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APPROVAL LETTER




ANDA 74-862
JUL 7 1988

AB Generics L.P.
Attention: Mary Ann Traut
100 Connecticut Avenue
Norwalk, CT 06850-3590

Dear Madam:

This is in reference to your abbreviated new drug application
dated February 23, 1996, submitted pursuant to Section 505(j) of
the Federal Food, Drug, and Cosmetic Act, for Morphine Sulfate
Extended-release Tablets, 15 mg, 30 mg and 60 mg.

Reference is also made to your amendments dated March 11, May 8,
December 10, and December 27, 1996; July 1, and December 3, 1997;
and February 17, March 6, March 11, March 30, and June 26, 1998.

We have completed the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recommended in the submitted labeling. Accordingly, the
application is approved. The Division of Bioequivalence has
determined your Morphine Sulfate Extended-release Tablets, 15 mg,
30 mg and 60 mg, to be bioequivalent and, therefore,
therapeutically equivalent to the listed drug (MS Contin®
Tablets, 15 mg, 30 mg, and 60 mg, respectively, of Purdue
Frederick Co.). Your dissolution testing should be incorporated
into the stability and quality control program using the same
method proposed in your application.

Under 21 CFR 314.70, certain changes in the conditions described’ : |
in this abbreviated application require an approved supplemental |
application before the change may be made. 7 ‘

Post-marketing reporting requirements for this abbreviated

application are set forth in 21 CFR 314.80-81 and 314.98. The o 3
Office of Generic Drugs should be advised of any change in the : EEEZIRL A
marketing status of this drug.

We request that you submit, in ‘duplicate, any proposed
advertising or promotional copy which you intend to use in your
initial advertising or promotional campaigns. Please submit all
proposed materials in draft or mock-up form, not final print.
Submit both copies together with a copy of the proposed or final.
printed labeling to the Division of Drug Marketing, Advertising,
and Communications (HFD-40). Please do not use Form FD-2253




(Transmittal of Advertisements and Promotional Labeling for Drugs
for Human Use) for this initial submission.

We call your attention to 21 CFR 314.81(b) (3) which requires that
materials for any subsequent advertising or promotional campaign
be submitted to our Division of Drug Marketing, Advertising, and
Communications (HFD-40) with a completed Form FD-2253 at the time
of their initial use.

Sincer

Douglas L. Spor
Director 7-—7_9‘5,
Office of Generic Drugs -

Center for Drug Evaluation and Research
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MORPHINE SULFATE EXTENDED-RELEASE TABLETS 15 MG

CONTAINER LABEL - BOTTLE OF 100 TABLETS

ARTWORK VERSION A5242

of NDC 60993-00-10 5y 7 108K o
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ABG Laboratories. Inc.




D)/

‘Ju| "saliole40qeT] DHEY

£

|

OIE00C'Y ON Wemg ‘B

'(4,98-66) 0,08-51
JOUIBIUCO

weistsar byl By ‘esuadsiq

injeseduws] Woos PajIoAUCO 18 9015

Jll

0L-106-66609
B N Sl S veponmioqn) oaY
"MBYD JO ST J0U 0 ‘8joym
S181GE) MO|[BMS "einjBJe)] Buiquoseid
Buiduedwoooe peey :eBesop rensn

il

_6
oy

EVZSVY NOISUIA HOMLYY
$1379v1 00} 40 3111049 - 138V Y3ANIVLINOD

OW 0€ S13719V1 3SVITIH-AIANILX3 31V4INS INIHJHIONW




au ‘SBUOIEIOQEj [a}=1+4

W
o— 19eL 001 HHHE
S = Bussuedsip I;da gg ;‘_’,gg
————— uogney ~§8 TRozsg
0 —— oqi ;882 F3:&8
- 5"“"‘M fegs S28%
ST 738 5§2¢
N z g ?.;’3 o
—— s wo9 i 3 Esgd
T ﬂamaseaﬁampuavq 3 82353
—— § 278
o R e IEjng Bullﬁm 2 gé-
o0al 4 il or-zosese0s0an ¢ :

YP2ZSV NOISAUIA MAOMLYY
$13718V.1 00} 40 31LLOY - T38V1 ¥INIVINOD

O 09 S1318V.1 ASVITFI-AIAANILXE 31V4TINS INIHJHOW




eed

aappe 39npoud ABUS JOY0J[E pUe SsdzyInbues
‘sauizenpouayd ‘sonasaue |esausb ‘sogoudAy
10 sangepas Buipnjoul sjuessaidap waiss
SNOAJIU [RALAD JAYI0 JO 3SN JUBYIOIUOD auL
(SONINWYM 333) suolseia) brug
“AiBuipioooe
P3ipuey 8Q PINOYS pUB PasNqe aq 0} umowy
SOrup J0 $SEI2 € JO 3UO S 3urydow ‘ares AJaA
$I ured J0 Wawnean ay) u pasn auwydiow o}
{LuoRowppe, ) aouapuadap [E0IBaIOU2ASd M 9
)y anunuodsp Ajdnige
uey) jayiel ‘asop auydiow ay) sadey o) ajeud
-0u0de aq Aew U ‘Adesay) j0 uoyaidwod uodn ‘g
“asn Brup Jaio pue saisabieue
Buipsebas paynsuod ag pinoys ueisdyd e
“ueubesd awoaaq o} Buwued ae 10 AW03sq
oum [enualod Gutieagpiyd Jo USWOM JOJ b
95N @Iy 10}
pequatasd ase Jo pasn Buiag Ajuaing ae
SUORENPOW UoRduISaAd JAYI0 i PAKNISUOD BG
pinoys ueiisAyd v Inado Aew uoissaidap
SND BuIpn2Ul S13949 IAUpPE I5NRIAQ (529
-TWNDURR ‘spie dads) SleSSudep SN JaLio
10 [O4OE lti UFNE 9Q 10u PiNoyS Buidioy '€
"PAIORLE AiSIaApe jou ae
AJQ IR PAUSHQEISa SI }l QU AYARIR $N0KI0
“UEp WO uleljas pinoys padueyd usdq sey
950D BSOYM O SI2(QE] 3SBARI-PAPUBYD BIENNS
Juiydiow uQ pauels sjudNed ‘{Assuiyoew
Bunesado 'Buwup “B'3) sxse) snopuezey A|jey
-usjod Jo aoueuLIOyad 3y Joj painbas Alijige
189ISALD JO/PUE jRJUAL JBdL ABW BUIAIOW 7
‘uerisAyd Jay Bunns
-U0D INOULM S13|GE) aSEalaI-PAPUIK? aleyins
audIow Jo 350p o abueyd 0} 10w Ing ‘ajend
-3pBy) S| jonuod ured i weiisAyd Jiat) 198}
-U09 0} P33U 3} §0 PASPE 3Q PINOYS SjUaleY
°J0JU00 uied 158q UIEUIEW 0) 9SOP L) Ul
sabuea saunbe. weweBeuew ured ajeydauddy *|
‘ueiisAyd sy Ag suonanujsu) Buimoljo} 3y
U3AI 3G PInoys S191q8) 3SBaJAI-DAPUAIXE Ale)NS
suiyciow Buiniasas siisaged 'aigesiApe Aeoiuya j|
SJUaNed J0f LONELLIO]

“3seasip Joex AJe)ig
0} AUBpuod9s syjjeasoued ANJe yym sjuaged uj
UONED YKM Pasn 3q pINoys aulydious ‘Apeuig
PPQ 10 JalauIyds 3y} JO Wseds asned Aew
1 30us yoes) Auelig ay) jo Aiebuns ofliapun o}
J0qe siwaged Ul UOWTED yIm PasN 8q PIoYS
QUIYAIOW "SIPIOSIP BAISINALOD Y Sjualled il
SUOISINALGY Bunsaasd ajeaedbe Aew auiydiow

“SUOIIPUOI [RUILLOPE AINJE UM Sjualed Ul 300D
[ROIUS 40 SISOUBEIP Ay} 3iNasqo Aew 'soisabieue
ploido (fe x| ‘BUIyAIOW JO LORBASIIWPE By}
‘MOjf[ems 0} Appgeur
I ‘SuatLaJ) wnuap !
2:8 Esu_:m [BIQ}RIN 20 28:52: anels
-04d !5150404S0 21x0) ‘BWOI JO UOISS2IDAP SN
‘(oseasig S,UOSIPPY “0a) AQUAAYNSU €910

-
EExlS
-] =
=238
g9 asz

]
=3 ﬂ.mw
g2 e
2 B
g 3=
= N o
[ ]
-4
= B
g =
3 ®
3 2
= 7]
o

3k S1a(qel 358aj3i-papualxa aleyns aulydioy

[esaUa)

(AD010IYWHYHA TYIINITY :08[e 338)
"SNOIINYI38d

(3INIAN3IQ ONY
35N8Y DNYQ 395) “SWOIdwAS [emeIpyIm pUE
dap Alolelidsas Jqixa pue Juapuadap

