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This dovaseat liscy observations mede mmw;mmmamm Thay e apoctions!

J datsrmiostion regaeding yose commplimsce. If vou have an objsation septrding wn
MuWMNWQWMMwWhanMMMMﬁ:Mw
aetioa with the FDA ruptvesntatieals) during die inspuction of subesis this ifbemation 3o FIDA at the addewes sbove, If you have sy
auuntions, plesse couxact FEA i the pheome mombie xed scdress sbova

The chawrwations noled in this Form FLM-#33 are nct an sxhoustive listing of objsctionabie coruditions. Under the law, your
Jirm is responsthie for condecting traernal seffaudits 1o Kiertlfy wxf correct any and sl vioksions of the puality gysctem

SORIND AN WNAPECTION OF YOUR FIRR Wl ORRERVED:

OESERVATION 1

”“uﬁﬁ:uﬂ&&ﬂﬁanﬁﬁhmﬁ?lnédmnﬁbsﬂuhwnﬁuauuﬂﬁeﬂuriﬁﬁ@'ﬂ*‘ﬂﬂ*hﬁt*iﬁwﬁvﬁﬂﬁ

7 MEDICAL DEAVICK REGULATIONS

|

ficaity, s complete design plan nos dook for Re¥éu wi Maisturcloe Multi-Purpose Soiution. 'ﬁuplupwviaén
mmémMmﬁgwmmmepm For sxampie:

b mm Hcations WMM MHMMmWWM For exampie,

) = iy 4 mwﬁ.mww&mw

£} Taaks for dwermining m&ﬁtmin-mnmdﬁnmmmmm susignod {n the design plan mnd
not Hemly establisbed prior to the product lsunch of RaNy wiMolsureloc Muliigurpose Solution. For examyle,

&mmmwmwmmm

ﬂmﬁmmmmw;wmwmmwmﬂmmmm&wmww
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¢ Mr., Thomas H. E 3&!:9:1; VE of srations

Bauvach & {“‘.m Ing 8307 Pelhan R
Gresnville, 8C 29515-3%96 Medicsal Device/Pharmaceuticsl
Manufacturer
401, Producs Dwvslopment Masisgement Procmss.
]
OBRERVATION 2

Mﬁmmwmmmmm

Mwlx.mwmmmwmmmmm me&aﬁgaﬁmm
sddesssnd by the project team before bringing the product 6 the macket. For mample, the ol
hmmum. mmmmmwwwmm e

ORBERVATION 3 |
Daaign reviews ware not parformed st approprists times, following the reviaw scheduls. ﬂ

Spacifically, 1he post-limch prodecs reviesr for the ReNu w' Molstwral.ov Mukti-Purpons Schztion hag not been perforond as
roquired in the Tormaily ssablisied procedures, BL-PRO0B, Project Post Lavnch Review. The review should ocour doring
the first yeur sfter the produce is lsunchad. RaNu w/Moinurel.oc Multi-Purpose Solution was injthily disributed from the
Mminmmm

OBRERVATION 4

An MDR report was not submitted within 30 days of receiving or otherwise becoming sawars of inforrmtion thet ressonably
supawits that « marketed device may Bave caused or contsibuted to 5 death or sarious njury,

Spacificaily, _

8) The firs: fadind to notify the Agency of 35 serious injury of Fosrimm Kerstitis from Singapore’s Misister of
Hawlth in February 2000 relsting to RaNu MoistursLoc Sclution. None of the complains wern reported 1o the
Agency s of April 7, 3008,

b) Corapinint $5105000244 ~ #8 103000245 wers lnfrielly reported 1o the firm s Kerutitis compisings in July 2005, These
eomplaints bave not besa reported 1o the Agsosy ax of May 9, 2006

Lo L
SEE REVERSE
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Muaeh & Lmb Inc 4847 ta%hm R
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¢} Complaint # 5103000012 was inftisity reported as a chemical burn, Dut was ister updated as Kerstitis. The compilsiot has
i oen reported ax an MDR,

OBBERVATIONS
1 A correction or removal, conducted to reduce & risk to deslith posed by a device, was not repostad in writing 1o FDA.

Spacifizally, the fhrm fuiled = report the removai of ReNu Moisturd,oc Mulii-Purpose Sokution fiom the warks in
Singspore sa¢ Hong Kong ie February 2006,

