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o Qualty Contol Test &5 a Procedure used to check € ensure +hat
a Pmdud‘ meels specrﬁed standards of quh'hf, sa{}h/ y3

ance-

® Quality confrol tests for condainers , rubber closers € Padcaaung_ matesials
are Perﬁvmed fo ensure that they do not inferact with the drug, 2
maintain s cLuqu j Sfa‘bn'lfﬂ/ £ mfehf Mmughouf' s%omge € se -

Packacing MaterIALS
® Packaging matesials in Pannceuﬁ‘ca!s are used o paﬂed +he dru?

flom envionmental  factors - like !rﬂhf' , Moisture € @ntamination |
o ensure safe vamﬂ.e. 'fraﬁsrm" & praper (dentification  oF +he

Produd’-

and

Tvpes OF Packaging MATERIALS

Padmgl“ Matenials can be classibed in 3 Cafeg,om‘es:
) Pn‘man/ Packagrh?,
@ Secondan./ Facko?‘ng_
© Terhmf Packagjn%
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) Primary _PackpiNG
) D:‘mdh/ in contact with the dmg-
® Provides main meechbn
® EmmP’es:
— Tablels = blisfer Pad@
- SL/rqu —  bottles
~ Injections — vials am,mules

@ Seconpary _PackAGinG
®  (Ouler couen‘ng, of puimary Fadm?e
o Poudes additional PrOfeChbn € !abefing.
@ ExamPles:
= (Carton boxes
- leaflets

() Ternery Packacin

o Used for bulk handh'ng, S *ransFoﬁah‘on
o [oteds dum‘r? shi Pf'"}

& ExamPles:

- Corruaa'kd boxes

— (onteuners
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o A ontuner is devie that holds a PfceuHcai Produ& £ Prm‘eds i,
fiom external fachors like moisture h?bf' £ (ontamination-
Most common ﬁ{f)es of madlevials used for cnloiners are:

Glass
Plaxhe
Metal

® Gilass 15 most commonly used POCkagj malerial in P'ceﬂfcals
because it is chemically inert, impermeable £ hunsfmerrlr, makf'ng_ i

suftable for sinnnﬂ, many d{u.g_ Fmdud' San‘ék{.

@oo-"

Properties of Gilass
* F'r's non - readive 2 does not inferadt with most dmgg.
o Ttis meenneable o 8,09& £ moisture-
o Provides 3,_00d meedlbn '3 sfubil'ffv.
o (an be fransParenf 0¥ amber (hghl'-ma‘s}unf),
o Easﬂq stenlized € @n be reused.

Tpes OF Guass

There are mainly Y ’qPog of Gloss (ontmners used In F‘c&rh”fal Packaafng’:
Type T

Tgpe I

Type I

Tl/Pe '

e
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@ Twee I (BorosiLicATE GiLAss)

o (muns s + boon oxide

o Ve hu'g,b chemical € thermal resstance

e Doext not release alkali info solukon

o Used fow Parem‘emls, injections sensitive drugs

@ Tope T (TREATED Sopp - LiIME GLASS)

o Suthce freated with suIPhur dipxide 1o reduce alkalinity
o Good chemital resstane (less than Type 1)

o Suftable for aadc £ neufral aquews PreParahbns

° C(Jmmonl(/ used for Iv fluds 2 l'ﬂECﬁMS

@) Tvee T (Sopa - LiMe Giass)

o (ontains sodium € calaum

o Moderate chemical rsistance

o (an release small amgunt of alkall

o Used fr oml Prepamfbns like Syrups 2 tablels

@ Tore W (Genera PorPosE GiLass)

® Llowest chemizal resistance

o Not suitable for Pa!enkrd use

o Used fox non- Pho.rmacwh‘ca! or edernal preparatibns.
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| Quauy_Contro Test FoR Gitnss |
Followi clyalﬂtf control fesls are Perﬁfmed to check cLualfh{,
wafely € stabiltty of glass-
Chemical Resistance Test

