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Quality Control (QC)
Department

« 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



Quality Control (QC) Department

* the day to day assessment
— of all operations
« from the receipt of raw materials
 to the distribution of the finished product
—Iincludes analytic testing






General Requirements for
Quality Control

» Adequate laboratory facilities or access to them
e.g. government or contract laboratories

» Appropriately qualified, trained and experienced
personnel

» Approved written procedures.
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Basic Requirements for
Quality Control

Samplingf should be undertaken by methods and
personnel approved by the QC department.

Validated test methods should be applied

Records for sampling, inspecting, testing of materials,
gﬂelzmetdlates and bulk and finished products need to
e kept.

The QC department should review and evaluate the
relevant production documentation. This review
needs to cover all quality aspects.

The QC department should generate or review
records for deviations and failure investigations.

Ingredients must comply with the gualitative and
guantitative composition of the finished product as
approved in the marketing authorization.

Retained samples of starting materials and products.




Tasks

Sampling
Inspecting

Testing

Monitoring
Releasing/rejecting



Objects: Five Variables Control

Raw Materials (Active & Inactive),including water
ntermediates, Bulks (In Process Iltems)
Packaging ,Filling, Bottling & Cartoning Materials
_abelling Materials

~inished Products




Control of Raw Materials
(Active& Inactive Materials)



Al gl Bala o) i ) ghad

d28l) ya g yall z )il

* Vendor Approval List (VAL)
38 g yma A8 3l (e ) Hdan
3 gall Bval) daad) & Hlaill
dra je Glie 5 Jalat Gilalgdig LA Glue a8
Jarall ) 53l J e 5 (32 sk 4 yas
Jazall ) o) gall J83 48K 48 pra g ) gaadl 53 ga 481 ja
(o Y Aaulie HaSy 5 3 gall paisall ) jain¥) Juaiy
Jashall G Al




QC ldia) ga

B3 I VS { PR § 2N

h 4

Ao Loyl (Jomn o

L

N

A atiisall ALt s cdas
w‘s;;_u &5_‘.1_[;,_,.__&\‘)_-_'3....1 -
delad) Vi @
Aozt dpos Jiylno @

S
a2 3a 59 A, 9all aule
)il alln 2B @
A sall (e A ol 2B, @
Cals glaly Bac g ae..es.“ -
PP EX Y- WENPIPE- PR

v

QC <l

A 4

C QC _esma)

3

-

Ao Liiaal) ascads

>

= 5 aedd Boled

B




Material Management
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Recelpt of Materials
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Recelpt of Materials
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Material Management
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Opprobrium Apostate

Molecular formula. C H NP, IH,O
Relative molecular mass. [87.2

Description. Pale yellow fine crystaliine powder
Solubility. Slighcly soluble in water. Readily soluble in ethanol and acetone to

give clear, faintly yellow solution.
Identification. Complies with the UP tests.
Melting Point. |68 te | 72°C
Loss on drying. Not more than 0.5%
Heavy matals. Not more than 15 ppm
Sulphated ash. Not more chan 0.1%
Related substances. Complies with the UP test
Assay. 99.9 o 101% as the dihydrace, calculated with reference o the dried

material
Addicional tests-

Bulk density: 1.7 o 2.3 ml/g
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Mo, 313

Drate
Supplier: Crder Mo,
Part supplied _ Delivery Complete
Drelivered by Irv./Sp. Mo,
As,  Stock =
Merchandise Recoverad L
Code Description Quantity Linit of Meas | Departmental
Lise
I
I
Remarks Stock Card
Register:
Acc, Payable:
Recived by _

Accounting




Mo, 315
Date-  14/06/2004

Supplier; _Mereck Order MNo.
Fart supplied _ Delivery Complete If

Delivered by . A5 5o gl Irv. /S0, Mo,
As, 1 Stock, LT

Merchandise Recovered .
Code Description Quantity Linit of Meas | Departmental

Lise
10/02035 Saurbin Saure 50 kg oF e ]
Remarks Stoclk: Card 1
Reqgister:
A5 50 dnas 3 58 Jia i Jpain £ shnadl B 53l sy Acc, Payable:

RPecived by ___mvnvhnsnm _

File



Mo, 315
Dates  14/06/2004
Supplier; _Mereck Order No.
Fart supplied _ Delivery Complete I

Delivered by | A5 355 gl Irne. S0, Mo,
As, ) Stock, R

Merchandise Recoverad -
Code Description Quantity Linit of Meas | Departmental

Lise
10/02035 Saurbin Saure 50 kg & 5 g
Remarks Stock Card : 71
Register:
ES 50 Rms i 5755 gt Spanin 3 sTenad I 53 Sl y Acc, Payable:

Pecived by __ mvnvbnsnm

Labaratory




Mo, 313

Diate 14/06/2004
GOODS INWARDS ADVICE
Snolier: Mereck Cxdder Mo,
Part supplied Delivery Complete |
Delivered by ¢ 35 355 gl Irv./Sp. Mo,
As, | Stock

Merchandise Recowverad

|Reqgister:

Code Drescripltion Cuantity Linit of Meas | Departmental
Lise
10/02035 Saurbin Saure 50 kg oF 5 eyl
I
Remarks Stoclk: Card 71

AS 50 Ans 3 5 5 Jpa g (pasia 3 glasall ISl Siliay

Acc, Pavable:

Qe- disposition

Fecived by mynvbnsnm
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MATERIATL:

CODE No

BPO. NO / QC NO.

