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Glenmark Pharmaceuticals Inc. 
RECALL RETURN RESPONSE FORM 

DILTIAZEM HYDROCHLORIDE EXTENDED RELEASE CAPSULES 60 MG, 90 MG & 120 MG 
(lO0's PACK CONTAINER) 

(NDC: 68462-850-01 (60 mg), 68462-851-01 (90 mg) & 68462-562-01 (120 mg)) 
Retail Level 
11/01/2024 

Please fill out this form completely. By doing so, this will acknowledge that you have read and understand the 
withdrawal instructions and have taken the appropriate action. 

Customer Name: I DEA#: 
DEA # is required, if it is not provided, the processing of your form will be delayed. 

Address: 

City: I State: I Zip: 

Contact Name (Please Print : 

Tele hone#: Email: 

Contact Si ature: Date: 

DEBIT MEMO# (If unsure, leave blank): 

Wholesaler Information if not directl urchased from Glenmark Pharmaceuticals Inc.: 

Wholesaler Name: DEA#: 

Ci : State: Zi 

I have checked my stock and communicated to my customers at the appropriate level: 
□ I confirm that all locations that received the impacted products have been notified to the Retail level 
______________ (Initial and date) 

□ I do not have any stock of the recalled items. OR 

□ I have quarantined and listed in the box below the quantity of recalled units and I will be returning to Inmar, as soon 
as possible. Upon receipt of this Response Form, Inmar, will issue return authorization label(s) Please indicate the# of 
needed box labels ----

Total Full/Sealed 
Item Description NDC# Lot#/ Pack Size Exp. Date and Partial/Open 

Bottle Count 

Diltiazem Hydrochloride Extended 
68462-851-01 

17222452/100 
11/2024 

Release Capsules, USP 90 mg capsules 

Diltiazem Hydrochloride Extended 
68462-562-01 

17222470/100 
11 /2024 

Release Capsules, USP 120 mg capsules 

Recall Event ID RCL263-24 / N131231 
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Total Full/Sealed 
Item Description NDC# Lot#/ Pack Size Exp. Date and Partial/Open 

Bottle Count 

Diltiazem Hydrochloride Extended 
68462-850-01 

17222544/100 
11 /2024 

Release Capsules, USP 60 mg capsules 

Diltiazem Hydrochloride Extended 
68462-562-01 

17222547/100 
11/2024 

Release Capsules, USP 120 mg capsules 

Diltiazem Hydrochloride Extended 
68462-562-01 

17230304/100 
12/2024 

Release Capsules, USP 120 mg capsules 

Diltiazem Hydrochloride Extended 
68462-562-01 

17230598/100 
02/2025 

Release Capsules, USP 120 mg capsules 

Diltiazem Hydrochloride Extended 
68462-851-01 

17230607 /100 
02/2025 

Release Capsules, USP 90 mg capsules 

Diltiazem Hydrochloride Extended 
68462-562-01 

17230680/100 
11 /2024 

Release Capsules, USP 120 mg capsules 

Diltiazem Hydrochloride Extended 
68462-850-01 

17230784/ 100 
03/2025 

Release Capsules, USP 60 mg capsules 

Diltiazem Hydrochloride Extended 
68462-850-01 

17231080/ 100 
04/2025 

Release Capsules, USP 60 mg capsules 

If you have any questions regarding this form or product return please contact Inmar at 866-945-0822 
Office hours 9am to 5pm EST Mon thru Fri. 

Please fax this form to: 1-817-868-5362 or E-mail rxrecalls@inmar.com 
Recall Event ID RCL263-24 / N131231 

Recall Event ID RCL263-24 / N131231 
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URGENT: DRUG RECALL 

Diltiazem Hydrochloride Extended Release Capsules 60 mg, 90 mg and 120 mg 

(lO0's Bottles pack Container) 

NDC: 68462-850-01 (60 mg), 68462-851-01 (90 mg) & 68462-562-01 (120 mg) 

(Glen mark) 

November 1, 2024 

Dear Pharmacy, Wholesale and Retail Customer: 

This is to inform you of that Glenmark is initiating a voluntary recall to the Retail level involving 
the following prescription product: 

Diltiazem Hydrochloride Extended Release Capsules 60 mg, 90 mg & 120 mg (lO0's Pack 
Container) 

