
D. SAnTY IVAWATOIl RISK ASSI$SMINT

JaRYiftialthe pIOpfieWy...., C..... tIae)lriluqCOMaJllraiIM w.e.... to look·
am. artiJIOlIOUllCklib~ wi1Ii CJtrIM1, CitnIceI, ...TJUaIl. Ad4itiou1Iy, DM!TS iI
~widl... ,.,OIId"""CODfi"""
AcJditieNIly,DMBTS~·~"'to"''''''''''''''''''''''
ID tIiiI..., w._eoafimw&i- dIat..JIhI"OIId ooakIbe coafuIId witlllJlY of..
~ Howover._ ia pcltldtbo
~JRPI:ictary- uAtaraal ~.,..11 ~ Ib1cty""'a"1M name..A..... Ataraulud A1raUl ..JM*Idje1Jy look siIDiJar.1M CUIRIIdy
......U.s. product AtInx. DoIpiW dIiI fiwJinr. AtaIa wu JI8t 1UrtMr .m.w.ct clue to • lick of
~ look-alike 1DCl1OVlld.... I'iJIti1aritia·witb CenuI, ia lMitioIIte cilfeNatiaM.
pRNIuot~suchu""product"'"UMIi-..tor.,~.f""""""
lWtIof~ fora. The msjorityo'..................lltdIphonatic
variA••'''' ,...,... CctnuI.

.. CiUuIJ wu~ to haw lookaclw_,.aimilIIi1ia to -.
Ctaaal. CitrMalilthe brud...of e ..,." liDI.
1'hIliM ofCinealpcoduc1aineNdll CitNctlHO Citnlcal250 IDI +])tIP.
Ci1rtctl31S..+D CIPleta. IDIICitNeal PJu wi1h~1101* Bleh procNot ia_
..COIdaiM d eM.. wry _ ClbCtlit iDcIieaW 1br tht .......
ofo.~ · .." .............ual~
..... 'I'M doN ill to 2 (orClP1*) twice dIily.

CitNealud CIlnXAl·sbuo·..., ("Cit•..It.,.. "eel j ia.... fim aylJabJo .....
... two ..... (A. L) ill..Jut ayIlAle. wllioh 1IIelook-eJik._1GUIid-
tliM~.......two AdditioMDy, Mdt__ com.iatbNt I)iIIUIaa
........... AIdIoupthe till cIiffeRDa sidt·1ottIr
("eleva. -Xjama - - ~·(...·..,.
HIew).

Wl\.~
raA:~J

It itDOt _ ..to1M,....,..wn.. " ••n for Oftl'-tha~ pzoductI
.....CiCRc8I ...........-..11 .~ ifdlia ,.Im'" fer me"'"
............ twoplOClucll will "milli",ind'" 8J4IOleodil-
......Uly-.an.... I'Ii...,C Par'" ,1t, ..Wli'icJu f
Ciaal for C ( -B\IIl ......
(..... ""UO V t' , oai If .
..............._ ciltWWWhtve .. caD_
............i POll ...
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............. tromsimileritioa iaYolYinldail...pair. ' ....... tile two'"
pIOCIluotIhavo • ditftmat lOll. of iIRtioD (-.By YI. tDpicaI appIicaaioD..eM ear
caMI). AddRicJDaUy,. preIOri1Der aD otic pnMtuctwiD...u,..... tile....
-<.) _ all...by UIO of.Latia.......,.. (MAr, "AD"' .. "AU") ira tM cJiRetioM for
UIO. Tbe iDeluaioa of1bi.IdiditicJMl·~ _ ..__Jay dea......pol. nlW for
...COD6IIicm between Citrucel_ COtIuaI.~.....__ prochJct
~..yhelpto~_two"""1"hq"''''''''­
(14" VI. 164__'or 245 ..................), ....of...... (oIaJaaic va.
MUte), iDdiGatioll for UIe (COIIIIipatiaava. otic iIIfecfiea),"of~(cnlIy VI.
topical applica&ioft iDto the lit__>. fonnuJa&ioD (powder or lab VI. otic
IOlvei_), 40aiq uaitI (tablet or tab VI. vial), JRIOriptieD...
(~VI.praeripdoa). 0YeIaD, difInac ~ and,.....
ehaRctldldes bItw..........."''''JlR)C1ucteJllRetlrRldc• ..,.in;._ tM
potIatiialfor JDCDdift&ioa __betw-. the two.....

