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= Good Manufacturing Practice for Medicinal products
Quality Control cuis s :pqm <

Product Quality Review &Y samo cuinS jg 00,k <

Quality Risk Management < <o oo o2y <

INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE -

ICH HARMONISED TRIPARTITE GUIDELINE

PHARMACEUTICAL QUALITY SYSTEM
Q10

Current Step 4 version
dated 4 June 2008
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+%+ Annex 1: Potential Opportunities to Enhance Science and Risk Based Regulatory
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Annex 2: Diagram of the ICH Q10 Pharmaceutical Quality System Model
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Storage Areas b»,Ls| =

Quality Control Areas coius | o8 oS Lol
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Equipment b oKiws <
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Chapter 4: Documentation
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Packaging Instructions Specifications cslasive <
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Batch Processing Records
Go a3y, 2 <
Batch Packaging Records
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Procedures and records
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Receipt, Sampling, Testing, Other

= Specifications for starting and
packaging materials
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Processing operations - Intermediate and bulk products
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Finished products L Jgazo <
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Rejected, recovered and returned materials

Chapter 6: Quality Control
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General oLl
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Good Quality Control Laboratory Practice
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Current Good Manufacturing Practice

Subpart A—General Provisions
Subpart B—Organization and Personnel
Subpart C—Buildings and Facilities
Subpart D—Equipment
Subpart E—Control of Components and Drug Product Containers and Closures
Subpart F—Production and Process Controls
Subpart G—Packaging and Labeling Control 3
Subpart H—Holding and Distribution q,
Subpart I—Laboratory Controls B\L

/

10. Subpart J—Records and Reports

© N O UV R WNPR

11. Subpart K—Returned and Salvaged Drug Products

Blow § &) wiiciume g GMP-API &Y+ Joo! % ICH
ICH-GMP, Q7-API )C

= 1. Introduction = 11. Laboratory Controls

= 2. Quality Management * 12.Validation

= 3, Personnel = 13. Change Control

= 4, Buildings and Facilities " 14.Rejection and Re-use of

) Materials
" 5. Process Equipment = 15. Complaints and Recalls
* 6. Documentation and Records = 16. Contract Manufacturers
= 7. Materials Management = 17. Agents, Brokers, Traders,
= 8. Production and In-process Distributors, Repackers, and Relabellers

Controls = 18. Specific Guidance for APIs

. e o Manufactured by Cell
= 9, Packaging and Identification Culture/Fermentation

Labeling of APIS = 19. APIs for Use in Clinical Trials
= 10. Storage and Distribution .

20. Glossary
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1SO 9001:2008
Quality management systems — Requirements

International
Organization for
Standardization

Section 1: Scope

Section 2: Normative Reference

Section 3: Terms & definitions (specific to 1ISO 9001, not specified in ISO 9000)
Section 4: Quality Management System

Section 5: Management Responsibility

Section 6: Resource Management

Section 7: Product Realization

Section 8: Measurement, analysis and improvement
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Chapter 2. Personnel
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= The establishment and maintenance of a satisfactory system of quality

assurance and the correct manufacture of medicinal products relies

upon people.

odijlw (slesd g 45 (590l aulS’ plamil jglisoy (S bl o azly Fowyp Conl p3¥ 10

bl abld 0929 0l o

=  For this reason there must be sufficient qualified personnel to carry out

all the tasks which are the responsibility of the manufacturer.

Personnel Loy :¥ Jad

Principle Jgo! UPIGIS

9 hwy g pdi ogd Sy Subgy 4wl ekd p ey T

338 g Wikno w53 ke

= [Individual responsibilities should be clearly understood by the

individuals and recorded.

Sl 3gol wly o gy Cons!l Wil & bgs yo 45 039) GMP Jguol azgio wsly Jows yy (ol ®
T 9 oo (bt SLbaddlygind y1 Jolds posas sl jgal o plackiu ol
S el o il (sl

= All personnel should be aware of the principles of Good Manufacturing

Practice that affect them and receive initial and continuing training,

including hygiene instructions, relevant to their needs.
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General olls

Gy b g byl ph asly Jowy (S olows wul (owijlu) ilwgylo eS8y o \-F =

ol adls

= 2.1. The manufacturer should have an adequate number of personnel

with the necessary qualifications and practical experience.

gl S 42 gin (g5 U009y w5l ey il pakd 2 4 Jomo i

= The responsibilities placed on any one individual should not be so

extensive as to present any risk to quality.

Personnel fiuw y :¥ Jad UPIGIS

General olls

bl Slojlw wyla glyls wl (euijlw) (gilwgylo €S o o Y-Y =

= 2.2. The manufacturer must have an organisation chart.

