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Quality

Juran 1974:

Quality is fitness for purpose.
Okland 1989:

Meeting the customer requirements
1ISO 8402:

The totality of features and characteristics of product or service that
bear on its ability to satisfy need.

Philip B. Crosby 1979:
Quality is meeting the requirements.



* Shortly the quality means the ability to consistently produce the same
product to meet the same specifications time after time.
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Pharmaceutical Quality

* Good quality medicine meet official standards of identity
1- Identity:

Product contains properties described on container label.
2- Purity:

relative freedom from extraneous matter in product, weather or not
harmful to recipient or deleterious to product.

3- strength or potency:

Concentration of drug substance, and or potency, that is therapeutic activity
of drug product as indicated by appropriate laboratory tests by adequately
developed and controlled clinical data.



4- Packaging:

All processes which include Filling, Labeling of Bulk compound to
Finished Product.

The filling includes Immediate containers which may touch the drug
and secondary containers which do not touch the drug directly.

5- Labeling:

Use of written, printed or graphic materials upon or accompanying a
drug container or wrapper.

ethe labeling includes the: active ingredients, mechanism of action,
indications, contra-indication, dosage, precautions, side effects, hazard
and all related data.
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Definition of specification

 Document describing in detail requirements with which pharmaceutical products or

materials used or obtained during manufacture have to conform.
» Specification serves as a basis for quality evaluations.

* Specifications are defined as a list of tests, references to analytical procedures, and
appropriate acceptance criteria, which are numerical limits, rang, or other criteria

for tests described.

* |t establishes set of criteria to which drug substance, drug product, or material at
other stages of manufacture should conform to be considered acceptable for their

intended use.



Definition of specification

e Conformance to specification means that the drug substance, drug
product, when tested according to listed analytical procedures, will

meet acceptance criteria.

 Specifications are critical quality standards that are proposed and
justified by manufacturer and approved by regulatory authorities as

conditions of approval.



Standards and regulation
iV uledl

deliall 8 dega 3LE Y15 ¢l sill 5 Aaai¥l (e dpaal) o 655 coall o 5352l o
A auall

o153 Jala () el atlall <l Jalaall (e aaall Jad o pall ¢ 3l bl i o
M‘.G‘\ML_\‘JWMA

4 maal i e Jaill Jilus 8 Joas 531 U shail) Lagf anaddl) e el s
mw\mﬂb&JY\éwg\é\d@@\jﬂ\@d\
a_a;yu‘y;.\mj\c\.cl_\mj\u\am;j\m}aaj\@m\ﬁujg\ij.cMMw\p
L@AMOJPUMMMJ\.@M\A \).\S\}[H.@_\lc

MJJY‘JLUJSJL)\A \JJ\}!\d\}uy\@\.@_ujJ\C‘)hmﬂ\Sng\écL_\;j.uO
MJM\AJ\.’A]\AJMJQMJJWY\ u\..qbcm.uj GW‘M‘L}.\SL}AM}M



C.\.L\LAScodmdi\ﬁj&\)ﬁdﬁj\.@_\.\ﬁ‘fj@jd;y\é\s\_\maodjﬂ\ uLAmeLLJGAM_\O
28 ya5 )52l Aelical s (b sall o AUl aual) Gl (pe G daisdl) ALLL

ool 13 Ao g gall das ) Adasy) 58
codjﬂ\ u\.ma e\.Lu J\.,uch MYM\ acliall LA.Q u.m.am\ L,’_NM\ ?U:'d\ R e

Good Manufacturing sxall daiaill 4 jladll ?LL” s 333a4ll ac | gall dukai g
Practices

u\_u.naj\_\ J;h o).uu.q aclia 44\_1.1‘)7;\.;45\ acliall Chae ?\'L"d\ \Mj J.c\jsl\ S du.L:.u

c\.g_u\j 4_\5)\2“ 2alall (R \;J.a ;\jﬂ\ @.m dA‘JA @A; L_sﬁ odjaj\ u\.m.a ?UQ"



a0 gall deliall S Hd 32 5all 5 )l
Quality management in the pharmaceutical companies

a delicall Jal je e dla e JSI)

Lo ghiaall 058 o a2

Aligay oLl s e gl jainly

L psti Al llaall & o3 G aan-
Process control 4 ¢iSa g 4la guas




dsmwmwmywd\mw\mmﬂ\@u#\ MYM\«:\_&@J\@-
L_\MJJA}\@)J.\S]\J\.@AMP LA&:)\_\AJJ\AeM\u\}QL’AM\ cggu
¢\jﬂ\uhu\u5mﬂ\¢c¢\jﬂ\odﬁﬁmécu&JJ\AJ.&GM\Y\ cMM&E\)\

s aulal)
Bl daty el Gy G jlaall (Y all
A a5 Adilaty a8 (e g ol sall aiia (e V) Amaall o) sall B3 ga alay Y e
5355 e o seial a5l fasall o
Ban gl 32 sa laca (S Vs Lewadd V) Jia Y Al (Al Al oyl a3 Y sl o
19all Lad | (San e 12 (ST cAangll Cilas g (50 YV ¢ v dilad 5 131 Y
Bryant 4 saa; 2wty Jall e