e. TJUaUmay limiIarte Cetaualw_ TRlXaU .iDdiD... for of
YIriOUI ,..-.,..·rJwant T avaiII1tJo.' 7.S.
10 IS JIll.. 1'be endi8p of IiJaiIar(MaIr VI. MaIj",
........... siaUlarpNCOdi......, (MT "VI. •••"tauj whicb..
.."..,~to""'"·lit.~of" ,.. Howtftr,"
..ayIIabIe ofCteraul aivea flo acliltiMt__..fie T...n. Alto,
Me_TNUII iI.."ued iIlmuhiple (S .... 7.S -.10.,...U JIII), •

. III...... wCNld .... to beindice&ecl.·.,.,.UriptiClll prior til aDd .,,".iDathe
ma4ieatieII, __CetIUaI, w..iI avaiJUII ia ClIIIy.._ (0'-). 1'JIua, tile
....Dty·of _T..,.. wiD..., ..di .....
.....v., TNuU 1114c.a.athlve.., LCi Il •
...oft'Natllllld (...VI. __), f'IOduct (S 7.5.. 10 _1'..
VI. O.2%>,~forUII(..., _ VL ),......,of (dai17, ....,Qf..~ VI. twice daily). fGUt80' (CiRlIy VI. topicalapplicatiGe..tile _ CIMl,,--. ( VI.

vial)," cIoIap loi'Im&IatioII(1abJet va. otic....)••YeIl ....
..w ..............e~DMlTSWiev __ -c. "
.....e.traul~wi1h,..........I .,.·..., n.ttor
...............TNUUIILIlCetNuL

20 __0".'"Lew DeatityPo",*,. (LDPB) C .......

DMI1'S iI----.t dLat tbepaclrqina ole-... iaW .., to .......
...· rilkofWlOJllRNteof i wida pRMtucL •
mdIaced"~ Ii wd ...
......tc witIt oI ",,,," oar
........haY8~ly twopi.I ( 2
.... t)wJUJe ialow......,JG1>..,.. (LDJB) ~

......witIl dna (...''''3,.9).

a
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I""'''''Pi.,.. 2. CodiIporin Otic -...,itee..".......

A~,-')RductaplCkapd iIILDn,... viall may be more euiIyeodIaecI·with
one ..... liMo few havet cfiItiftp....ehlJut8rilticl tIIditioIIIUy utilized 011 mecIica1ioa
........,.,.,lUoIs, eo1., •. (... ' ...4 ..low).~ the
......" 41eUtmI&011 WPH viall ia often diftiwlt· to 10ICI ifDDt m.pble. AIdMJuah
the...f.t d1.......1UtI iDfoIJDa1ioD~...........JnduetCOIl._'" tty the vo'" compoacldl ofthe ,.,.1aMl, itaIIo oppomuUty for
mecIica1ioa--. The fact Chat .... vila..difficult to.. ia • CODHrIl tIaat hal...voiGed
by.......P*titioMn. patieAta, _-.pva. Iv. if..p1utie ........ iDdividtJa1Iy
foil..wrapped_" foil COBtaiIII.u.au.J such....,...._..1tIa&fh.
thoro ia • .-ato be tho JRb1lm of 1ooNly__p1IItic...... tIaat IndiftieulttG
._-..,.... 1'Ilut, tG aitt iaJRY 1IIOCiated·with..Dieof.pnMIuct,
DMB'rS _OM .!iII that IpCl)JIIOl f.01IIWIr III altaMtWopte.....eoaftpraticm for C.......