S. No. NDC Batch# Pack Size Expiry 

1. 68462-851-01 17222452 100 capsules 11/2024 

2. 68462-562-01 17222470 100 capsules 11/2024 

3. 68462-850-01 17222544 100 capsules 11/2024 

4. 68462-562-01 17222547 100 capsules 11/2024 

5. 68462-562-01 17230304 100 capsules 12/2024 

6. 68462-562-01 17230598 100 capsules 02/2025 

7. 68462-851-01 17230607 100 capsules 02/2025 

8. 68462-562-01 17230680 100 capsules 11/2024 

9. 68462-850-01 17230784 100 capsules 03/2025 

10. 68462-850-01 17231080 100 capsules 04/2025 

The recall to the retail level of the above identified product batches for Diltiazem Hydrochloride 

Extended Release Capsules has been initiated by Glenmark out of an abundance of precaution 

because the results of certain finished product analysis does not comply with the Agency's current 

recommended limit of "N-Nitroso-Desmethyl-Diltiazem" i.e. 0.074 ppm. 

Page 1 of 3 Glenmark Pharmaceuticals lnc. USA 750 Corporate Drive, Mahwah, NJ 07430 
T: I 2016848000 F: I 201 831 0080 www.glenmarkphanna.com/usa 



Sincerely, 

GLENMARK PHARMACEUTICALS INC., USA 

Executive Director - Regulatory Affairs, North America 

US Agent for Glenmark Pharmaceuticals Limited 

Enclosure(s): 

Product Labels 

Recall Return Response Form 
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Page 3 of 3 Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430 
T: I 20 I 684 8000 F: I 20 I 831 0080 www.glenmarkpharma.com/usa 
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Please see details of product batches listed in above table and refer enclosed product labels for 

ease in identifying the product. 

Please examine your inventory and if you have any inventory available for the batches specified in the 
above table, you should quarantine such product immediately and not dispense any further product 
from these lots. Glenmark Pharmaceuticals Inc., USA initiated shipment of this product on 27 Jan. 
2023 . 

In addition, if you are a wholesaler/ distributor, who has further distributed this product, please identify 
those retail customers and notify them at once of this Product recall. Your notification to your retail 
customers may be enhanced by including a copy of this recall notification letter. Again, this recall 
should be carried out to the retail level only. Because this is not a consumer level recall, notice to the 
consumer level is not required. 

We are requesting the batches specified in the above table to be returned to Inmar Rx Solutions 
(address below) using the Postage Paid Product Return label that was provided in your Recall 
Return Packet. 

Inmar Rx Solutions 
3845 Grand Lakes Way 

Grand Prairie, TX 75050 

Please complete and return the enclosed response form preferably within 72 hours of receipt of 

this notification. Please either fax your response to 817-868-5362 or email to 
Rxrecalls@Inmar.com. 

If you have any questions regarding your recall return please contact Inmar at 866-945-0822 

Inmar office hours are Monday through Friday, from 9am to 5pm EST. 

This recall is being made with the knowledge of the Food and Drug Administration. 

Thank you for your cooperation, 

Page 2 of 3 Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430 
T: I 20 I 684 8000 F: I 20 I 831 0080 www.glenmarkpharma.com/usa 



NDC 68462-851 -01 

Dilliazem 
Hydrochloride 

Extended-Release 
Capsules, USP 

!90 mu*! 
Twiet-a -Day Dosage 
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Rx only 100 Capsules 

MINIMUM FONT SIZE: 4.8 pt 

SAME SIZE ARTWORK 
LABEL SIZE • 105 mm x 45 mm 
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105 mm 

G GLENMARK PHARMACEUTICALS LTD. DATE: 

UNVARNISHED AREA 
30mm K45 mm FOR 

LOT & EXP 

J 

E 
E 

"' ""' 

DATE: 13-01-2021 
VERSION: 08 --- -PANTONE SHADE NO: BLACK 186 C 2945 C NON PRINTING 

COLOUR 

PRODUCT NAME: Diltiazem ER Tabs 90 m ltemcode, Version, Consistency PKG. DEV.: of Design, overprint area, Pack 

ITEM CODE: PE58005 VERSION: ~0~12=.1..'...·~1'....._Jt------1i-siz_e._Dim_e_nsl_on_s &_La_yo_u1 __ 1' _______ --i 

PHARMACODE: ~ N~A _______ ... , RA Regulalory Text 

11----------<•--------1 

COUNTRY: ~U=SA~--------<I PRODUCTION: Machine Suitabili1y 

LOCATION: .I.N=D=--><.:..;R=E ________ 11 Entire Text - QA: 
PACK: -=L~A.!::'.._B_-~10:!.!=o~•s~-----u-----~---------~ 
ACTUAL SIZE: 105 mm x45 mm REMARKS: 

SPECIFICATION: ---------------------------i 

Ma Breedlove ~!::z:gnedbyMay 
y Oate:2021 .01.141S:12:02--05'00' 

Carole 
Capella 

Digitally signed by 
Carole Capella 
Date: 2021 .01 .15 
12:54:37 -05'00' 

Kristin 

FCPDCO0l/01.00 

Digitally signed by 
Kristin DiStefano 

D"ISte&anO Date: 2021 .01 .19 
I, OS:2g,14 -05'00' 



NOC 68462-850-01 

Diltiazem 
Hydrochloride 

Extended-Release 
Capsules, USP 

!&O mg*! 