Powder 3’056

Water Attack

H‘lfdmh‘c Resistance Test

b'ﬂjﬁ Transmizsion Test
Thermal  Shock  Test

Trtesnal Burgh‘ncj, Pessure Test

leaknge Test

Chemiar  Resisance Test
T detesmines the ability of g_las's to resist chemical aback (re.,

amount of alkali released)-
Tt 15 of fwo +1,Pe.s
Powdered Gilass Test
Water Attack Teat
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Powdered Gilass Test
Giloss confoiners are washed  with Puriﬁed water:

Contoiners are crushed usm& mortar 4 Pe)ﬁe and cooverted into
fine Pou)der- |
Powder 15 passed Pnruugh sieve n0- 20 £ S0 to obfain uniftym

Parh'de sze-

About 108, Powder i5 taken-

Washed with acetone 10 remove fmFuriﬁes

Add Soml Puriﬁ'ed wates 1o Powder 2 Autoclave ot 121°C for

30 minufes.
50ka Is cooled, lfclwaf Is sePamfed (decanted)
SeFamkd h‘clwd is ated whh 002N HaS0y-

_N&RHHMHWW you can ecFlal'n # ax a Rowchat ay Bllows:

Sample warhed with Puﬁﬁed waler € dned
(ontainers (sample) are gninded into a fioe powder
!
Powder 15 passed fhro%h sieve no- 20 £ SO
— R ;
10gm powder fs faken # woshed wih acetone
+ f
 Soml water (s added € auloclaved ot 121°¢ 30 min
+
Sampfe 15 cooled € decanted
+

Deaurted  liquid 15 fitrated with 002N H,S0y
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Limits

Test Corfasner V‘:};gﬁﬂ 02N

Powdeed Glass | Type T ( boresilicate glas';j 10

Test Type L (soda- lime glass) 35
Type NP (Qeneral purpase soda - lime glass) | 150

® Water Atack Test
o Tt is maily used fir type T glass-

Whole (unbroken) container s Rlled wrth dishilled wates® upto 307- of
its cpacty-

T is then autodaved at 121°c For 30 min:

) Sample is cooled 2 liqud 15 sePamlpd

® Sepamted ll‘clwa is tiated using, 0:2N  H,Shy-

o \olume oF H,S0y consumed Is recorded 4 fomPam:! with limits-

Limms
Test 7 Corrlm‘nér Vol of 0.02N H2SOy (ml)
Water Attack Test | Type T
Size - 100m! | 01
less than 100 ml | 0-2
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@ _Hyorouc ResisTAnT TEST
o T mesue amount of alkali releases when in confack with water-

Procedure
o Rinse ankiners with (03 - fee water (3 Yimes) -
o Fl wih same water € autoclave :
- {00°C for {fomin
- Then mise Temperuture fo 121°C over 20 min
- Maintain 124°c for 60 min
- The lower the -femPemhre fom 121°C 4o 100°C_over Yo min-
o Timte wih 0-01M HCl (mehyl red)
o Pafom a blank fest:
o Volume of HU used 15 dl'rfdhf elaled to amount oF alkali released -

®) Lent Teanstisson TesT
o This fest measures the amount of |f8.h‘f‘ Pass:’n% fhrau%h ﬂjcm

esPeaa”q uv lrg_hi'-
o Tt ensues that 3la.ss can Profecl' lfg,h’r -sencitive drugs-

Procedure
® (lass wmuner Is Piafed in 0 sPPrmewfume’rer-
° l_!ghf' Is PQSSEd ﬁmu?h the 3'05&
o % tansmittance 15 measured at spechic waudmg?hs‘
o low |I'8H trapsmission  (espeaally Uv) — Giood protection-

VIDEOS : () IMPERFECT PHARMACY



@ THermaL Shock TesT
e T} ddermines the abl’liflf of 3_fDSS ontainers {0 withstand  suddem