You can not analyze quality in the product, quality should be built into
it

A L sl sy L) puasiiaall (830 5al) s Sy Y



dJodiuo (1a 8agall

Quality Policy
oagall duliw

A

Quality system Quality
Management

6agall 6)la

Bagall allas

prnaill Gl shd e 3 ghad JS A8 pe e 2 Y AT Sinay gl
32 G e Gl dsasll paai (Ul deiaaa Glaa s
aall sl ac) g8l ot HI) Janall 8 134 5 cdlle o
byl ezl (53l s GMP



Quality policy : 33 ead) Aulu

Jina o LS 52 5all Gl Let L Aadaial Directions <slals¥) 5 Overall intentions Al L 53l RV ET
Top management =l 3,13 Y\ 8 e lgic

33 sad) Al ety il Lgﬂ\ 3yl cailda g e (it ) cailadl e Quality assurance : ad\gal\ uLwA

c‘\_iju:ud\ odjajb @A.u M\jd u\w CL\J‘){ u:L..d\ MUJM 4\5)....:5\ oJ\J\ L@A@-\.\J u\ E Lfd\ OJJAJ\ MLV.« ]
N LA&

Material and human resources 4 &l s Ll 3 ) sall Cpauais il 33 sall Infrastructure 4adl) 4l b g v/
NCX

Glasall Machines<¥Y) ¢Facilities <Seudl) cUtilities (381 cbwldmg iaY) cenvironment 4l e
Documentation system (s sill alai cdawall 430 31 ) sall ¢ 438l A0S el ¢ Janll™ 3y 3 5 o) 3Y) cEqumeCth\

mﬁs\ ﬁtw Ie &M\uumwguﬂw\uw\ MLA@.\AS\«.}\;\ m LmM\/

-EWX‘ dalee ¢y deﬁ ol (e de sane g
ZY) dlee kY| (Sl yaiiall) Gl ppxiall (e Ao gane 4l ya s
CLUY‘ ‘\-AA-C ;L@_u\ Az 3Aaa C._;\\_u e_\jsq e_a

Ja WadV) Jasds ol a3 g dagal) A figs gUad] Jl\u.\u ) iy JS ilg) aY) oda
“ﬁfyu LBLaas) Zlaal u‘ffu )sﬁjfin SUaa Yl ;"’:L e eVl s Jee il 5 (L3 ;f:



S5l Gl gl i (A1) gl g Y Jadt

(good manufacturing practices) suall daiail) Cilu jlaall (3aadat -)
(standard operating procedures) 4 ke Juxdd Qe ja) e -¥

(job description) Jlee I Caua g5 s <yl 5 gasall 3p2a ¥

s Al 5l 3l ge ) gl AUl da g i) i -

(documentation) G sill Glilazy alal) -0

(good laboratory practices) sauall 4 jidall Gl jlaall gt 5 55 saldl &l jlialy 2l -1
(validation) 48 syaelly s ymy Lo (3aadai -V

agr Ny Oalalall Gl jlga o sdali -A

A JMA Lty gea (e Jadlad Cusy ) pantieall canlia (A5 8 5129

(self inspection) (S (il g daal jall aladtiul -3

(complaints) oSl dallaal aldas pm g ) )

Cldal gall 3dai ¥ ll(products recall) colaiiall casd cile) ja) 5 alai puca s -1 ¥



Quality System : 33 sl sl

ddaia f ASJM Lemaiat L;—‘M responsibilities <l 5l 5 Glel ja) O 4\.::}4“ A e
u_d\ JJAYU L_\\.u\_\s]\ Am.d JJLAAAJ‘) u)a.g_m.d\ «JLAA tua.d\ U\ u\.&uaj A.\suj\ J.\; u..-°‘

REAPRION| uJU:m.\umu

Organizational structure edatill JSel) - 3l o 32 sall sl iy jad (Say LS o

i 32U Resources 2badll s Processes <ibilaall Procedures Gile) yaYl s

Quality
Assurance

Quality
control
Qadlpo

-6agalJi

Cood
Manufacturing
aclgd Practice

2l gunil

5asall (el

e e ble A ge

33 gal) 3 ) Hlaal Al Ellag @



AV anall delial) 8 53 sall AUt Gulad Corgy s s
To prevent risks Jad¥) aie —

.To detect deviations <l =l e g a3l —
To correct errors sad¥! zaai—

.To improve efficiency ssLaSll st —

. To reduce costs 4alSill oyt —



Quality assurance 33l Glaa )

w@j@ﬁqjﬂagﬁd\Giwﬁw\q%&gg\a@)ﬂ\w&cw
2 saaitall Lgaladiny 4 glaall dae Sl

Good manufacturing practices 2l aiaill Gilu jlas -Y

u\ u.m.a.i Lg.ﬂ\ adjaj‘ u\.A.a.a (—;‘.L.\ C ;:)AM dh LSA o.l.\;j‘ M\ L-iL\MJLAAM

s A giall 5 A slhall 33 gall julaa Conny Tails Ll ja g Lealil &y <l juanivuall
Ala 3 gatall Lgaladn