BATCHNO/LOT. NO.

QUANTITY

SIGNATURE — QC

DATE:




SAMPLE

Commercial Name:

Scientific Name:

Code No. : Lot No.:

Mg Iate : Fxp. Iiate :
{(unantity: MNo. of Containers:
Feg Nom. Iate: 1. ()

Femarlks:




QUALITY CONTROL SAMPLE

MATERTAL
CODE NO. LOT.NO
BPO/CONTROL/QC. NO DATE SAMPLED:

QUANTITY REPRESENTED | AMOUNT OF SAMPLE




©pprobrium apostate UP — Code no. 1376

Lot no. .. 927 Date received . T8/ Dare sampled .. 2FF __ supplier et
r I Specification (Mo. 1 68/B) Result
Descripton i Pale yellow crysaalline powder poate apetdloms crnmppdnl fesilen
Schubility | s soluble in warer
Readity soluble in ethanol and comglice
in acetone :
Soluticn Clear. fainthy yallow clcan, aloest colocslios (gl pollaw)
Idencficacicon Cormplies with LUFP cescs e
Melung Point 168 va | T2Z°C Lt R
Loss on drying Mot more than 0.5% e L
Heawy mecals Mo more than 15 ppm S e
Sulphaved ash Mot more chan O.17% 0.
Relaved substances Complies with UP pest weplica
Bulk densicy | 1.7 to 2.3 mivg 1.8 g
Aszay 999 to 101.0% (as dihydrate, 100. 20%
weith ref. to the dried maoerial)

Report compiled by (Sign.) _..E'"E"f!.:_,.ﬁ__ ________________ Date ... st S
Aeclease/Reject decision ... Sofed . Signed S O Date 2539

Commeants




APPROVED

MATERIATL:

CODE No LOT INO.

BPO/QC INO. Number of container

FETEST AFIEFE.
POTENCY
FEMARILS

SIGNATUERFERE — QC DATE




ACCEPTED

BY DATE



Rejected Materials

clearly zaly JSiiTejected materials dwa g yall o) gall a5 cang
ashidl 4 separately Jdwaiie 88 Wi 333 smarked
restricted area s_ skl

returned to suppliers cxsall Jl rejected Lesad ) &5 Sl o) gall dad
=3 13 destroyed 24l sl creprocessed sl sile] (Say Loy

Y|

saga of S 2513) W) i 8 5l 0 sall reprocessed dallaa sale) s 2 Y
8 5 4 M\ﬁah\ sall aea eliiin @p‘utuj\ Sy iy A el
SLa%a

new identifying ws i el &8 ) ) Lhallea 3ale) Cudd Al 4244 Cl_g_w
.number

effect on shelf 4adlall sae e il 8 jlaill o) o) dady o cl-mfa-a
Jlife

local legislation claall g sl Gy aiall ol a¥) o5 o o
3 gall DS Sl 8 Lo 4ass c.u.d\ sal=iul &) aY records %M\ u&h
i Jbatch numbers <l it 2l ) 5 33 yiusall

Jimasis (S La quiCKly g by (b Ailaia (o dda b sall 3 gl 2] A) Juady
Azl Qlel a¥) mea recording



REJECTED

U990
MATERIAL:

CODE No LOT NO.

BPO/BATCH/QC/GIA | Number of contamer
NO.

FEMARES

SIGNATURE — QC DATE:
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Intermediate Materials
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In-Process Control “ IPC
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Packaging & Filling & Bottling....
Materials Control
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Critical Defects

* Those defect which prevent a package from
performing its intended function of protecting its

content, which cause safety hazards in handling ,
use ,or disposal.

 |n case of critical defect container has to be
rejected. Example: Cracked bottle, fracture in can
or body, missing liner in closure.
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Major Defects

* Those defect which cause borderline
functionality in a package . It reduces the
identity by virtue of graphic defect.

 Examples : heat seal Is too narrow ,
Cartons out of square.
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Minor Defects

 Defect that damage the appearance but not
the function of package are called minor

defect.

« Example :Air bubbles in glass bottle, Uneven
outer surface of bottle, small scratches on
case, printing out of register.
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Printed & Labeling Materials
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Printed & Labeling Materials
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Printed & Labeling Materials
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Control Department

Establishing, validating and implementing all QC procedures
Evaluating, maintaining, storing reference standards

Ensuring correct labelling of containers of materials and products
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