Twice-a-Day Dosage 

Rx only 

MINIMUM FONT SIZE: 4.8 pt 

SAME SIZE ARTWORK 
LABEL SIZE • 105 mm x 45 mm 

105mm 

G GLENMARK PHARMACEUTICALS LTD. DATE: 

UNVARNISHED AREA 
30 mm x45mm FOR 

LOT & EXP 

l 

E 
E .,., ..,. 

DATE: 13-01-2021 
VERSION: 09 -- -PANTONE SHADE NO: BLACK 116 c NON PRINTING 

COLOUR 

PRODUCT NAME: Diltiazem ER Tabs 60 m ltemcode,Version, Consistency PKG . DEV.: of Design, overprint area, Pack 

ITEM CODE: PE58004 VERSION: ~0..!.:12=-1_,_-_!_1_Jt--------1~-sl_ze,_01_me_nsi_on_s &_La..;_yo_ut------11-------~ 

PHARMACODE: ---'-'N"-'A'------------1, RA Regulatory Text 

11---------11----------1 

COUNTRY: ___,.U:.,,:S.:....:A ________ -JI PRODUCTION: Machine Suitabil ity 

LOCATION: ~l.,_,_N=-D=R..,_,E=---------1, - QA: 
PACK : LAB - 1 00'S 

Entire Text 

ACTUAL SIZE: 105 mm x 45 mm REMARKS: 

SPECIFICATION: -------------------------------~ 

May 
Breedlove 

Digitally signed by 
May Breedlove 
Date: 2021 .01.14 
15:10:25 -05'00' 

Carole 
Capella 

Digitally signed by 
Carole Capella 
Date: 2021 .01.15 
12:54:20 -05'00' 

Kristin 

FCPDC00l/01.00 

Digitally signed by 
Kristin Distefano 

DI• Stefan Q Date: 2021.01.19 
08:28:42 -05'00' 



NOC 68462-562-01 

Diltiazem 
Hydrochloride 

Extended-Release 
Capsules, USP 

!120 mu•! 
Twice-a-Day Dosage 

Rx only 100 Capsules 

MINIMUM FONT SIZE: 4.8 pt 

SAME SIZE ARTWORK 
LABEL SIZE 105 mm x 45 mm 

105mm 

UNVARNISHED AREA 
30 mm x 45 mm FOR 

LOT & EXP 

E 
E .,, ...,. 

DATE: 13-01-2021 
VERSION: 08 

G GLENMARK PHARMACEUTICALS LTD. DATE: ----PANTONE SHADE NO: BLACK 18' c 143 c NON PRINTING 
COLOUR 

PRODUCT NAME: Diltiazem ER Tabs 120 m Item code, Version.Consistency PKG. DEV.: of Design, overpnnt area, Pack 
ITEM CODE: PE58006 VERSION: _0~1~2~1_-..'...1 .u------u---•lze_, _Dim_en_~o_ns_& Lay_out __ u----------. 

PHARMACODE: .......wN'-'-'A,__ ______ ---i1 RA Regulatory Taxt 

11----------0---------•1----------f 

COUNTRY: ~U=SA~-------1 PRODUCTION: Machine Suitability 

LOCATION: ~IN~D~O~R=E ______ ...... 
Entire Text - QA: 

PACK : ....!,Le!..!A~B_-..!..!1 o,!,!::o~·s!...,__ _____ u-----~----~-------1 

ACTUAL SIZE: 105 mm x 45 mm REMARKS: 

SPECIFICATION: -------------------------------i 

May 
Breedlove 

Digitally signed by 
May Breedlove 
Date: 2021 .01.14 
15:26:29 -05'00' 

Carole 
Capella 

Digitally signed by 
Carole Capella 
Date: 2021 .01.15 
12:55:00 -05'00' 

FCPDC00l/01.00 

Kristin Digitally signed by 
Kristin DiStefano 

D•lstefanO Date: 2021 .01 .19 
08:30:03 -05'00' 



