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Spells out triggers for audits of suppliers

Quality Management Network Weekly Bulletin, January 1, 2010
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White paper: ten most common reasons for FDA 483 observations and warning letter citations in medical
device environments

MasterControl Inc.

http://www.mastercontrol.com/white_papers/fda—483/fda—483.html
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SFDA issues requirements for application and acceptance of administrative licensing for cosmetics
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SFDA issues medical device GMP detailed rules and inspection standards for sterile medical devices and
implantable medical devices

http://eng.sfda.gov.cn/cmsweb/webportal /W43879541/A64031362.html

5) B GMP B ER S SV ERESS GMP BEEREHZFH : SFDA

2009 12A30HMHEKRICLNITE SFDA [F, EEEFHEDEREL EREFNE S TIRE
IRDAVN AT LOFEL, EEESE GMP BERIRDAVIDEIEEEMELT, EEKSFERE
FRAZ0tOBEFRMBAICLI=AY, EEERGMPEERIBSLIVEREIEGMP EEEHEHHL
f=. EEEE GMP BERBIL, 13F, 69FNLEHINTEY, 201 1F1A1ELLENT D,
SFDA issues good manufacturing practice for medical devices (interim) and requirements for medical
device GMP inspection (interim)

http://eng.sfda.gov.cn/cmsweb/webportal /W43879541/A64031363.html

6) EEMIREVRIT AT AUL:1SO13485

R—ZA—N—ENRMIBIET 2EEEBRE, DMEETLLA- TLWIEHDBEEDEGER-
TEf, EEMIC—TEEZBHNITEEL, ERIHPEFIZRALECTHIEIEERRLT(X, E
BN EFTORELETDOUELZRIMICHEL—HITHDS, LHOLELDS, ThbDERBERI,
RBEIRDANN AT LATEERIZZEEPLCREITHIDOEFIENELSEFINTNSDFRIEL
TWEITHIE, FIELAHLLREFIC, ADBEICEENRSTEEENH D, 2007 FICHESNIZE
BB DIRFTEIE2,300BRFILEBZTEY, CNDEEF2012FRKETIZ2,850ERILIZET RLFHE
SINTWS, ERENDEBRMBICTINEEDEMIE, REIRCAVMN AT LTRELRIIL,
BEFZELRL, WELE-EREEBIERIL:-ARTRETHILLERIATIVERHLSHLTL
%,

ISO 13485: 2003 : BB ME IR VAV AT LIE, (TREDEHTHY, EEMEIA—H—IZL




STIEHRIFETOEE(|IZL-TILNS,

HRZETOTETIIIRE, ZLOMABNESRATROAVN AT LEIEE T HEMBLELTISO134
85:2003%F AL TS,

IS013485:2003~N& kL, HADENRELEEDRRADREHZHRLMSFETIET I THY,
BERADENSC, DEOHNERICELRETLHIFRITEOTLS,

IS0O13485:2003NEKI(E, MBEIATAVIDREAISIER, 3 HhbHbO1—H—%ERAIZTHIL,
Q)—F—v7, QAR DBE, ATOCRDAREK, OIRTAVD AT LHFEK, ©OBEHE,
DBRIZEDEERE, BLUGHEICFIRELLIBREETLOBRL, RBTHD,
SEEICEATIE ChoDREITHBOMER LA TESLLSITHS, KUIBDIE, ChbH#E
#REL, TET—VIIOVWTEHEBELLZBEZEAMIESILE, BoUVICEETORERIEPIRVEE
TINLDORENDRUTHIBHEFHRPET H2ETHS,

1IS09001:2000& M AR

1980F K FHIZISO (L, ISO9001ELTHONTLWWAERBEMDHWNVREVATLEEDE 1R
FRELED, COREL, GHMLSRETEETILORBEEN-NETHY, FDA D GMP DI
BEBZAINBTEH 1=, LOLENSERERIE, SOHICHMLRENLETHDEE(ERL=.
RIEMICAEEIN-DAIS09001:1994THY, HAKXETEELREI AT LREE(ZLE o1,
FD#IS09001: 1994 % HMEL T, 1IS0O13485: 1996 X RICHENLANBTDEENEESL
1=

