine and Medical devices 1.5% + 5,000
exportation
154 | Exportation of cosmetic products 1% + 5,000
155 | Food exportation 1.5% FOB +5000
156 | Penalty for importation or|5% FOB +(2% orl% Or 0.5% or

exportation rules

1.5%
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IMPORTER AND EXPORTER

157

Pharmaceutical and Medical TSH | 75,000
devices importer / exporter

Renewal

55,000

158

Medicine + Cosmetics distributor | TSH | 400,000

Renewal

250,000

159

Cosmetics importer / exporter | TSH [200,000

Renewal

75,000

160

Food importer / exporter/Clearing [ TSH | 75,000
Agent

Renewal

55,000

OTHER PERMIT

161

Medical representative permit
local TSH| 100,000
foreigner USD (210

Renewal
(Local-
Foreigner

40,000
TSH
50 USD

162

Change of local Technical|TSH 100,000
representative

163

EXPORTATION FOR Personal /
Research /Gift Purpose

<10 kg 5,000
>10kg 20,000

164

Disposal certificate 20,000

THIRD SCHEDULE
GMP INSPECTION FEE
(DOMESTIC)

165

Pharmaceutical, food and

medical devices —

within Zanzibar {5 150,000

within Tanzania Mainland 4,000,000

INTERNATIONAL

Pharmaceuticals, Food and Medical Devices

166

East Africa USD |4,000

167

Rest of Africa USD | 5,000

168

Asia USD | 7,000

169

Europe USD | 7,000

170

America USD | 8,000
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171 | Australia

[USD [8,000

Evaluation and Approval

Pharmaceutical products

172 | Promotional material-Foreign |USD 50

173 | Abbreviated advert-foreign USD 25

174 | Promotional material-Domestic | TSH 300,000

175 | Abbreviated advert-domestic TSH 15,000

DIAGONISTICS

176 Haematology Analyzer USD 3,000

177 | Clinical Chemistry Analyzer USD 3,500

178 [ Molecular Analyzer USD 5,300

179 | Chemi- lumiscent Analyzer USD 5,300

180 | Chromatography Analyzer USD 4,800

181 [Molecular Analyzer — USD 5,300
Sequencer

182 | Rapid Diagonistic Tests USD 3,000
(Laboratory and Field) :

183 | Staining Reagents, Media and | USD 1,000
Discs &

184 | Bacteriological Analyzer USD 4,800

185 | Others USD 3,000

ADVERTISEMENT AND PROMOTION
186 | Medicine and Cosmetics TSH | 100,000
187 | Food and Food products TSH | 100,000
CLINICAL TRIAL

188 [ Application to conduct clinical | USD 1,000
trials

189 |First track for clinical trial |USD Double the cost of registration
application and analyses fee

190 | Amendment for major change | USD 2,00
in clinical trials

191 [ Amendment for major change | USD 1,00

in clinical trials
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LABORATORY ANAYSIS FEES AND CHARGES
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SN Product Types Parameter Cost (US $)
1 Drugs and Cosmetics
-All dosage form

Physical examination >
Disintegration 25
pH 5
Identification by TLC @API 175
Identification by UV-Vis @API 60
Identification by HPLC @API 400
Hardness 10
Friability 25
Melting/boiling point API 30
Moisture content by KF 450
Moisture content by distillation 35
Viscosity 30
Weight variation 25
Dissolution by UV-VIS @API 120
Dissolution by HPLC @ API 700
Assay by Titration @API 200
Assay by UV-VIS @API 200
Assay by HPLC @API 500
Assay by HPTLC @API 200
Assay & Dissolution by UV-Vis (400
@API
Assay & Dissolution by HPTLC | 585
@API
Assay & Dissolution by HPLC | 1,200
@API
Total Aerial Microbial count 150
Yeast / Mould count 120
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E. coli 100
P. aeroginosa 120
Salmonella 150
S. aureus 150
2 Food Products
2.1 |Cereal, cereal product
food and pulse

Physical test 2
Visual appearance 2
Insect damage 2
Heat damage grains 2
Coloured grains 2
Discoloured grains 2
Immature or shrieved grain 2
Foreign matter 2
kbeChalky grain 2
Paddy grain 2
Other test

Gluten 5
Sieve test S5
Moisture 10
Ash 20
Acidity 10
Solubility 5
Microbiology 50
Protein 25
Presence of Sodium chloride 25
Potassium bromate 25
Pesticide residues 45
Total carbohy drates 10
Acid insoluble ash 25