T 50 Ll By wlb Wbl (oo Jommn 3 0393 o (Sliioww 3 45 (L yy 3 (ylpe

Wil SISl gl wl 095 sl glunn ploxil (10 (gl o D9l S35 S

= People in responsible positions should have specific duties recorded in
written job descriptions and adequate authority to carry out their

responsibilities.
oS ua.a,m Jo.a‘;.w A?‘s X stl&o a |) é? s.ﬂ.aUag M|5.’ < O‘J"M u

= Their duties may be delegated to designated deputies of a satisfactory

qualification level.
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Key Personnel

SolS o 3
WHO ) el = 4 Juol

Personnel Loy :¥ Jad
« e !S
Key Personnel guls fow P1C

99 ol 3l o S8l ST g cainS [0S poe gl e Jold gulS fwy ¥V
9k (2! (610U e jlome At Wbl (oo Y garme (g3 Lwdl3T Jghume (s
= 2.3. Key Personnel includes the head of Production, the head of Quality
Control, and if at least one of these persons is not responsible for the

release of products the authorised person(s) designated for the purpose.

(3 Jgomo) jlmo ol g cCodnS J 58 pow ddgd poe Jold ol Jowy £-9 @

= 9.6 Key personnelinclude the head of production, the head of quality

control and the authorized person.

TPTI

GMP-PIC/S



July 19, 2018

14

Tabriz Pharmaceutical Technology Incubator,

Personnel Loy :¥ Jad
" e !S
Key Personnel guls fow PiC

D9 o0 JUidl CBg plad Jiuw yy bowsgi(KeY POSES) (gudS leciius Ygano ®
= Normally key posts should be occupied by full-time personnel.
Wl Jann 559050 3l aul CodnS’ J 555 oo g gl e

= The heads of Production and Quality Control must be independent from

each other.

CoaS J 5508 o gl oo By 51 (qudms 45 abl Wjgpo wldh Sy syl yo ®
505 Ty ol 60 Comdd V=¥ 3 $-F A= 45 a5 jghailan | T o yiine s g

= In large organisations, it may be necessary to delegate some of the
functions listed in 2.5., 2.6. and 2.7.

Personnel Loy :¥ Jad

5 Jgimo g PIC/S

CatnS 3ldail 0Sb Jokuno (Authorized person) (od Jgiuww) jlxo jased 1A ®

Sl Jghmo g o ploi Jpame e b by Gl 5 38 ol b o
Sl 50 19959 (6l g oud plod Jguazo (Release) (g jlwol;l

= 9.11 The authorized person is responsible for compliance with technical

or regulatory requirements related to the quality of finished products

and the approval of the release of the finished product for sale.
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Personnel Loy :¥ Jad
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2 Jmo by Plc

Wbl (oo 1) Sl 5 )0 (uizred jlxe el YA
S (yaoudl s il g G g3 Oy g0 58 9 CordnS i g1yl <

> (a) implementation (and, when needed, establishment) of the quality
system;

S 1l oS dols ol dngs 4o &Syl <

> (b) participationin the development of the company’s quality manual;

toliin B o yib 095 b (A1 s (g imeo gyl <

» (c) supervision of the regular internal audits or self-inspections;

Personnel Loy :¥ Jad
: T - IS
2 Jymo by Plc

S ool cls 5 55 <

> (d) oversight of the quality control department;
(B ug 9 (5 3ame) (2 )5 (oo 30 &8 Lo <

> (e) participation in external audit (vendor audit);

283w e s doli p 4o oSyl <

> (f) participation in validation programmes.
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G5 4, b g byl wzly (add 4 lg oo |) Jpaze 5lwolil adl adnbig YA
Sgei HlaSTg w8 o 8137 sunh uSl SOP K b 1 1y Jguazno 45

= 9,13 The function of the approval of the release of a finished batch or a

product can be delegated to a designated person with appropriate

qualifications and experience who will release the productin accordance

with an approved procedure.

DS 50 pLil 35855 g swi 2 b 8 ok (ol gl Ygomo Jguazo g3lwliT ®

= This is normally done by quality assurance by means of batch review.

% Jgomo h»\;lfl_l %9*4*-0 3Ll @)10 S

J5 3ylg0 cale) 3 Jpame g3Lesil b gt Sy agl Jsjuo card cosl o3¥ P4 @
1038 Jools oy Lisobs!

= 9.14 The person responsible for approving a batch for release should
always ensure that the following requirements have been met:

)]éia)saégsJ,MlgAﬁlé)lf‘5)|¢,3o,@43|3ﬁ5&j5m&5u43|3ﬁ.Qlo|}]|(a) u
tail Gudaio

= (a) the marketing authorization and the manufacturing authorization
requirements for the product have been met for the batch concerned;

ol oulh o Jguazxo S lw 0 WHO lawgs ouls yiiiio GMP Jgof (b) =

= (b) the principles and guidelines of GMP, as laid down in the guidelines
published by WHO, have been followed;
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a0l 00l (6 3w iz LT g el Lol S (€)

= (c) the principal manufacturing and testing processes have been

validated, if different;

Olaiciamo 3 Golgi bulpih Lo ity oo sl e (sla 55 9 W sialesT auls (d)

(ol oo dzg5) Al sl ol g

= (d) all the necessary checks and tests have been performed and account

taken of the production conditions and manufacturing records;

WHO

& Jghmo bawgs Jppazmo g5Lwsl;l @)ﬂ: S

e S @by il CudaS J 505 L cSle 50 plio g adlip b i weS 52 ()
axé ,§ b o Master Formula o a5 SLad o M) Sguls 153 ool iy a3 <20 sl

(Cawl o0

= (e) any planned changes or deviations in manufacturing or quality

control have been notified in accordance with a well defined reporting

system before any product is released.