OBSERVATION 6

| A validsted procoss was it revalidatad whes changes oc process devistions eccurred.
1 Ragarding the validation of ReNu wfmammmsﬁmmm
A»?koﬂmn4muamc&wvauwﬂuw\ﬂﬁ&ﬁ%&dﬂlﬂ#lﬂﬁka#h&ﬂnnnﬁnch&ﬁ&@ﬂqxanw-

nﬁwaﬁvﬁmuh&mﬁﬂcp&mm%mﬁmmmm imilar prod
f Win the prodact fo '

willizing )
avold the sppessance of white particles on the letises 'wai 1o 1 the i
Europess: Pharmacopeia clarity test. The validstion deta avalleble shows 1t

of the balk mix tunks sad filting lines,
the Aing process, the hold time study, snd purging ware not re-validated. Chemistry 1eating was Timited to the
for the soaled-up batches of

woneposrding bamches and oo ISP stestiity testing
ReNu wiMoistorwLoc Muki-Purpose Sohution,

validation of the mamfcturing processes.
B) The following devieias are noted in the nittal validasion susdy RN

validation data was acoepted in licu of perfhring & Somplete re-

1. The Pharmacopwis (EP) clarkty text was not paciormed on Lot # 234058 JNRGGGENIANENNGY
) that was uned in the 2003 velidation sudy. mmmmnm:mmmmzr
tes! in 2003,
2. Bacreri s (B/F) testing was not performed for sll validation runs a3 specified in the establishad protocol

run were perforssed; however B/F testiog was performed on only one nus.
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OBOERVATION 7

Provedsre have not been foliowsd to prevest contaminsiion of squipmess or product by certain substances.

Specifially, ) |

Y] in the uppes mix room, peeling paint and ships were observed on agitators focated on the tops of sk
oy s 1he slenoid sbove tank 1 tanks are currently used for te prodistion of coniact e

b) The clening, inspection, #0d sanitizstion of Al tines giNsed in 1he production of I Secaitive Eyes, Bpweon
Cleaner, RaNu w/Moisturs Loc Muli-Purposs Sclution were mxt documaented as per SOP #40.103-19, "Woskly and Monthiy
Claaning snd Inspection of APA’", R the monthly clssning sonducted for the month of Pebrusry 2006,

OBRERVATION 3
Appropeiate procedures have not been defined and documented for somtmiling environments! sonditions.
Specifically,

Tempersrare conditions within the ssepric arae kre ot being documented 1o enmure such conditions ars
eonsisrently within established specifications Caisius.

OBRERVATION §

Complains involving the possible fidlure of a devica to mset wny of its specifications were not kavestigaied whers necessry.
Spwcifieally ap of 31/23/06

LD T
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I 8} The Fussrium Keratitis investigation did not include sterility or blecidal resting for RaNu w/ MoistursLoe Multi-Purpose
Sohution product jous impilcated in complaines racaived from Yong Xoey.

h)ﬂwﬂm!wtmpmmwﬁkyw:m &mmhmmmwmm
I&mmplmmm mm Singapors.

OBSERVATION 10

mﬁmﬂwgmmdw&ﬁmawmwwmmmwﬂmﬁdwmm
daroaga, other sdvens effects.

Specificatly,

&) On 424206 the firm fuiled 10 Jacste » product Sor implicated n » cuscomer complisint, ReNu w! Moistursl.oc Maltl-Prapos
Solution Lou (05058 w Wemifind s Deing part of the current faversory in the fra's validmaed inwetory control
YR

) On 4/24/06 the Srm was umable 16 locate QIS coses SR MotsureLoc Multipurposs Solution, Lot #ATS06S.
£} On $/9/06 the firm was unabls 1o locate (@JJPusies of RalNu MultiPius Muitipurpose Sokution, Lot #GICS061.

ORSERVATION 11
Quality audits were not conductod to varifyy that the quality system is effective in fulfilling your quality system objectives.
Specificaily, I

%) Raview of tha Intecrisl Audit sohedule indicatad that the fire has nor condusied Or sstablished » rowing suditing
of thwir complaint  hanclitg sysmem.

b} The frm dows not Fave procedurss definiag the frequency by which supplier sudits will be conducied.

¢)  The firm has naver suditad the supplier of Y _ , & component used

d) Contsact Isborstories/suppliers used in raw material and finished producs testing have not been sudited at»
' o e

SEE REVERSE
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YO: Mr. Thomes H. gggiitun& VP eof Cperations
¢¢~ﬁyh i lomb Inc 8507 Pelham Rd
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Manafacturer

deftond fiaquency. For exsmple
~Lab A wxs Inat sockited o 13711798
- A wer Ing sudiend o 971 1/01
I addivion, the Ingt bisnnisl sudit of Lal B wss condocted on 137372003,

g 3G sesire thet mix-ops, dunage, or ot adverse effecty 16 produat do e ovour I

Specifically,

8} Mo docamemation, inspection, walis, or chackiin wace saablished or conducted 10 guscanses thes she mrucking
uumzz?aglhﬁﬁmdputhtamm the menufacturing plant to the distribution cemer {5 prosscting
matesinls and ficished peoduct from damags and comamination s specified in SOP #15-006-09, Additiarally, the
rrucking compuany does aot have  cifxate sonral systamn in the mailer 1o monitor tetsperature sotditiona,

b) There sye no procedures indicating the smount of tinse finlshed products ave allowsd o remuin storsd in trallers
bufire finding » locetion in the warchouse for siorsge.

