PORTS OF ENTRY CONSIGNMENT INSPECTION FLOWCHART

A) Consignment Information

1. POE Name
(Circle the abbreviation for the port of entry.)

A 4
2. Is the consignee (importer) registered with the TFDA?

(Indicate Y for yes or N for no, then write the name
of the consignee on the line provided.)

A 4

3. Control Type
(Circle the corresponding control type.)

A 4

4. Control Type Number
(Fill in the number in the box.)

A 4

5. Date of Inspection
(Write the date that the consignment was inspected.)

A 4

6. Name of Manufacturer and Country of Origin
(Write the name of the manufacturer and the country
where the product was manufactured.)

l

7. Is the consignment a donation?
(Circle Y for yes or N for no.)

A 4

8. Monetary Value of the Consignment
(Write the value in the box.)

A 4
9. Currency

(Circle the currency in which the
monetary value is given.)




B) Documentation

la. Does the consignee have a Pro Forma
Invoice (PI) with an original endorsement by

the Tanzania Food and Drugs Authority
(TFDA)?

A 4

1b. If the consignment includes controlled
drugs, does the consignee have an Import
Certificate (IC) with an original

If no, write DETAIN in the space provided.

DETAIN means:

- Write DETAINED in the space provided.

- Stop the inspection.

- Complete the Rejection/Detention Form.

- Inform the TRA/C&E of the
rejection/detention and give a copy of
the form to the TRA.

If detention issues are resolved by written
instruction from the TFDA, proceed from
where the inspection stopped.

If no, DETAIN.

endorsement by the authorised official of

the TFDA?
v

1c. Are the specific products imported from

sources indicated in the PI/IC?

A 4

1d. Is the consignment being imported
through the declared POE?

l

2. Is the Clean Report of Findings (CRF)/
Final Classification and Valuation Report
(FCVR)/Import Declaration Form (IDF)
receipt date within the expiry date of the
PI/IC?

A 4

3. Are the exporter and importer named in
the CRF/FCVR the same as those listed on

A

If no, DETAIN.

If no, DETAIN.

If yes, enter the Pl or IC
number and date.

If no, DETAIN.

If yes, record the date of receipt.

If no, DETAIN.

the authorised PI/IC?

'




4a. Does the free on board (FOB) value of the
CRF/FCVR/IDF match the value indicated in the
authorised PI1?

A 4

4b. Do the item’s description and the quantities
for each of the products indicated in the
CRF/FCVR/IDF match the quantities authorised
in the PI?

A 4

If no, DETAIN.

If no, go to #4c.

A 4

4c. Are the item’s description and quantities
indicated in the CRF greater than those
authorised in the PI1?

A 4

4d. Are the item’s description and quantities
indicated in the CRF less than those authorised
in the PI?

If yes, proceed to #5a.

If no, go to #4d.

If yes, DETAIN.

A 4

5a. Does the shipment require a Certificate of
Analysis (COA)?

A 4

5b. Is the COA present with the consignment?

A 4

If yes, mark the quantities of short-
landed items on the PI, write “partial
shipment,” and proceed to #5a.

If no, go to Section C (Physical
Examination and Testing).

If yes, go to #5b.

A 4

5c¢. Is there a COA for each batch?

A 4

If no, DETAIN.

A 4

5d. If the consignment contains vaccines, is
there a COA from the manufacturer and an
approval from the drug regulatory authority of

If no, DETAIN.

country of origin?

A 4

If no, DETAIN.




5e. Is the COA signed and stamped by

authorised person(s)?

5f. Are the reported test results within

A 4

If no, DETAIN.

specified limits? (COA must indicate
specifications and results.)

|

5g. For products with more than 24
months’ shelf life, is 60% of their shelf life
remaining?

A 4

If no, DETAIN.

\4

5h. For products with less than 24 months’
shelf life, is 80% of their shelf life
remaining?

A 4

If no, DETAIN.

5i. Do the batch numbers on the unit
samples and COAs match?

A 4

If no, DETAIN.

A 4

If no, DETAIN.

5j. Do the expiration dates on the unit | . —

samples and the COAs match?

v

If no, DETAIN.

If yes, proceed to Section C
(Physical Examination and
Testing) for further verification
of the consignment.




C) Physical Examination

1. Indicate the category of product
with a check mark in the grey box
to the left of the listed categories.

v

2. Enter the total number of products
in the consignment.

'

3. Enter the total number of
pharmaceutical products.

v

4. Indicate the number of
pharmaceutical batches.

5. Does the label show any evidence of

tampering?

If no, continue to #6.

If yes, proceed to Section D
(Conclusion) and reject.

6. Is the language written on the label and
package insert Swahili and/or English?

If no, proceed to Section D
(Conclusion) and reject.

\4

If yes, proceed to #7.

If either are no, proceed to

7. Do unit samples collected from each
batch have tamperproof seals? Are the

Section D (Conclusion) and reject.

seals intact?

If both are yes, proceed to #8.




If no, proceed to #9.

8. Does the consignment contain expired
units?

If yes, proceed to Section D
(Conclusion) and reject.

A 4

If samples pass, proceed to #10.

9. Conduct physical examination for
all batches according to SOP No.

TFDAINS 002 and using the POE

Physical Examination Results Form. If samples fail, go to Section D

(Conclusion).

A 4

If no, go to Section D (Conclusion).
10. Does the consignment include

products in the surveillance programs? 1

NN A

If yes, go to #11.

N\

11. Record the total number of products in this consignment
included in a surveillance program.

l

12. Record the total number of batches in this consignment included
in a surveillance program.

13. Take samples for screening according to SOP Nos. SPD 02-00,
SPD 02-01, SPD 03-01, and SPD 05-01.

D) Conclusion

Conclude the inspection by releasing, rejecting, or detaining the
consignment and writing the reasons for any shipments rejected or
detained. The inspector(s) should print his/her name and sign and
date the form.




