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OreanizaTion € Personner

® The phamaceutical industry has a  well - defined organl'zuh‘on 10 ensure
quality , soRty € smooth production of medicines.

e FPersomnel In the pharmaceutical - industry are the pesple who  wak in
different  departments such ax pruduction, qualy contral , quality assurance,

® ReD of a phama ompany € help in manufbdum‘ng, , mﬁn%,
development € sales of  medicine:

Orcanizanon CHART

() Boarp OF Directors
ResPDnsbee s ﬁuming_ company policies 2 long.-* tesm goals-
° Theq‘ve overall confrol ©on the Pbanmceuﬁfal urgam'zah'on.

® Manacing DIRECTOR / CEO
° thag&c doy ~to- day oPemh'ans of the company.
o (oosdingtes activihes ofF all depaﬂmenis-

@) Probucion DEPARTMENT
o  Produdion manager responsible for mamﬁdum‘ng. of Phamqaa:h'car products:
¢ Ensures smooth pmduch'on o per GMP 3ufdelf’nes-

¢  Under Pmduch‘on mana%ﬂri
@ Producion Supenvisors

° Supervfse day -to - day munuf&chm'n% achvities.
® Monttor workers 2 Proauch'on processes-
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® Phammaast (Production)
® |nvolved in fosmulation € mnu{bdum‘ng_ operations-
o Ensure proper use of mw matesials € ‘complmnce with 606Ps.

© Operators / Techniaans
OPem%? machines € equipment-
e Assist in fablet, capsule, liguid € injection manufbchmng;

@ Quauty DepARTMENT

* Quality manages - ensures cumlih/, safety £ efficacy of Phanmceuh'cnl produds-
® Maintuins compliance with mg,ulafou/ standards-

o Under Qualiy munager:

@ Qualﬁy Control (6¢) Heod
* (unduds testing. of raw matewials , in - process samples € nished  products-
® Maintwn laboratory reords € analytrcal reposts:

® Gualﬂy Assurance (BR) Head

*  Ensures implementution of GMP 4 &0Ps.
o Handles documentativn , audits £ Pmdud- release-

® Researcn Anp Deveropment (R €D) DEPARTMENT

¢ K€D manages responsible  foy development £ fmprwefmc:mL of new dmgs €
ex:‘sﬂma, Fowmulation-
e Under RED manager :

Research scientists
(arry out research On new drug_ molecules -
e Shdy safty, eficacy € stability of drgs-
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® Formulation scitist
] Devebp d05082 fosms like tublets, capsules £ injections.
® UWork on bioavulability £ stability improvement-

© MarkeTing DEPARTMENT

® qufeﬁng, manages plans marketing, shulvgjes for Phannmfuﬁta! products:
. Mﬂn&grs product promotion £ sales (&fuwfh

o  Under maﬂ-:eﬁng_ managey

@ Medical Representatives (MRs)
o Pomote prducts fo docors € healthare professionals:

o Provide scentifc infismaton € samples-

(b Sales Executives
® Handle Pmdud' sales € distnbution-

e Maintuin market presence £ achieve sales furg;e{s'

@ HR 2 AominisTRATIon DEPARTMENT
Manag,es recruitment, raining. € employee  welfure-
o Handle odminstutive work, records £ offite mamgfmenf-
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Personnel in the Phwmaoeubtal industry  are all trained PeoPJe woszl'na. In
different deporhnenfr like production, qualdy control , quality assurance, research,
mm'kehng, 2  administrhon-

They heIP in manuﬁxdum‘n%, ’rsﬁn% , ensum'ng, qualty £ distibubon oF
medicines-

Kev PERSONNEL

Key personnel are impostant- persons who hold major fespunsibilities £
ensure that medicines are sufe, effective € of 390d qualty.