+emperaiure chan%es without breakmg-

Procedure
o Gilass containers are first heated o a hig,h ﬁmPemiure
o They're suddenly cooled ( usually by cd water)
o The containas are obseved Fr auds or breakag,e-
o No qacks — Pass ( 300d cLualih/)-

(© InmrnaL Bursing Pressige TsT
® Tt defermines the abilty oF glass containes 1o wihstand internal ~ pressure
without bmshng,

Procedure
o The gloss contuiner is flled with liguid (usually water)
T is comeded with o device named American Giloss- Research Inaement fresure Te

Research Increment Hesure Tester

® TIntemnal pressure is gradually inreased -
o Puess antinues untl the container bursts or fals-

Hf‘%h pressure folerance —> Sfronﬂ, containers.
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® leakaee TesT

@ leakage test 15 used check whether a glass contaiver |s PmPalg/ seqled
€ free from leakage-

Rocedure
o (ontainers are flled with waler-
o Filled boMes are sealed, inverted 4 observed for 2u hours at room

+empefcr|ure For any agps of liqud leakage-
e Np leakaﬂe—* Pass
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A asTic (ONTAINERS

® Plashc contaners are Packagfnﬂ 5L’sfems made flom Poh/me&'c
matesials ( such oa  polyethylene , PoqumP:/lene o5 PVC) used fo
Shre , Pmled £ deliver Fharmaceuh‘cal Praduds-

® Tﬁey're des‘gned fo ensure stability, safety £ mmf)a}abl'lr'ly oF the
drug dum’ng d‘amﬂe, ﬁanspoa‘lah'on £ use

Quaury (ontroL TesT For Puasmc  (onTaineRS
® leakqge Text
@ Co"apsnbﬂr'rq Test
@ Clarty of Hq_ueaus Extract
W Tanspwencq Test
O) EL,e Trvitation Test

® _LerknGEe Test
e A me;em’ sealed leﬁt confainer should not allow  any liquid o
leak  under pressure or \vaccum-

Procedure

o Fill the contminer with colowed water:

o (lose # hghﬂq with s ap-

o Place the container in a vacum chamber ox keep them inverted
at rom femperature for 24 hours-

o Ubserve For ’eaka%e o fowmaton oF bubbles.

e No leakqgg o5 bubbles should be observed -
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® C(Counpsisimy Test
® TThe confainer should collapse unfv‘besmiv when pressure B aPPlr'ed S0
that the conferls can be easily drisPensed-

Procedure

o Fill the contper with water or Pmdud‘-

o Apply pressure rmnuaﬂ({ ox  mechanically-

o The wnlainer should wllapse smoothy £ yeild (release) 907- of fis
Confent  at mq—wiad rate of +low-

® CQwrmu OF Aaueovs Extract
o Plastic matenals shoud  not- release  insoluble  pasticles info
aqueous spluhons-

Procedure
o (ut the Plash‘c container info an]os with area les than 20 an?

o Wah the sample with distilled wotes to remove any  extraneous
mater Cr‘mptmh/)-

o Tunskr the somple o Aark ( previdusly washed with chromic acd)-

e Add 250ml distilled water to the Aask 4€ aviodave at 124°C
fox 30 min-

o (ool 2 [Her the solukon-

o The solution should be dewr € free from 'I'Ulﬁdﬂt/-
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(W) Transpareney Test
o TransParerﬂ“ Plasﬁc confainers  should allow clear w'sibnr‘ﬁ/ of contents.

Procedure
® Take an emPh/ container-
® Place a stondard object ox ,:uhied fext behind it
o Obseve through the confainer under proper hihf'-
o The object /text should be clearly wisible wi out distortion:

©) Eve IRerrmon TEsT
o This fest is used fo check whether the edmct of a Plath‘c

confainer causes imtation “in the eye-

Pocedure

®  Healthy albino rabbits are selected (usually 3)

o 100yl of steile wafer (blank) /5 instilled info ofe eye-

o 100 4L of the sample edract 1 inshilled into the other eye:

o The eyes ore obseved ot 24, U3 2 72 hours.