Quality control 82sall 48y -¥

L_t\s.a.a\}c)c_\\_wd\ &\..Lus\ C‘A\J'H?A'@A‘-fd‘ oJ.\;J\Mz_\MJ\ L.\LMJLAAJ\UA:;J;GA
d.mbjj\} L_i\J\AJA\}!\ dhsjc @‘A\ A u\A_\.m]\j 451@_\.“»05\ J\}J\j M}Y\ A\}d\
_oA:\;J\ @)..\;..d\ L.\L»J\.AAJU d:d;J\ L_i‘JM) L.\\;A.\.d\} A\}d\ PIPCX u\;\ﬁ;\)

zalyall o8 Gkt e A g pasal) Lpadaiill Clgal) (e e e Ll 4 s






e A i 21 (ol bl el iy Jand can s Lave
> Prav j\ @d\ )JJA]\ BL) Ja M_\;jj\ Al e dj}w«j\ U’“ 43):.4 ?@_A\
1953 sl Jlaria
«(Quality Person QP ) e J g sl umul\ Lalle 5 Wl
JJJA.UJ\J& g\.hc\jﬁ\.m\ﬁ\juh.\uﬂe\.c cumc.\ﬁ\.lasswj
. J\)SM &MM\J\AAU}SJL)\J;\QAJJ}‘MJS\
6‘\.\\5)5‘}‘\.9\.&45\.1‘“.\)2 OJ.\AJ.JJJAJA (Gk).uﬂsu)s.\) UAMJA}
' ;\ﬂme.'\.@_xaujé\_au)ha .J;\_U ‘CJ;___).\\A.A\ euﬂjcl_uY\é\_\L\s g_ﬁ\).\
T L@.mﬂjj\u)j\d)mj\ﬁ@mécw).ﬁm‘uabnY\w
dads s csal &5 cQuiality control ddds s (pe CuilS dagall 028
(325 len) Quality Assurance

ol 22 Organizational structure il JSell (5 ) Lexie s
O dgdna J&J&MJFYMGStaﬁ Oalelall 22 (s e
i 40 gl Av i o plalal

20



(e (fre e juiand and i el Ja Cpldall daal dalle cusi jnlas aa g Gas
) il
Y 5 oLl Lal il L 3l Ol g eadand Cann 65 48 ) 5 ellay () Janadly dany () s LS
138 5 ey CalSall Jaall Jaalip )y e 4l ddua sall Jlae VL a8y o) V) 4l sy
(—ab alls file pald calay 39 g0 il
hian o Jaladl caly ol file J) 4e allad o Jazal CaBS) g8 Ladie 1 lis
1 laii g gl @Y

(e dgna i) (gl 0l alasa -

_Q\J}ﬂ\ohg\ﬁgf@u}c&\ c\.@J@b';&J\Q\J}J\L;A\.A-Y



ddase pe Jens damy O padd Y Hom ¥ iy Jaall msi o 13 o

A0S e cJale S pa 83 9n ga s 4 5iSa S5 () Lemaaa and il el il Wl
4y Aalal 4oyl Al Jee S8 o), A1 @ A8 ol Jandll Caylas

A8 i 90 9 A8 g 90 oS O gy Allaal)l s I WS

L) S g 3y pll ¢ UadY) Caadl el gy sy Janall b cplalall JS Uleal U uy (4SS5
Oplaladl Cuay (63



Sanitation and

Jaealadll hygiene
a0 llalillg

Qualification
and validation

=M §aldl
-Egrﬁgfig-nJlg

Complaints
SS9 l=dull

Product recalls

:60a2)l Arasuinill Glwjloodl ligso

Personnel
Lo ladaNI

Quality audits
.Sagaldl d=alya

Self —
Inspection

e KN | -l |

Contract
production and
Aagac analysis
Jaladillg sl

Training
et yadldl

*

Personal
Ao laill hygiene
cAdaaaAS gl

Premises
i liadl
.&Lﬁ'.l.i.n.llg

-algaldl Materials

Good practice
INn quality
control
caaaldl dauylaadl
ddlya O
-E.AQQJHI

Good practice
IN production
Saiall Guuylaall
ol -] g b EN

Documentation
. Bigill




sl dateatll Cla jlaall Ol Sa

Adlaill 5 e lailiSanitation and hygiene

A4 ¢ 5all s O sddlQualification and validation

s sSallComplaints

.Slatiad) Al yiulProduct recalls

.Jdaill g =Y 3 3e Contract production and analysis

SN JasailiSelf —Inspection

33 sall 4=al Quality audits

.w=aaiYPersonnel

<_XITraining

Apaddl) Zdsillpersonal hygiene

bl y SuadiPremises

A sdiMaterials

.35 s1iDocumentation

WY I 3aall s HlallGood practice in production

Basall 48 e 8 3aall 4 jlaliGood practice in quality control
YIS ) Gaad Y s o8 IS daal 5 48y Hhay Cibia g g o o8 JSI i ki Ll



