L 5l 53801 5 o glall 4 ) geal) 431 gal) dmalal
Uaval) 41€
i) gal) A8 yal)
duald) 5 pialaal)

Analytical missions
for QC
Sampling




Alpall 5 Asiell and Ol 336
Records and Documents Maintenance& Engineering

i pgeul] 5 (381 yall 5 A VIS AU < g gally Ayl g Al and Jim
;Ldﬁu‘).\.\uju)\_\.\;‘jubj;}d‘o& L_L\SJ.\J(Q)SJJ GLAJJQ}LAYY\}
os:\_u\jc\_uY\

cbmjuhmh\jjuﬁmey}LMY\quY\ d\S.w\ LB'“}’?"‘
t_\.\SJJ\u\.A.\LucADM\ ¢\J;)5Mmﬁ

Llpa ddac 4 fjh@oa);j\u\fﬁdm@\jmm@\ﬁmdjm

LA&MM\J\M\ c.\.L:;\ J}@_L:j cMY\ ébf\ﬁuasjqj\
ol Aaaly plad IS



LY 535 ) Jaans
Revision of documents

~) 58 e el (QA) asall Slaca and ) 3 1 Jiss Fage S L8N may S5
uyw\j\w\w}d\ﬁauj\ P\u\ﬁy&dﬂydﬂ;c@\yﬂ\

. change control board _uxill 48l . 44l 4l regulatory affairs
et g bl 489 6l jaad (haedll e 488 gddl Gy 1) e



Complaints s sl

il e eliay asel g sall ol dllgiad al ie) oo (5 S

o il i Alsball o LY ciled sicall 5 eSS e Bale (5 oK Al o
o yall

:L@\JAJUCUJY\Qumz\éﬂjﬁﬁua&icgjﬁlﬂﬁhjuﬂ}o
L_i\c,\)a‘J@\HN\@MM}MDJMY\F@M&M\d.uj.\e.L\O

4\_\;_1;.».44

bl a5 sall A1 e and aliaid) (ye Canad (5 KA inn @

leila 3\_144\;5\ LL\\J:\J\_\J\ j\\.@_.as.\j\ @S\.’.ﬂ\ WR|ET AN MAM\ Q‘e\jﬂ\ua;_mtgjls.uﬂ CuilS \J)o
Tl pall Ll el ) s

latiiall 33 g alil e Mand) aa dliall JuaiVl (e s 5al 5358 Y e



Product recall ziiall ;s

Gl Sllee aila e J gl (QA) Basall Gl and 2ay

) daad) il

(&2 sial) ol Yol of @llgiual) Cand) Jlas e (il (1)
seeall @l paadll Hlaca) (2)

VAN At e Giasll (3)

(R sall Balall 4paS Jia ) 150 s AT Jalse cnli LS (4)

(0B s  Naall 6l Gl Cled giudl) ) sl Jaai (5)
Blel e ) dalae el J8

eiiall S - 1

Bilaall dilzadl JLsiuY decas jas d3hic dag- 2

saladl) wilad) 40 -3

YL s il - 4

o)Al s 4dK U5

25l s e B8 sl O3lasll e auimy St 8 3sa - 6
(el JS8 claiS) g gall s dlae o paall aSU Laxie o sall Canss dlae slgl) (s g @




BJJ;J‘ MS\J.A Sllae 5l
Administration of quality control operations

opllaas Bale 3 gal) Ay and Alg
Technical side: (8l cuiladl —1
D Gl dada

A N1 A sl o

Faiad] Caaiy o

Anledll 5 o

Ll g @

Al o) g g @



affairs Administrative: 4,aY) o3l —2
(a9

U ) gall dac) e

A yidall C oY) Javia g Clanal) o

il g Al e il paY) e
REVESINE

palaiil) e

il g el 2p2a7

Slua sill 05 dgle  Sihall Glaiiall e G (5 )il 33 all 48) o aud o 53y LS
Cilaiiall 448 yan » 93y LS ccorrective actions asssaill Jdy) o) Gilel a3l
LA @l HLAL alall g sl dalae g 4y sl



-mm

OUijlgoll C’Ué | :BJ);M ‘\.Jé\JA c_\\z\l.a.c EJ\JJ (N.AJJ
Calaxall

isan &ngll - : TR
o JAiDI MJJA;.A\ U_Ug.@_m.ﬂ\j dﬂ\).d\
Gl g posall 2p2a
Galall - o |
B Jos S o
&upiaoll e A AN Caadl 5 8



Defining of responsibilities
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Organization
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laboratory utilities and facilities
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Equipment
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Standards and analytical methods developed by the manufacturer
(when monographs are not available).
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pharmacopeia

-A book containing directions for the identifications of the drugs,
published by the authority or any pharmaceutical or medical

convention.
-it is a reference work for the pharmaceutical drug specification.