® Sl‘g_ns of iflotion like rdiess € su)eﬂr‘nﬂ are noted-

® Sample extract should be not shows any Q?Hiﬁcaﬂ imtartion
compamd fo the blank:

VIDEOS : () IMPERFECT PHARMACY



¢ Melal (onfnines are Packaﬂjng, confainers made of metals such as
aluminium 0¥ tin- Plafed seel , used fiw domh% 2 meech‘nél P*‘ceuh'(al
Prod‘uds like ointmens, creams < aerosols.

_Quaury_Contror Test_For MeTALs
¢ The fests checks the presence of metal Pam‘des in metul col!aPsible
tubes used for e(,e ointments-

Procedure

Take S0 fubes 4 clean them properly-

o Fil fubes with moen ointroent base £ seal them-

o Allow them to wol ovemight (15-20°0)-

o Qittment is removed € A melal Fier assembly Is heated to mett
the ointment  base-

o Meked oiimert fHerd Uang, a fiter paper:

o Remove < dry the Hhiter paper and observe under ma&niﬁ'/rqq
lass:

o (ourt mefal Parfﬂef of diffrent sizes :
-2 1mm

-05-1mm
- 02-035mm

VIDEOS : () IMPERFECT PHARMACY



Each metal partide defected on the Fter paper Is given a sore
as follows :

® Patlices 1mm £ above S0
o Padicles 0Smm but less +han Jmm 10
o Pariles 0-2mm but less than 05 mm 2
o Puarhides less than 0-2mm nil

Limrr
o TF total sore 1s <100 = Pass
o TIF Jotul soore 15 >IS0 = fail

® IF spre 1s 100-1S0 = mpem"
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® (losures are devices used o seal a confainer in order 1o protect the
contents  from  comtamination , feakagf £ loss.

U Fbllowrn(} Matenials are used in closure :

= Rubber clpsuras

= Plashe closures

— Metal dosures

_NotE: T our syllabus, we only need to study about"Rubber clasures”

| Russer CLosures |

o Rubber dosures are fexible sealing devices made of natural or
gynthatic rubbes, used fo cloce P’fafh'cal contanes like vials €
botHes 1o Preuem‘ contaminahon- € lwlcnﬂe-

o They provde 300(1 sealr'rg, € Fexibility.

Quauty ControL Test For Russer Ciosures
(M Resideue on Evaporation
@ pH of Aqueous Exract
® Staility Test
@ Fruﬁmm!ahbn Test
© Sdf - sealabiliy Test
© Penetrability Test
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() Resiove On EvaporaTion
® This test checks how much non- wolatle (sold) impusity is left afler
evaParahhg, the sample sol™-

Procedure
o (loswes are washed with 0-2/ wiv anionic surfocunt for S minutes.
o Rinsed with distilled water for S minutes: € frnsfemed in 20c ml solvent
o Adoclaved at 119 -123°C Br 20-30 minutes (Covered with alluminium
fil)
(ooled £ the sol® s Qparaf?d — ths 15 the sample solufion:
Take so ml ofF the PrePa;ed sample sol -
Evaporufe at 10s°C uofil duy
Measure the residue lef-
o Residue should be not more than U mg:

@ PH OF Asueous Baracr

¢ T is the measurement of addity or alkalinty OF the aqueous extract
obtained  fiom ,oadcaﬂ_mg matesial (cosures) fo enswre # does not alter
the PH oF the P*ceuhtul Pmdud’-

Procedure
o Fit Sarnple 2I" Is PrePared same ar menhoned in Tfesidye of euaf)orahbn.
o 20ml of sample is taken € 0-1 ml oF bromomethyl blue s added fo it-
o Sample sl Is frated with 0-01M NaOH Hill colour changes Fom yellow
to blue-
o \Volume oF NaOH conamed should not be more than 0-3 ml .
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3 SRy Tesr
® This tost checks whether the closure 15 free from m:tro-o;gam'sms e
can maintamn slenlrfz/