JIL LAULING, PACKAGING, AND SAnTY ULATD 1SIl1U:

IJUbo...ot iMr1abtll, ofCotraul.:oMETS .
focuI OIl safety to JIOIII" 11iGa JIowmrr.copia of 1iDa'
W_pnMdedialttMk_ __y..· dII tIM...., ....
n.rofoio, DMITS if ..,...., _10 the eo1ollUtilizedOll tholabola
-1UeJiDI. ,.. GCIpiIa of reviMlIlaHIt lid ill color_ reffocti... of..
,..lIIda&ioadlat wiI....aty -lIIa""".~.MditicIIaIJy.'"
Wonutioaia· Wpoueh JU Ior ..
He..... , torw ,....Wonutioafer ..it avai1aIJle.

.U.,.review of white laboltad DMlTSbu idtaItiW·tIat folJowiaa ....



A. GIN!lAL COMMENTS

1. OMITS _lamed tbIoappOlt-......RpOItI of00IIfua8l withW,. ,.JraainI, that
die _boIIedIaboued is dit&cvJt. lad 0Ja NIDOWd-flam.. foil overwrap.
M1JIlip1e vilis in foil wrap IeIId itIolf.RIBOval or.....aIao JeaibiIitY
of61 .ilovanvtap itlll! ThIll, we..IJIllmlil4 vial. iDcIMduaDy ow tID
m·.....Jeaibilityofthe pnKIuct..._ .........

2. DMBTSdoaDOt~" tile oftbec cloMn.,.... ror _
~producta. hat-mart ccmAtIioIthal fivm" m.pll ......
JaM1IIIahliD&of_P,. iD LDPI .... We bav. aIao.....aeroa pzoduct
1..(•••• cnJ. JNlmoMry. aDd opbchahnic). 1'1auI. to ram..this ccmAIIiea we
,.. DOt...tlailpaebaiDl~for otic 10.....

3. To blip the conect RMIteot~ l'8YiIe to RId"01'lC" (i.e.. aD apitaI
leUea) the of........._"For ill..aly". AdditicMUy. .-1u4e.pictoriIl of.. ear (III ' ' below) to miA ~ofdlil
• prepumioIl_ the. or by iitJaa1atie&

11(4)" ,

;"-i.:.~,.;~:~,e~".·."'.:I·:~' ...:)
" ~MC ";':,:>: >j:_......_-....

_=:r~~,..~... :,"

,..... l<Ci... HC CiJ'I'IC __~...with.

1aIp.~".-."prinIcipel~."".
:····:7~:·'·~~~·,.:··· ,,' - ' ' . .:.:-: ... :,;

T~:·'~OfcJ~de"".,~~~~;~~~":iabI'"

s. • .. iDIeIt ...... tilt ccrtsiner it NfenlI'to. .. -=-- "widIia DISCJUPT1ON.
c:- 'widlia INFOItMATION FOR PATIIHTS. .. , NidUft

OOsAGBAND ADMDG$'1'RATION. ad..:.. __ j widIiD HOW SUPPLIID.
AdcJitioDId1y.iII die ..poucIl tilt '*"'_ia ------=--

, _ ; To..: "Illy
thraupout iDato c ,$ b.,
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B. POlL POUCH LABLmNG

1. SceCieaadlCO A..1udA-3....A-S.

2. t' _ _ _ _ i to RId.",.... DoItp: See b(4)
,...__,. iDfomaatia.. w. Rfcr)'OU" 21 CFA201.J$ for au.......

3. .. "CoateDts: away flom")lIOChaGt ,.. ia the
.......of.. paaoI.