I 32mm 32mm 

I 

Ditiazem ~rodllonde Extlnded·ReluMClpsules, USP 

OESCRIPTKIN 
Ollimm hydrocHoride is I calcktm IOI c:altjarinNux lnhibttor (lklw CUlnel t,ocbf or catdum artaoonlll). 

a.-. - "'- ;, •-!It;-, 3-<->¼l•-<-I 
e1hyl1·2.3-dih'fdro-2-(4•mettu:s:yphenyl)-.mMOhydroc:Morida,(•)-ds-.The~.-ucturell 

M~arl0ffll1bl: ~1f,0,S-HCI 

DiliazilmllydrOdllonOe,USPlsaw.MtCfYIIIIMpowderorlll'lllcryslall.ltisfl'IIIJlmubllillc:tlb1:Jkm, 
tome ldd, nthnll, _,,, ~ IOluall ii Olhydtmdac:ohol and lnldutlll III dllr. It 11111 mcieCIAlr 
vieldlt OI 450.98 Ofmal. £.acll Dllaa!m Hydrcx:Notlde Exllndld-Mln8 Clpun, USP contatns tlhtr 60 MO 
Mmm hydroc:tllofkll (1QUl'411nlto55.1 mg clttimm), 90mg clllilzem hydfodlklrld8(1C1lMlentto827 mg 
cllkam). or 12011'111 dltiazem llydn:lehk)ndt(tQli~ IO 11D.3 mo diltilztm). ..,,._....,, _ _ ...,, _ ___ ..... ,...,, __ ,, _ , 

l)(M(lone, mum lau,yl SIMIII!. woa, IClhlm (com slatdl, h)'prcinelose and socrose)and tac. The taPM 
shels contain D&CYllowNo. 10(90111Qonfy), FO&C RedNo.3, m&c Red No.40, fO&CYelow No. I , ..... 
sotlumiit,ylslilant~\icmdl.Thetad.pmlalQiMCOIIUinSl;:jn-ironcaldl, potaSSlumhydroddt .,..,__ 
ForOflladrnfllStratlon. 

FDAapprowd lissoUIM IHt spdicalons<ifflrtrom USP. 

CLIUCAL PtlARMACOLOGY 
Theh11P1iik::"'8dlOldilll&zemhydroc:tl6ol1daarebelMdtoberalaledtolt$abli1Ytoinhibltllekrl\a:of 
calelum IOl'ls dul'ln(I nmbrn ~ d Cllllat and maa.r smootlt roosdl. 

Med!JOtsmW#dm 
Dlllll2em HydrocMorldt fxllnded-Musl CapsulH produces b irltlhypertenSM effed pfimart, by reAmtlon 
al mailr smooll musdl and the IISWlant dK:rull In pe11p11e,- VISNlf" iatstn:e. The maanttude al 
blood Pffflllfl tlduction ts ~ IO IN de;rN OI llypel'eMIOII, IILIS, llyperlenthl lntNduan eq,ertenc, In 
-.ihypt,..,,She lfJect. 'tlilerNS llere ts only a modnt bl ii blood prmure In IOl'll'IOllrllMI. 

HtfYKXMIIOJic:IQd8!cJalirt1ktDGIEtwu 
I.lie ONfcadum dlanMI antaoonilb, .._,. deauRs llnoatrlal •d ~ conduclot In ISdald 
l!Sslnandhn1111galiwlnotroptcefllctlnlldaltdp~lnll8intactllllfflll, proloogali(JloltheAH 
iltaMlcanbe-•IIIPrdoln.. 