1=12L20004E(Z ISO900 1 NEKRETEN =& IS0 (L, IS0O13485: 1996, EEH# %, 1ISO9001:200
OHETHREE AT HINBTDHEAEDIEELFIBLI=,

IS013485: 20034 2EL-LEFE, EREBBOREIRDAVIN AT LIZHTHITHEROEH
ZRAFRSEHAIEN B TH Tz, CD1=0, EREESRICIHELZEHI/EARAEN, ISO9001 DEH
DILTHREBOEHELELTEUITHWNERHNSIE B M EIBRSN Tz, 2003F(ZHLLVISO13485
AT L-RHELLTERESIN-, ZNIE, ISO9001: 2000 EMBE(IZH-TULNEA, MsEL®
A—H—DiEREE, ISO9001 D BEDSHLTHLIRFIZZ THEEREI[ERICIEITEYZIEEH
HAHLEEBRENEELTLV

1S013485: 2003 D #HAA £ KL ISO9001 : 2000 D HHAAAIZHEML-RNETHY, XELLEH
(4281, IRTAVMDEE (ESH), BROIADAV(EGH), BLRER (FE78), 5HA-#7F
-t E (E8H) B E KRR ETH S, 1S013485: 2003 Tld, CORMAMNFERINTEY, B
B, RTRGEEEZMICHELAZOER, BoITHYEDOEMERES (ISO/TS210)AEELT:
ERERICEHEMTEHEINLEREINT-,IS013485:2003D BB IR AVR AT LI, thD<H
AN RTLOLEHL, ELLEENOEMELTELI AL, 2120, FEFEELTEEMIC
BFEMNLEELERDILSICLETNIEESEL,

IS0O13485:2003NHE

IS013485:2003(%, EEMLEETHY, RBEIRCAVMN ATLOEENRESA TS, 2D
VATLTIE, BRTELITHRLEOEHOCI—F—DEUHANEENISESL TV SEREZORBRZR
TEHEYH—ERNRETELILHMBN R T IDENH D, 1S013485(%, EFEMER, ANZEE,
BLIUVEERBRDOINILERETIRETEICHERTES,
ISO13485M2003FHETIRABASIN=C &I, FIEBEERELI-REBEIRD AV AT LNGTA
TREBRRELIZVATLAABITLIZCED B THD, TOCREZERELE-EEL, —EDFH, &
A, BEURDEFHTEAYELIBRENEHDENTES, —F, FIEEERETEHURATAIL,
—EHHAREATLTHY, HAHAWIHRERE, WECTOCREELE, #HELADHINTNEIRT
LEEZBIENTED,

hiE, RERIEDARTOHRLTHS, HERKICBETIAEREORIINEDY, BHiELAZTRE
CTRETEODEENLTY, RERIIFIENTOERBERIZHARATNEZLSCHE>TLENSLTH
b

IS013485:2003NEEKIZITEDL =2 TWAT—ITHY, MR LERERTSUIZKBHIC
FERDEEFETODERICHNDT—IE, HBAVNICSLTIRIZILKIR—UFTEMENSTE
T#H5,18013485: 2003 HE(CHIHAF UV ANETEARMIZYRGTERAVNESIALTLSD
MIIS014971:2007 : EEMER  EREBADURIIRDAVIDIERAITHS,

