PHARMACEUTICAL

QUALITY ASSURANCE

UNIT 4 NOTES

COMPLAINTS

e EVALUATION
e HANDLING OF RETURN GOOD
e RECALLING g WASTE DISPOSAL

DOCUMENT MAINTAINANCE

¢ BATCH FORMULA RECORD
e MASTER FORMULA RECORD
e SOP

e QUALITY REVIEW

e REPORTS g DOCUMENTS

e DISTRIBUTION RECORDS

CONNECTWITHUSON: |

};0 IMPERFECT PHARMACY APP

-

~
%
ImperrecT

@IMPERFECTPHARMACY



ComprainTs

e A Cumf)lcu‘nfs are any writen, verbal statement +hat IEPor's q  problem
relaled 1o the cLualf’rL/, saFeh/ or PeoﬁvmanCe of the Produd-
o B shows costomer dissatisfuchon about the @mpany 2 the Produck

Tvees Or (oMPLAINTS
® COmPIaJ'nls an be fﬁ"owl'ng_ 'h,Pes-'

@ Quality Complaints
o These are (omlehi‘z; related 1o Pmdud defedts such ar  broken
fablets , discoloration | Ieakaéle-

@ PAdverse Reachon Gomplaints
o TThese are related with unexpeded side effecs o hawmf| reachons
of pmdud‘-

@ Other ComPlainfs
» Theq include comle'nfs such as lack of eﬂ?caa,l, labeﬂing_, contoines
defeds dt-
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Source OF (oMpPLAINTS

In Fharma seclor, mmplamfs can be raised fom Fbliowr'nﬂ soures :

Patients or (onsumers
Doclors or Pharmacssts
l-losPHt:lls or Distnbutors
F?e?ulabn/ Authoyriies

CLassincanon O (OMPLAINTS

SICKS)

Based on seventy & mead' on Fahenfs : corn,;lamfs can be classifiec]

as fbllows.-

Type A (Critical)
-ﬁ”ae B ( HQJOU)
Type € (Minow)

@) Tee A (CRimicar)
® These are very serious complains that may havm the patient-
8 '"'»e./ involve sa&-hf nsks or liFe 1‘hrea+en|h% stuations.

® They requie Immediate f'nVESﬁ'%a‘h'On £ possible product recall-

aampl&: :

l.dmn3 Pmdud 0% wmnﬂ labe)

Confamination of Produd

Presence of Fbrer‘an Pam}:les (alass . metal)

Serous advese drugﬂ peachons
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@ Tee B (Mawor)

These co‘m’alm‘rﬂs may affect Pnodud quality , but are not Iife-
‘ihmawlming_-

. Theg @n redue the effectiveness or a(cePiabilr'Iy of the Frodud-
# Thecl require CAPA ((omective € Preventive Adhion)

EramPles‘:
— Broken Tablels
- ImPru’:a' seah‘ng or leakag_e
- Vongton in colowy o aPpeamme

@) Twee ¢ (MiNoR) |

® These are less senous complaints with no imPacr o0 saFeh/ or echac(f-
o They're usually elafed fo aceptance 0¥ minos  defects:

o They should be reviewed, but no wHeaTP action needed-

Eﬂam’)’es:
= 5hghf Rlckag_l'ng_ defeds
- Minor Pa’inﬁn% [ssues
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Hanoung € EvawATion Of (OMPLAINTS

B is the Systematic proess of fedieving_ r'nvesh'gghh? € analya‘ng_
CDmPIaInfs ‘o tuke CAPA.

T involves fbllowmﬂ steps,

PeaanrH ccmlehfs

Technical In

(orrechive £ Preventive Action

Feedback 1o (ushomexr

Monthly Report € Trend Analysis

Reaeving  (OMPLAINTS

Complaints can be recieved Fom customers | hosfifals, distibutors el
Compam/ must Prou‘de a suppost system +hmu3h a toll ffee number
o¥ chat suPPorh

All comPlaHS must be PrDPed(/ recorded 0 a Pmdud' comPlainl'
Data sheet-

Each (omPfa!tﬂ' is 810\?!1 q unique comle‘n’r number fox imakfog_.