-uaipe io ‘uonouny

2q osje Aew ploido vo

|eual Jo EucoE__a oeday jo 1 2UBAIS
M 9SOU) pUR PajEINQap Jo Auapie dy) :pasapis

mo_mma_mcm poido Ew_oa 13410 Jo auydiow jo
3sn ay) 0} Adde yey) sajdiouud awes ay) AQ pausa
-A00 3Q PINOYS SI3|B} ASEA(3J-PAPUAXS e)NS
Quiydsows M JUBWIEA) J0; SJUBNEd JO UOIBIAS

“Jualied 8y} 0 SMIEIS [EIIPALI PUE
UORIPUO2 (eJ3uab 3yl i pue AUE J1 '33ues3)0} P10
-1do fo sa1Bap ay) (g ‘[uonBNSIUILIPE JO B)NI Ay}
yim Area Aew sajewnsa Aouajod "g'N| papaau
aucIow 40 3SOP ALY BJBINI(ED O] Pasn ajewwsa A2
-uajod aae|a) 3y Jo ANlIqeNa) 3y} {Z (isiuobejue
-1siuofe paxw o Jsiuobe and e St )i Jayiaym
"f3) Aisnomasd Bunie) uaaq sey waded ay) proida
a4} J0 sansusioeseyd pue ‘Kousjod ‘3sop Aep
ayl {1 0 UAAID 3G PINOYS LOJUBYR 'SIaqe) aSesja
-papuaxe ajeyns auydsow 1o jeasai Buisop
PUE 3SOP [BIILY 3U) }0 UORIBIAS AL O} Jueyiodw
SI Jy} UOHRIBPISUOD AJBA3 aTeIBWNUB O} AIQIS
-sodw Aeajo St ybnouyly ‘aouauadxa Juawiess
sabjeve Joud s juaned ay) junoade o Buiye)
‘Allenpiaipur uaned yoea 1o} uawiBai Butsop ay)
Jsnipe o} [eayu2 si J ‘pioido juajod AUB Yim Sy

(NOILYHLSININGY PUe 39vS0Q
983} "pelenjeAa A|leonewwa)sAs L3ag 10U Sey
|anat ewseld suiydiow v suonenany Jaessd jo
aoueaiubis [eawrd sy “waunbas ypb e uo suoy
-BIMKLLIOY (1O Buisn i ]

Juspuadap AjjeaisAyd siaiow 0} Liog Siueju

(30NION3J30 ONY 3SNEY BN $25) Afen
-pei0 U3XE) J3PUN 3 JSALU | 'AJBSSATAU 5| [EMEID
M 1 'saisabjeue proido 0) axnsodxa pabuojoid
Jaly ‘SWOIBIWAS [eMEIPLIM Ut JInSa) AR asn
pabutaud Jajje aSOP UI UORINPA) UBPPNS € JO
uonessas jdniqy “uied aJaaas ul suared Aue Jo

“salinlul peay yum
saned uf anssald ui S3SeaIoUl JayLny Jo subis
2160j0INAU 3INISQO ABW UOIYM SIOB)3 $3INP
-01d auydioy "2Inssald [EIUBIJRIUL U) 3Se310U)
Bunsixaaid 1o ‘SuoISa| [elueoenul Jayio ‘Anfu)
Peay Jo 33ussaid ai) Ul pajesabibexs Ajpawew
8q Aew ainssasd piny |eulds0iqalad 4o UONBA
-3/3 AIEpii0Das PUB LDNL3IA) BPIXOIP LIOQUED U)iM
auydiow jo S}oaya wessaidap Aojesdsal syl
2unSSaid [BIRIIRIU| Pasealou] pue Ainful peay

~Jeday0.ajua JOUiLL DS S1 213U} PUE 3G AU U}
pajainxa s1 afefinluoa apiuonaniB ay) Jo uNowe
{ELLS y "3pIL0INING BULCIDLL-E O LOIRIXS [BUaI
SE Auewygd SIRID0 BUCIOW JO UONBUILI Bl}
"LOINDUI 30UBJAI0) JO 81 24) BduaNiul WBILL
SUONERUAIU0Y BuIdIOW POOiq Ul Suoneman|
Dpaonpa! ‘adurexa 504 "euawwouayd Jae J9ae Age
-AI92U03 WBIW UONENUaIUDD Buydiout Wias
Ul uoRenjany) 4o aaibap ay) ‘pury JaUl0 au uQ
(-{abruane-ssq]/[*+g-=+7] se paulap I AL
Buisop © o} UOJENINY) , MOpUIM Junadesauy,
JEI3J03L} 8L} UILYAA PAIBIUED BJOLU S|3A3] POOK]
auydrow deay pnoys reasalu) Suisop sy Buunp
UQNEUASUOI BUILCIOW Ut LOYENnIany) Paonpal e
‘abejueApe [eRuUS}od B Si SiljL “aulydioLL [euanUaA
-U0a Uey) "9 Jaybiy e pUB =4 Jamo| B 'IJRlS
Apeals 1B 3ABY |14 S)2|qE) 3SEa(al-papualxa aleyns
auydiow ‘eAsaiul Buisop pue asop paxy Aue Jo4
*S991J3 ASIIADE PUB JHNadeIay)

U3AMI3Q 0ueleq ay) pue Juaned au) Jo uolen
~[BAQ [BIILIO JO SISBQ 34} UC Pajeyl 3G JSNL pue
U3s04D 3q pinoys audiow jo saBesoq senpin
-ipui aneu-pioido o) asop ajendeidde ay) uey)
()a1pa16 J0) Jealb se sawn 5~0) 8q Aew sjuaned
WeI3|0}-PI0Ido Ul S0P 3AIBYA Al “auiydiow jo
350 [BAILI2 3Y) 0} 3pING e Se |jasn Ajjesauall jou
1€ PUE SI0128] JO AlgLIeA apiw e AQ paousnjui asp

“eaude Jo wiod ) 0} 159) Aem
-1ie Buiseaiou Aisnoauelmuis apum aaup A1o)
-e|0sa) asealoap Aew suiydiow jo sasop aanad
éoE _m__m: [ieIE] mEm_Ea yons y| ‘uoissaidap

sjuaned ! Areusway jo ENVERT)

-j0duwy 10 10U S1 J3ASMOY

1eNSAUd “UONBRSIALIDE S_Sae uodn a%;uu

Aew fesAuyd pue

SE lam SE adUesajo] “pasnge Bulag o) enualod e

sey pue aquapuadap Gnip 3anposd ued autydiow
@ouapuadag Bnig

‘SWONOWAS (EmEIpYHIM Alepdidaid Aew jo
103)43 isabjeue ay) 2anpa) Aewl SISABIEUE SILO
-fejuesiuobe paw 'sjusied asay u H1sabieve
1swoBe pioido aund e yym Adesay) jo #sinod e Bu
-AI833) $1.J0 PAAIBTAJ SBY DM Jualed e 0) PaIals)
-UlLIPE 39 L ON pinoys (auiydiouaidng pue joueyd
-loing I ) SOl
[T B O
saisabifeuy piordg
Beruy/siuoby paxyy yim Suoy
“Ynsal ABLU BLIOD JO UOIEDAS
punojod pue uoisua)odAy 'voissadap Aloyidsal
35NB23 (OYOJJR PUE SJaZNDUE) 18I0 'SUIZeI

auydiow J0 8S0p Afep [2RU3PI LB LAUM 220 Jeu}
asny) uey; sjoas| Bwse(d ybnoy semo) pue yead
J3YBIY Uy UNSa) M 3Npalas Buisop Inoy ziLb
B UO SI3|QR) 3SE3J3)-pIpUaa aleyns auidiows
40 5350p a16us J0 LonesSILILIPE 3y "[BAI3ILI By
~50p © 40 3SIN09 alf} JaA0 AISNONLINUOD aulydiows
3SEQJ0 J0U Op SIB|QR) 3SBaja)-papLIX3 BlB)NS
3UILCIOW Y3ABMOH {, SINBUNOIBLLIBYJ PUE LUIS]|
-0QBI8W, 'ADOICOVINEYHA TYIINING 335) ‘sion
P0J¢ suIydiow JeID aSBAIAI-3JRINALLILY [BUOIUAA
109 UBY) 3[NPALIS JUAILIBALLDD BI0LL B UG PaIB}
LD 3 O} i SMO[Z LOTIBINILLID) 3y} JO AINJEU
umuw_e pajloAu02 ay) “asabjeur pioido juaiod
P M JUaWIRAL SNONURUOD SABD (2J9A3S UBL)
2J0w aynba oym sjuaked ut asn Joj papualul

O

-ouayd [e13020 'SINOUDAL J0 S3ALRPSS

Buipniour S1URSSIMAD tUAISAS SNOAJAL (BIHIAD

Jayjo Buiaiadal Ajualnound ale oum sjualied ul

abiesop paonpas Ut pUe LONNED 18310 LM Pasn 3q

pInoys ‘saisadieue poido jie axi| ‘sieuns autydioy
dag SNO J3410 yim sivof

‘aInssald poojq
pue INdING JeIpJes aanpal Jaypny Aew Bnip ay}
£q paonpoid uoRe|IPOSEA DUIS 'XI0LS AJOJEND