OsS OF cann 3 ccliiall a gead Ciladedll GMP lacie
@J\g\}gj\ JPJJch)J\o\aa\ﬁm\fchﬂ\cﬂy‘)h.\;\uu*a\y
@&\ﬂ%oﬁjmw\}ch(uw\CJ\ALS\)
@}‘dwy‘?MJMLCAWM}‘@\JJ\M\U&\)Q‘
Aleainl) a8Uall g Adlaall

O Cun Slie s yedll piian Hlgan o) sall piiae i o (Say Yo
A gal) Gl pmatiaall &igli B8 Al ghadlly aua Jasaall sall
Jmc)m}[\&uAQ;\ﬁ!}MAcJ}ad‘fbeLgmuﬁt .
) prmatially i Y s Al Al o ) e 35 juall Premises
Belial (pe 488 5 Bl 5 Auliall Al Cag Hlall 58 55 e

o) sed) a4 gt
agﬁa\ﬂJ\@A@aﬁg\a,yﬂ%@m}\q}A\Q)S..gjg._\;,go
8 pall




o\_mj\ Q\J}J} U.AJM‘ PETE Xyar gyt UALJ\SJ wlia JAe @\_\A\ d.q.uuui e

5l (e B A g ok g Aaalia Belia) 5 AIS Claliss 3 5Ll (55 ) e
A g3a g gus 48 Hhas L) J e sl (S g Aliadia Ak g ddla

oA B ) gua azll UMM\SM\A)@SMLLJ"JJJA Ci.m.d\ BN U‘ e

QUi axe larial Aguliall o) sall 5 ot i’ wie dilia) Cillaliial 345 Cinse

Ol e Apbies agaa) GalddV) (e o Cus (5 AN Gl sl ) &l
Aala




A piall GlanallS dalull ¢l sl aia’ Bl leic g siae @

A sall il janiisall aa sliiall (uis A

ey JalS JSy Aalal) dagdall cld habiall Juad b ddlia) cilbalal JA3 Cany o
A Y s il 5 aliy) cililaall

sliial 3L 4 5¢5 o0 @M\&L}@Me& o

%\~~‘_3L:M\a&uﬁ¢\}@\ L—SJMUJS-‘U\G‘;‘J-"

el AU ) gell Haan (e alid sladl 8 4 sl (..JLC oladl s o el o

A Ghlia dali) cillee 8 hlidl @i Clara g QYT aladiul axc o

Salsill elly 5 e s AN daliny) hbiadl ) dpaliy) alaliall @l Jé clalall JEGH a2 @
&l pwaniuall cross contamination «lbaia &gli Egan Hlalds (1




lalially Calalall (Bl 48) e Aliadio Ghaliall iy Galalell (udle Jue o3

S AY

A llaall dunall Clapadill 5 dualiy) cillaall

Y ol s faall salcas 3 g (e daian 568 b 0 Y i g o)) jaadl g Ciluza Y
bolke (g oS sl Bale aladinl) (S ccilys Spall duad Ay o) 4 U ARSI e o S
s adde Glag Vg adhad Jew aadd s (815 glaasale (e

s e g gl e ARy plale s Adda (6K ) 4 Y Y 5 O jaall 5 eibaa )
LAY 5l by Saall o815 e 2o lid Y i dgl) s gl amasy ) 30ls (S
Ledalat Camaay AL

L Y e il g gl aall s b )Y G dealsil) J e s o 20 Y




Cladal) 5 4 sqill Ll g cpelia) malican g ¢yl gall g O sl a5 g ananai 2%y o 2 Y o

ol Gllae Camaad 38 G gad gl an) 55 aiay IS 5 ,AY

_&MMM@L&&@}X\AUA\QJJQJ% o

028 (3a Cilipall g i) dlac die gl o sl L Ll aelial Lo aniy dlge )5 Ala 3 o
sl (e & JS5 g cacliatiall Hjladl U (pe JI JS5 S asacal Cang ) sall
bl Al geun (B ablay 5 lliaiall

(land) (sl glalie diald g i S 3elias U] bl &Sl Y o

Sle i gl IS5 Y IS8 ST daaliny) shaliall 8 dda all 4l cllee o35 0 (Sar @
. il

Cld Aalny) hbiall ( JERY) e @l g cdaliy) ghliall Jals (el s 25 e
Aalis ol daall Cilawsl)