Heap OF Propuction

Responslble for manuﬁxchm‘n% of Fhannaceuh‘cal Pmduds-
Ensures pmduch‘on is camed out ar per GIMP € aPvaed Pmcajurs-

Heap Or QuALmy (oNTROL

Responsible fir ’resh'ng_ of mw matesials , in - pcess somples, £ fished
Prodncts-
Ensures that P(oducfs meet  fequired qyah‘fv stundard -

Heap OF Quauty ASSURANCE

Ensures fmplemerdah'on of GMP, S0Ps # proper documentation-
Responsible i botch recod review £ produdt relense-

Auttiorised  PeERson

R qualified person  approved by the re?ulamn, authonity
Puthonses release of Finished produds  affer ensum‘n% quality @ compliance-
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PersonnEL ResponsigiLmes |

E\‘en/ person wuakrng, in pha:macamml industry has ,speciﬁ?: responsebﬂihec o
ensure  prduct quality 4 sal%h/

Pesonnel must llow Good ManuRickusing. Practices Gmp) at all times-

The:/ should work stnictly arcuard.-hg, fo Stundard Operaﬁhca. Procedures (S0Ps)-
Employees must port any deviction, emmor o abnosmality  immedictely o
their  supevisos- |
Personnel should evoid any achiaty that may cause confumination 0¥ MMX-
up of prducts-

Each worker is raspomsible for mufrrfcu‘m'ng, dleanliness £ dJ'sciP!lhe in the
wca’king, area-

SuPerw:sms are responsible for ﬂ,uidin& workers 2 ensum‘ng_ pproper exeqution
of wowk-

Personner TRAINING

Faim’n% is essential fo ensure that employees are competent £ aware oF
their dutres.

All personnel should  recieve intial hafm‘ng befiwe.  starling. work-

Tminrr? should indude GMP, 50Ps , safety procedures £ hc,g{ene. Pmduds-
Reﬂurcu- fresher fruim'ng, should be cnduced fo update knmnledg.e-
Specialized hw'm‘na_ s requied s working. in stele areay, G lubs, €
preduction labs.

ijnt‘ng, programs should be documented € evaluated for effectiveness-
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| Personner Hveuene

Giood - perconnel hygiene s neessay fo prevent canfomination of phamaceuticil
Pmduds-

Personnel must wea clean piotedive clothing , aps , masks, gloves 2 fotwear
Hands should be washed & sunilized before eniemng, production  area-

Fahng dvfnkfrg., smokn‘ng or chewing. qum 15 sin'cm/ thnb(’red in  production
afegs.

Perconnel  suffewing. fom infdious diseases , skin problems , o wounds should
not enter manu%dumhg_ areas.

Twelm,, cosmetics £ sh'ong. perfumes should not wown inside PrwJJcﬁon areqs-

Personner RECORDS

Personnel records are ‘mainfained to ensure accountobility € mgulafury mpliance-

Reords o qualification , expenene € Job- responsibilities oF - employees should
be maintained-

Trw'm’ng, records fncluding date, mpi'c € tminer detuils must be documented-
Health reords of personnel should be reguiady uPdcn‘ed-

AHendane € chift records should be properiy mainfained -

Al personnel records should be acurate | up fo date, € eanly retrievable

for I9spection-
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Premises means the buﬁdj'ng_ 2 sonnunding. areq where Phcumaceuﬁcal
adhivities, like manufuctusing. , testing., pacing. , shorage 2 dsinbution

are comed out- |

Proper designing. € @nshuction of premises are esential 1o mainfoin - qualty,
safety . hqgjene £ contamination control .

Design , ConsTRucTioN € PLANT LAvouT

The Phamaceuh'cal builchhg_ should be of suiable size, Proper construdion,
£ good loaation fo alow easy cleum‘ng., maintenance € Smooth
munuﬁdum‘ng. operations-

The fbdon, shoud be located away fiom open drains, sewage, Pubh'c
toilets, smoke, dust, Rimes chemical or blhloﬂim! Porluﬁon t  avod
contamination -

The premises must  be desrgned o allow bt/g.ahfc producion of dmg_s.
The buiIdm& should cornply with the Fadosies Adt, 1348
Manufadurmg_, Packagj»gﬂ ’ ﬁash‘ng € shlmgg areas should be
compaﬁble with the opemh'ons Perﬁ‘ymed.