PINGYS '$153BIUE PIOIO je a3y ‘SENS u:_cecs_

sjuaned Aicjenque
uoisuajedAy dnejsoyLIo 3onpoid Aeul aielins
auydioly (‘suonoesauy B 'SNOILNYOIY
‘0S[E 335) "SOnAYISaUe te:aual Jo Sauizenylouayd
SB NS SENIP JO LORRASILLIDE UBLNIUCD € J0
‘3LIM0A POOIQ PAIBIGAP & AQ POSILIOIOWOD LIAG
Apeaue sey amnssaid poojq Siy LIBUIBL O} AYjige
ASOUM [BNPIAIPUL UE Ul U0ISUDJ0AY 3)9A3S 8SNED
Aew ‘saisabieue protdo e ay) ajegns swydiow

10343 anISuaodAK

‘eIx0dAY
‘aniasal Aojendssl Ewmma% Kjenueisqns e
Buiey siuaned u pue ‘ajeuowind 109 J0 aSe3sIp
Areuownd 3AIINASGO JMIOA(D Yim Sluaned i
UOHINED BWIBIX3 LIM PISN 3Q PINOYS BLIAION
‘uone(uaa Aeuowind aseasaap Ajsnosabuep
AeW 5350 3NN3URIIY} IBIIPOL UAAT LAYM BIU
-deasadiy Jo exodAy Aq paiuediwadoe suopipuod
WwoJ) Buuayns asoy; n Se jjam se siuaned pajel
4§Gap pue Apap(d ay; ul Apuenbay) Jsows a0
uotssaidap Alojendsay “suonesedaid aulydiow
(B )0 PIBZRY J3143 BU) S} UOISSAI0aP KIQIRAASIY
uoesHISIY paedty)

(ADII0IVWYYHA TYOINIY :0Sje 293)
‘SONINGVM

“snali ouAlesed e Buiaey Jo pajoad

Kau i w a
U3 Sdiysu ﬁ_a_ \68.% auydows ewiseld
“w/BuoZ 01§

Alsjewsxoidde woiy sabues sjuaned jueiatol-uou
10 BWSEd 8U} LI LOGEALIAIUGD NS3B(ELE 3AN0a)a
LNWIUILLI 3U) ‘(1306 U] "SUOKIPUOD AlBIS ADEs)S
J0/PUB LINUQIINDA LONNGUISIP 1B patdadxa aq
'210)218Y) 'UED SHYSUOHE(R) 190)10-UOHENUINI0D
FQEIIPIC PUB 03P IS0 AU "SABUEYD YINS J
$103))3 at)) pue SUONBALAIUOD BudIow Bused U
sabueyo pides uaamaq ‘sisaiaishy 1o ‘awy-Oey e o)
6uipea| ‘siuaw ediiod Jojaaga Adnaoo sioidada;
3JeId0 jey) 15abBNS pue pajelisuowap uaaqg aaey
SAIYSUOIIE[a) ATBH}3-UCHEIUAIU0D Juiyciows ew
-$ejd ‘SeNPIAPUI JURIAO0}-UOU U| '3SOp auydiow
3U) 0} PalB}a) 318 SUOIRAUBIUOY 3uydiow ewise|d
pue S193)J3 21sableve ylog ‘uatled Jenoised Aue vy

sdysuorejay eisabieuy—[andy ewseld

Bugesms pue
saka pa1 “Buiysny 'smunid spnjour Aew uog
-gJIp0SeA [eJ3yduad 10/pUB 3SB[al JUILIEISIY O

13MO] SASOP LM JN2I0 AL SI33)j3 AISSIIAUY
“B|INpaW 3yl By JaJUsd YBNOd ayy uo 19343
192,1p A xalja2 yGnoa ay) sesseidap aulydiow
“UOREILLNS 2214193} O} PUB 'U0ISU3)

3IPIXOIP LOGIED Ui SASEAIIU) 0} Si3IUa0 AJojeldsal
WaJs Uresq 3y} JO SS3UBAISUOASE) Ay Ul Loganpal
B S3A|0AU) UOISSaidap Aiojeidsa) O WSIUeYIaW
8y 'S1aJuR) AJOJBAGSA) WAIS UIBJG UO UOGIE 133Up
Aq uotssaidap Aoiendsas saanposd audiop
'$)23})3 91Sabieue |0 LoISSAIdND

3\l U 8{0) # ARd O} AlaX} B8 puE PI0J JeuIdS pue
Ute;q 3y} {noUBNO) PaAIUBPI UBAQ Ay AIAIIE
I-autyaiow yim pue
5J01da0a) 3jeido SN2 119303 IAGMOH 'UMOLMLN
1 UDRIe isalieue ay) JO WSIeYIAW 3s103.d YL
‘(sisAjomue pue

$sauIdaals “9) LONEPaS pue eisabjeue ase auyd
-10WW §0 3NfeA JNNBdeIaY j0 SUONIE ediound ayy
LWAJSAS SNOAIRN jBAUAY

-JOUi aSNeaaq AfeaIuld JueLodwiun aq pinoys it
'PaLLLIO) BYIOGEIBLL YDBA O SJUNOUJE BAYEI) AUl pa
~1231Je B1EJ Jf UBA3 TAADAION 'PALLIIO) SIWOGEIA
SNOURA 3U) jO Sauent aAuera: ayy "Aiqeqoid
‘PUB [0} B4} 0UBNL 10U PINOYS JaA) PUE N6
au o} auwdiow o Aoiap Jo dleJ *310ja1a )
"35RaSIP Ut UBAD Pajeses A(ISEd J0U S pue AL
~10Bded YOIy A13n € Sey WalSAS apiuoinanib oy ]
“UORBASIVIWRE [Bs0 Bumolo)

UoRIIUAOU0D ewSeld 1saybiy syl ui Jussald st
apuunaniB-¢-auydiow ‘asay SuoLe 'SayogEIBL
apuoJnantl o) paliaauoad st auydiow (e Ajeniia
‘sasodind |2ayoesd |ie Jo} 'paleIALBWap St auiyd
~10W JO (%S UL SS3) VOIIRY ([BLwS € yBnoyy
Ww

1S831Q U1 PUNQ) 133q SBY PUE SAURIGIIAL [BIAD
-ejd au} $3ss0J2 DSIE autydiop "IeIq pue uesids
'sBUN) ‘OB jeURSAlUI JBAI| 'SASUPIY '8)ISMW (B)
-2(345 0] PaINGUISIP S1 BUIyAious ‘PACIOSTe O
Juatifedwiod [BAU32 ay) S3YILAL

“sjonposd yd.
Il ©} LOWILIOD BB #0[3q PaQUISEPp m_,a:u al

‘SIINVYNAQOIYIWHYH

asop 1 AUk 0 %0b Soam Ao (sa
pug [[e# N0 ay) U WSYOGEIW 3'r) UHEUI
-Wij3 J(wisAs-2.d Jo asnedag ‘suapesedald [eJo
(RUONUBAUDD WOJ| UBLY AJMOIS 3I0W JBUMBLIOS
10IQe] 3SE3|2;-PapUaIXa Alepns aujydiow woj

o)

10 SaWIk L) PUe S|A3| Pooiq {=+0) WL
PR () WNWIXKRUS AU} JOI)JR FIAIMOY |t U0
-BINWUOJ E 0 ajeJ uondiosge ay| ANgepeAroiq
3|NJOSTE SIS AU} ABY SUOIEBIMWIOY Y] SE
6uQ| oS paJAISILILUPE UCBIMULLOJ [BJO O 2DA) 049
-ads ay) Jo uapuadapul ag [m ($S)) ajeis Apeais
1e auydious JO UOEAUIUOY Poo|q aBeiaae pup
INY 3Y) ‘Jeasajul Buisop pue asop uaaib & Joj
Aep ¥ noqe w

parsiLoe S| ajels Apeals ‘usunbai Butsop paxy
U0 UANB S S13|QE} 3SRAIA)-PAPUAIS BIBIINS AN
-0 O 3uNdIow! )0 3SBAJA)-AIBIPALLILLY UBUM
"PADNIIXS aq JOUUED INII0 AR

S0l Brup uased 0) SNOGRIAW Ul SIS Jey) Al
QISSOA ay) 95N AUOIYI Ul 33AMOH "wSieBio
ayl u suydiow Jo sansadord fejuawepUN; B)R
Aau se pabueyoun ase ‘([10 aouesead ‘(M) wets
-U03 3JEJ UOHRUILIS '[PA} UDNQUISIP 4O BWN|OA
“B'a) ssamawesed duaumodew eyt JSPQ B0 N
Juasedde S} a5R3120p S0P InQ ARIQEILAROIG jRI0
S,3UIGI0W 12918 O} UMOLIS 1B LU SPY SIAQE)
QST PAPUA ARYNS nydiou v paAKd
3y (') Jueisusd el uondiosqe sj