(onfents of a pmdud' Cornplmnf Data  Sheet

Serial number asrgned o the (omPlamfs

Exad nature of the comPlamfs

Nome ¢ Address oF the comPquhun%.

Date of the t’nmPfaJ'rrl' receved

Name of the product, Sfrengfh & batch number of the Produd—
Quantty involved fn the complaint

Size of the sample obtained by G dePurfmem‘-

Name £ s:gnaiure oF the lhve:hgm‘or @ date

Adion tfaken by the company

Copy oF reply sent o cemplainast.
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@ TechnicaL INvESTIGATION

® Tt is the most l‘mPorfunl' s'l-eP in  complount handlr'ng_-

o In this GI'QP, we sa‘enh'ﬁ‘mllq analyze the comPla:'n% o hnd the mot
(ause € uerf@ whethes the cbmplami' ts vahd os not-

® Tt ivolves two steps:

= Documentation - Based lnvesﬁgahbn

- Lubora'lmy anaflf.ﬂs

@) Documented Based l'nvesﬁ'gahbn

® We rview dl relafed records, such a:

- Bakh Manufuckming. Rewrd (BMR)

- Bakh Rlckagfng Record (BPR)

-~ Qualty Conlrol (&C) data

o Ul check any error dmn'm} manufbcﬂmng or Pad(aﬂmﬂ'

e This belps fo r‘dawﬁﬁf iF the problem oured duafna production-

b) l.abomivq; Analyse Phase

o Ue ot the camPlauﬂ- sample & retained mmPle in the laborafory.

o This onfims whether the defect 15 present in the (omlen+ sample
0 whole batch.

Evawamon Or Resuts
e Affer invesﬁﬂahbn, we cu'assfﬁf the Complant ax:
= (onRrmed complaiint : Defect s found, Complast is valid-
= Non - Gnfirmed conlehfr No defect found Complaint fs  invalid
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Specal (se * Counferfiet / Tampering_Suspiaon

o IF product ook suspicous , packaging labefh'ng € balkch detail are
verified &€ infosmaton s sent Ho regqufvn; aufhuwrh/ to Joke stick
achon.

o This ensures Pmi?cﬂ‘on ogalnsf foke ox ‘lumPered Pmdud'-

® (orrecve € Preveme (ONTROL
o Afe wmpleh‘ng, the investigation, the company tokes achions baced on he
ot cause-
o (owecive Aclion means R)dng the cwment Pmblem-
- EXQmPle: IF +ables are breah‘pgf adwt com’:lPssjhn force:
o Preventive Adion means sfoPPinB, the Probfem from mPFe"f”‘J- a%am
in fiture-
- Examfie: l?npmw'n process cortrol or ﬁm‘nfn% staff -
® (APA ensures contpuous l'mpmuanenf £ q_uava assurance-

@ Ferpeack To (UsoMER

®  Affer rnveshﬂahbn £ CAPA, the company me’des Q response o
the customer.

® TThe feeback includes:

= Result of fnvt?sﬁgahbn

- Bplmaﬁ'on oF the 1ssue

= Actions token

e (ommunicahon should be dear € meéssmnal

o This step helps in buildr'ng_ customer frust € sahsfaction-
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(5) Monmity Rerorr € TRenD ANALYSIS

o Al complm'rds are recorded € reviewed mﬂularh/.

e A monthly re’omrf 15 PmParad n‘bllowm%:

- Number of complaints

- 'E,Pe of CDII’}P’GIHS

- Bakh -wise details

o Trend analysis is done o:

= Identify repeoted or ommmon problems

- Dekect increase in SPeOFc defecls

* IF any trend is observed tmmediate aclion 5 token £ proess l‘um/emem'
is l'mPIemenf,Ed

e This hdps in early defection of rsues £ !ong_—'lemn q_ualfh/ impnuemenf'-

Time Periop_FoR_ThvesnGAmionN OF (OMPLAINTS
® Podud quality ~ Complaint - 0 Days
® Pdverse Reaction ComPlajnf: 5 Dat{s
o Medical ComPlain’r 1 9 Dru,s
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Recoros € ManmnaNCE