Adequate space should be provided for pruper Placement of eq_w‘pnmf
£ flee movement of stuff to awid mix -ups @ cmss - comtamination-
The desfgn should prevent the entry of inseds , rodents , birds € pets:
HVAC daq&n should be provided where environmentn) Control 15 required -
ProPer dm:huge € wate disposal systems should be available o prevent
back - Alow 4 pest entry.

Floors 4 walls should be smooth, crck -free , non- porous € washable

to avoid dust corduminerion .-
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® Pemises should be m&“‘“"? mainfuined € fepair  work should not affect

Produd' quality.
® (leaning & diiofection shoud be done as per written SoPs.

0 Eledﬂ}:f-h/, "Qhﬁ"ﬂ' venhlation, +empemfure £ humrdﬁy should be suitable £
should not  adversely affed the Pmdudr 0x ecLuipmenfr

SoMe Principle AREAS OF PreMises INCLUDES

@ AnciLary AREAS
® These we suppwt aras for workers , not directly used fos production-

. 'lBeuf include rest reoms , foilets, chcmgmg rooms, 4 Clothes shrug_e-
These areas muwt be sepamte from produchidn 2 siomgg areqy fo

meuntain hygjene-

(® WaReHoUSING ARERS
o These areas are used for slurage oF matewals € Produds like raw
matenals , Packag.rng materials , intemediates € FAnished Pmduds.

o Difforent matentls should be stored separalely € under pruper
’rE’mPemfure £ humidsy - condrtions:

© Propucnion  AREAS
o These are the main arear where dmg, manu&dzramg. takes Place-

o _”19'7' should Ve adequate space, Pmpef ventilation, € logjcal flow of
materals fo avoid mix -ups € confamination-
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@ QuaLity ControL AReAS
o O arms are used for festing 2 analysis of mw matenals 2 FRnished

Pmduds.
o They must be separate from produchion - areas £ properly desrg}ned for
chemical € micobiblogical fpshhg_.
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® [MawTenance]

0  Premises should clways be kept in a 80011 stute of repais:
o Maitenance Includes che(king.:
= Roof Ieaku?e
- Pl'Peh'ne leakagf
= Plumbl'ng, lssues
- Broken tiles
= Faulh/ doors 4 windows
~ Blechntal wiring. £ ﬁ’ngs
® Defeds should be comected immediately-
o (racks £ damage_ can allow pests £ mic -organisms aﬂich'ng, product qualiy.
® Reaulazr inspections 2 matenance records  must “be maintuned -

(3 [SaniTAnON

®  Sanftatiom means keeping. the premises, equipment £ working, areas
clean 2 hvgjmt to prevent confamination of pharmaceutical produds-

o The premises must be Ree fiom rdents, inseds , bids € other pests.

g Ueanmg_ 2 sunifation Should be done accordm% to Wstten Standad
OPemhn(,} Procedures  (SOPs).

o Only approved disinfectants |, insechsides € deam‘ngt aa.enis should be
used fo ovid product contaminations -

o Regu!mr deam’ng, helps T semove dust , dirt £ mn'cm—o:ganl'sm-

e (wod sundation reduces the wmsk of caoss — contumination € ensufes

produd quality 2 saFeh,.
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EnvironMENTAL (ONTROL

Envinnmental control means - maintaining. dean aig, pruper temperature, humidity
2 pressure inside Pharrna(euh‘m! premises:

Proper venfilation € HVAC afsfem shoyld be me‘ded fo contol air qgalrhf.
'IEmFeraﬁue should be maintained as mqw'm! so that dmg cLuu!m/ £ siubr‘.'ﬁz/
are not affeded.

Humidty must be onimlled because excess morsture C(an Cawse dmg_
deg.mda‘bbn € microbral gmwfh

Steaile € asephic areas require shid envionment  control - with fttered  air
supply using. ~ HEPA ers.