-§NS §| 10 Sey Oum Juaned Aue u
3B SIa(qE} aSealR)-papuala alBjins auydioy

BLIYISE [B14OU0Iq
3J3A3S 10 3jNDE Yiim Sluaned u pue ‘uswdinba
aAIRNISNSA) JO 2USQE Y} Ul VoISSaIdap A)
-Ojeudsal yim sjuafied U1 'Bnip 3y) o) ALANSUIS
-130AY umouy ylim Sjuaed ) pajedIPURIUOD
aJe Sjajge] ISe3)al-papuaa ale)ins auiydIoN

"SNOITY3IONIVEINGD

‘SAeD MaJ B LBY) 3J0W JO SpoLad Jaso
sosabjeue pioido Juajod yum Buisop pajeada:
a)nba’ oM SIUBIRO Ul 8SN J0j PAPUBIUI BJB ABU]
‘ujed 3JaAsS O} 3JRJaPOW JO Ja3) U} 10} PaTED
-{pU UOYEINWIO; 3UI|AIOW |JO 35B3(3) PaJOAL0I
€ 312 $)9|Qr] aSEA|3I-PapUaa BIBHNS AUILBION

FIVSTT ANV SNOTIVITaN

‘pasROW! A(SNOUIS
St uoyouny oneday Jo/pue (eua) J) UONEINLINIOR
pajedionueun 1suieBe pend o} USYE) ag pINOUS Lol
-ned ‘Brup Aue Yum Se YaAaMOH ‘pasunounid aq
) Aot 10U 3JB UDHBUIWH3 § auiydiows U0 aseasip
[BURJ JO 5103349 3U) 'SAUIOQEIALI ARORUL O} PAZII0
-qejaw Auewyd st auiydsoty asnedag BuyoAsa)

JUB “LOI paonput-a
0) 3INQUILOD ABW DUB INJI0 LB SUILEISIY O
2Seajay "UOISUlOAAY JMBISOUMO Ul Ynsal Aews
Yoty uoneypose resayduad saanpo.d auydloy

WaISAS Jenasenoipie]

pRQ 10 4215uIds Jo Wseds Jo Ynsal & Se
21nssa1d! |31} AR Ll 3SLAIIUF PAYIEW € 3SNED
UBD JuiydioW "UuiEdiSU0d SI JNSal pua ay)
Wwseds )0 Jujod ay) 0} PasEAIIU SI AUO) apym
'PaSeaiaap AJ U0 Y] Ul SARM J|[Eistiad 3AIS
-Indoid p3sealoap aie SUOISELU0I aAIsindosd pue
Pake(3ap S| aunsal) (s ayj w pooy jo uonsabig
WNUBPONG PUP YIBWIOIS AUl JO WINJUE 3y Ul
U0} LI 95231001 UE IIM PAILDOSSE AYIGOW U} Lo
-onpa) e sasnka auydioy ‘auydiow Aq pasezizep
312 SUON8J23S JURAIIURd PUB AJeNig ‘OLjSED
SIS YIO0WS

J3YIQ plie 08I [RUKSAIIIOISED

“BIXOOAY BUILIASIOM LUMm U3as ag Aew SISOIL
UBW) J3UJE) SiSe)pAW payiew “(sBuipuy Jejus
aonpeld Aew suiBiuo onrusyas) Jo dIBeYiIOWaY
)0 Su0s3| sunuad “8°3) owowoubotyied jou s
N 3SOPIBAD IHOBL JO LIS © Ik sgnd Juioduig
*SSBUDUED [BIOL Ul U3AR *SISOILL S3SNED uIYAION
-ersabjeue Jo) palinba) Alensn asoy) ueyy

PUE AJIGEI[EABOIQ INJOSUR SH L30T 1394j8 UBD 10N
-pord Brup auiydiow [BJO UR O LONBIMLID) B jO
sayJadosd [EDIUBYDALIARDISAYD BUI Ul UONBUEA
"UONBIIUAIU0D BLLISES xead U1 a5ea dap s

© 3SNED ABUI [BAW AWNE| B UM SI3IQE) 35E3|3)-Pa
PUIXS AEHINS DUIYAIGIW JO VOGENSIUILIPE WALNI
U0 jey) sjsatibns Apms auo Jseq) fe Woy) ejeq
palenieAa AlIEINBLIAISAS UBIG 10U SBY Sajge)
2SE(A-PIPUAIXA ABJNS BUILLIOLI JO AYIGENEAROIG
JUAISAS Y} uodn pooy JO 193K3 B4Qissod ay)
SINOY G} Jalje 'aDEJBAR LO ‘$INID0 UOn
-810SQE )0 JUSIX3 SIL) JaAIMOY 'S13BIUNIOA [BUIOU
0] S19[qe} 35B33J-PaPUBLXA Uy Jleyns duiydiows jo
UNoLE (enba e JO UORENSIUKLPE 3y} BUIMOli04
*SINUL OF UIIAM 3) SAYDRa) JIBjLI Jualil}led
W03 [RILAI 3U) Y3l Iw ley auytiow au) jo
juadsad Ay Aajewixoidde 'sppnpoud suydiow
EJO [BUDIIUIAUO JO UO[IBASIUIWPE 3U) Buimoyoy
"SINOY  0) 2 AIBLLOU S{ 3fi-J/BY UDKBUALIRD
Jeulwua; Si pue ‘wesBoyy Jad siay| ¢ S suiydiow
10} (PA} UOBNQLISIP JO BWN|OA BY] -aimjesay)
Y1 Uy paLiodal sanjea aBRIAAR JO AANEIUISE
-03) 248 1NQ UONEWEA 122IQNS-alLi! B|QEIAPISUOD
MOYS SIAI3WEIRE Jjau0dewLIeYyd BuIMmoNo) 3]
3ANIRUI AlLrRUIDIO B1e SaN0gEIaW § dulyd

paseajal st aydIOl UONBINUIIO) [BUOIUIAUOD
I 10 "SIKIP] ISB3AI-PIPUAIXS BIBYINS UIYIOWI
S1 220108 3y} JAUIBUM WS BU) AjlRNudsS?
$I PaqIOSQE Ajglewnn Junowe ay) ‘auiydiow
10 asop uaalb e jo uonensiILpe [BI0 BLImo]I04

SIUININOIVEYHA ONY WSI0BYLIW
070IVINHYHd TVIINITD

*apixojp wa

-tuRl( pue ‘ofey ‘ajeleals waisaubieyy ‘ejelpAy
-0utW 930)997 ‘as0N|jR9fAAW [AdosdAxospAy
930/n1199 1AY1OAXQIPAN ‘2 "ON onig R0
1040278 |A180}30)03 ‘sjuajpaJbiur aapoeu) Buimol
40] Sy} SUIRIUCY 0SB JA[E} YIEB 'UOIPPE W
&'8'N oieyns eupydiol B g :sureluod jaqe)
1940 USR|0J-papUINXa 3je)ns aupydiow yaed
'S355BW 221N

10 '1apMmod J0 SIBISAID SSAUOPO aul ‘alym s
PaquIsap s PUE 58'gs/ 10 Jublam reN2ajoWw
B SBY 4SN aleJpAyeluad alejins auiydiopn
O'H~'05H+“{ON"H/'3) ‘eimuuioy sepoaton

4

Io OH

omxm..ommx

2HD— Z I
nxo |

e} jexmans Buy
~M01J0} 3U) Sey pue ajepAyeILad (es) (1:2) aiey
-Ins 0Ip-©g'g-ueiydiowifyiaw- | -Axoda-pg'y
-0)pAyapip-g', s aigyns auydiow ‘Aewayy

: 1H3$30

Te-vievd

Guiuso) ygey 8q Ae JININHYM

' Bw g

_ _ s)a|qe} asea|ay-papusixg
ajeying auiydiow




R8T

9661 01 Aenigay

OLE'998"} JaGunN Ju2ieq SR

Ul SaNeIqrR] BEY /661 'SE61L wluliuAdeg
21520 (N ‘Tmolng
| ,.ﬂ:_:_fsavq nay

‘paunbay o4 Japio ¥3Q

“uonduyas

-a)d Inoyim Buisusdsip suqiyoad me) [B18pag
N

13UlRlU0D 1uBlSISas-WBY ‘B uf asuadsig

(4098068 D40 G}

anje:adual woed pajjouod 18 $)ajqe) ang

3pIs JBYI0 AL U0 Gi pup

3DIS 20 U0 DY {0QWAS B} S189Q 3(qP) XDALOD

[¥310j09-8Nq }JBD PRIOISUN "PURDI YIFT ULl G|

“sjaiqel ppi Suiewoed sanioq ayseid

onbedo ul payddns ase B gL Slajan asea(al

-P2pualxs a12)Ins SUYIOW 04-006°66609 DN

‘GANddNS MoH

“INIHAHOW 30
1800 DIXOL ATWINILOd ¥ 40 NOLHOSIY
UNY 35Y373H OIdYY 3H1 01 0v31 GIN0J
141891 3S¥37134-030N31X3 31v4INS INIHA
OW 03HSNHI HO '03MIHI ‘NINOHA ONINYL
JHSNHD HO 'GIM3IHI "NINOHE 38 01 TON
1tV ONY "TI0HM NIIVL 39 OL 39 S1318vL
1SYI13H-GIANTIXT 31vIINS INIHIHOW