4. DMRTS 1Cbow.... tbat the foil poudl ......... die ApwrJiI....·triaI .-
aot retlective of"po_ that wiJllCtuIUy be.. ia the marketpJuo. How...,. we that
dlllaWiaait difIcu1t to Rldu a RlIUIt ofthlblack foJlt em foil_ M tmaed Nftn
~__.......<_Pi.- 6 _low). ADlaUI foih_Jd1leutiHzedor
.·wItite· ve laMl,~......- ill ."W to
the foil u...soN'" AI........, the JIG'ICIlIO that tile priatM
.acok:ncJ whieh the ......

Pi.-6. CeIfuaI · ....

s. Thtro.. t8f'tawMeIte' ..- --~ • DMETS b(4)
.......tow........ w

__ . = ...!....of ia~ ·
.......·..~to rucAt1'l1OMS~ )__.....
or ,....__oti JltIDt PUCAt1'l1OMS __
""'4fsa. ,..... of wtliGIl ., -- J. Iftbil
.................· · 1Ia8et, 11 '....UsuI4.........
.........of iaforl LO (i. a,.....~1oat1et).

. A4Ifi1ioBaUy if ..- ~ .......
..................otlfer ....-t
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C. CoUroN LABIUNO

D. INSDT LABIUHG

2. 1')eIa.......o, ,. 'I'M..of......
...iII·tlilajiH""of w 11 DDt ia IlCOGIdIMI with the GIMmINotica
(pap 10) of2804 VIP, wIUcJI Wp -j'riiDi puaMity of.. ita the
., 01 0' 4.
wllQle tIIIU b.1bowa witMuta"zmel poiat tbat is k.Y. MiDi_..Ii0tMI;_. if )IOiBtilllClt..uty.".-.1bepo.. tt'-' ...
.....~ _III ( )-.....
(~).., W o, .........,JiIIM FI 8 8lIieD)'IIII,or~ia 2CJ06N 1

....w.ty0Glllo'1bI1oiat~ror~of (JCAIIO). LaIdy•

...............1M Iuli Safe M.dic (ISMP),_lilt tIIiIiaa--

....p~ _ - .

3. 'UCAUTIONS (IaIaaMtiea far >

......... feJkwriIII ' - ---..--.-.-..-.-..-.-.--------~--

b. • widl21 en.201.$1(1)(2>,,, daI r

.....of ....... ..
..
~ twice«W1y( • dIiIy·I 12 tor ....•AM'" PM) ,. .,.-,.
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S. HOW SUPPIJlIi)

___. =_ am. b(4)
11Ie........ -----:-::-- ------, . --
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I.,...
CeiaHl
CetiaDaI
Cetiaul
CcRiaDal
Cetiaaal
Cetiaral
Cetiaval
Cetiaval
Codav"
Cetiaval
C'-val
Cltiaval
Cetiaval
Cetiaval
CetiMal
Cltiaul
Cetiaul
Cetiaul
C.uauJ
C.-xol
CetraDaJ
C....
CetravaJ
Cetraval
Ceeraul
C....

Outpa t

A.....
Atraxal
Atrual
A1RUI
AtruaJ
AtraUI"
Atraul
Atraul
Atraul
A-.J
C.-w
CeuuaI
cotrauI
CetrauI
CttruaJ
Cotraul

"C...I
C.-...
Cmaxal
C...I
Cetraxal
cotrauI
Ccttraul
Cotrual
Cetraxa1
CetIoul

14·

Voice

Atrual
C.aval
CebUil
Cetraxi]
Citrlal
Citrual
Citrax-el
Citraxel
Citraxol
Citrao]
CyaueJ
FJetNuI
fortnalil
Protraxil
Satruil

Satruil
Sotruil

Zotruodol
zytnuI
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Todd azoi••
1/10/200' 0):5':40 JIM
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Deai.. Teyer
1/10/200' 04:21:51 1M
DRUG $»ftY 0"'1<3 UVI_

Carel Holcpd,.t
1/10/20N .4:12:3' JIM
.. SAPm GPPIe. uvt_