COXETIE, VRIVZEIR—UTHODFMERIEY—IILEHBIRET HILIIHE- TV, S



¥, ERERERTIIELLZITANOGN TS ETH D COHAMF VAN EFEHTEL, LAL
BHDUVRITEAAVNY—IVERFET DRI, XERBOEAANBERATESINE >N F(TAER
NHAEINEIDNERENERTHL BEEINTILNS,
HROYNERIEN\YFOEINSTIE, HEEEHABEMHLEELT —ITHD, cblETOEX LK
Iz bf,’)fﬁﬁnbnﬁt}u]”nE"?E1ﬁnELnEfig—ét—t—C£??—cgé #*fiELtiznn@D Jl*it i/\J?', 7”dJD
VTR ST DIEEFIERERT N TEMRELTHEARTESRE AL, BEEMBI/A—D—IZL-TEELME
NHY, HBLE-ZLOEEIAHOREKRELLTS,
&&IZ, 1S013485: 2003& 4TI, FEXREDFFEFLIEEREINDOT—TELHOTLVD,
IS0O9001:2000T (&, CHFEDEHMNEEEICEARLTLNSTSD, TOEEMEMNE-EFYEASNT
BY, HBEATOREIRDAVN AT LLEERSIN TS, —74, 1IS013485:2003TlE, Ch
BODEFFEXODI/\‘M PMBEIE TS, ZLDEENINLDELTOEEITIRELTHY, ER&
DEEFRBENITHEELTWSHTH S,
'JZO?*‘/)‘/F
FIZERBALT=EHBY, 1S013485:2003% B AT HILIE, URIIRDAVIETORRANEAHRAL S
EIRY, AN AERBSBREZSCEBREBIIHIDIDOIBEEEA—D—DEEL, BEETSIRI%
HEEHEL, ChBURIZEHEL, M OFIEOENMEEE=F—3 570 REHRET HILITHD,
JRIIXDAVMNE, ENENHIRERIEATLOEELR—EHTHD, MBIV AT LTOHIEMN
EETHAZEEMALIEREVRVICEDNDWTXEIZTIONEFELLV:=OTHS, ZLDIHEE, V)
AOF220EMILIHETES: —DIEREEIZDOVTDIRITHY, £3—DIFEDRRIZELTDY
RAITHS
ZEMEIZTDODVTDIRIIE, EEHDREADPCRET DAREMEINHIBEED)RVESELLTENTT 5,
ZEMEICDODVWTODURVIE, FERELTEELGEFTFLIEIRTHRLEL, B LLBEDRR LGS ATHE
HTRIRTED,
BIR I1SO14971:2007 Tl, YRIRADAVMI2HATERINTILNS, —DIXBEREDHEE
’C%U DI RERLEDHERLIIZTDEENDEERTHD, CDIGE, EEMEIA—I—IIZ
EEEEL, VROfEN, VRAOFHE, VRO, DR SERERBS LU REMAE RELE
I Eé‘d‘/\fd)ﬁ&l BITHEENCHERFETICERIIEREMBFTHLEDY—ILEFE ST,
BELEZERDRIETLKRLEFNIEESE,
YROZENT A, ERIIFERASNIERMNAEZERLTLSNED, FRBPICEALGREENFKET
ATREMEA HEMNEEEL, AIEEMAH DI RV DREELFHELLZTNIELRSE, CORBITIZHKETT,
TEEIZDI)RIEFMITNETH S,
YROEFHET HEZCRZEIE, FTEDURIAARSAVEFEO>TIRYERFT 518, EDOBEIH
BZETOIVENHINEHITIDLENET D, VAVERNLELGREENEE T NIE, ©EEY
AOHIEERIEVRIONEEELTERBURELELANIIVICETERITIARERET HLIITHITARET
Hbd,
wREIC, INODATYTHARTLEEMBTEER EEPRIUVEERDERICEYCNETRET
ETWVEMN IV RO CBRRARELR) R VERMEE5-HIZHEGHABENEINEZEL,
YRGTERAVRERDY AN ERTIEDIBLELHD, VT NDIZETEINOIRATHAERETE:
5, TOCREREIEIRETHS, YRAVIEZEETHS6H, COTOERIL)RIERBIZIR—D
FTHENBETH-T, VURIVETRTHIBRTHZLIEBT LEBLETHELY,
DRI FZDAVME, EQOBEBBIBIA—D—ICHLBERATE, #ERIEA—D—La1——DEAERET
BT, XL, HRICEABEDIRIEERBLYILTEY—ILEHEL, TOENMEFILFELT
BLIE,—A, A—Y—(I, EEEBICEMTIBEOIRINVRATLELTOAKRTIR—IINT
Y, HENRL(CHEATELLIITEHRIISNASFERIZES, ChIF1S013485:2003DH#%E4D
T—ITHY, BEILIN-EEATHRGENICHRE TS EEENT—DODHTH S,
ISO 13485: medical devices and risk management
by A. Troschinetz
Quality Magazine, January 5, 2010
http://www.qualitymag.com/Articles/Feature_Article/BNP_GUID_9-5-2006_A_10000000000000727552