kl man, Clldaam pttWRU:~and •rooo~ caonar, 11111y IPllffl. tt ca1811.,... 
In pel'lphe,- 'l8SQUI' IISist#'l<:t 1'ld I modilst Ill in 1;()(1(1 Pl'tSIUl1 In~ lnehiduals .-d, In Nrdlt 
tolelillCI studies In patients 'Mth lschemlc heart dlsea•. 11duon tht heart mt-blood PIIISUII proctuct tor any 
'"nwoctdoad..Studlntoditl, prlmdyilpallent1Mhgood'l1tl'lb'ictiarltrldlon, IIM~muledrAOenca 
011ntQMMiKllrQClkfffect:ClltlK--.tjldkWll111Cta1, ,ndllttwnll'ledlrnddiistdk:PfllSIIIIIII• 
notbeenaftedtd. lncruledlllartllalrlUS, IIO'Ml"'r, beenllP()rledlnoccasiNpalientlwllpqexldng 
lml)llnnental'tefftliclUl"tuncton. Tllere111asye1Mw-.onthtlntlractionofMazemandbell-ljocMt1ln 
palientlNllpocw'~fwlcim.RntingllurtrDll91laiy_.,llducld~dlltimm. 
Dllimm ttydrochlorlde Exllndto-Rllem CapsiAasproclucndhyptr11nlhit tfttCts boll In U. ._.._, 
Sla'ldilO posiliOnS. PostlQI ltypOWISOI 1, lnlrequenlly noled l.»OII wddffly assuming an ~rlgl\t pc)litiOn, No 
ll'flex lldlycwcla ii ISSOCIUtd "'11 flt c:hrontc ~ lffectl. Dblam Hydrochlcwldt &wldld­
Ra1211 Capsults dtalut 'lillCl8r l'Hisacz, inCfta culllc output OJI/ IDCfNtWIO strtN _,,,.i nl 
produceall~dlc:rlaslornodlatQllntleaftratt.Ourino1¥'1ffilctx1rcist, incnastllndiadcpm1U11 
'" lnl'llt;led, \lltlle IIIIXlmum ~ r,stcjc Prts5UII ts ustlily reducad. Hult 1111 ti maximum oertl• 
dots not t:U'IQI orts •i:tittf llduced. Cllrook: lhefJIIY wlh dlllmm hydrodblde produces no~ or an 
lncruse In CUSffll Clllcholamints. No IIM:IUStd act'l4ty al .. flflin. angioltnslin-adosuront IXIS tm beln 
obseMd. Oltiaztm Hydroc:hforldt Exwndtd-Releast ~ anliOOOlzt tht rtNI and penphe,W tfttcls al 
anQIOlenSffl II. Hypertenslw animal models rapond to dilkrlm Yrlitl 11dldc:ll1 ii l;00d Pf'SSUl't and lnctlDtd 
urinary OUIPIII andftatrlumis .nwu actwnoe In uriwylOdiumJp(jmlum l1lio. 

lntIMnoul dltlmRI hydrochotdt In do9el al20 ma prdooosAN condtdcn band AV node fllK:llonil and 
ttftcthilllllill:IDIYPtllOdsbVIPP~,...20%.lnastudyln'ldwlOtlni;eoraldosnOl300moaldllazem 
h)'drochb'ldl la lb: normal wolllltleR, tht Ml1IJI madnun PR prdonQIIIOO wu 14% willl lO lnlZMOII of 
o,emrm.ifinl«OIN AV t.k. ~~of lheAH11'111n111 llnd men pn:in(JIIICICI 
In PatienU d ftrst~l'N heart llock. In patillfltl......, Sick linlll syndrorN, dltlmm llgnlflcanfy PfOOIOI 
Wlus cydt llnQII (up to 50,. in son. ca,n). 

ChrooiC oral anlllistrdon of llltiam ltydrOCtiorlde II IQfl of up 10 360 molday has mulltd it INNI 
lnmasnlnPRlnleMl,andCW1oc:cnkllproduc:esaboonnllprdon;altOn(t1tWAB!O&S}. 

PfYIJD¥.l#pltiq DI MdalKiiMJ 
Dilam,n 1111111 lblofbed from .. oaa,olmesmal 111c:tad ii sllbjld:tG an IIWIIM flm'i)llltftlct, ~ 
an abs(jllfl blOMllibility (coq,nd 10 lntrMnOus adnastration) of~ 40%. Dlllmm hydrtll::Motldl 
undtrooestx11nliYlmetabOhminVlllidl2%to4%oflhllllda'IQeddn,o1PPM1lnthturtnt.1n~ru lliftdng 
swdlts show dlllulm hydrDcllilridl ts~ to ao,, blUld to pks,nl l)fOllinl. ComPIU.... In Ktm 1Q111C1 
llmclnQstudallNlatsostlo'MICllilaffltJydrocllb'debillldftOiSnotDl'tdbi/...,.._liitCORCIA!lalloa 
otdipln, llydrodttorolhi, ~ , propflAOlld, saicylicadd,orwartam. TMplasmatlmlnatioo 
hlll'.fte tctowlng 111'1• or mlltlplt dnlQ dniniaraaon Is apprcalmaeet, 3.0104.5 hOUB. Deucatyl <lltimm }I 
ah.Oprttenl ■ fllpAamallle'lllllal10%I020%offltparw,tdruQandi125%10 50I.Hl)OllntlCOfOA¥Y 
wsodilalorasllllilztm. Minimll'lllle11Pt.-Cplasmall8alcliltiaztmhydrocllklndaapp&al"l0btlnlhllWIQ11 
d50to200n~mt.. lhe11l11depanu11from lfleafltywtltll dose strtnQthsll'linerNsld;fll hall.lJlls•., 
inamedMlldoll. ASIOO'jllal~patlentsw411itormlthepallctllldiDnklpatientl'Mlldrrhon 
bMd an lncrea Ill l'lllf-11e and 16"' inauSI in~ in lhl ~ l~d palilntl.A IIIIQII 
lludylnnillepallltntswlth••·l-lldllrllllllldm"'°""'dnoclfteft!ncaillltphafflllCddnellcprollt 
al dihimm compnd 10 patients Mb normal renal f\rlclion. 