Reaulcﬂr monﬁuamg € moudr’ng of ’remPemiure , humidy ;- air pressuse £
microbigl count 5 necessary-

Proper  envionmentol - conirol helps in GMP cumPIfance, ensures Pmduds

5&11{ € improves  overall quality of phamaceutital ~ pruclucts:

Uriuimes

Utilities are #he  basic suppost  systems required for smooth € sufe
Hmch‘um'ng, oy pharmaceutical premises

F}UPer ytiliies are essenhal o Maintain Prudud‘ qﬁual;'h/ , hlfﬂjme £
GiMP compliance:

Water supply should be adequate , clean and of required qualrty (pOfubIE,
szﬁed v WF o aﬁolrtable)-

Electrical supply should be continuous ¥ suffiient o machines | h?hh'ng.
€ HVAC &,s'lvms.

HvAC sqsfems Is an |‘mpoa+anf uh'lmf used o control ‘ranPemfwt,
hunﬁddy , air quality € ventiation-
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®  Steam supply should be properly maintainfed  for  stesilizalion £ heaﬁn%
pases

° Drcuhuge system should be P“’Pe‘"f well desfgned fo avoid  backfow,
watey k"ﬂﬂ‘“ﬂ’ £  confamination.

® |MainTEnANCE OF STERILE Ans-ﬁ—t?l

® Slerle areas are very sensitve £ fequire stick ntrl to maintain  aseplic
condrtions-

o Floors, walls £ ceflmgs oF stevile oreas should be smooth, bard , crack - free,
£ ey fo cleon-

o Tempemlure € bumiddy should be propetly antrolled . acoxding. fo the

oPemh‘on bemg Perfbarmed-

o Stesle areas should have HEPA - fltered oir supply o gemove At

Pqﬂﬁes £ mr‘cro-orgpnisms.

o An effecive environmental Monitosing. - system should be in place to check

ar qualty , pressure, fempergfure L bumitity.

Regular deaning £ disinfedion of slesle areas , equipment £ faalities

Is essential-

. Uf’“””ﬂv 2 dIsr‘nchh'ng. Pmcedurfs should be wvolidated to ensure
effective removal of confominanfs:

o HEPA FHers should be tested € maintined of regulas infervals -

o Poper mainfenance helps in Preuenh‘ng. mizrobial  conkamination | ensures
GMP compliance £ mainfains the quality & safetyy o stesile Pharmaceuhi’nl
Proauds-
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@ |ControL OF ConTAMINATION

® (Control of contamination means Prevenhh? entry € spread of dust,
microorganisms , chemicals € fbn‘egn particles i pharmaceutiial - premises.
o (ontomination can be confolled by implemefing, following. - mensures :

@ Area € Faauty (oNTRoL

o Psitive ar pressure € HEPA RHration should be used:
o Surfres should be smooth € Gack -fiee-

o Errlnf info stenle areas should be resticled 4 controlled-

® Personner (ONTROLLED

Personnel should maintain h?h perstnal _ hygrene.

Tiiness should be reposted - immedicely-

e (osmetics, Aewellen/, eah'ng,, smokinﬁ, £ unnceccessm/ +alkin3_ are thfbﬁad-
o Proper glowrn% 2 3Iove disinfection should be Followed-

© Cieaning € Disinrecion

® (leaning. SOR should be followed shictly-
o Cleam‘ng, chould be done befwe disinfechion.

o (owedt dsiofectant of @wed concentration should be used-
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EquipmenTs|

o Equipments in the pharmaceutical  industry are the machines 2 tools
used for manuﬁchm’ng. , poessing., 'lesﬁng_ £ chk,'ng_ of drugs.

e (While .Seledfng_ £ Purchamhg eq_ujpma-rls Fbﬂown‘ng, ‘H)ingg musk be
(onsidered fo seleck the best equipment accoding. 4o need

EQuiPMeENT SELECTION |

O Quauty

o (hovse equipment that meets the hfghesf industry etandards fo precsion,
awuma £ reliabilihy .

o This 5 fmpoafanf‘ fos mw'nfainfni& product quality € consistency-

® Sumreity OF EguipMenT

o E_q_w'Pmeﬂf should be suifable for the type oF the product
o T should maich the baich size £ produckon need-

o Tt should gie uniflsm 2 ansstent  output:

@) MamriaL OF ConsTRUCTION

e Eq_wpmerrl- should be made of non -foxic matenol
o I should not radt with the Pmdud"-
o Stunless steel ks Preﬂ%rred in Pharma industry.
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@ Design € (onsTRUTION

® Equipment should've smooth surfaces.

o Thee should be no shap Omers oy _|oints
@ D&ﬂ?ﬂ should prevent dwst £ contaminahion -

© Ease Of CLeAniNG € OPERATION

o Eq_umenf should be easy o clean-

o Tt should be simple fo operate-
® |less fime should be ietl_w'rad for cleanr'ng_-

© _GMP 2 Sarery REQUIREMENTS
o E(Lw'Pmeni' should fllow GMP ﬂw‘delines-
o T should be sofe fir woskes fo use:

@ Caeacv.
o (onsider your Producﬁon sale € Riure gfouh‘h Po#mﬁ‘al when setedm?

eq_w'Pmenl'.
o (hoose eqyjpmaﬂ- that cn handle yous avent needs 2 allows

future expanstan -
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PURCHASE SPECIFICATIONS

O TecHnicaL  SPECIFICATIONS
® Mertion equipment nome, fype £ model  clearly .

° Specm? capacity £ Perﬁmnwm detruls -
o Define technial Pmumefels befirse Purchase.

@ MaTeriaL € QuaLiTy REQUIREMENTS
e SFequ matenal of construction  dlearly.
o follow Pharmaceuh‘caf quality - standords-
o Ensure puper surkre hnish for hygj‘ene-

@ Unuty REGUIREMENTS

®  [Mention power equirement™  clearly.

o SPec:ﬂ, wetey, aiy £ uility needs.
o Alloate proper space fos instullation-

@ Suppuer € DoWMENTATION

®  Select- approved <€ reliable suppliers-

o (olledt opemﬁng__ £ maintenance manuals.
o PAsk fxr validahon £ test documents.

© _Warranty £ AFTER - SALE SERVIE
o  Check wamnty peniod beftre purchue-
o Encure awoilability of sewice support.

e (onfim ey availabilty of spore PMS
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MainTenance Of EQUIPMENTS

(@® Rovunne MaNTENANCE

o Elujpmenf should be dean reguiarly-

o Lubrication should be done when requied-:

o Visyal inspechion should be camed out dauly.

@ Prevenve ManTENANCE

o Muaintenanee should be done af hxed intervals-
o helps in avm‘dr‘ng sudden breakdotons-

o Tf inqeases the life oF equipment-

® Causranon
® |nstruments should be librated fegulaﬂy-

e (alibrahon ensures accurale 'seadlhgs-
o (alibration schedule should be followed-

@ BreaxpowN MANTENANCE

e B‘JHV eq_wpmeni" should be rEPafred immedch!ely.
o Only approved spare parts should be used-

o Poduchin should stop dusing. major  foults.

© Rewros £ DowMeNTATION

e Al mantenance adivihes should be recorded-
o Daks £ detuls shold be propery mentioned -
o Records help dum'n? audrts £ l'nsPech'ons.
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Raw MATERIALS

® Raw matenals ae the basic substnes used to manufacture medicines
in the Pharmaceuﬁ‘raf industry-

o Jhe qyalﬂy of row matenals (’JTECHI;[ affeds  the QSIR:h/, q_uuh?y £
effectiveness of the final prduct:

® Raw matesils should be purchased only fiom appwved supplies € must follow
Pharmampueml standards such as IP, BP ox USP-

Trees Or Raw Mareriats
¢ Active Phamaceutical ESMMHS (APIs) : Provide ‘lhempathc effeds
0 Exqplerds Inachive  substances mdma. foymulation Sfﬂbllrfy taste or d‘eliuen/.
® Solverts 2 Reagenis: Used in synthesis oy Puriﬁ’cafrbn-
® Puckgmg_ Matenials : Ensure product prtection £ ctabilty.