A sell JEY1 IS (e dabiaal) dsall o) <l Laliy) glalidl o JEEY) 24 o

]
S



Shuaib Alahmad

- :Air lock (& sed) Jaall o
cc—\}@J\ )}f@&\@M@WuMudeuuyMﬁmuﬁ J

/ \
: E O Jaliill ellh g s shall Vs A Y) anl g g b Laidy Y ¢ ST gl ol Lgod
] e die dosall Gilawsil) daliae daliall &gl & gas Y lals
ol s oAl G ddhia e al gl o) 8

llaiall bl int MLy sl iy Gy e L Caany o

Jaaliy) hlidl e Sl yuas Cae y cilalaadl g U slSIS dandll ciliia) Joaii () cany
il Loy ALl a5 318V 230 2350 daulie Cilalisey udlall i o e s Cilaleall aanad of Can
Mj;j\daa\jaj\UAQM\GSAJM‘MMJ\MUJSJL)\&C\)A )
DLAJ‘L}ASQMLC)&LL\S‘@C-\JMDLAJ‘DLC‘)AJ(UJAS\UA\JJLJQ‘)QJMJY‘GSJAM‘€«\_\J(1J.1U\L5.C\)J ()
(=
bl O sl iald Cae i uY e
A dhaall ~ el Gllee o) ja) 5 cdadly Aluay JLdll Ciny @
Leileal yad il Gilal| uum,y\@h .



Shuaib Alahmad

gl ) gha Al (a5 5 cang 380 Al g ) Y
Cilalaall

AAS slacly a8l g8 e 2 Y

Aol sua 0SS 0l u Y

Y hlie e A pate 085 ol 0 Y

8l Il sk Adadas oS5 o) Y

($s0 IS5 Wilea el il u Y

oball A8 jrme Lo oS ol 0 Y

LIS gl Ay 5 caitlia o 40 58 Cliiaa g ) sballi 335 30 0585 Of 2 Y

Onlalad) e (381 el Sl sl ?‘ WY Ble) jo (e 2 Y




Equipment <laxall ‘

L_ammsfjmjmjw‘;\\jﬂ\ @.\...a.d\ u\mu)&u\
MA‘UAQ_\AMLQJM uaﬂ\ g‘f}[m\_mu)&

AJA\SDJML@A.\L.UJ@_“J_

L@JALQ\QMJ\L_\\)M\j\J\)A\@chYU
u.u\_ts]\ j\ u_m\)\..u;‘j\ j\ d.m;.\j\ j\ UJ)M QM@JM@J\M\ L_\\JM@AA.\L)\&_!A.\
o&ajyaqtyabmgﬁu\jco}wuﬁj

o't«t'-/o

c_\.u.mmlu;&\@gﬂ\@soﬂuwbwﬁhﬂuh@\&um;&);_\u\g_\;_\ °
W)ud\ MLA\MJ\ AL g_m\)..a;_u.u.d\ @MJ;.MA\ Caldall ;.\);\ UJSJ u\g_\;_a o

T A o il A A i Al
Leailis (e Ul 5 Leani 32 clean in place (CIP) Ol (A Jrall 3ok e dlaie W) (Sa
,)M‘("-‘S-‘HM\AU)S-‘U‘LA‘:

Cadall A i iy ol Ay

bl ke Jaeed] Gl aall y Calanall (S ¢ AabA ) lanad) G i) sle ) e cias



nfm'w'\'s‘\nmm\\\'-:n‘s\\\\\m‘u\ew»-sxz-.\:\mv\zem )

Y

RGN




Al Olazal)l G 2e ey

Dl (a0 5 AV s g lilie 3 5a
@Wm;ﬂ\a.qs“ws:jg*m\ 2 58
Mow\j\Jhﬂ\eS\Jl\cmﬁygAuAJ\g\
g gacmal) pail Apad Ry 555 Y (i g Calaidl
Aaga

43y Hhy Sl Dlpa s 7Sl llee a5 O 3 Y
M\BJP&Q‘#MY

Cadasill A geun Cilarall aranai die o)y of 0 Y
Jladll

Caalaiil) dyleal 40 53S0 Cilel ja) dga g e 2 Y
ccadauil) aey AIY dass

0585 Y ia dils Caglaiil) ey AV) Jais e 0 Y
o> sn s Sl gl A o

(bl (e Jeall e 448 giall Chlaeal) alasiv) casg
Sl o) Ly

Leilla oy yai el o) g Waalagind o ol )

Shuaib Alahmad




‘laxa) Cadat Gllae o

(ol aaniaall 5 3l sall gl gan et A8y yhay Cadanill Cillee o3 () 2 Y-

Ly o ginall 5 aemall s (a5 A jen il jelaall 5 clilatall alasiuly V) e Y-
Aaliny) shliall e Tamy aa IS0 45 a5 A 3me Gl jedaall g cilalaiall ¢ &5 Gl 2 Y-
Al s jala g dddal YY) 5 Cilaxal) Jadas