Bunpirery put Algjes

"ASOPIBA0 ASMEA 01 A3y 1SEA]| 1 I ASNRIAQ
papuLuwooar §| ydeaxdde Siyj uaLBal ypb e o
BARSIUIUPR PUB XIS AQ PapIAID 8q ) 3ABY PINOM
S0P MN0Y-bZ NI U1 '3SIN0 Q) SIBIqe} 8SBRIL
-papuaa 3JEYNS auldiow se ajeyns auydiow
Jo Buu g A1aaa 10 W) @lejins auwydiotu jo Bul | jo
1519009 & ADJdLIB PINOI EUIO "aSN ) JO) BTBYINS
IYIOW JO 350p JN0Y-bZ PaIRbal auj SleLwsa o)
DIEX3 104 KIIAILYAYISNOD 3500 MIN THL
1¥WILS3 OL SI WIY 3HL ‘HIAIMOH ‘S3SYD
HLOB NI SNOILYINWEDS TvH0 0L Tvd3LNT

UYd 3HL WO SENOISHIANDD 40 NOHLIFHIQ
JHL N3HM 038N A93IVYLS 3K 40 3SH3A
“NOO 3HL S SIHL LyHL 3LON "Ubly st Adustod
210 1) [esajUaIRd BU) |Y) SLLINSSE 0} 153G S 1 ‘SPIO
do jRigjuased 0} S)aIqe} 9SEA{RI-PAPUSIXG A1)
-ns auiydiow woup juaned B GuaALeD LAl

SPIoITD Jesajuaied 0F SI31q8L ASEIIY
-PapUBIXS SIEJNS URICIOW 101} UDISIBAI0?)
'PAsN aq pnoys yibuass
PP 35:5 anydso
Ao A o)

Buigy o
20Nl

3t} JAA0 ASNONUININD Aunpdinul SRIJDI 0U Op
YOIUM UOIBINIIO} 3SEBJaI-DAIOANO? & B SIAjQe}
SeajaI-papualxa sieyns auydiow “g'y) ‘asop
~J3A0 0INJE 0} peal ABWL 350D JIBIS 2B AJaa jo
PP 3U) ASNE2AQ SIN0Y 2| PUOASY P8
I 34 1aAaw CAIB|UI BUISOP Ul Jey} papusw
NODH S| S ALIBINDa) Buisop Bunsnlpe u)
2Npayas BuISOp 3y} JO JUAILBALOI B} pue
'$108448 8pIS Pio1do ‘Jaijai Lied UBIMIaq BdURJeY
jeudosdde ue uIRlq0 0] apelU 3q Ued Sjuaw
-1Snipe ‘pauleb si adusiiadxa sy ‘LanB 8q Aew
osabieue Buiae-)ioys B Jo asop |Rusweidans
© AIRANRLLIAIY "PaUB}ouS aq Aews easalul Buisop
au) "jeasa)ul Buisep ay; Ui aje) 11090 uied uBnoy
-HPIG. S| 1Ryl ‘pisabjeue ajenbapeu) o} spea|
SO S J|PANDaJ 3Q PIROYS BS0P AL 8l
‘JeAXdW BUISOP 12 11 A3 PaAiasqo are sjaays pio
K10 BMSSINA J0 SIS )| "yIR0IdE BU) JBABIBYM
suaunbay Busoq

10 JUOUASINDY U Ui SUOHBISPISUO)

“UONEJALLLIOS aSEAjaL-SJEIp

i ue fuiso Jusieis) wBag o aqesiape Ajueu
“IpJO St auydiour 3Seajal-payonuod e Buisn
1UaNBd € 3)RJ) 0) IN3IYIP A10WI 8] ABLL || 3SNEJEY
uted Jo JwawABEUEW A1} u 2IS3bieue 99%
SR SI0{P] ASPAIAJ-NIPUAID AJeJINS Ou
10 LONBAIEAD DRILIDISAS O 130K SLY .5_:
sabijeny poidQ 1514 My SE S)qLy
aSPajay-papuI AJeNS StmIION JO 35N

('SMO)J0) LIy UDISSNISID 33G) RIS
-afifeue b Yim (23p 0]
20y pe todn 421 pur paunbal SIHQP) 3SCaRI-Pa
-PUIPD MEYNS DURKLIOL |0 dSOpD AYPp M) AJBUMSH
~J3pUN 0) JJRS S1 It '[RJauab U ‘aeulixosdde Ao
AU 501 4ONS jky) punn ur Buidaay ejep Aoujod
3Aje12) PaysIQNd o} 18j3i 0} PASIADE 3JE SUBLOISALY

a(qissod jou

ale suone; 0001 idads I
aisabjeve jo sadk) asoy) uo Bupeaq ouapia
BWRISAS |0 YIB) §1 AUaY) 3SNLIFG ‘Bulyd
~10U1 R10 0) SPIOidio 1210 JO [BI3ji1ed JAYIQ
‘sBulllas asn auoyd
U1 ualayIns aq Aew juawannbal audiow
[esajuaied Ajiep Ay} sail daiy) Ajuo ukidiow
[BIO jO S0P © jey) 1SAB0NS Sanuopne awieg
“Kie suiydiow o Auajod [eijiased o} 10 ay}
10 SalBWINST 0NBI AthydIou! (210 O} RIS *|
133MOI)
‘palapISud aq pinnys siuod 1esausl Humogo)
3yl 'ANALP SIRJQR} ISEIAI-PAPUAIXD AleANS

o

udiow o} Wwaned e BuiIaA0D Joj s paxy
Aue 01 ¥NoyIp 81 3 J
UONPUOD [BD1p8U §,/eRPIADUI LB AQ “Aigissod

¢
;

“Juaiied [RNPIAIPUL U JO uled ay) Jo JualusBeLew
E_ Ul SUOIS(I3P [BIILY3 §0 S3L13S B ANlENJOE SI 1eym
aq Ajuo ued

PUE 'Saauasayp juayed EnpIApU
|0 a)No1 Aq pasuanyul ale pue w_m:_iea% Ao
e spioiclo (o Aouajnd aanefl .:__ JO SRLINST

IR 0 uogenqued ajeudoudde or 10
BSRA(31-PIPUANS w)e|ns auydiow buw ooy 10
Bui g 8y} 01 pay Au03 34 UeD Juaed ay) ‘paydess
UBLWiBa1 BSNP BIGRIS € 90UQ "poLad LopeIN
{E0IL) UL JO} PPURLLLLIODAI BJe YiBuans B Og
10 S13|.) 3SE3(3)-PAPUAIXB 3)R)INS aullidious ‘Aep
Jatt Bur 0z} 01 1enba Jo uew) 53 8q 0} palaadxa
ale sjuawaiinbas auydiow Ajlep asoym sjuaned
U} A[RAIBAIBSUOD PRIBWNSA 3G PINOYS S)ajqe)
3SE3[2.-DAPUBIXD BIBJINS AUIIOL JO SISO [BNDIA
-IpU) [BIU) 'PU3 SIL OF “aJEWISAIZAC UB 0} PaLi}
-axd 8) Wawannbal auydiow (ei0 INOY-Fg Yy
JO UOljeuISa:3PUN L. 'SI [BY) [3ANEAIISUOD 3]
pinoys suawiba; Buisop jerui 'aoueiaiol $50.0 pue
Kauajod pioido 40 S3IBWISA BAIEII ‘Ui UOLRLIeA
1081gnss31U1 pue noge Ajuressoun J0 asneag
"$530010 UOISIBAUDD 3l U1 PasIoiaxa 8q 1snlu
81e9 Je(najued '13A3MOY ‘ased SIU} Uy Jonpord
Bnup auiydiow [eJo feusw 3y} se paIAISIUIWPE
301 UBD SI3IQ.} ASBA|AI-PAPUAIXE AIEJNS AUIyAION
SIajge; aSeaay-papialg

LYNS BUNJTION O} (210 JO [BINDINS) SPIoKdQ
AU} JO BUHICIOW [EIONIAIES L0 HOISIOAUO)

‘pakoidwa

90 pINoYS sIbuaLS 131G.) JO LORBLHAWOD Sjepd
-oudde ay; ‘6w 0z} vew) Jaleasb ag o) pajoadxa
513500 Allep jeio] Ay taum B 0z 01 09

10 Jtbannba ot Aflep e (um sjuaned
0] PIPUBWILINTDI DI hBUALS B OE JO SIAIQE)
asea|3)-papuaxa aleyns autydiop “bul og ueyy
$50| 8G 0) pajaadxd I Juawanbas Aliep jejol
50um SIualed JO} LOISIAAL03 [BIIUI 10) PASR aq
Inoys 13/Qe) 3je)|Ns aulydioL aSeafal-pAPUANA
B 61 v "Btu 09 ue $$3) 3q 0 paydadxa S
W3wianbai Aiep 1810] asoym siusied Joj uoss
~IBAUOD [BRIY 0] PASN 8Q PINCYS JAIQE) BIB}HNS
auidiow aseaja)-papuaixa b G) ay) (mojeq
UoISSRISIP 33S) Papagu Se paisn|pe uay)