Record € Mainfenance of mmplmh-fs means  proper documentartion, Sfomﬂe
€ fewew of all cnmPlainis recieved for p'cevtical - products:

All comPlal'nls should be rwrded in a COmPlainf Eg,rsfmr or dat sheet-
Each omplait must have a unigue idenfihcation numbex:

All J'nvesﬁﬂaﬁbn delails € CAPA achbons mint be documented-

Rerds shaid be properly mairiained € ewily retriewable:

('ompla.t'ni' records must be reviewed periodicaly for trend O-hO'I/SE

All records should be refmined fir a sPe(iﬁ'ed time ax per reﬂ,ulafory
rec]_t.timenis.
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IHannuNG Or Return_Gooo |

® Keturned goads are P’cecdfcal Prududs that are sent back Fom the
market (customers, diskibutos ox refailers) fo the ompany dye to
reasons like damag;:, expiny . defect or excess stock:

Reason For ReTURN
o Damefna_ durfng 'fTanspoa-fahbn
o Efory oF Dear expiny
® Poduds defets or mmPfafnfs
o Incomedt suFPh, of Pmdud'
o bxwss shock in the market

StePs IN  HANDLNG

® Reaeer Or Rewrne> Giooos

® Relumed Pmduds are redeved € Tecorded properly-
o Defais ke product name, bukh number € reason for rehen are noked-

@ Inspecnon € VERIFICAION

o The produdt s chedeed for:

- Physn:cal condition denage, leakage)

= Sedl m*legyr}q

- Lobeh‘ng £ P“d‘uﬂmﬂ

o I is verified whether the product ss genuine £ not hmFaed-
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Evawuenon

Gualﬂy team evaluates whether the product s :
Safe for reuse

Needs um(esrrg
Should be rejected

FinaL Decision

Based on evdluation, the Pmdud i
Re - stocked : if Produd' Is n qood condion

Reirvcessed/RePacked:IP minor Issues are Prese!#

Desfmyed : IF Producf 5 damagod N expfmd , or unsafe:

DocuoMenTATION

All docurents are Pmperhf recorded! -
Reords must be maintained  for fiture reférence € aqudit-
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¢ Dng Recall 15 the process of removing, 0 wh‘hdmwm% a defedive
o5 potentially harmful Pmdud” fiom the market by the manufadures
or megulafun, authostly fo protet public health-

o T doesnt include the nmmal removal of prducts that hove passed
their expiry  pewiod -

Tvees OF REecaiL
Produd Recall an be oF two 'hfPes
() Volntary Recall

@ Stotutory Recal

@ VownTary _RECALL
® The company teelP intiates the reaill oF the Frﬂduch
¢ T 5 done when the company identifes o defects 0¥ saﬁrh/ I'ssue-

® Srawmry RecLL

¢ The rewll fs ordewd by requlatory authasty (Coso)

o Tt is (ompu!son/ £ leaaﬂ:’r enforced-

o Done when the product  violates safety or qualrly.- standards -

Reason For Druc RecaLL
®  Qualty defeds (fﬂ” contamination, Lurong (omPosr'hbn)
® Advewe effeds or safely frssues
® labeh'ma, aor Packo?m? emors
5 Reg,ulaivry non- compliance
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Cireses OF Drua Recaw

(O Cipss I (Serious Risk)
® These are Pradudy that may cause serious health Pmblens o5 death-
® Thelf mlw're immediate recall-

@ Cipss T (Moerare Risk)

o Pududs that may cause a %emPoran/ o5 medically  reversible heath
effeds with low nisk of serious ham-

o Reall 15 l'mPou'!arHL but not extremely u:Herrl'

® (Cirss Ir (Mmor Derecrs)

* Produds that are not likely fo  cavse any heatth risk, usually
related to minoy defects like labelling 0% Packaa:‘ng ermrs-