Sl saad) Cadas Cile) jal

dedd O & Y Al Cadatil) 45 Hla o

Akl panll ukailly Cadall A ks saad gial) dakaiall ATV -

sl & e jal® ekl 5 Canlail) Jana -

ahaiil) 2y dral jall 5 Caadanill 4 g s -

sl 5 (ol ey Aediiosall CiUagl 5 3Ll -



sie Lgile )y (3o 2 V) Cilaiil Alee 3553 pall 5 ALl Ll sl (0 e same Gllia
(Al Cadanill (3 )k arenal

3ol all da ) . -

.a-A . o S\ Q\.I.. S‘ _

bl 8 Lealadid o) 5l LSS 5 i)l -

‘) azal) Cadat G e
Logbook Y} & s A caubanill dalae Jandt (0 2 Y -
Jaandll dalae Al o Jgipme Capiliall g L Jalall A g e & Caidaiill dlae Jiai-

Shuaib Alahmad



Glblatl) g ALl e (lAdl

daSan s 48 jra g duarada (Holia 8 LaliY) il ; Gl cpe Galasll 25
oY)

(A iS5 ) @il JI sk slare calilail) g culiliall gaalia 5S35 o) Can

Gl ) g il g clalaall o 5 A s dad oS 4 6iSa Cile) ya) dsa s e 2 Y
paiudlBasa o Jin Y s leas A

el g calalaall 3aalual de el 4 6Y1 o) sall il sue aladind S5 Y

Gile) ) g c_\u) Cilaldall Lad a1 «Recycling 3 gl Al &Lu\ Ja GA
(A Jund 48 ria o

Aaliny) Glaial) e Joladll 488 a8 Cile) o) a9 (0 2 Y



DJPMMAMS‘JAMJPJUAM‘X&J)CMAQL;&AJPJJLJJ.\M
.Q1.... S\

il dplee il @llh g i LY and 8 481 5all ) gal puzmg ay La Llle -
gl ¥ cross contamination lbaidll
) 53 Jazal Jasy aladia Ml JSEN pia gy 0




593 ol axkas: canteen -

ookl et 48 e 0 Gowning -

eV e oS clelal) Jane -

Yy olaid e aeili i) Js Y sldl pSbdidldd ol QC -
WY and sl

(Olas O IS a5 (s pull Undll Algil) 8 ST pune Ll apen -
Gl + el all it 488 llay o oy o) sall e G Ly 4t s
cdale A g el Glaladl) ¢ Jaladl e g el pa

pale qiat) Caplaill g (Slie J salipusd HLIIS) 3ale il (o oLVl 2 -

s A
ALY 5 ¢ 5V Balally gl At Ol 5 Cilaise 23 25 ¢ (sl <l 8IS)
Jan ol sl ()58 0.25mg Lo o oY 51l Stia Lal gy Al

Jaxally (e gl Uad 5 o i IS5 JilSia g (aliaia JSS Jandl (3058 43030 &
el e et

QC Oftices Canteen
lm\mmg VoY
00ds | 1 = i Shipping
b \omdor ” ?
(‘omdo_r |
Corridor
Raw | 1
Materials Packaging | Finished
b o n . Filling, | Products
1 Weighing Processing .
ngxgmg Storage
orage
Washing | [ Machine
Shop
Corndor
Utilities and Services Waste Treatment
—_—




AN e LY Jaad cang ) 4 5 dage Adali Ciniza 5 s GMVIP 22 ) 58 il @
QC Department (Quality control) = 33sall 3,13 aud o

Each holder of a manufacturing authorization should have a QC
Department

Independence from production and other departments is considered to be
fundamental.

Under the authority of an appropriately qualified and experienced person
with one or several control laboratories at his or her disposal

the day to day assessment, of all operations:

From the receipt of raw materials — to the distribution of the finished
product, includes analytic testing.
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General Reguirernents for Quality Control
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1- Adequate Laboratory Facilities
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2- Qualified, Trained and Experienced Personnel
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Basic Reguirements for Quality Control
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Objects: Five Variables Control

. Raw (Starting) Materials.

. Intermediates, Bulks (In Process Items).
. Packaging & Filling & Bottling Materials.
. Labeling Materials.

. Finished Products.

. Water.
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all matters relatmg to manufacture and testing of material by supplier, labeling,
packaging, complamts reJectlon procedures as well as shipping requirements.
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e As consignments arrive, containers should be checked for compliance with order.

e Containers should be checked for leakage, damage and contamination as
necessary, and cleaned and labeled with prescrlbed information.

Any damage that is observed should be recorded and reported to both QC and to
the purchasing department.

]: Incoming Materials immediately after receipt until they are released
or use.
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(AL 4les (D
Manufacturer store materials in conditions established by supplier as
being correct for material.
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vendor or supplier . 2l

Batches correctly segregated and stock rotated on FIFO or PEFQ basis.
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Rejected materials
el 3 gl

Any rejected materials should be clearly marked as such and stored
separately in restricted area.

