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Control of Raw Materials

:Raw Materials 42 g% 3 gall o

s CuilS ) g AV aal) JUEY g o) gAll juand B addiicd Sala (5] g aly
Active Pharmaceutical Ingredient 4llad -
Inactive Ingredient “Excipient” 4xé ,& 4 -

A g¥) ol gal) gl gsl o
sA8liAa 3 hay A gY) ) gall Ciinal

o> o aSba N W il o Talaie) Aled y8 o Al 3 g 3

) LS 5 qun & g Y gl Ay g 21 ga >

et ) LSl quan 4518 9 Al 9f dalaaa 31 50 3>

W pias Guay diara ol Al ) Al g ) Araa sl ) dpiaa 31 5a >
Ao 5l g 9 Sl B gAIIL i) cilial gal) a3 Jal (1 agee ciaiiail] 134 g

A0 691 30 gal) S 13] g cp) gal) Baga asgia B uba) jaaldl A gY) 31 gall 480 o 223
LBl e gl Bagadl aa Mb 4 lhaal) cliia) gall (5 gl () 93 daddiiciall

O sal) (ra dalieal) 3 gall aran 41 e (8 Jgmnal) anadll g2 B3 gad) A e aud o
1l Jady g
Holding ks =
Sampling ks =
Testing L _LGa) =
g Y Releasing b s =
3 g4 Lo Lay ARl Y1 21 gall ) jadiadl oo Bale Jgipenall ga AS A B il idal) and o
Sadail) g JLady) cililes 8 daddiioial) 3) gall g Adifal) <o pdil) g Cadiil) g Al
O Wle iall g Whiaie Basaal) cliia) gall 5 jadeeadl 3 gall aaan ol O g
Linal) Al audal Ladsy ol )l el Jlaea) J Bagadl Claa g 83 sadl 481 o cacd
pd pa ¢y glailly 4 gllaal) ciliaa) gall (ZUUY) and pald JSG) A gY) ) gall AdUal)
B35 A8) yal 4 plhaal) il LAY aran Adacaia 53 gadl A 4
i) gall dBilaa 3 ga 295 C9agahy Cpdll (pajpsally AadY ol fdial) and cany o
. [Vendor Approval List (VAL) G siall ¢y sal) AaiV] cand adls JSi
s sl o usal) Jad o
Lo Al 3 gall (e el Cliial ga Jo 2w
ilia) gall A8jlae 3 gal Laila ol g5 m
Adua drawddgig ma dygal) m
Bagadl sulaal Jiiai Y 4y g0l L) ClBUL) B o B ol AS Al o B g AR D38 JEa o
Ao silaall

L)



Bl sl 3 gal) aran aMind (& Y gi3ma 2y Receiving Department aiwy) aud o
sopalic Ao g AS Hll i 1) £ ghanal) )
AL ) 3V (e lgtadhes i (e Ba ) g Adadi IS (AEES o
Al Laldl) dpa 80 ABSY) A113) 9 7 JAD) (e A gl) gl il o
A8 jal) (iU gl) g ) gl) i (a6 yl) llal A gl Sy gla aen Al o
JREAYG 4 sllaal) Balal)  1gdgS
.Quarantine 4alical) 3 gall aa o
e Al gl Balall s Eua aiil g Documentation Gisidll @lelal o
L dald 3 o A8) ya A8y Lt g aDEY) Jas
ashs o) Bagal) A8l ja and Lgd Lay AALA) ALudY) ) 230 Jlad) jsa0 o
Sl gall Guuny i LEAY) daglia g GLESY) a3 ey aall dilae 480 ey
Y af ciliia) gall ol Balall oda cuilS 1) Lagh aslall g 4y gllaal)

Bagad) 48 e and 38 (o W AT (g Balal) J b 2is
Ly muall (Acceptance Area Jsdll ddhia
Mgt Tagedl LYY pndd 8 (g )20 5 AL

Mﬁﬁ‘.ﬁﬁ Gldal gal) Qb ?SLAM\ dalall Ladic o
ey Tagad Reject Area byl ddhid Jaiig
LY gl 2 gall

Opprobrium Apostate

Molecular formula. C H N,P,, 2H,0
Relative molecular mass. 187.2

Description. Pale yellow fine crystalline powder

Solubility. Slightly soluble in water. Readily soluble in ethanol and acetone to
give clear, faintly yellow solution.

ldentification. Complies with the UP tests.

Melting Point. 168 to 172°C

Loss on drying. Not more than 0.5%

Heavy metals. Not more than |5 ppm

Sulphated ash. Not more than 0.1%

Related substances. Complies with the UP test

Assay. 99.9 to 101% as the dihydrate, calculated with reference to the dried

material

Additional tests:

Bulk density: 1.7 to 2.3 ml/g
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MATERIAL MATERIAL:
CODE No
CODE NO. LOT .NO
BPO. NO/ QC NO.
BPO/CONTROL/QC.NO DATE SAMPLED: BATCHNO/LOT. NO.
QUANTITY
QUANTITY REPRESENTED | AMOUNT OF SAMPLE
SIGNATURE - QC DATE:
SAMPLE
Commercial Name:
Scientific Name:
Code No. : Lot No.:
NIfe. Date : Exp. Date :
Quantity: No. of Containers:
Reg Nom. Date: Sign. QC
Remarks:
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Opprobrium apostate UP —~ Code no. 1376
ot ro. ) Dun 8. MM Ose W2OLUR . Supplier Apimak:
Specification (No. | 6&/8) Result
Ooscription Pale yellow crystalline powder pale bl cngutal pamdas
Sohsbelity Sl. soluble In water
Readily soluble in ethanol and complsa
in acetone
Sohston Clear. faintly yellow lanr, alast colaerlios jash yollow)
o Complies with UP tescs camplioe
Melong Point 168 to 172°C %15C
Loss on drying Not more than 0.5% <0.25%
Heavy meaals Not more than |5 ppm S ppm
Sulphated ash Not more than 0.1% 0.06%
Related substances | Complies with UP test g lise
Buik densicy 1.7 © 2.3 mig 19 /g
Assay 99.9 to 101.0% (as ditydrate, 100.30%
with ref. to the dried materaal)
Report complled by (Sign.) G- Dpges Ouse . 2L
. RS [ . Signed S0t Date W
Commenes

MATERIAL:

REJECTED
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MATERIAL:

APPROVED

CODE No LOTNO. CODE No LOT NO
Approve ' y - Py @
f BPOBATCHQU/GLA | Number of container | |0 @ NO- Number of container
REMARKS POTENCY
REMARKS
SIGNATURE -QC DATE: SIGNATURE - QC DATE
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Control of In-Process Items
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Control of Finished Products
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Control of Filling and Packaging Materials
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Name of the active ingredient,

Website address of the TGA
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Change Control Board sl 48 s 4ia

Change Control Board (CCB):

= A formally chartered group responsible for reviewing, evaluating,

approving/rejecting changes to project. Also, responsible for recording
& communicating.
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(Certificate Of Disposal) <y 54

Materials Segregation
Batch Number Practlces

Item Name.

The status of all materials should also be evident. Materials
which have not yet been approved for use should be seqregated
from mspected and released materials. Materials which are

on hold status or which have been rej ected should be physically
segregated and secured to prevent their madvertent use in

production.
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