Procedure

Closues are first stenlized (Cusually by aufndaw‘ng,]

Then they are ploced in stexile culture media

The media &5 incubated for a specn’-;‘c time (ua:am{ a faw dayS)
Obgerve for any microbial ?Duﬂh Chrhdﬁq/ cloudiness)

Ne turbidiy —> Test pass

@ FragMENTATION TEST
o This fest checks whether rubber dosures release small Pauh‘des (Fiy?'nerrb)
when plerced by a needle-

Procedure
o Tlake 12 vials with about Yml water € dose them with dosures.
® KeeP them for 16 hours.
o Fferce each dosure Ltsmg_ d hl,rPOd@Tm'C needle-
o Inect {mL waler € remove 1ml air.
o Repect ths 4 times (usimg a nhew needle each fime)-
Fiter the wafer usa'ng_ a 0S4m Fler.
o (unt the mbber Fagﬂmt on the RHfer.

LimiTs
® Not more than 10 fiagments (for birty! rubber)
® Not more than S ﬁaﬂmen‘ls ( others)
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SELr - Seansury TesT
T s o test used fo chek whether o dasue can pseal 1tef offer
reFeaw‘ed needle Puncfums wrthout leal:age-

Procedure

Toke 10 vidls 2 Il them with wates Crominal volume)

Close them with the closures:

Pierce each closure 10 fime ot diffeent sites usug_ G thodezsm«'c

needle-

Twmere the wals in 01/ wiv mefht/lene blue sol” under pressure
kee’) them Immersed Ror 30 minutes

Remove € wash the vidls , then check f eniry of dye inside
No blue clour inside the vials — Test pass.

PenerraBiLTy TEST
T 5 atest used o megsure the e rqured for a hyPodeumn‘c
nedle o penetrate (plere) a dosure-

Procedure

Fix the cosure on q val < Plaae # in a Pemnﬂ_ machine-

A thodezsm{c needle Is Posfhbned above the dasure:

The machine pushes the needle Hmug_h the dosufe at a constat speed -
The force miw?ad to piece the dosure is measured £ recorded-
The force should be within sPea‘ﬁ‘ed limts Otherwise needle @n

qet damaﬂed
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Seconoary PackacinG

® Secondan/ Packaﬂfn Is the outer f)acka na  That bolds one or
more Pzﬂ‘man, contauners ( Iike bottles, blister Pach, vials)
o T is nat diedly in confack of the dmg Produd'-

FuncTions
o Povides additional profection from Phqg'cal darm«j;
5 HelPs in 3rouPin3 2 handling oF Pmducts-
o Povides labeling. 2 infismation Cbmndfng_, inshructions , batch no, expiry)

o Tmproves 'hnns’mfahbn £ sh)raa,e

Materias For  SENDARY  PACKAGING

The most commonly used matesials for saundanl Packa?l‘ng_s are :
® PaPEr £ Boords
@ Cartons
©) (omugated Fiberboard
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Quauv ConTroL TesT For SecoNDARY PRckAGING

® @rammage

Thickness

Moistue Content

Folding Endurance

BufS‘hhg Strength

Wates Hbsorphbn / (obb's Test
Tear Resistant Test

Punclure Reastant Test

Box compressipn Test
DraP teut

REPOOOO6 @

@ GraMMAGE

* T measues the weight of paper per unit area (GSM)-
e Indicates sfrengm‘h £ q_ualﬁy of papes:

® H;gh GSM— papes; low GsM —> Weaok papes

o (alalated by we?h:‘nﬂ a known areq samPle-

® Tkness .