® Doesnt cause stBnl'ﬁ‘cwﬂ- health efect

Steps In Druc RecaLL
® Tdentification of defective - product
o Deasion b reall
o Infoum regulabn, authosify
o Nm‘l'ﬁf dishbutes € relailers
o ithdraw Pmdud fom market
® Doamerfahon € final fe,oorf‘
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Llaste DisposatL

Waste dr'sFosai Is the process of collecting . freahhg_ L4 saPehf dtSPﬂSiﬂg
of waste matesials ﬂenerm‘ed dum‘rg Pfceuh‘ml manuFbch.mhﬂ 2 Pm+ec+
heatth € the envimament-

Tvres Of PuarMAcEUTCAL WASTE

Sold Woste : &ckegfnﬂ matenals, paper , Pla;.ﬁ'cs

ngua Wande : Chemical solutions , Solvents

Bl'obal'ca! Woste : (tHures, Contaminated matenals
Hazardous Waste: Toxic , Aammable , or eactive substances

SRONCNS!

Sters In WASTE DisposaL

(1) SepAremon OF _WAsE

o Uae is separafed  based on Hype (solid, ligud, hazardous)-
o Different clour- coded containers are used-

o Prevents mm‘nﬂ_ of bazardous € non - hazardeus  warte-

@ C(ourcnon € SwRAGE

o Wade is colleded in lobelled containers.

e Stored In desf&na!ed areas, undew contolled conditions:
o TThis avoids leakagf €  confamination.
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(3 DisrosaL

o lade is df'sPosed usr'nﬁ Fb"owl’mg_ methods :

- Incinemahon : Buminﬂ, ofF warte at higb fan’:eraﬁne
~ Lonafl: Di'sposol of non - hazardous waxte in land
— Chemical treatment: Neutralization oF chemical waste
- Aubdaur‘nﬂ,: Steam sterilization oF bfologu‘ral woxte

@ DocuMENTATION
® Al wate drsposul activities are recorded-
o Rewords are maintajned Rr m3ufdw ComPliance*

VIDEOS : [ IMPERFECT PHARMACY



WEOO@EE .

Documents are wwitten records  that  provide - evidence oF adivtties
perfosmed in Pharmafeuh'cal nnnuf&dw‘rg £ 1mlﬂy antrol
They ensure traeability consistency 2 complionce. with - GiMP
(Grood Manuﬁduﬁnﬂ Practices)

Some common documents indude:

Bakh Foxmula Record

Master Foymula Record

Standard UPemhhﬂ Pocedure

Balch Puckagjnﬂ Record

Validahon Profocols

OB7ecnves OF  DocuMENTATION

To maintain P'odud' quality & sa&'h,

To povide prof oF compliance with re?ulm‘m/ requirements
To ensure freceabﬂrk/ of every step

To avcid emoss € mix -ups-

To faciliate J’nvesﬁgahbn £ aqudits
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o MFR is an authosized, aPvaed document that contains (omPlefe
instructions  for manufﬁdun‘ng a sPeaﬁ”c P'feuh'cai Pmdud—

o T is Prg')ared bxf R €D Deparfrrml' of the ompany.

o T sewes a» 0 sStandard rRrene document Fos PrePam'nﬂ Batch
Manuf?:chnﬁrﬁ Records (BMR)-

Porpose_Or MFR
® To ensure unifosmrty in produdion
o To maintain consistent product qualiy
o To minimze emors &€ deviations
e Do povide a standard 3_w‘dehhe for oPemhxs
o [0 com,:h, with GMP raq_wremarls.