51 1BA31U; BUISOP PUE 350P *POLIALL JALIE YA
“3iNP3YDSs InOY-WiBis-A1sAg U O SI{Ge} 5€3Ja)
-papuaixa BleyNs auydowW Se Jualainbas
Altep s Juatied au) jo pagi-auo buuajspuiupe

Aq (z 10 \3npay3s moy-Z | A13A3 UB O SI3)q8}
9589121-papUaXa AEYNS BUIYIou SE JuaLl
-34ba1 IN0y-pZ S, Juatied au) jo JeL-su0 Buy
-RISIULPE AQ (| :SABM OM) JO J3UIa W S13108)
asE3)a)-papuaixa AeYNs aulydiow o} pajIsA0d
w3ty st juaned ayy (smoy g oF p A1aAa Buisop)
auydiout [0 dseajal-sieipaLuwy) Guisn paysy
-GPISA ST uANI3ANbal audiows Aiep s juaned i

SO ASLHAY-DOPUOIXT BIRNG Buidiop O
QURIIOP 10 [HONIAAIOY HIOH HOISIINI0]

299»5 SUONEPUBILIODE BuISOp Buimarjo ay)
ed 0y} J0 SMEIS DDA PUE LONIPUDD (B3
o Al PUP AUR )| 'aURIA0} ProIdo [0 d31bap
£ {vonensiumpe o ajnos ay) s Alea
| ﬂ_x: 153 Asuajod “g'N) papaau auydiow
10 950D 3u) 3(N(eD O] Pasn ajewnsa Aauaiod
aA0R[31 By} Jo Appgena: ay {2 ' (1swoBer-jsiu
-0fie paxiw Jo 15|uoBe And e 51 1i Jayleym 0'a)
Alsnowaud Buie) uaag sey 1uaned ay) pioido ay
10 SanSLAORIRYI 35199:d pue Aduajod 'asop Ajep
ayl (| 0y uanib aq pINOUS oNURNE 'Sja1qe} asealal
-Papuaixa aleyns auiydsouw jo realaju) Buisop pue
350D (AU JO LOIB(IS 2 0} LK) S1 JBY) UoHE
-18pISU0J A1aAa 3jesaLunua o) aiqissodw Aeaid
s1 11 ybnownly saualiadxa JuaLLEl o_m%_mcm
d s,Jualed 8y} un0aoe oju; Guie) ‘Ajenpl
Juated Yaea 105 uaunbas buisop auy Jsnipe o) ao_
-2 8 ) "Fanpoud Bnup proido Jusjod AUB Lm Sy

‘palen|eaa AjeanewalsAs uaag
101 SBY (2A3] BASRIG BUydJOW L) SUojeMany
sajeaib Jo aouedUBIS eOWYD By "uaLIBa) yyb
B UO SUCHEINUAIOJ (B0 [BUONLDALD BUISN P31}
-UILPE $ atilidrows Jo 3S0p AYep [eINUAP| UE LYW
17920 JBY} 350U} UBL) S|aAR| ewsed UBNoL) Jamo|
pue sead Jaybu) U Iinsal i 3iNpaLos Bursop 4z |b
£ UO SIB(®} 3SEa(aI-papuaixa seyns auiydiow
10 5350p B1BUIS O LONEASILNLNE BU[ ‘JeAJaI But
-5 E J0 85107 3y} JOA0 AISNOMINLOD ujydiow
3SERJ3) 10U OP SIOQR} 3SEAIAI-PAPUINE AB)NS
IO JIAIMOH (. d PLE WSy

3

“ISIHoBeIUE U} J0 SISOP [NSN Uey) Jajjews
L LORBLY AQ PUE 7B YA PAIAISILILIDE 3Q

| 9583J0UI UBHJO SWOJAWAS 3SaY) "sINOY p2 ISNy
@E Butnp siseupA pue uak, 10 daals ssasal
Bujume£ 'eayliouiy:

pINOYS ay) Juared A
-eatsAud ayl vt uoissaidap Anjelidsar sno
525 1231} 0} AIRSSAAU Jj ‘PIPIOAR 3G PINOYS
vossad 3 4ans u )
950 DA
Pue aouaptiadip jeasAyd _: aaihop oyl o
puadap 1M PRONPOIT AUIGIPUAS [EABIDYNM
AU} JO AIIBA3S BYL AWOIPUAS [EMEIDYIM
anoe ue meydivaid [m 1suoBEIUe Ayl Jo
350p [ENSN 8L J0 LORIISIIUPE ‘SPIOKIO U0
juapuadap AjeaisAyd [enpIapul tie U] ‘ajon
"3WOIPUAS BUBUNSGE ANDE LR Aleydid
-31d Aewi S108)§8 O10DIBY JO [eSIBA8I Bja|dWIAD
Jp 10nige ue ‘S3sed yINS u| “Sla(ge) ASee(es-pa
-puaXa ajeyns auydiow Lo uapuadap AyeaisAyd
9Q 0} payoadsns JO ‘umouy I8 oym suosiad o]
Aisnoqnes paia)SiLIpe aq PRoYS 3UOXOeN 'as0p
-4an0 suiydiow o} A1epLo33S UOISSaICIP A10je(ND
-112 10 Auoyeandsas jureyiubls Ajjeajulo jo aouasqe
U} Ul PaIRISIILIPE 30 JOU PINOUS 3UDXOeN
‘pRIBISIIWIPE Afa(eS 3Q ABWI JEU} 2UDXDJU JO
950D SAJRINUIND BU} INOQE 3|GE)IBAR UOBWIIOJUI
0U SI 313} JaA3MOY ‘UONaUNY Al0jendsa) pue
SSAULIE UIEILIE O} LOISTYU! SNONULIOD AQ UAAID
10 'papaaL S 'PRJalSIUILIDe-3) 30 ABW BUOXOJRU

‘UDYPLUNIOR) ‘SSBUSSaYSa! [BUIMOIO) 3L} JO 1B JO
LS AQ PAZUBIIRIBYD St BLOIPUAS BIUBLNSQR
1stoBe piowdo ay INDDG ARW AIOIPUAS adusL
NSUE 319AAS 0} AIR1BPOLL B 'ParuNuoasIp Aldniqe
AP SI9{8) 9SBANA-PIPUSIXA BlRJNS Buydiow )

*$53U(| )qISIAAILI
UB Ylm PBIBI0SSE St Bulayns pue uied asoym
Siugijed jueig|o-ploido Lim Buieap S auo uaym
Waouon e AjLeuipso 10u §1 ‘as sad ‘aouapuadap
JeISAllg PRISS)IUELL 3URIZI0; Jo 23iBap ay) AQ

“JS3LE JEIPIBI PUB HIOUS
‘153178 Aiojedsal 'uoissaidap Aojeinan ‘aaibep
13s59) B 0} pue ‘eaude ‘voissaidap Asojeldsal
‘spsezey 10few Buimoyjo) ay) apnjaul A8y “$31596
EUP PIOIGO JBYI0 L PAAIBSTO ASOU) A|IBAUSSSa
B BUIYGIOW AQ Pasned SuoRdeal asiaApe i)

‘SNOILIVI A0
“siuaied aueiped il ARINeIUISAS PAENIEAS UBBQ
10U SBY @1e)INS auydI0w §5ea(ai-pApUaIXE J0 88N
85() diEipad
YW 84} U PaJRIAXS 5T ABL AuIYAIOW BDUIS S19IE)

papING aq pinoys Sjajqer 13)-papualxs aje)
A0S UIYAIOLL J0 LOGBJISIILIPE au) ‘Sjudnied Jaoued
IUBI8|0)-JN0JBY Ut pUB "Sjusted UIBD-91U0IYD U]

eisabjeue jo Aysuajul ayj ui
$aSE8I28p AQ 'Auanbasans 'pue '108)e aisabieue
J0 UOHBIND Paud|ioys e AQ Pajsejiuew Ajieis
st ‘e1salieue 0 sai0ap swes avy) 3onposd 0} Japio
U pasnbas a)e sasop aflie| Abuiseaioul yom
U) '30URIBIO “30BSN JNOIIRU PINUIUOD JO SHIOM
Je13A3S 3R Jun aaiBap jueaubis Ajjeajugd
B 01IN230 §0U 590D Alensn sauapuadap teaishyg
"(39vS0QYIAQ 0S(B 39S )8 ‘Buirozeiuad) 53|
-sabjeue JswonejueAsiuobe pexiw 10 auoxofey
0@ ‘AuANoR 1StuoBejue Jodleu tem sBnp jo