-description of preparations are called monographs
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Sampling

sl Lgie a3l 3alall g g3 DAL Lee Ual ke 5 Al ana (alidy o

cre e J8 5 AeS J8) e il glaall (e A€ HST e Jgeandl s e W) e Caagll
(Sl

A g byl oY) aall ) dlaiad) 3 plalaall mmasds ulad e eV dlae aaial

Aol £ . <. - -~ -~ £ * o et -, -
.((‘\J;‘M e Ane ‘\:\J.u A g d).\ﬂ }\ Co (o ds.u.\ dxlatag 4duc i daa




Obtain the Sample

The sample must be represantative of the bulk system: its integrity
must be maintained; and the chain of custody must be documented.

Prepare the Sample
A portion of the sample is prepared for the analysis by weighing it (or @

maasuring its volume) and carmrying ouwt cerntain physical and/ce
chemical processes, such as drying, dissolving, stc.

Carry Out the Analysis Method

Obtain Weight or Volume Data on the Prepared Sample.
... Some meathods involve simple weight loas or gain. In othar cases, a sample weaight
or volums is needad to cakulats results.

Prepare Reference Standards of the Analyte or Substances with Which

the Analyte Will Reacl.
o« Omve or more such solutions may be needad to calibrate eguipment or to otherwise :

compare 1o or réeact with the analyte in the sampile .

Standardize Solutions or Calibrate Equipment.

... It may be required to hawve known quantities o which to compare the sample. These
may be solutions with which the analyte reacts, or insttumeant readings or calibration constants
obtained through known quantities. The analytes may albo nesd to be physically or chemically
saparated from the sample matrix.

Obtain the Required Data for the Sampile.
... This is the final critical piecs to most analysis methods.

This requires calculations andfor the plotting of a calibraton curve from
which the desired resuits can be dernved. Statistics are usually involved.

Calculate and Report the Results
A final calculation may be necessary to obtain the desired results.
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Sampling for the starting materials
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The "n Plan": *

"'n plan" used with great caution and then only when : material is
considered uniform and is supplied from a recognized source.

"n plan" is based on the formula n = 1+VN
Where N is the number of sampling units in the consignment.
eThe value of n is rounded up to the next higher integer.



The "p Plan": *

eThe "p plan” may be used when: material is uniform and is received
from a recognized source, and the main purpose is to check the identity

eThe "p plan" is based on the formula p = 0.4V N
Where N is the number of sampling units.



The "r Plan":*

eThe "r plan" may be used when: material is suspected to be non-
uniform and/or is received from a source that is not well known.

eThe "r plan" may also be used for Herbal medicinal products as
starting materials

eThis plan is based on the formula
r=1.5VN

Where N is the number of sampling units.



Sampling For Packaging Materials
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Sampling plans for packaging materials should be based on defined

sampling standards:
for example: British Standard BS 6001-1, ISO 2859
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Sampling For in Process items
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Sample preparation
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Statistical treatment of finite samples

Mean Gq\...a;l\ .L...UA.AJ\\/
laase e Gllull & gane dandy ddle Joasy
Median L IV’

s

Average deviation (Mean deviation)

Lo sia o aadll B ) & gane dau sie 58 g cledaza (o il Cal a) e e 58
¢ sana bua 3 4y ol 5 LY Jlaaly ddllae <l jail ) <l i Jsad sl
calaalial dae e A8l 5 gladll Aoy dand | pal o cdallaall Cild) any)



17.00-16.75-16.72

:Jad)
17.00 + 16.75 + 16.72
3 = 16.82
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0.1 16.72
0.07 16.75
0.18 17.00
0.35 50.47
.35
— = 0.116
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X 100% = 0.69%
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s V" Standard deviation (SD)

Formula
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CaAY) Jalea
Coefficient of variation
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RSD= 7 X 100%