® Tt measures the thickness of paper o board-
o Affeds sfreng:rb , sliffhess £ Pm‘nﬁhﬁl qualty-
o Unifosm thickness ensures ﬂood Packagu‘ng-

o Measurd usfng_ a micometes- saew gavge.
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® _Mosnre (NTENT

® T delermines the amount of wafer present in paper
® ngh moisture weakens paper € (ause dama3,e~

o low moisture makes paper brite-

(dalated by dn/fn? R weghmg difference -

@ Fowine Enourence

® B shows how many times paper can be folded wthout bmakfng-
® TIndicates Rexibility £ durability.

° l-mr)orfwrf fr carons € labés-

o Measured using Fbldr'n? endurance testes-

5) Bursing STRENGTH

® T measures resistane of paper fo bursh'ng, under pressure-
o Hrgh Value means shon3 paper:

° ﬁnporhnf‘ for Packagfn% sul%h,-

o Measured using bwshh? shength tester:

® Wamer Assoremon Test

® B measures how much water is absorbed by paper-
2 H%{b absorph'on reduces - strength-

Low absorption 8fves better Profedfon-

Detexmined by wa‘ghf difference  after water exposure:
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@ Terr Resistance Test

Tt measures Rce required to fear the paper
H'ﬂh resstane  means sm‘mnﬁ matenal-
:Dn')orfan! for handlmg £ ﬁm\sPou‘f'-
Measured usmg_ tear testes:

Funcrure  Resistance Test

B cheds resistant aﬂ,whsf sharP object Perelmh'on-
Frevent  damage duw‘n?, trancport-

ngh walue means better Pmredfan-

Measured b:/ QFPIV’hg- fore with a Probe-

Box (oMpressioN TesT

T mensures how mudy load a box wn withstand before llapsing-

IFnPoﬁwﬂ for dusing sfomge
Hgb prevavg damage
Measured urrng_ compression machine-

Drop Tesr

B evaluates Padca safety when dmﬁaed from he?rhf’
Simulates real handhnﬂ_ condtions -

Checks dama.jf af (owners, edgas 2 surices-

Used to ensure Producf Pavtechbn-
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® Giood Laboratony Bactices (GILP) are set of mles 2 gmideh'ncs
that ensue the quality . reliability £ ioleﬂm’rq of Non- clinical

labombn, studyes.

o (P belf)g in ma:‘nfnimhﬂ ProPea' documentation,, safety % standard
procedures duzrr‘ng, euPezsimenfs-

o T s esPerlaHV rmPodwrl' fr studies rlated 1o drug_ safety , toxicty
‘}esh‘ng_ £ mgulcdvrq submissions duufng Non - clinical  tnals-

Osgectives OF GLP
® To ensure hl?}l -Qualiy £ rliable data Fom laborafnn/ studies:
To maintoun  consistency <€ rePraducﬁbilﬁg of expesimental  resulis.-
To Pruwi:ie propey documentation € fraceab:‘my of all aclivhes -
To ensure saRty of persomel £ envirenment-
To avoid ,emors, fraud € data mniPulahbn-

To meet mﬁulabnf recl_wiemerrts Rr aFvaal of drua_s-
To increase Gilobal afceFfunce-

GieneraL  Prowvisions
0) Olﬁanfzahbn £ Managemam’r
@ Fersonnel
@ facilities
@ Eq_ufpmmfs
® Test 2 (onil Articles
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M OreaNizATION € MANAGEMENT
® The labomfmf should have o clear arBaniéairbnal straclure  with

defined mles € respomgbihh‘er.
o 1 includes:

Q) Swoy DIRECTOR

@ 6+ud1/ direclor s the main person recpansible for the whole study-
e He/She ensures that the study 15 done arco'rdfn_cj to GLP miles.
o Apprves the shdy plan € final re’xa'l'-

® Responsible fr accuraay € reliability of data-

b MANAGEMENT

@ Manaaemenf" Prow'des resoures, shff 2 fucilfes:

] Tﬁey ensure that the lab Follow GLP ﬂul'delfnes~

e Appoints q_uah'ﬁ'ed Persvnnel £ Sfudy Directsis-

o Responsible for mamfaimhg proper woﬁla‘ng, environment-

9 BA Unmr

® QA unt cheds that all work 15 done accondmg to GLP-
o Bisan independent team.