_Purcunse_Seecification OF Raw MarteriALs
® Purhase sPeciﬁ‘cahbns are whitten %Lu‘delmes that desaibes the qualty €
requirements of mw materals befire they 're purchosed-
® These sPecrﬁ‘cah‘ons ensure that only safe, Standard £ 890(1 - quality
matesials e Pmcwed~
t indudes fbllow:‘ng, specifications :

(O Name OF Raw MATERIAL
® The comedt # offiaal name of the raw matesials should be mentioned
o aved confusion o mix -up-
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@ Graoe € Quauty
®  The required g,rude Cpbamaceuﬁmi 8mde, analyh‘cql B.zrade,etc-) must be
spectﬂed fo ensure  suitability for  medicinal use-

3 PuarmMAcopoEIAL STANDARDS
® Jhe raw matewal should cumPly with mcogm'zed standards such as IP, BP
oy USP-

@ Description OF _MATERIAL
o Ph?sfml appearance like color, oder £ fowm (Powdlr,lr‘q_m‘d, Crysfals) Should
be deaﬂ({ stated-

() loenmFicanion Tests
® Tests used to confiym  the identity of the raw matesral must be
mentioned -

MicrogiaL _LIMITS
e [or matesials prone o contamination, miczobial limits must be speq'ﬁ‘ed-

@ Packnaing REQUIREMENTS
o Type of cntuiner, pack size, £ profection fom maisture , h'ghh v ais
should be mentioned.
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Storage  ConDIMoNS
Required sfomge onditions  such as  femperature, hwm‘dHr/ 2 lr"ﬂjﬁ
prtection  should be cleary Tested-

@ LasenG REQUIREMENTS
Each containes should camy  propes Jabelrhg, like matenal name, balch

number , manul%cfmrng_ date , expiry date € supplies name:

() Approveo Suepuier Detais
Raw matesials should be Purthased only  ffom opproved £ qyahﬁed
Produc'fs\-
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STers Of PurcHasing Raw MATERIALS

Furchase  Requisition

}

Selection  of \/gnda rs

'
Ewh’qt} QuéTation
!

Plucmg, the Order

|

Reaévn‘n9 Matemuls
{
SamPh'ng, £ Tesﬁng_ of Emm:’nLMahmafs

7 '
(heckl'ng, of EW'tQ/Bf"/,
Rerordr‘ngr oF Rills in Books

|

Releasing. the payment fo the Supplies

VIDEOS : () IMPERFECT PHARMACY



PurcHase REcorps
Points to be check 2 Recorded :

Date of feciept

Name of the product

Batch no-

(ontrol no- assigned by the manufacturer
Quantty  redeved

Name of suPPlfezr

Puscharxe Order no-

Exase gnfe pass
Date of ManuFacture # E‘Pw

MainTenance OF Raw  MATERIALS

Location OF STORES

Keep stures near o the manLﬁdw'ng area:

Selet  Jocahon based on {yPe 2 value of rw matesals.
Ensures eary redevfng_ 2 1‘ssw'n% of matesials

G10RAGE AREA REQUIREMENTS
Provide enough space for safe 510r08,e-
Keep siore cean, dry £ well maitained
(ontrol temperature £ humidity o seuired-
Mauntain sepuzde areas For  quarantine , aFvaed, 2 ;gjoded matesials -
Follow FIF0 2 FEFO systems-
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GTorAGe FACILMIES

Maintain seporate inspection area  Fw  incoming. matesials.
Provide a SJtImr'Dh‘ngr areq Fy GC hshhg_.

Use a central wefghl‘ng_ areq-

Heep quarantine  room fis  unapproved  matesals:

stored hazardws € naroht matesals i secured arens.

Storage (ONDITIONS

Store nomal matesials at ©nfrolled woum  femperature  (around 30°C).
Store lrghi' - sencitive matesials in  amber containers:
Store +emperufure— sensiive matesials a 2= §°C  when mch'ﬂed-

LABELING O Raw MATERIALS,

Label every confaines with ‘matevial name @ intemal de -
Mention _batch number, manufidures name & quanty -
Clearly show matesnl status like quarantine, qPvaed or gejected-

Write clearly expiry date on the label-

VIDEOS : () IMPERFECT PHARMACY



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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