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approval of the RP and the date o approval (/& X & %% p #)

version number of the procedure being superseded (B~ % ek & 5)
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Responsible Person

Documentation Control

Deviations

Change Control

Management Review And Monitoring
Quality Risk Management

Training

Cleaning Procedure
Pest Control Programme

Receipt Of Medicinal Products

Establishing The Authority Of Suppliers To
Supply Medicinal Products
Temperature Mapping And Monitoring

Storage Of Medicinal Products
Order Processing, Picking And
Dispatch

Return Of Medicinal Products To
Inventory

Customer Complaints

Recall Procedure

Outsourced Activities
Self-Inspections

Protocol For Management Of
Falsified Medicinal Products
Waste Management Of Medicinal
Products

Transfer Of Medicinal Products
Between Branches

Transportation -
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APPENDIX TO TRAINING PROCEDURE

Appendix 07/01 - Training record form

Employee name:

Date of commencement:

Job description:

Type of training (induction or booster):

Duration of training:

SOP no. Title Required by employee Version no.
(Y/N)
N/A Principles of GDP Y N/A
Trainee signature: Date:___
Date:_

Trainer signature:
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22 STANDARD OPERATING PROCEDURE — SELF-INSPECTIONS

Company Name: =& L4

Address: ¥ 3-

STANDARD OPERATING PROCEDURE

Title: Self-inspections SOP £ ¢

Written by: #£ 5 4

SOP No: 19 SOP3n %L

Date of Preparation: ¥4 P #f

Version No: SOP3= &

Approved by: # /&4

Supersedes: P~k &

Date of Approval: # /& p #F

Date of Issue: % = p #f
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APPENDIX TO SELF-INSPECTION PROCEDURE

Appendix 19/01 - Self-inspection record form

Zyip 4

Date of self-inspection:

f2chBEDX A2 D

Previous self-inspection record form reviewed?

35 %%
Yes |:|

pAHFEEFEL RN

Performed by:

N0|:|

Area Examples Dhser\ratlons Cause(s) Corrective Timeline Corrective
action for action
completion | performed?

EFAR

Are the deviations log and change control log
to date?

Documentation

Quality Have records been completed for deviations,
management change control and risk assessments?
Have all issues been closed off?
Has a management review been completed?
A Booster training provided to all personnel?
Personnel All training records completed correctly?
Have contracted drivers been trained?
Have SOPs been reviewed?
" Any new SOPs issued in the year?
2 1=

- have relevant personnel been trained on
these?

- are index/distribution/revision forms up to
date?

Is the correct SOP version in use?

mSOP'7-)7}EI B AR
7 {77
7k «11SOP

Yes |:|
Mo |:|

Yes |:|
No |:|

Yes |:|
Mo |:|

48




Have all records (cleaning, temperature etc)
been completed correctly and reviewed where
necessary?

Is the information on the wholesaler's
authorisation up to date?

B
Premises /
storage

Check the pick face for expired, damaged,
incorrect stock.

Check pest control records - no. of visits up to
date?

Has temperature mapping or a risk assessment
of the storage area been completed?

Have temperature monitoring probes been
calibrated?

Check status of products in quarantine /reject
areas.

Are these recorded on the correct forms?
Observe products being checked in and put
away - in accordance with SOPs?

}% —r
Approval of
suppliers

Are there wholesaler's or manufacturer's
authorisations on file for all suppliers?
Are all GDP/GMP certificates on file?

Are these up to date?

Ty

Order
processing,
picking and
dispatch

t Observe the picking of an order

- Isitin accordance with SOP?

- are the records being signed and correct
information recorded?

- is order checked before dispatch?

Check the cleanliness of the delivery vehicles.

@Té%{@ﬁﬁw

e & 0T s

) Bl A “é%’f—'
*ﬁﬁ £k ﬁ:fz’twrﬁﬂ%ﬁ

—fun 7 GDP;;I’E‘;’;%_’?

ATE 5 AT E T ALY
R H g 7
A_F &5 SOPi& {77

AT E LR T s D

AR AT LT H?
& 4 18§ 3K

JRE= N

Yes |:|
No D

Yes |:|
No D

Yes [ ]
No D
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Transfer between
branches g ,]:g

Was there transfer of medicinal products
between branches? Were these recorded
correctly (batch nos)?

Yes[ ]
NDI:‘

Waste)%}ﬁ) i ’g

management

Log? Can they be disposed of?

-heck the status of products in the reject area
- are these recorded in the Rejected Products

Yes |:|
MNo |:|

2w g

Are goods checked before return to stock?

Yes |:|

Return of Review Returns Assessment Forms Mo |:|
medicinal - are they completed correctly?
products to Observe processing of a returned medicinal
inventory product - in accordance with SOP?
Check status of products in returns area.
¥ T 2 B Has a mock recall been performed? Yes [ ]

Recall procedure

Was it in accordance with SOP?
Are the contact details up to date?

= o AR ?

P T EE { RT?

No []

2

REE A2 S

Have there been any customer complaints?

Customer Were the records completed correctly?

complaints Was a reply received from the supplier?
Was the complaint answered/closed out?

l/,’—fl ‘,—g Were there any suspected falsified products

Falsified received/identified?

medicinal Were there any suspicious orders/requests?

products Were these notified to the HPRA?

¢

) o
PP Rt
Rl KL
-~ -~

Yes |:|
Mo |:|

Yes |:|
No [ ]

fE P

Self-inspection

Has a self-inspection been performed in the
last year? If not, why?
Were all corrective actions identified

implemented?

Yes |:|
MNo Q




HPRA Guide to Quality System for General Sale Wholesale Distnibutors

Area Examples Observations Cause(s) Corrective Timeline Corrective
action for action
completion | performed?

If training was required as a corrective action,
was this performed and recorded?

Was the self-inspection closed out?

Is there an up-to-date list of outsourced

Yes |:|

s & = .

e i activities? No [ ]
Qutsourced Has there been a recent assessment of the

activities companies?

Are all contracts up to date?

Yes [ ]
No D

Are all drivers trained in GDP?

@ﬁ? Have . all transportation issues  been
investigated?

Are vehicles clean and in good condition?

Are medicines appropriately packed?

Is all documentation included with each order?

Transportation

& &
Self-inspection reviewed and closed out by (RP): é ?- A k v Date:
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