o Pefoxms inspection € audits regtt!aafff-
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@ _PersonneL

® All shff should be qualified, troined &£ PxPeﬁenCEd'

® Personnel mudt have dear rles £ ra])mmbiliﬁes-

w Peﬂular -lrm‘nmg programs should be conducted.

o Stff must Pllow SOPs, ProPer bqg_f'ene € safety measures:
o Rewrds of +rufm'ng £ work muwst be maintuined-

® Faciumes
e A qood labomfon/ must have i%llown‘ng“ faalities -

@ GeneraL FAGUTES

o |lob should be dean, well myamzed £ me'ai‘l desr‘gned-

o Eiwug_b space should be availgble to avoid mix -ups:

° H‘oPer hghhhﬂ . ventilahbn € cleanliness must be maintained-

b Tesine Facumes

o There musl'besepmafe areas fir different Hypes opfegﬁng_.
o Pevert confamination € emors

® Tém[oercrium 2 humielity should be confrolled-

0 WastEe DisposaL

® TThere muwst be proper system for safe drsPosal of waxte
o Hozardous waste should be hondled careﬁuﬂq-

o Pllow envionmental € suFehf rules.
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d) PAnimAL (Are FAaumes

Animals shauld be ke’o’r in dean € safe environment-
Phuper food , water € care should be given-

o Conditions like femPemium £ hqﬂl‘ene should be maistined-
o FEthical nles for animal handlm% must be fllowed-

@ EavipMents

o Ech'Fmenf should be suioble for its use-

Regu!ar calibration € validaon muxt be done:
quwpmmf should be deaned € mantained popesly-
SO0Ps should be available fBr OPemh‘on of each qmpmen#
EmHvi ecl_uijerrl- should be labeled £ not used:

o Reords of use, sfura&e £ drsPosal must be maintoined -

® Test £ (onTROL ARTICLES

o Test £ (oniol Arices should be labelled properly

o labomtory should maintain records of name, batch, € purity info¥matign-
¢ Ezcnih, must shre arhides under process: - conditions:

o Personnel should handle substances .flccmdfl':(gr to sof.

o Staff should check stabilty & unifssmity of articles-

o Record of uses, stomge & disposal st be maintained-
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Now - Cunicar LasoraTory
Stupies

e Non - cinical Iaborahn, studies are labomfvn/ expm‘mmfnl in which
saientist evaluates the saﬁ-h, £ effechiveness of new dug substances
b‘! +ed|‘n? # on animals , cells ox hssues before usmg_ # on humans.

o T s done before Climecal trals:
o B is smehf known as ‘ Non-Cinical Trals'.

I Protoco For Non CunicaL STupies

® A prlocol is a writen 4 approved plan that descibes how we’ll
conduct a non-clinical  laboratory shudies
e [ hdps encure acuragy saﬁzh, £ GLP (omlence-

(ontents OF PromcoL
o Tdentification
o lifle £ ﬂnPose
o Names € Address
Nome of' study direclor & Persnnnel
HoPased datex
Awstification ofdr selection of the test system
Desrrfpﬁon ofF the text syslem
@ Expeafmenfnl des:'gn
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() IoenTiRCATION
o Foh shdy is aas*tgned a  unigue profocol number or (ode-
e I} helPQ In h‘ackfng, documentation € record keePiqg.

