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minerals, nutritional
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GMP HISTORY

~ e First Australian éodej of GMP) 1991 \
e PICs adopted (in %rt) | g240]0)2 E

e Guide to interpr,etation] of the Code of GMP f-
"""'applicabé to Complementary Medicine
Manufacture; 2003

Analytical ProcedureValidation for
~ Complimentany Medicines/2006



Requirements for

' Compllmentary._Medlcmes
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- Are they different from
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harmaceutlcals\p




Requirements for

Compllmentary Medicines

1. Quality Manag)emeﬁt - ) \ﬁ

2. Personnel ( ~—

3. Premises & Eqmpme%t _ f

4, )ocum\éntatlon : \

5.

6.

7.
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Requirements for

% Compllmentary Medicines

e Annex / — Malji facture of herbal \\
medicinal products ~— .

o Annex 8 — Sa_mpling} of Starting & f

\
e of Liguids,

"'Packagiﬁg Materials
e Annex 9 —i

Creams & @intments
e Annex LI =(Computerse
e Annex 15 — Qualification &

§ Sy’;stems
% Validation
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e ol | e “HOW=
 Premises— ( ~_ | "

CONTROLLED ENVIRONMENT-__

~AIr Filters in ___Manufal:turing areas should |
~ be at least EU7 grade or equivalent

Monit%ri 1@ of HVAC, use Grade D from the

Annex ' inal Products
Pressuredifiierentialsiand air flows must
be appropriat
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 Premises— ( o " e
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CONTROLLED E

RONMENT-_
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Differential pressures are used to control
Cross contaminatior: -

Contal \
Corridors at-HealthWorld have the highest
pressure .
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Premises —
CONTROLLED ENVIRONMENT:
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Degradation of IProd).lct _
N Stabiliby and shelf: life problems \

Contamination of Product
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e "Processesf— | "
 Set ahlal\iq order.

Instil Discipline
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Set all in order

Instil Discipling
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@ Processes —

Set All in Order
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Batch Records

ollowitheprocess flow



f || Jthe "SHOW”

."-F.-._.-.-r'

~ Validation — " / - | \s,

Pro_cess \alidation

Consideration of Critical Pomts\

Can be Grouped fofssimilar products/
formulations

Use of WorstiGCaselSitiiations N
(-'/ equipmentitianused
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~ Validation — " { b | \y
Cleaning Validation W
Can be Grouped|

Use of
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Cleaning Validatio W
N “VisjP:Iy Clean? /
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- Separate EHui’iiﬁe 1t Trains \j
Worst Case &roups -
oHib_th c’blou;-/ed \ /
eFish Oil Products




Visibly Clean

- We used BIacI/& White swatch\sm

_of material mglstened with purified
\water to wrpe surfaces\ |

inspe ted the residues on the

Inspec nce of the



Development of

ical Methods
e CompIeX|ty of Ma{rlx \j

e Some products éan have over 60._
| mgredlents' T )

o Interference of herbal components
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Product Specifications
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—Using “Quantifie!d buf Input? | \
e Herbal Extracts( : ~ —
° Component below qLantltatlon f.

e Component cannot be assayed \
Schedule\1-|




TRAINING

~ Well TRAINED opérators perform to \
expectations and reduce errors.

. Knowledge of GMWP & Code of GMP
o Hyglen\e f \




VEN DOR ASSSURANCE

e Samplmg (o) f EACPfcont iner ’\

e Permissible to take a proportion of
the batch 1§ there) is a validated f
procedure to ensure |dent|t\\/ of
each c

e EXxcipie
sampl




' VENDOR ASSSURANCE

—To valldate the pr ocedu e— Need to\

Know =
e The nature & stat‘us of the .
“manufacturer \ :
e Do they have ac uality assurance
system : |

o The products the material will be
used in “
(.../
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— Good Manufacjturlng Practicein
C_ompllmentar§ Manufactur«ugé
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-””"“Standa}diseKWOrk practices\
© SimpIW 2 tation