39 Wl g oniliy cubloge @ )ylje (da wd (90 (ylojlw) EMLL Wb wld Jl i (s
gl 331 4yl abl p3Y (59,90

= Such changes may need notification to, and approval by, the drug

regulatory authority;
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(il oGy diged Wl L plie b asliy b Ol 0l Cuz o3 w0 o (f)
ol ounls HLET b o ploxsl 5 adlsl Jyus b Giulosl

= (f) any additional sampling, inspection, tests and checks have been

carried out or initiated, as appropriate, to cover planned changes and
deviations;
a5 sy (glwdy bawgy oliulo}l 9 udgd Olusciume Jolid 8595y g Slodcme auls (g) =
sl ool bl g JooST Wil oo;‘sbéb,g)n G aiy joly ey ‘_gl.e‘.&)’.oT
= (g) all necessary production and quality control documentation has been
completed and endorsed by supervisors trained in appropriate

disciplines;

% Jgomo Jw\;lfl_l %9*4*-0 3Ll @)ﬂ: S

bl oudh plnil 0359 31 81 awgs 035y (5l J 73S 9 (SIS (o 3L s (o (R)

= (h) appropriate audits, self-inspections and spot-checks are carried out by

experienced and trained staff;

bl 0 ol CapheS S lSilos ke bl S5 Jprane 50 (i)

= (i) approval has been given by the head of quality control;
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39 5 Aiantd oy 2 e gy 49 bgy o Lowditans g (pobais ] yob 4 45 Lolge auds (j) ®
9979 K 3l 298 Sl Jpame puwdi (Jlo gleie ) Wl oul axd,S Lk
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= (j) all relevant factors have been considered, including any not

specifically associated with the output batch directly under review (e.g.
subdivision of output batches from a common input, factors associated

with continuous production runs).

TPTI

GMP-PIC/S



July 19, 2018

Yo

Tabriz Pharmaceutical Technology Incubator,

£PACIS

Y Jol alsl

Training

oigel

Y Jol alsl

Personal Hygiene

R ‘W

TPTI

GMP-PIC/S



July 19, 2018

A4

Tabriz Pharmaceutical Technology Incubator,

PV-L I RCRARVE
Personal Hygiene

Do awlictn 9 dngd Gl 5 Calisen (bl (gl Wl 380 (Sliloge (b 4l 1YY
= 2.13. Detailed hygiene programmes should be established and adapted
to the different needs within the factory.
9 oW 9 (bl Jiluwo ¢ Sowyadd 9 Caodlw & bad o gl 0595 Jolds il b ol 10
bl (oo Jow ey ol

= They should include procedures relating to the health, hygiene practices

and clothing of personnel.

PV-L S RCRARVE
Personal Hygiene

A5 (b (oolod byl GuB0 (s O yguas g Sgu odmatd Wb (S judd g (Sblagy SIS
g Jhid aiSme (IPQC oliiyloT) oy lolas by 5 adsi o)l 1y LT oLl giune

These procedures should be understood and followed in a very strict way

by every person whose duties take him into the production and control

areas.

NS 5 ol jokay 9.9 5 51,8 0S5 o glgl 53 oy bwgi Wby (Sublage gl aliy
gl g iyl (sl 030

Hygiene programmes should be promoted by management and widely

discussed during training sessions.
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= 2.14. All personnel should receive medical examination upon
recruitment.
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= |t must be the manufacturer's responsibility that there are instructions

ensuring that health conditions that can be of relevance to the quality of
products come to the manufacturer's knowledge.
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= After the first medical examination, examinations should be carried out

when necessary for the work and personal health.

PV-L I RCRARVE
Personal Hygiene
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= 2.17. Eating, drinking, chewing or smoking, or the storage of food, drink, smoking

materials or personal medication in the production and storage areas should be
prohibited.
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= |n general, any unhygienic practice within the manufacturing areas or in

any other area where the product might be adversely affected, should
be forbidden.
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= 2.18. Direct contact should be avoided between the operator's hands
and the exposed product as well as with any part of the equipment that

comes into contact with the products.
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2.19. Personnel should be instructed to use the hand-washing facilities.
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2.20. Any specific requirements for the manufacture of special groups of

products, for example sterile preparations, are covered in the

Supplementary Guidelines.
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Chapter 4. Documentation
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GMP Regulations
ality Standards/Guidelines
Specifications
Standard Operating Procedures, SOPs
Site Master File, SMF
‘alidation Master Plan, VMP, Validation Protocols:
Working (Processing) Instructions, Wi
Packaging Instructions and Testing Instructions, TI
Flow Charls, Plans (lay outs)
Manufacturing formula, Processing,
ging and Testing
(Master Batch Production and control R

Batch Records, Records,
Reports, Deviations and OOS Investigation Reports.
Filled Forms, Filled Checklists, Filled Log Books, Filled Lables
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