Dltimmtttck:cRkldc'l&teodlHldMMcm•al4cH:OltPaMarl 
Asinlltl120111Qdolldlhttapsa:,_. ■ dlilt111bllplamllt'CisW111n2to3bou11andpalplasma 
l!wls 115to 11 hours. The appal'lfll elimlnatkln half-Ill afllr lingle or mtlllple dosing ls5 IO 7 hotn. A 
daparturt from llnNftty simlwto 1\11 obseMd 11111h the (lltlaa111 hydroc:hloltdl taimt /s obseMd. As the dole 
al ditiaztm llyCll'Odllorid txllfldtcktilmt CIP$dlS is ilalnld trom • dalr dose al 120 mo (60 mob.id.) 
to 240 ma (120 mo bJ.d.) dal/, ttltft 11 .. 1ncrme in &nHltder-tht-cunit al 2.6 tmn. Whtn lie doll ii 
inctlUldfrom 240 moto 360 mo daly, 1hl111, .. 1nc,..lll 11M-undtr.UW-Cune al 1.8tlmn. lhlMtlQII 
plasrnalewllsalllt'-"lilck>ttdt'MCldllyllstNdy .... 111IQ!iYIWltlOthtta'-dostdlOurtlmnddy 
ftnthlum111Udlllyelcmilldllllllimlld. 

INDICATIONS AMO USAGE 
Di111121m ttydrodllorldl Enlnd90-Rtlent tapus (Twic:H-Dly Douol) 111 lndlcllld !or tht lrNtmlnl ot 
hypertlnllOfl. Thay A\l1 bt Ulldmltotll comtNtion Wifl ohr..,.,.,,.,.N ~S.sudl • 

"""""· 
CDNTIWNIHCATIONS 
Diltll2lmhy(lrudllon:lliSeonll1indicatedln(1)patilntl lfllilblld; linussynclromenceptinltN 11ffl910! ala 
lunctlMnQ9ltrlaWpacl!A\llltr,(2)JllllentlM1hllCOl'ld-orlltnkll!lo,NAVblocknc:eptlnfltpmencaal 
alOO(donlng 9llltculw pacemalllr, (3) Nlltnls Mlh hyp(JIMIIOn (11$1111A 90 mm Ho sySldic). (4) palienll 
¥lftO haw dtflOlltralld hyptf1MSi!Mlytolhe dt"IIII, and {5) palentl wttll lMI rnyocanta, lnt111d<wl and 
ptjm<NtY QlllQHton doeu~ ~ x._ on ildffldliM. 

WARNINGS 

cacaw;cooouciioo 
Dlttiazem hydroehforldt prolongs AV node l'l!fracioly pellodl v.tlhout Ullflltk:arlly prcblQlno linlll node 
rtCMrY tin, ucept In palllntswtl sidl sinus syndrumt. This lfltct.., llrely l'l!S4'tln lbnOrmlly stow 
heart IDS(pa,laety In palilnts d 1kt sin Id syndrome) or tealld-- or llllnHleOllt AV block (9 al 2,111 
patients or 0.43%). Concomitd im of diftllllm wti betHkK:kef'I or clglU(ls may IUlM In adlltiw tftects 
OACll'liaccooductiOA.Apatiant'MlhPrinzmetiflanaillldMlol)tdperlOdlofasystde(2to5secoodl)aftera 
singta dosl al 60 mo of dlamm <• MN'EBSE BW::OONSL 

(jmqtd'4HM(lfalu11 
A11110lV!a&2emlla1111tQdwll'Kirq,,icettect1nisoldldilf1imaltilsue1W1P1rrtions, hemoct,nimicstudles 
1n humans wllll normalwntrtaiil'fll\Cloll hM not shown, rtducl<WI 1n canllck\ttexnorcon9isWII neoa,lve 
effeclsOflcaltJacil"r,(dpldl).Allacult~oforaltllilzlmlnpalentlwlh~red9ltrlaMrhnction 
(ejeetiontraclon24%11%)1ftowtdlmprtMmentin~alwntr1cafllldlOll'Mlhoutlignlicantdlcffue 
In contrlc1II flrlction (dp/dlL &ptlWla 'Mtll !ht nt al lltliaDm hydnx:Noi1t1e in combination • bata­
lh:lrerl In paitntl wifl lnlpirtd ~ III\Ction ii lmllftd. Clwon lllOIAd bt 1111rcilld Wllll llllinQ this 
com..,__ -DlcrllMS In blood pmsure modned "fl Mil.em h)'«odllMlllltrapy miY oc:caslooalr m(il: In 
symptomatlehypotensloo. 