-Materials that have been rejected should be returned to suppliers,
reprocessed or destroyed.

-Strictly enforced maximum allowed time in rejected store is often
helpful in ensuring that materials are moved on quickly.

-All actions should be recorded.

- Rejected materials may be reprocessed. It may only be done if the
quality of the finished product is unaffected, all specifications are met,
and all the risks have been assessed.
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-Reprocessed batch will need a new identifying number.
-Procedure should include consideration of the effect on shelf life.
-Procedure to be followed must be in accordance with local legislation.

-Records will be required of the recovery procedure including amounts of recovered
materials and batch numbers.
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-When considering starting materials, GMP start with purchasing.

-Personnel with technical knowledge of requirements of each material involved in
purchasing decision (knowledge of suppliers and products).

-Purchasing should no longer be considered as just simple financial transaction.
-Starting materials should only be obtained from suppliers listed on relevant specification.
-If at all possible, materials should come direct from manufacturer.
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-If delivery of one material is made up of several batches, then each
batch should be treated separately for sampling, testing and release.

-If this is not done, for example, if all sub batches are tested but there is
no separation of bulk materials, then all materials will have to be
treated as one batch. This means that failure of one sub batch will
mean rejection of whole delivery.

-Procedures should be available to describe sampling routines that will
be followed for each material.

-Containers from which samples have been drawn should be identified.



-If delivery of one material is made up of several batches, then each batch
should be treated separately for sampling, testing and release.

-If this is not done, for example, if all sub batches are tested but there is no
separation of bulk materials, then all materials will have to be treated as one

3a’|qch. This means that failure of one sub batch will mean rejection of whole
elivery.

-Procedures should be available to describe sampling routines that will be
followed for each material.

-Containers from which samples have been drawn should be identified.
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-Starting materials in storage areas should be properly labeled.

-Labels should carry at least : hame of material
and internal code reference; supplier batch number and manufacturer
receiving number; status of contents; expiry date; and date for retest.

-If computer systems used to control location and movement of
materials, not all of this information needs be in human-readable form.

-Bar codes are now frequently used to deliver such information.
-If these systems are used, they must be validated,

-The QC department has the responsibility to release (or reject)
material for use.

-Only materials that have been so released, and that are within their
shelf life, should be used.
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Opprobrium Apostate o) guddl
Molecular formula. C,HN.P, 2H;0 Mia 4, slaal) AL Hall Claial gall e ad) JaaDlud
Relative molecular mass, 187.2 . v v el M el tare e
T Ll 138 5 ¢ ira Hlate (38 ¢ Al AU [y &5 ]
Description. Pale yellow fine crystaline powder . . P .
Solubility. Slightly soluble In water. Readily soluble In ethano] and acatone to o Cildee | e LYY 8 e Ua ybiia o 3
Ide emi"giflﬁ?wﬁfi;w T == 2l (e d V) st o L OS2
n M. s e Tesis, - o . . . - -
Melting Point. 168 to 172°C @Js;\_\.m U:\AJ\-A CJAS ‘L@A, eﬁg-w Lﬁf,—m salall
Loss on drying, Not more than 0.5% ” . . .
Hezvy metals. Not more thaa 15 ppm e tlads sz\ Y U‘ 'S ¥ M\ 49

Sulphated ash, Not more than 0.1%
Related substances. Complies with the UP test

Assay. 999 to 101% as tha dibydrate, cakulated with reference o the dried
material
Additional tests:

Bulk denshty: 1.7 to 2.3 mfg
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Chemical Name «....oveues Opprobrium Apostate............. s i
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DORCTIDRON oocoiosssoarsensssorsansasnsereepsesesassorssassssssssnssns e o
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CONEINEE +oessisrvvasssssnasssnarssnnnnsnnsssssnnissossnsssssesvasssnsesssssanenesnrs N

QUINEILY <ocosivorssensiorsinsrnsersmntonsemersevanssnrresvinnisrersansasssssansvessses L&Y

SHIPDING SYBM.. o eeeussccrscasssssassrsersssserssrsssssnsesniosasassnrrvonses Oond U
Approved Suppliers v Chemolux K s JETOTRO Oysdind (33954

°°°°°°°°°°°°° ApIMali Ing seereesseeesseseees

............ Pharmin Corp NN L

5 5abe 358 LWl 391 USE0 aag



No. 315

Date
Supplier: Order No,
Part supplied ___ Delivery Complete __
Delivered by : Irw./Sp. No.
As. : Stock .
Merchandise Recovered
Code Description | Quantity Unit of Meas | Departmental
Use

Remarks Stock Card :

Register:

Acc, Payable:

Recived by:

Accounting

aall il gl ol ) ) <8 s
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&3 guallS igall anvall J) 4as JS adi
Accounting Asulaall g ZUSY) aud 53 sal) 28] jo andl g