ConTent OF MFR_
o Master Fosmula Record (MFR) 1s comFide doument thatt provides
all inshuctions <€ defails fech'red for manuFadu'o“r'rg a Prceuﬁ'tal

Produd-
o T} includes RJNowinﬂ_ details :
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® _Propucr_Derns
This secchion Includes bosic 1dentiffcation £ descn‘Pﬂ‘on of Pmdud':
®  Nome, log_o £ address of manuﬁhdm‘ng company
° Dosaﬂe foxm
o Brnd Name
o (venenc Name
o Produd (ode
o label claim ( Amount of AP 4+ Exa‘pl'enfs')
o Podud desaiption (colour, GhaPe g GPPearanCe)

o Batch Size
o Pack size £ Packag.lh_q style
o Shelf Ife

o S’rwuge condrtions Cfempemf‘ure, humidty ., hghf)

(@ Docyment loenmAceion € AUTHORIZATION
I includes:

e MFR number £ date

o Superseded MR Number ( previous version)

o FEfrective Baich Number

° APwaal b‘f Poduchon € @A head

[ ] B‘EHSUP'ES control € 'hUCEGbIMI/

(3 _Fow_(ChARr

o T indudes Rowdhar oFf manuficturing - process.

T shows steps Hom dl'spam'tg — piocessing — Final P’Udf.!d" —>Sme9e
o This helps in easy undasfundfhg_ oF process Aow -
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@ Eauerent DETAILS

o This sechon contwins list of all equipment £ machines used
] Equmenf identifcation Numbex

o (aPacﬂz{ of each eq'ur‘Pmerrf‘

o This ensures rrect equipment usuge

() SPEGAL_INSTRUCTIONS / PRECUATION'S

T incudes safety Pmcauh'om dum‘ng manuﬁ?ldua‘ng_-
o Speaal Instruchions for handlr‘ng, matexiols:

o This helPs in mwhiar‘ning_ sofety & q_ualﬁr

©® CawiAmons
e T indudes calculation of adive l‘ngredrbnfs-
® Aqluxhnaﬁ sing LOD/ water content fix 1007 Pm‘ena;.

@ ManvrcurING Process

o 1 includes step- by- etep manuﬁdum‘ng_ process like :
- Nrimgl blendi dpps

~ Granvlaion (IF any)

= qu:'nﬂ condrhion

(mnPressmn o ﬁ‘nmﬂ
Envionmental  conditions ( femPemr’mre, hum:drfg)
= This 15 the wre part of MR

VIDEOS : () IMPERFECT PHARMACY



Packing Froaess f Yierp
o Tt includes hst of P“"“’ﬁ““ﬂ matesials, quanties & label details.

e MFR alss Incudes exfﬂ‘}ed OU‘I'PLri' of Pmdud’ which heﬁPs in checkfng_
losses &£ emff'emy-

Preparanion OF MFR

® Frepartin of MR means creating a Standerd document that
@ntains aqll 1nstuchons rec!_wiad to manufacture a Produd'-

o TFis pepued by R2D team or F €D department in collabretion
with Production Dsanh'neni'

o I i5 rviewed £ GFPrwed by Qualty Assurance DePaJ'hnerrf'-

o It is prepared by qyal:ﬁ’ed stoff like monuRictusing 0w analyhtal
chemists based on expelience:

Sweps To_Prepare MR

MFR should be devided Into Two Parls
Mzmufbchm‘ng Part

Padcagmg Rt

Now Féllowmg_ detalls are added Sep by gk?:
Foduct Tnfowmation

Manuﬁdtm’ng formula

Mctnuﬁzdwirzg Process

E@L&Pmeni' details

Special instruchons

Calculations

Quality Checks € ‘lields

Packaﬂjn?_ instruchons

PP -
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ResponsiLE DEPARTMENTS

(D _Pimary Responsbiliy: F €D and Podudion Depariment
1 T T

@ Saondar? Responsvbﬂﬁq: Gualﬂy Asgsurance DEParlmch'

AccountRgiLI TV
® Head- Quality Assurance shal] be msponsr’ble o r'mPlemerﬂuh'on oF
SOP-
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I Barec Manuracturing Recoro |

Batch Hanuﬁwdtm‘ng Record (BMR) 15 an offfanl wrien doaument
that contains meiefe s'fep-by—siep inshuchons € wmwrds for
manuﬁldum'ng, a specfﬁ‘c batth of o Pmdud-