@ Tme € Purrose
o il cle:zrjv defines the dudqf CEﬁ-f acute 'Pﬂxf(m{ of dru% X)-

° HJrPUSE ea(le'ns whv the study is conducted-
o Etamfﬂe: To evaluate sal%»h, or toxic effeds of dru&s-

(3) NaME € Apogess

¢ Name € Address of sponser  and teat site must be rewrded for
accountability € Traceability -

= Sponsor: Orgam'zahbn Rmdina_ the study

= Test stte: uhere the siudlf is conducted-

@ Nave OF Swoy DiREcoR ¢ PERSONNEL

¢ éfudl{ direcor is overall responsfble for the Sfudlf-

o Pesonnel includes other shaff such as Technicians , saentists
o Ther mles € resPong‘bflrﬁes muwst be defined clearly—

() Proposen Demes
e Glat date € exPede (omPleh'on date mut be mentoned -

o Tt helps in" planning £ mon'rfoafng_ process.
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© Jusnpcamon Fer SEtEcon O TeST System

® Ex’:lams why a Pa!ﬁtular animal sPea&c , Oman or cell line is seleded-
° Ecample: Rafs choosen due 1o sr'milaur}y in mefabolism with humans-

(1) Deswieion OF Test_SusieM

o I} contains detniled thfosmation about:

= Spenies / shrauin

- Age

- Weight

- Sex

— Health condition

o T emures unfismity € repoductibility of reuts.

8) ExperiMentAL_Desian

o This i5 the most impovlant part of the meotol-

e T} indudes:

= Number of qroups (control € Hreated)

~ Dose levels € ﬁecluem/

- Rovks of administation (oml, IV, ekc)

= Durtion of study

~ Parameters fo be observed ( tomiity, behaviour, biochemical fexts)
o Tt ensures systematic € sdentific exearion of the study-
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 Recoros € ReporTs

RecorDs

® Rewords refer fo all ﬂng,lhal data € documentation gaaaaled dum‘ng the
conduct of a non- clinical - laborotory sludg,.

® These indude the study Pmbcu] raw ddta, observations , tost resutls £
infrument oulp:is-

e Al rcords mut be acwurde, mmPIefe I's s."gnEd by fesponsible pesonnel-

o Any comedion made in the rards should not erme aaf'ﬂjnaf datn €

propesly  Jusified-

OMRAGE &£ RETRIEVAL

* Al rods must be Sefure’(f stored £ archived afler the -:omFiehbn
of the s!udy-

o PmPer sfomge condtion should be maintained 1o vaerﬁ loss, damage
oy unauthovized access-

o FKeod muwst be refained Fr a st‘ﬁ’ed Perfod o per mgu!ahq
requirements:

Repogrs

e A final shudy report must be PrePared at the end of each non- dinical
laboruttory - study-

o The rePoaf should Prwfde a ccmplefe € acurate destriphon of study-

o I generally  indudes :

Tile € objective of the sludf

Details oF fest substances

- Descn'Pﬁbn oF methods € Proredurt’s

= Resulls & their infevpsetation

(ondusion oF the A+ud|f-
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e The rePoa‘f must be s’g_nafl by the qud(f Director, Conﬁ'aminﬁ the
validity € ntegrty of “the study-

Dissvruricaton OF TesninG  FACILITIES

s Drsc,fmliﬁ'(uhbn means a ﬁh’ng_ fadldy is not allowed 1o conduct non-
dinical studies due 1o non- comPliance with GILP-

® Reasons for Dfsq_uahﬁ‘cahbn indudes :

- Failure fo follow GLP principles

-  Submissipn of fdlse or maniPulafed data

-~ Poor reord keeping

- lack of proper Rucilihes ox trained staff

- Pepeafed non - mmph‘ance duw‘ng, i‘ncpedbns

Procepure Of DisquALIFICATION

® The regulafurq authowity conducts  inspections o evaluate compliance-

o TF significant defiiendes are identified :

= The ag(ﬂﬂy is issued a notice desmbing the non - compliance -

= An oppostunity is meded f foke Comective adions.

- TF the F?Jrflrh, Rils o address the Issues salisfuckory , f may be
fsmally dl'sqg,laliﬁ'ed-
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ReinsSTATEMENT

A dis qualified Em‘lr‘}y may be reinctated only afer:
Rkﬁﬁ/l'ng_ all dehciences

Demsiraﬁn? il (omf)lrame with GILP standards-
Suaessful re- |'nsPerhm by the regulafm), authaity
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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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