(EUOIIPPR *PBLIRISRS |0 O
“Xoje o_ asuodsal au) ) paysIqeIsa-al Alqenal st

B 18nw juated ayy ‘Loys 32:58 S uonde

st auo au ydnoy 192)d 29 Aetw
10 Orup ay) annjuodsip Ajndnige oym sjuaned
un Mnyores W ul S)Nsal
1PO) i_& .muz_zz<>> 335} a0uapuadap eaIsAyd
pue 0 asned Aew pioidg

1O LONRINP S)) 3SNEIAQ J3AIMOY

-GeI3W., 'ADOTNIVINEYHA WIINITD 895) 'sion
-poud aunydioui 1o aseardl-a|EpaLILI [BLOJUDA
10D UBL BNpB4S UNIAALOD QIOM B U0 PIa}
~S{UILLIPE 3 O} 1| SMONE UONBINLLIOY U} JO ARy
9sea|aJ-pajioiju0d ayg “sableve pioido jusjod
€ YJM JU3WIEAJL SNORURLOD SAEP [BIBASS UBY)
2J0W 2)inba) Oy SIUBHES UI 35N JO) PAPUAU!
3JE S|3|qe} aSe3|aI-papualXs ajeyns uydio
“INIHJYOW 40

3800 JIX0L AVIVIINILOd ¥ 40 NOILJHOS8Y
ONY 3SY313H 01dvY 3HL 01 Y31 01N0D
$131Y1 3SY3134-0IONILX3 T4 INS INIH
-HOW 03HSNYJ 4O Q3IMIHI ‘NIN0HE DNINVL
“03HSNYI HO GIM3IHD ‘N304 38 04 ION
JHY NV ‘J10HM NIXVL 38 01 3HY S1318Y)
38Y3734-03AN3LX3 ILV4INS INIHIHOW
(5u0R38 SNOILAYDIHA GNY SONI

-NYYM ADOI0IYWHYHA TWOIN(D 0S| 8a5)

‘NOTIVHISINTNAY aNV 39500

‘uone)Lglap 1o abes
-SeLl JPIpJRD 31nbal ABW SILLIAYLIR JO |SBLe
JBIPIRY "PAIRIIPUI SB 850pIeA0 Buikuedwodoe
BWaPa AJBUOWIINd PUB %00US AJOIBINDII JO AW
-afieuew ay} ut pakojdlwa g pinoys (siossaid
-0sea ‘uabAxo Buipnjaur) sainsesw aagsoddag

a4 pinoys (Bw z o p'o Alensn}
QHOXO[N "2SOPIFA0 PIOITR LUIOY) SUNSM) LIIIM LS
-saidap Aiojendsas jsuiefe 2jopiue 110ads e st
"auoxo(ey '|siuotieue pioido aind ayy ‘vonepuas
P3(I0JU0I JO PAISISSE (O LONMNSUl pue AemJe
iuated e J0 JUAWYSIGRIS-01 8 O} UBMD 3q PiroyS
uonuaye Asewud ‘3BeSOPIRA0 JO JuaLNeal) 33} Y|

UOISUB)0BAY PUB BIPIEDADELQ "SI
-3Wos 'pue "spdnd pajouIsuod 'uMs AW pue
102 'AUPI22EY 325N [B}2IBNS 'EI0D J0 J00NIS 0}
BuissaiBoxd 30UBJOLLLOS 'UOISSITAP Al0JNASa)
AQ pajsajiueLy 1 auydiowl Y 3BBSONIA0 aay

J9VSOTHIRD

AlBuipioase

Pajeas) 3q PINOYS UONEIPAYAD 10 SIOUBQUNISIP
[RURS3IIONSET “3BRSOP AUl |0 UDHINPAI BN
-peifi Ag payjixojap aq ARui Juaned ay) ‘A ressadau
SI SIBIE) 3SBARI-PIPUBXD AIBJINS AuldIOW LD
Sjuaned jo aduapuadap (eaisAyd jo uawiean )|
'S3y28 JRinasnul pue ‘Ajnge}

wosuy AQ PazLAIORIRYD SUUOW §-7 10
1581 ABWI GOIYM ADUBLINSGE DUNIYD 10 A1EpUO
-85 40 9seyd e 9q 0) sieadde aJau} Jaramoy
'SABD p1—G U] JeaddesIp SILOJLAS AjeAIRSqU
1SOW JUAWIERJ) INCYIA 10090 URD asOR(j0D
JB[RISEAOIPIEY "aUB(E( ASTG-PIOL U1 SAOUEG
~INISIp PUB ‘SISOI3Y 'UOHLIPALAD “SSO( IYDiam
paxiew AJ[ENSN SI 1ay} "BayLeIp pue Guiwna 'Bul
-1eams LBNOJL SPINY) 10 550] BAISSANA JO FSNEIAG
aes )Jeay pue ajel A10jendsas ‘ainssaid poojg ‘am;
-219dwis) Apoq Ul asea1oui Binzasus aainadas
pue BZA100 BaljLEIp WSedS [RUGSANUL ‘Bunwoa
‘EIXBI0UR "BASNBU [BIILIOSU! 'SBUSE)| POI U
104 'SOWeII 8[oSPUI PUB (BUIWOPGE ‘SUjed Ba)
U [BURLOPQER "3YIBXIEQ I3A3S SIUBLIBAOLL
Buntony :sajasnuw jo swseds pue Buraym) 'ssau
-ieam ‘Maixue ‘Amgens Guisesiour g paued
-L0JJE 8q ABWU SAOY 2/ ALt 3if JAAO PUe Altianas

JONIARIJIT ONV ISNAY BNGT
SISO pur eidojdip "SnubeISAY "uoISIA PaN(q
0Wal} 3125w “eISayisaied "13ay3 dnaINIpILY
H3H10

‘sisajoydeip

PUE BLUBP3 'SBUSES LIS JBYI0 ‘BUEDILIN ‘SHiUNI]
2190701YWH30

“Rougjod

10/PUE OPIQ PAINPE) 'BOUBNSA IO LUONUBIO! AUk
AHYNIHNOLINID

uoisu3liadhy pue ojs

-UBIodAY "ad0oUAS ¢ mmac_:_s uolelIdied ‘eipies
-ApRIqQ '®Ipse0AYDR) 'S|IYI ‘3d8} au} J0 Buiysny
HYINISYAOIQHYD

‘SUORIBYE 3)Se}

pue sdueid ‘ayLelp ‘eixasoue 'wsedsobuke
‘wiseds joed) Aeijig "vonedusucd ‘yinow Aig
TYNILSAINIOYLSYD

amssad

JRIUBIDRIUN PASBEIUI PUB BIULIOSU! 'SBIURGIN)
-SIp |ENSIA 'UONEIUBLIOSID PUB SLONBUIdNIIEY JU3
SueJ 'AUpIBU 30snu ‘Swieasp *(sBuiasy Busieoy
‘uDISsaIdap 'uoisuayalde ‘sSauSNOAIBL) poow
JO SUGHEIBHE '2INZI3S "SJUBWLIBAOLY 3)ISNWLI PaJRUID
~100JUN 10WIN 'UONIENGE "aYIBPEAY 'SSALNEIM
W3LSAS SNOAHIN TYYINID

SUOKIRRY PaNISqD Auanbals ssa7

‘UMOp Sa Juaed

341 )t pteiAalle aq Aew sjuaned AJojEINquE U
SUOITOR3) 3SI3ADE BIOS “WIBG 8J3AaS BUIDUALI
-adxa Jou S0y} Ul pue SuaNed Alojenquee U
Juauwo.d aJ0w 3Q 0} Waas SIaya 35al) J0 A0S
“euoydna

pue euOYdSAp ‘Buneams ‘Buniwoa ‘easneu ‘uoy
-EPaS ‘SSALIZZIP 'SSaupapeaLiuybl ‘'vonedisuo)
PaniasqQ Auanbasy 1O

13)-PaPUBIXE BJBYINS BUIUAIOW BuIAIBda) S
1UIRd & BJityM UBYELBDUN 340U PINoYS Suisiny
‘AiueuipiQ "paddols St ayeyns auidiows §0 uoges
~SIILUPE [BUSBJBW U3UM SILIB)UI BuIDas)-iseasq by
N330 ULY SWOJOWAS JRMBIDUIA NI JSE8Iq 8t
Ut patdajap usaq 2aey SUTGIOW JO S|9A3) MOT

ssaiop Bursiny

"2JRUDRU Y} U) uOISSeIBaD

Alojendsas paonpul-o)0aley JO [BSIGAG) JO 3)q
“BIIEAE 8Q PINOYS ‘3UCXOJRY ‘|SILOBRILE 9G0dsRU
oj0ads v ‘uoissaxdap Aiojendsal jo subis Joj
Aj9s0|0 PaAIaSqo 9 pnoys Joge( Buunp saisab
-[BUE PIOWO PAAIGIR) SIAUIOW SSOYM SAJBUDAN
J0QB] UBLIOYS O}