I ensures that Pmdud’ i consistency manufactured € contolled
acosding. 1o aPProved F-‘Dc‘edun?s (MFR)-

I can be knows as BFR

Purpose OF BMR

To maintan complete traceability of each botch
To seve ar an offiaal € leg_al document

To foaliate fmﬁn}a'hbn of emrs € complaints
To provde accuntability € responsibilty

To ensure camPhance with GMP

Contents O BMR

BMR contmins infosmation fom acual manuﬁ‘zdumg oPeraﬁons

Perﬁumed based on MR-

o It antmns anuwm?, details 08 followed :

(@ Probucr INFRMATION

Name of the Produd

Dosoge fosm (e Tablet. (apaule . fiqui)

Shmg_’rh of the Produt‘}'
Balch Numbex
Bakch Size
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@ Llst OF Raw_MateriALS
® Name of each mw malenals

e Specfﬁ‘ed qmmw tar{(wired
e Malenial identificahion /code  mumbex

¢ hlaﬂhm?_ '4 dl'sPa\sm} detnils

3 MpANUFACTURING INSTRUCTIONS

® Detwled step- by- step manuf?:dum‘nﬁt procedure

o Elujpmerﬂ' to be used

° Processm?, Parameiers such a» -femPera{urE, time £ sPeed

@ IN- Process (oNTRoLS

® Tesks Perﬁ)med dugin manuRlcltm‘ng,
o (riical Paramefas QA

- werg,hf vawation

-

— Hardness (for tublets)

® ‘eo Derpns

o Theoretical Vield
e Adual Vield obtaied

® Percenfug_e L,I'eld calculation
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EqiupMenT DemaiLs

Name € [dentification
ELw’Pmem‘ Numbes

Eq_w'Pmewf da:m'mg_ fecords

SiGNATURES £ APPROVALS

Sn‘gnaium of the oPatrbzr
Slgnaﬁme of the SuPa'MlsnT
Approval by the Guality Assurance (@A) Department:
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| SvanoARD OPERATING Proceoure |

A Standard OPemﬁng_ Procedure (SOP) 15 q waitten € GPvaed document
that me‘des sﬁF-b(f-ereP instruchons 1o per{Bm a sPeciﬁ‘c fork in a
consistent, safe € controlled mamey:.

Purpose_Or SOP
o To ensure unifosmry in work
o To maintoin product clualrh/
o To rdue emrs € vasiability
e To ensure comPh‘ance wih GMP/GLP %w'deifna
e To me'de hm’m'ng_ %w'dance for emPloyeeG

Tvees Or_SOP

0] Operational S0P : Equipment operation, Safely inshuctions

@ Geam‘n(c} SOP: Eq'w":ma# £ aren deaning,

® _Quality Control SOP: Testing € SamPlfng_

@ Mainfenance SOP: Eqummf Seruang_

® SQFe}y SOP : Handhhg hazards € ema?_ena'es
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_Contents Or S0P
A well- deg‘gned SOP contains +the ﬁ:»nowr'n?, sechions:

() Tme Page

o Tille Pag_e includes :
- Tile of the SoP
- S0P number ( unigue (ode)
- Version 0% wewision numbes

- Effective Date

@ _Poreose

o TThis sechion explains why the SOP s pre

® T desaibes the objective of the pcedure in a cdeqs € conase
mannex-

(3) ResponsiBiLiTy

® Ths sedion defives mles € duties OF personnel; such ax.:
= Operator: Perfosms the toaks
- Supervisor: Checks & Verifies
= @alﬁy Assurance (BA) : APvaes € Ensures com’:hance

@ Marrias € EsvieMent
o TThis secion list all matesals, todls € equipments reqy'md to Pﬂﬁm
the 1k
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(® _Procepures

o This 15 the most important part of the Sop-

e Tt includes:

= Step-by -step instructions

- Seqymce of OPeruﬁbnS‘

- Process conditions (time |, temperature elc:)

o The procedure must be wuitten In dear, simPie £ log;‘cal siefas-

() SArv_ <€ Precaumons

® This sechon Prowdes sal%fy instuctions o Pru+ed ‘Pa-gmner &£ ech'P'nerﬁ'-
o 1 incudes infoymation such ax:

- Use of PPE ( 3foves, marks |, goggles)

- Handh'nﬂ, oF hazardous matenals

@ Dowmenmmon £ RECoRDS
o This sedion specles what rewords must be maintained-
e ExamPles: Logbooks , Chedklists efe:

Devirmons € (orrecvE Acnons

o Tt explains  what o do if any emor 0¥ deviahon oaus dum‘n?, the
process:

© Tt also indudes comective € Prevertive Achions (CAPA).
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@ ApprovAL Secion

® This sechon ensures that the SOP 15 officul € authosized.
o T indudes infosmation such an:

= PrePaJed by
- Reviewed by
o Approved by

CHaracteriscs OF A Gioop SOP
® (lear € easy 1o understand
® SipP -bv-skp format
o Walen in s:'mFle Iang_uage
@ APvaed by QA
° Reg‘ulaahf reviewed <€ u’)dﬂfm'-
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® Guahh; Audi 15 a SLF'}emah'c , independent € documented

examinahion OF achivies , pocesces € rewrds to vesfy whether they
comPh, with aPp!Dved Procedw?s (SOPQ,, GiMP 5(Lu‘delfnas £
regufa’hnrg nequremer#s

* Bia process of checking whethes wosk 15 be'nét done  Casvecty
£ atmzfdfn? fo standards.

Ogzecnives OF Quaury_Aupir
o To ensure ComPl!'ance with GMP £ Regu(ﬂfﬂrlf S,w'dehhef-
o To vesify that SoPs ¢ Procedures ~ are. propesly - Followed-
e D ldenhﬁ;; enors , devighions € hon- CamPhana!
e To r'mProve q_ualrhf systems € proesses
o To ensure })mdud Saf‘e}y, cLualﬁy £ cons:'sfma/

Tures Or Quary Aupir
T w@n be dassified it 3 Types
0] Irtemal  Aucst
@ Extenal Audit

6) Regy lotory Audi-
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(1) InmernaL Avor
e T} 5 conduded b‘f the Company Heelf-
o [} helps in Eﬁulmr l'mnffumhg, £ fm,;rouemenk

@ ExmernAL AvdIT
¢ T i onduced by dients, suPPlfers oy third Pazsﬁes-
o B ensures business £ qyalrh_{ @u'mnm{g are met-

(3 ResuLAtory AupiT

® Tt is conducted blf ﬂuvemmwf authoities -
° E(am,:le: ﬁspedwns l:({ DA, (DSCO

o T ensures (omPlr'ance with legal standards -

Score OF Quauty AvorT
* A q_ualﬂz/ audit may cover the E:Houu’nﬂ aregs :
= Production / Manuﬁdum‘ng
- Quality (ontol (6£0) labau}onf
- Qualy Assurance (&A) System
- Doumentaton (SOPs. BMR, Records)
- quipmmf € Maintenance
= Rersonnel training € h(fafaw
= Sfcmge £ Distibution
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Steps InvoveD IN Quairy  AUDIT

Planning.: Preparation ofF Audit Sthedule £ Checklist.
Exearhon: Adual l'nsPech'on of processes , records £ fadlies.
Obseruhion: Tdentificzrhon of devighon, emors, € nm-com’)lrian{e;
ReFo!hbg;. PrBPa.rUﬁbn Audit Regurst

(APA: Pdions fuken fo comet € Pmuarrf' Filure Isques-

AovanTages OF Quauty AvbiT

anwe: overall  qualiy System
Reduees tisk of emors £ defeds

Ensures raaulafory fomlerhnce,
Enhanes process eﬂ"ea'm(y
SuPFovfs continuous memvemenl-
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® Quality Review 15 a periodic ewluaton of procesces, produds £ records
To ensure that they meet q_ualﬁy standards £ re%ulafnrtf rectu'remanis
(GMP).