OBRERVATION {3
Appropriate dasign, construcaion, plecement, and inmailation of manufacturing suipment huve not boss snmred,
.\ i .. .
On 3727758 clerr, unswppad product transfie Boses that sve Weed in production were phaerved o dirett contact with o shelving

lna&ap@awb&bavhﬁﬁ»bamta!&ww§cgouéayi%ﬁdﬁtnaadhnnm&.Iheihﬂthuahvnhhnmdhﬂiupnwmuhanm
from somisg is somaet with the manifsctoring room Soor,

CERSERVATION 14

Muigtensoce sctivities, including the date snd individuals performing thoss srtivities, have ot besn doctimentaed,
FINISBED PHARMACKUTICALS

L
SEE REVERAE
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spmnnny,mwmu&mmﬁmMm‘mmwMam:mwummm
the @month interval between June 2005 and March 2006 per SOP # S0-095-08.

| OBSERVATION 18

Written procedures sre not followed for the cleaning snd maintenanca of equipment, including utensils, used in the
manuficture, procaasing, packing or holding of a drug product.

Specifically, - L.
Your established mix tank clesning 40-017 "Clean In plsce S Mix Tanks", require
specific manual cleaning procedures for; include a inute manual rinse at Celsiug, prior to the

atomated CIP cycle. Review of batch recerd documentation snd clsaning cycle records that this manuat rinse is not
being documented.

OBSERVATION 18 _
The written stability program for drug products does not include mesningful and specific test methods.

Specifically,

The current analytical 1est methods for OTC drug products are not stability-indicating 1o demonstrate levals of degradation or
other impurities that may exist in such products.

OBSERVATION 17
Employess are not given training in the particular operstions they perform as part of sheir function

Specifically, f within operations have not participated in in fills, as per
SOP# 90-161 "Validstion of Aseptic Fill Chailenges”, to ensure the operstor remain current relevant established
procedures and cGMPs,

[0 [
SEE REVERSE
OF THIS PAGE 'm' &1“-'1 35‘( 05/15/2006
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Y: My, '!'hom ¥ Tggleton, V@ of opsrstions
S R
Bausch & Lomb Ing 8507 Pel Rd
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MHanulscturar
- |
OBSERVATION 18

Thﬂmwmm procdaction snd peowsss sortrols desiposd ty senare thes the druy products have the
FM sreogth, qualicy, and purity thay purport o are represesed 1o DO

Specifically, there are no spacific sstablishad provcedires for the visual sxaminations of incybmied visls conducted by
microbiologionl tecimicians duriog medis 81 operations,

M
EDA EMPLOYERS' NAMES, TITLES, AND BIGNATURES:

ST
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T0: Mr. Thomas H, Egglston, VP of Operationa

03/22/2006 - 05/15/2006
1051854

Bausch & Lomb Inc 130 Conmerce Ctr
Eafout i u. e TR RPN
Gresnvilie, S5C 29615-5816 Repackager/Relabeler

This document lists chesrvations made by the FDA representative(s) during the inspaction of your facility. They are inspoctional )
observations, and 4o oot represect a Onal Agsacy delormination regerding your mqanm I you have sz objection regarding s
cbeesvation, or have implementad, or plan o Implement, carrective sction in respossac to an cbaervation, you may discuss the objection or
mmumm)mhwummmumAnummummm
questions, please contact PDA at the phone mumbor and addrows sbove.

The ocbsarvations noted in this Form FDA~483 are not an exhaustive listing of objectionabie conditians. Under the iaw, your
Jirm is responsible for conducting internal selfaudits 1o identify and carrect any ond all violatians of the quality system
regudrements.

DURING AN INSPRCTION OF YOUR FIltit WE OBBERVED:

OBSERVATION 1

Procsdures for controlling the storage of product in storage arcas and stock rooms were not estsblished to prevem mix-ups,
damage, other adverse effects.

Specifically, the firm does not monitor the temperature of the storage warchouss st the distribuntion center, although product

Iabeling specifies that products should be stored st room tempersture. For example, ReNu w/ MpistursLoc Multi-Purpose
Solution and ReNu Multipius Muiti-Purposs Solution.

OBSERVATION 2
Procedures have not been documented to prevent contamination of equipment or product by cenain substances.

Specifically, the firm does not have established procedures or practices for cleaning the packaging areas or
Lipment in the distritution center. On 3/22/06 Bomon Coaveaience Packs, Lot # ACS050 were being packaged on Line
Twalve (12) oz ReNu waoianocbﬁ:lﬁ-PwmeohnimtwinpuhwnhZoz RelNu w/ Moistureloc, Lot
6033 was also being packaged on Line i) The packaging equi includm;t!ueqmpmmwmmmboth!inu
wai dirty and dusty. Mdhionﬂly,th-mplnhliumwhnndofd

rm::n: Reported correcied, not verified

7L T T

SER REVERSE 05/15/2006
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