Acull/:1cQlliclnillY 
MildllMlion10ftransamilaalllilflandwttnou:COl'ICOfllWll•YllkWllnallairltptul9Clhal;neand barubil 
111\18 been Def'lld In~ studln. Sud! elMlicN Wlell rnually tnntilnl and lrlquenty fllCMd MIi MIi 
COl'lt.luad tlttltzlm ltNIINnl ltt 1111 lnstw!ctS, siQnificatt elMtlonsln 111zyme1 such as alkalnl phosphatase, 
LOH, SGOT, SGPT, and Olhef phe:nomtna Qlllsisitnt ... 1CU111 hepatic Ill~ 11M bttn nOlld. lbm tUCtlons 
twldlcltoot.all'ealtyelerfltrapylAl1alion(1kll't1Nb)andhawbttllmtnillltupondlM::anllludonal 
druQtblnpy. The matiofllhlp totllliaam hydrocNoridl: ii lllctl1lin ln SM1 CIIIS, bulproblllll in IOl'N(• 
~ -

PRECMITI()ttl -Diffiaztm hydn)(:hk)rldtlltn!rlShd)' rnetabdlztd bft11t!Mrand111C11ted IP/ .. Wlleylilld In bllt. AsMII 
My druQQlwnMrprolongedprllodl, llbomotypaf11R11111ot renal..OhrpalcUlctionlhCMdbtll'IOOiliortd 
11,._,.lntlrwll. Thtdruo~btusedwl•CIIIIOlllnp,Mlents•nPMC!rlllllorheClatiefll'IClon. in 
subatull and ctlronic dog and rat studies dtsigned to produca todclty, hiQh dollS al dittilllm WUI IIIOcialed 
will hlpalic damage. In 11MCi111Ubawt11 htpatk st.udln, oral dom ol 125 mQl\g ,wid lllgbtr la rats viert 
IISOdllld 'Mltl lllstooglcal dlingn In tllt lwr Madi YIIIII IMllilllt ..... tit druo VIII cllccntlllued. In 
doos,dolesol20mg.,\Qv.eraallowocialldwllhhtpallcchangn; IM>weo,er, lhutchanguMrt1Mlllblt 
wlthCCIIMI.Ndou'lo. 

Dtrmaldook:al twnts (• WEASE Bw;TJOH-51 may be transient and NY disappear despile continued 
use of tlllimm lly,:lroc:tllor1dl. Howa,,.r, lkln t,upHon:1 l)(OOl'tSSlno to t,ylleina mlftformt and/or ntdiitive 
dennititis hM ft) been lnfrtQ08nt, IIP()rlld. $hQtjd I dennatOloglc fUClion pel'1iSl, 1ht drug stlOl.i bt 
discontinued. -~klllltpoilntlaltoradditiwtfltcts, Cluti<WIWldC811'1~Wtratiootrtwammedlnpa!ienl:lreceiWIQclltimm 
hydrochkrldlconcomi1lfliy lllliliMY aoentsknON'I toattectcanllccorrtrlcll1tyaidlorconduclon(see 
~ Phannacdoglc ltlldts lndicall lhlt lhltl Ni bt adctlw tfltct& In pralonQll'la AV conduction 
'#WllutillQbetHklc:ke11otllgitalsconcotnlllywltldlliammhydroclllorldl(t1tWABM.MiS). 

Al ¥14th al drool, car11 lhO!Jd bt oerttsed when trlatino patients wth m~ medicaliona. Dittlmm II botl a 
sublttn .. 11 an lnhll:Jtor of tht cyrx:tirome P--450 3M eruyfl'l8 sys11m. 

Other drugs M 111 spedflc subslrltn, inhtitoB, or ilduct11 ol Iii tqml ,ystem ma,y hM a signilcwlt 
lfflPICICWI ileettlCacyllld Sldeefftd profile of dltimm. Pattentstalt'l(I ollerdrugslhatare substra1es of 
CYP-4503M, rq,eeialypatlentsllliltliWlal.,"8rhtpaticlmc,alrmtnt,mayflq\irtdosaQl~lwhen 
startnQot ... OCOltCOlllilarTfDooistefldllltim11inordtrtomailltaloptimumthtrapevllcl;oodlewls. 