7)FDA BEREBICHELTARDEZLEEIT




20094 12H29RIZFDA &, ARANEBEEZTHRHLI-, COZEEE(L, FDA ORFEERE LERMIT
BEESILFEZTOMAEHABEOHERETOIELNICOVTOEENREIN TS, Chbd
BEEE, CNETITAOA—RMOEREEBRTEEREZBALLIEAHLBEANEENICLTLS,
WEEE, FUSAURBETEATAIEEFTETHY, BALEZIZTT00RILNG25FRILETO
HMHEZEELRRTIRIOETNIEESENENSTNS, IKALITEE, FSZHAHMETHD. EH
DZIWEESLIZEICE, MEMIZEENMASN, RSN, FIEBHENFAESND,
BEEE BEEBOILOYMNI—REFERALTEAZERS I ELH T,

FDA BAREXIMEHK R T, FDABBEZMET I LITEREERTHD . — T RIL, FDABENE
HECHEBELEREL D TERFLEIZDEIDIILWEERT HILFHNERAR T,
LEBEZES-ENCDEEEZIT-0, TOFEHREZELET FDA DILREEREMAOE S
&
IBITFBL KEME Y —EXE, KEBBEY—ERE, KESLUVFIZAXMEOBITE LHEZE
Eo-BIZKDBEHDHLHIEDZETHD,

FDA impersonators threaten public safety
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A view for the next decade
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Used equipment sales on the rise
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Biotech drug approvals spiked in 2009

by J. Carroll
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Biopharmaceutical companies build manufacturing plants in Boston area.

DIA Daily, January 6, 2010
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FDA: Airsep employees lack adequate GMP training

Quality Management News, January 15, 2010

http://www.magnetmail.net/actions/email_ web_version.cfm?recipient_id=140507961&message_id=908657
&user_idc=FDANews_Ma&group_id=212825

18) MU FEIRZEEICHHAEERRESHAREZHRE
2010F1A14BHDMEICENIE, 1VFDAOTATHO—EREEILES BEAEXRRRE
ERREZHREL, EEREXEBEI/IRTISFTERRETCHRNRETEDILIICTEHENILETHSD,
CORMCEEFFARETHE, BIEPORGGRELHIFETEITHIENAREICLL, FRAREORE
SETIEARF6ALGWLL7TALEFERIN TS, CORBFICITERIELENEERL, TEXFEEKT D
ZEITE ELEEREEZDREDOF AMEXZIDOETNIELELLENEDIETHS,

Dedicated 'pharma zone' at IGI
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Oral insulin phase 1 trials begin

BioPharm Bulletin, December 10, 2009
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FDA cites dental syringe maker for numerous GMP violations

Quality Management Network Weekly Bulletin, January 1, 2010
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Cel-Sci validates manufacturing facility

by N. Taylor

Outsourcing Pharma.com., January 13, 2010
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Sample of Nestlé cookie dough has E. coli bacteria

by W. NEUMAN

New York Times, January 13, 2010
http://www.nytimes.com/2010/01/14/business/14nestle.htm|?ref=health
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UK department of health seeks to increase number of generic drugs prescribed.

DIA Daily, January 6, 2010
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The top 12 GMP violations

by G. Miller

Fierce Pharma Manufacturing, November 11, 2009
http://www.fiercepharmamanufacturing.com/special-reports/top—12-gmp-violations
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Scientists could eventually rely upon stem cells for drug testing instead of animals, humans.

DIA Daily, January 6, 2010

27)INAFAEERICETSICH RSTFHARSAVADERLE

200912821 Bt DB IZENIE, FDA [FNAFT0/00—EREZEMRITDTH REFKOR
RARZEBREENEELOT VKSR EERNBRERKR TORXTYIEFHBALIZ ICH DRSTMTARS
12(S6:R1 fIEE)VEHKL, ERZAELTWS, AFSIFDAFRIIRDESYTHS:
http://www.ich.org/LOB/media/MEDIA5784.pdf.

Seeks comment on ICH biologics draft
Washington Drug Letter, Dec. 21, 2009
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F.D.A. to seek new standards on human test data

by B. Meier

The New York Times, December 29, 2009
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Latest guidelines and variation application form published
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Emergence of drug-resistant E. coli strain causes concern
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Investor calls for Genzyme divestments

by Tracy Staton

FiercePharma.com., January 14, 2010
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China Aoxing pharmaceutical company receives GMP re—certification of four drug dosage forms at new
manufacture facility

by W. Zhang

CNN Money.com., December 21, 2009
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Antipsychotic use dropped 19% after warning

by T. Staton
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