“U__reasgActivity o
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Per vitamin 25
Starch content 10
Microscopy 10
Fibre 25
Atropine level 20
A= 50
flatoxin
Glyosidic cyanide 20
Tale 15
2.2 | Non —alcohol beverage
Physical 2
Acidity 10
Sugar 5
Preservatives 20
Sweeteners 20
Microbiology 50
Carbohydrate 10
Food colour 10
pH 5
Metals —each by AAS 100
Alcohol 14
Total solids 7
2.3 [Fermented products
Total acidity 10
pH 5
Fixed Acidity 10
Volatile Acidity 10
Total solids 7
Reducing Sugar 10
Tannin 10
Free sulphur 10
Specific Gravity 7
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Metal —each by AAS 100
Ash Content 15
Carbon dioxide 10
Alcohol 14
Higher alcohol 20
Preservative quantification 20
Non-Sugar solids 5
Methanol (presence of) 20
Microbiology 50
Sugar content 10
2.4 | Diary and Diary products
Physical 2
Moisture 10
Milk fat 15
Curd 15
pH 5
Specification Gravity 74
Acidity 10
Solubility 5
Titratable Acidity 5
Milk solids 7
Ash 15
Lactose 10
Microbiology per parameter 50
Butter 15
Titratable acidity 10
Metals- each by AAA 100
Protein 25
Casein in milk 15
Antibiotic in Milk 45
Pesticide Residues 45
| Total solids 5
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Solids and non-fats 10
Aflatoxin 50
Albumin in Milk 20
Phosphate test 15
Colour additives 25
Freezing point 5
Sugar in Milk 30
Refractive index i
Fatty Acid Profile 45
2.5 |Sugar and Honey
Physical 2
Moisture 10
Moisture under vacuum 10
Ph 5
Polarization 10
Reducing sugar 15
Sulphur dioxide 15
Colour in ICUMSA 15
Total ash 15
Conductivity Ash 10
Metal (each) 100
HMF 25
Diastase activity 20
Water insoluble matter 10
Total nitrogen 23
Free acidity 10
Sucrose 15
Lactose 15
Antibiotic Residues 45
Pesticide Reside 45c
Dextrose 15
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2.6 | Edible Common Salt
Physical 2
Moisture 10
pH 5
Water insoluble matter 10
Matter insoluble in acid 10
Chlorides 10
Metals- each by AAS or FP 20
Sulphates 10
Alkalinity 10
Fluorides 15
Iodine 15
2.7 |Fats and oil
Matter (Volatile at 105°¢) 7
Insoluble impurities 10
Soap 5
Metal (each) by AAS 100
Refractive index 7
Refractive density 7
Saponification value 10
Iodine value 15
Free fatty acid 7
Unsaponifiable matter 20
Arachidonic acid 10
Melting point 5
Clarity 3
Halphen 5
Hex bromide 5
Poly bromide 5
Salt (as NaCI2) 20
Peroxide / P.anicidine i
Colour by Tintometer 5
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Oil identification by GC 40
Bondoin 5
Bromine 5
Chlorides 10
Gossypol 15
Fatty acid profile by GC 45
Starch 10
2.8 | Tea, Coffee, Cocoa
Physical 2
pH 5
Alkalinity of insoluble matter |20
Microscopy 5
Starch 10
Sugar 10
Fats 15
Water soluble Ash 20
Moisture 10
Volatile oils 10
Non-volatile oils 10
Acid insoluble ash 20
Calcium 20
Extraneous matter 2
Total ash 15
Crude fibre 15
Metal (each) 100
Melting point of fats 5
Microbiology 50
Alcohol extract 15
Water extract 10
Salt (NaOH) 20
Caffeine 20
Aflatoxin 50
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2.9 | Fish and Fish Product
Physical 2
Total volatile base 20
Trimethylamine 20
Indole 20
Histamine 20
Preservatives 15
Pesticides residues 45
Microbiology 100
Metal (each) 100
Protein 25
Ash 15
Volatile fatty acid 25
Fat content 15
Salt 20
Hypoxanthine 20
Boric acid 20
Ammonia in crab 25
2.10 | Meat and Meat Products
Physical 2
Protein 25
Moisture content 10
Total volatile bases 20
Thiobarbituric acid 20
Benzoic acid 10
Colour additives 20
Metal (each) by AAS of FP 20
Ash 15
Phosphorous in meat 20
Hydro proline 15
Nitrate and nitrites 15
| Microbiology per test 50
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L2

Carbohydrates 25
Starch 15
Fat 15
Pesticide residues 45
Antibiotic residues 45
Precipitin 30
Lean Meat 30

SIGNED on this 08" day of OCTOBER, 2020.

(HAMAD RASHID MOHAMMED)
MINISTER FOR HEALTH
ZANZIBAR