SPUS) YDIYM LORIEIIP (B3IAJ3D JO Ajes PASEAIUI
U AQ 135})0 3Q Aew PUE Ju3)SISUD JoU $1108)9
1] I8ASMOY "SUONJBIUDD Bupaln Jo AJuenba))
pue voneinp ‘YiBuails ay) 3onpas Alesodwa)
oM suonae uBnoius 1oge| Buojosd Aew sasad
-Jeue ploido ‘A{leuoiseanq) 1oqe) 0 soud Ajaleip
~3UMLLY pUB BULND UBLOM Lit 35N 10} PIBUMLLLIOIS)
10U 3B S13(qR) 2$e]3)-PIPUAIXA Ale)INS audiop
kianaq pue Joge]

*SWOIWIAS [BMRIDYIM JIGIXD Aew

Atteduoya auydsow Bupie) Uaaq ey Oym Sie
“UI0W W01) Woq SIBLU] :S}99Y3 JuaboIesaoN
('39N3AN3d30 ONY 3SNBY ONYQ Pue ‘anjag
pue Joqe1 'SNOILMYJIHd :0S[e 89S} “papasu
Aua)a uaym Ao uswiom jueuBiaid 1 pasn aq
PINOYS SI31QE) 3se3ja-papualxa ale)ins aulydiop
'SNJ) Uewny ay) 0) abeLLrep spqns Jo Juanbayu o
Awgissod auy apn(oxa JOULIBD 20UauadXa Yans sy
pauyap Aeajd ou s aauy) ubnouyy “sjonposd
ajg)ins auiydiow Jo 350 jeawn(d (wisl-}ioys)
uinos Buimono) SMaj 8y} U $193)43 ASIAAPE O
22Uapias Aue apnjaul 0 $30P aduauadxe Bupay
~JBLU 1N 'UBWOM Ul SAPNIS P3|IGALIOD-IaM OL 31
2131, *Salewa) Jo Safew uy ANIs) sivaye suyd
~J0U! J3YI3UM 3UILLIAIAP 0} PAULIOLAL UBSq Jou
3AeY wONONPOJdaI O SaIpN)S feLIue afenbapy
0 AHDDLY)— 1095 dliabojess)

Aoueubaig

“PRIINPUDD UAaQ 10U BABY AJI1Jaj L0 19313 3y JO
Jenusiod awabenw pue amabourases s,6nup ay
BEN(EAT O} STEWILIE Ul /2N UIYdIOW |0 SIpNIS

Aphiay 3

“UOS mmauu bo_e dsai jo ueuuu pasea/oul
UE 20npO1d PUE SIUBNE[R) 2|5 (E1AIYS |0
uoiae Bunj20|q JBRISNLLIOINGL ay} 3dUBYUS Aew
‘auydiow Buipniou; ‘saisableue pioidQ “pasnpas
3G pinoys siuade ylog Jo auo Jo asop 3wy 'pajeld
W03 €| AdeJaY) PAUIGIIOI YINS UIYM NOI0
AW BWO2 JO UOREP3S PUNGJOJd PUB UOISLIRIOAAY
‘401553.d3p Arojesidsay "s193)j8 Juessaidap

JU0J WOk PANURUCY « 18-7/8YQ




CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER 74862

CHEMISTRY REVIEW(S)




CHEMISTRY REVIEW NO.#5

ANDA #74-862

NAME _AND ADDRESS OF APPLICANT

AB Generics L.P.,

Attention: James H. Conover, Ph.D.
100 Connecticut Avenue,

Norwalk, CT 06850-359%0

LEGAL BASIS FOR _SUEMISSION

The reference listed drug for this ANDA submission is MS
Contin® (morphine sulfate controlled-release) Tablets, 15 mg
30 mg and 60 mg; Holder: Purdue Frederick Company.

Marketing exclusivity for reference drug MS Contin® Tablets,
15 mg, 30 mg and 60 mg, the reference drug for this ANDA
submission is not entitled to marketing exclusivity under
section 505(J) (4) (D) of the Food, Drug and Cosmetic Act.

The patent information regarding Patent No-. 4,235,870 (exp
11-25-95) and Patent No. 4,366,310 (exp 12-28-99) has not
been submitted to FDA. A.B Generics L.P certifies that
Patent No. 4,235,870 and Patent No. 4,366,310 will not be
infringed by the manufacture, use or sale of Morphine
Sulfate Controlled-Release 15 mg, 30 mg and 60 mg Tablets
for which this application is submitted.

The subject product and its use in the treatment of pain in
opioid tolerant patients was the subject of United States
Patent No. 3,965,256 which expired June 22, 1993.

The applicant has been granted a patent license by the
patent owner.

SUPPLEMENT (s
N/A

PROPRIETARY NAME
Morphine Sulfate Extended-Release Tablets

NONPROPRIETARY NAME 8. SUPPLEMENT (s) PROVIDE(s) FOR:
Morphine Sulfate NA

AMENDMENTS AND OTHER DATES:




10.

12.

Firm:

February 23, 1996: Original submission (30 mg)

November 14, 1995: Amendment

February 16, 1996: Amendment

March 11, 1996: Amendment for 30 mg tablets

March 11, 1996: Amendment Submission) for 60 mg tablets
April 2, 1996: Amendment to March 18, 1996 letter for 30 mg
tablets.

April 9, 1996: Submitted one copy of the Department
Statement (page 283 for 30 mg tablets).

May 3, 1996: Amendment (submission) for 15 mg Tablets
May 8, 1996: Bioavailability correspondence

February 12, 1997: Amendment

December 3, 1997: Minor Amendment

February 9, 1998: Facsimile deficiencies

March 11,1998: Telephone conversation

FDA:

March 18, 1996: Not sufficient letter for 30 mg

April 24 1996: Acknowledgment and correspondence letter for
30 mg and 60 mg tablets.

July 31, 1996: Bio. deficiency letter for 30 mg and 60 mg
tablets.

August 28, 1996: Bio. deficiency letter for 15 mg tablets.
November 8, 1996: Deficiency letter

Octcober 21, 1997: Minor Deficiency letter

March 6, 1998: Facsimile amendment

March 11, 1998: Telephone amendment

PHARMACOL.OGICATL, CATEGORY 11. Rx or OTC
Opioid analgesic Rx

RELATED IND/NDA/DMF(s)
NDA#19-516/S-003 and S-004

(b)(4)(CC)




3
(b)(4)(CC)
13. DOSAGE FORM 14. PQTENCY
Controlled-release 15 mg, 30 mg and 60 mg

Tablet

15. CHEMICAL NAME AND STRUCTURE
Morphine Sulfate USP

(Cy7HyoNO,) ,.H,80,.5H,0; M.W. = 758.85

7,8—Didehydro—4,5a—epoxy-17—methylmorphinan—3,6a—diol sulfate
(2:1) (salt) pentahydrate. CAS [6211-15-0]

16. RECORDS AND REPORTS

Generic drug enforcement act Certifications are provided in

Section XX for drug substance manufacturer, contract firms
and AB Generics L.P.




17.

18.

19.

4

March 19, 1996: Memo from Bill Russel to Keith Chan.

A phone conversation between FDA and the firm regarding
Patent Certification on 11-13-95.

Replacement page is being submitted to correct the Patent
Certification Statement covering Patent Nos. $,235,870 and
4,366,310 which were noted under a Paragraph IV

Certification rather than Paragraph I Certification on
November 14, 1995 amendment.

Control document#Bio 94-251; November 30, 1994.

Control document#P 94-043; September 30, 1994.

Control document#B 93-61; February 17,1994.

July 1,1993 letter from R.L. Williams to the firm,
submitting an ANDA for MS Contin controlled-release tablets.

Telephone conversation on 3-11-98.

COMMENTS .
The following deficiencies are found:

None

CONCLUSIONS AND RECOMMENDATIONS

This application can be approved. A Approval will be
issued.

REVIEWER: DATE COMPLETED:
S.Basaran, Ph.D. 4-6-98




38.

FEE 9 1938

Chemistry Comments to be Provided to the Applicant

ANDA :

74-862 APPLICANT: AB Generics L.P.

DRUG PRODUCT: Morphine Sulfate Extended-Release Tabléé, 15 mg, 30

mg and 60 mg.

The deficiencies presented below represent Facsimile deficiencies.

Deficiencies:

1.

Your individual and total impurities limits for Morphine
sulfate igh based upon available data. The data
from the drug substance lots showed that the
highest total dimpurities and maximum individual impurity
were Mrespectively. Please tighten your

limits and resubmit.

Your dissolution sampling time has been changed from 1,2,6
hrs to 1,2,9 hrs for 15, 30 and 60 mg tablets in your
revised finished product specifications and COAs. Please
provide explanation and clarify.

Please incorporate the following dissolution testing and
tentative specifications into your stability and finished
product testing and resubmit.

The dissolution testing should be conducted in 900 mL of
Water at 37° C using USP 23 apparatus I (basket) at 50

rpm. The tentative recommended specifications are
followings:

1 hr QG
2 hr

4hr 1
8 hr

Sincerely yours,

.

Frank O. Holcombe, Jr', Ph

Director

Division of Chemistry II

Office of Generic Drugs

Center for Drug Evaluation and Research