(51l Al )
A s IV Ay el Llls a1 138 (e dcalaial) o3 8
¥l e
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(Sample Taken) fakiid Liall
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Batch NUmber-ccoceciiscisrcrrnssinencsncnis das gt W8,
Tt NEBmMib ccsrsssssarsnasasssrsannassanans N - | ..illlll‘

(Receiving Rep;::;tj EE PP LI RV
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o ool Allabe B WSELYT g i Se iy .
AB I S pall G e pdS 2
Aye JS pedd 3
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onal Ak N3 Sl Ay 38 8BS L3
Supplier .ccsvrivasinsravanrenness resnrasirnanssansd yyal
Supplier Lot NO...cerveinarisiannacd 34y b 20
Purchase Onder Noaviamieicanmsennal x50 o 435
Rﬁcﬂi\"iﬂgHﬂ.-..-“."...-...--...-..1....p..-.r:’:lu.f‘ A
Received By aiariinciiinninnssmnsrsa il Jpo alicd
Date Itﬂ'C"E‘i‘i."ﬂ‘-’ﬂ........-......-..--.----..-......-.-..en-‘:"'-'t'.'l-r-l:"h"I E-jﬁ
0Ty 7 1 APPSR, -
Number of Containers.-ccveeeaseacinanas A gladdl sac
Assigned Batch NoO.cociiecrnnsrnsssaasiaes PO Y
RODAEK S v smesbauicrsssansasssun ssusraasnyavessa

RAmesaFFRaN ipes ERenseE A e ER @R FERAG R FEaREEF
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SAMPLE

Commercial Name:

Sciennfic Name:

Code No. : Lot No.:

Mig. Date : Exp. Date :
Quantity: No. of Containers:
Reg Nom. Date: Sigm. QC

RIE'II'I H.l'l-.-'.."F:
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QUALITY CONTROL SAMPLE

MATERIAL

CODE NO. LOT .NO

BROVCONTROL/QC. NO DATE SAMPFLED:

QUANTITY REFRESENTED | AMOUNT OF SAMFLE
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HOLD

2=l

MATERIAL:

CODE Ko

BPO. NO / QC NO.

BATCHNO / LOT. NO.
QUANTITY

SIGNATURE - QC DATE:
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Opprobrium apostate UP ~ Code no. 1376

Lot no .. B0 Date receives 2/ mebcm Supp&w..&"_i‘__.

wch ref. 0O the dned matarial)

Specification (No. | 6W/8) Result
Oetcrpoon Pala yeilow crysualine powder pale gollom cvpminl pamdan
Sokabulicy Sl solubie in watar
Readdy soluble in echanal and comglisn
in acewone
Sokmon Clear. faloly yalicw Lot il snlosrlios (s yollam)
idenaficacon Complies with UP tests cnnplise
HMelung Poine 168 vo 172°C .5
Loss on drmyng Not more than 0.5% <0.25%
Heavy metals Not more than |5 ppm S o~
Sulphated ssh Noe more than 0.1% 0.06%
Refated substances Comgpiles wicth UP cest m—plles
Buik dersicy 1.7 to 3 milg 19 -5
Assay 99.9 to 101.0% (as ditwydrate, 200._30%

Report complied by (Sign.)
Releaza/Rejoct docision

Comments

Q. Dppen

LY ey
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APPROVED
MATERIAL:
CODE Nao LOT INOQ
BPO/QC NO. MNumber of contamer

BEFTEST AFTER
POTENCY
REMAREKS

SIGNATURE — QC DATE

paal ool gosi

APPROVED

0.C.N0.
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REJECTED
UosS )L
MATERIAL:
CODE No LOT NO.

BPO/BATCH/QC/GIA
NO.

Number of contamer

FEMAREKS

pal gob godig

SIGNATURE - QC

DATE.:
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(Resampling Request) J\isl sile) Glb
texn NUINDET. cscocnenscssorsecoccasasasnasencacsconsccassaranccsas Ll S
Baich PREBEr . cvirsinncnovssrusantonussssnnns svnsssuasysssssanss SRS
REM NAMC. ccevereersaicroncrancersiaccesccscecsescnsacncscacssee SN i
ROQUESIOL tceetiieriinseseannnscncesnnrsesassssastossssssasssans GBI At
Date Requested ...vevevericncrenceecsiceccssisiontcsntscnecans Clladl 2 S
Qutily Rosettd 2ciiviscoissvicsissriivisemiosisoouonse A s
Reasson FOor RequUest -v.v.eeeiveneinitencanciinasesesercacsans il e
ST T B 2 LT R — IS e G52Vl s
Date Resampled --.cccovcecicaccracsesssseccccscanccncss ShieV sdke) g )5
Sampling Procedure NO. «...ccvmmiiiimiinnniiiisiisesns e A5k S
No. Of Containers Sampled ...vvvviviiens Sl L adaliial A Y1 230
Quantity Resampled oocvvvenvinianiiann e AfeVsde) o o AN A