o T GimPly meons mgjrlmrly checkin% whether ewryihing I5 wwﬁmg_
meedy £ Pmduan? cluafmf P'oduds‘

Os3ectves OF QuALiTy REViEW
® To ensure (ongstent Pwdud q’udrh/
o To review manufidusing € coninl processes
o T f'dem‘iﬁ/ trends, deviahons € PmHems‘
o N improve - process Perﬁamance
e To ensure compline with GIMP

ElemMenTs OF QuauTy ReVIEW
Rewew of batch rewds (BMR/BR)

Review oF devigtions € CAPA

o Review of (amplm'rd: € Realls

® Review of stabiliy deta

* Revew of analytical resutts (6 data)
o Review of yield € process cnnsi‘Sfency.

IMPorTANCE OF QuaLiTy ReviEw
o Helps In continuous improvement
® Deleds repeted problems ( frends)
Ensures product Sfely £ quality
Supfws regulafnry l'nspechbns-

L ]
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Quauty DocuMenTATIiON

Io &ualr‘h, Documentation reRrs 1o all woithen rewrds & documents that
describe € pove that adhivities are Pa’fbrmed accurdina, to GMP £
aPPer Pmcedwes-

Oevecnves Or @D
® To ensure compliance with GMP
* To provide evdene oF Perﬁmed oclivhies
e To mairin cnsistenqy £ standardization
® To enswe tmceability of all opehions
e To a.PPosr audls &€ rnsPechbns:-

Tvees O Q@D
Quality documentation mainly includes  Huwo cafeaoneg.-
O Documents

® Wps

@ _Documents
® Documents are woten < aPPrwed instruchions  that desaibe bow an activity

should be Perﬁ)vmed
¢ They ad as ﬂm'deh‘nes 0¥ Instruchons :
® Emmple: - S0P ( Stundard Opauh'nﬂ Pocedure)
- MR (Mater Famula Reord)
- SPeaFrah‘ons
= Pwotocols
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@ Reports
° R’GFUF*F are wyitlen rewrds that show the resulls, ﬁ‘ndfnﬂs 0§ outomes of

achvities  performed accmsdmg o documents:
o They act as poof or evidence:
@ Etan'Ples : = Batrh Manufﬁdum'n(a_ Reord (BMR)
- \alidethon TEPorfs
= Pudit reports
-Evediga'hbn repors

= Test / Analysis mpods

IMporTANCE FOR @D
® Ensure regula'fonf mmlence (GMP)
o Povdes aidene dtm‘ng, audits
° HelFs in r'mesﬁéwﬁhn oF erross

® Manfuns Pmdttf' hl'S‘bﬂf € fraceabilrh/
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)IsTRIBUTION RECORDS

Distribution records are documents that keep complete defoils about how
€ wher a F'ceuhi:al product 15 distibuted affes manuf?ldumhg_-

It is %enemliy mantouned by Warehousfnﬂ‘ DePadmmf.

Detas IN Distrigumon  RECORDS

Distnbutions tecords USuth,, include :

Name, sfren%fh e dosqg,e foom of Produd—

Batch / Lot Numbex

Total quanty djstributed

Date of distnbulion

Name € addess oF Redpmf (Wholesales, distibutos 0 Phcnm?acg)

Tra.ns’:oa‘f detnils

smage Conditions

IMporTANCE OF DisTRiBUTION RERDS

To tack movement of Produds fiom manufictuer fo market:
To heiP in Produdr recall l'F‘am,; Prublan OqUR

To ensure +mnsp.wean & afcounfubﬂi-h,
To maintain mﬂulabn{ comPh'an(e-
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THANK YOU

FOR CHOOSING IMPERFECT PHARMACY AS YOUR STUDY PARTNER

IMPERFECT PHARMACY

IMPERFECT PHARMACY

® @IMPERFECTPHARMA
0 IMPERFECT PHARMACY

@ @IMPERFECTPHARMACY
u IMPERFECT PHARMACY

ng| IMPERFECTPHARMACY@GMAIL.COM
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