AAtstnttlcl: Thi deprtukrl al can1ac: contrdty, conducti-..tty, and~ as well• tit wsculw' 
dlrion lUOCillld \lltth nWkl - be polenlaled l)V cattum channel liocklrs. When Ultd coocomnantty, 
nsllltk::sand calcium bb:::kffl shCMd bt tltlaredtlllf.-,. 

ltmolllaztlM..a: Stutllh ~ flat dilliaztm lncrUNd the AUC of midRolam andtl'lazdlll IP, 3-to4-fdd 
andlheC.. bf2.foki, eompa,edtoplacabo.Thellnwnallon~-llteotmidWimandb1tzd,malsolnereased 
(1.5-ll2..5-tald)duflng~'Mlhclllimm. Theseph~tHects-dlilrlnQdiltilztm 
~ can ltd In ilcrlutd cllnka tffectl (t.Q., prdonged .-0.) Ol boll llidllmam nl 
trlazolam. 
1,1a-1t1ocar1. ContrdltCI and \l'ICOOl.rolell domeSlic studlts suggest 11M concomlld us, of dltimm 
hydroctiorldt and bttHlodll!II IS IISualy 'Ml~ but Mllbll datill'I not IUffic:ilnt IOprldict tit 
lffects al coneomttanttl'Nlment in patients 'Mth llflwntrtcLWdySf\rlction or cardiac conduction lbnonnaltiel. 

Adminlstrllon al dittilllm hydrochlor\de COl'ICOffilllnlty WI! proprancjaf ill lhl ncrmal wlunleerl resulted 
lnlltCIUSICIPf'OPIIIKIIOl.,,...91alsubjectsandbioMilil:lltyOfp~wancrtaed~ 
SO%. In .. ,o. proor.vtdot__, 10 bt ctsplaceCI fTOII ill 1:11111:•IQ _, ~ dllimm. If comtinalol ...,..,,.15 
lnltialldotllilfflldnl'MllnQllljllldlonYltthpiq,IWldol, anld!ustmlntlntht~l'IAol(jdoltmaybeW1n11nled 

<•- · 
I ..... tn nine hullhy llliljKts, aaztm tiQnifiantf inCIUSICI lht fflUI buspiron1 AOC 5.5-told aid 

~~~~:=~~w:.:.;:.~oo:~:rt~:::,~-::::v.: 
lllbutfa. Sut.quent dolt adjutlmentl may bt nt0t111ry dlfflno COldmlnistrdon nl lflCUd bt bned on __ _,_ 
Carttuanph11: Conconwllnt adninlltration al dllliaztm Mth carbamlzlplnt Im Ileen flPO(ltd to mutt In 
dl.ed NM1 le....is al c:namaaplne (40,. IO 72% tlc,11sei rt.-.0 ill tQlicily In IOl'llt c:atel. Pallentl 
rKehlno NII drugs COIICUl"fld;' shOIAd bt monitorld tor I potlnlal IWUO lllltlKlon. 

Ciattidille: A stultJ In lb: healthy wolooleeri 1111 WIO'MI I WIJ)lfbnt 1nc1U11 In P11k dltiaztm pluma kve1s 
(51'11,) RI IIN-illder-lllKurw (53"') lfltr, 1..,.t 00urlt al dmddinl at 1.200 mo per dlJ 11'1111 sinde 
doltalcllMutm 60mg. Rlr!ilin produCed srnallf, nonll~inausn. lhlttlla may be~ 
l)V Cimltklnt's known lnhibtlon al hepatic c-,,oc:tlromt P-450, ,_ IAl)'ffll ~m mponsilJII tor tht first· 
pau rnmbolsm Of dillialem. Paltnts curren.., rtCli'linQ dittiU!lm hrapy shOIMI bt cartfltJ monttortd for 
lctlartg11ln pt\ltmaa:io(ll(alttltdMlillllntllalnOll\delscontinuinOlltrapywithdmellclnl.Anadjustmentln 
thteltlumdosemaybe..-ranMd. 

CIOAifmt: Sinus bractycardia rHlitino In hOIO!bization and pacalTINf inserlon ttas been l'll)Med In 
mocll&ion Vllltt1 tht • al dcndN concurrtmly wlfl a&zem. Mcntot hurt rate In patients rteelWlo 
QlnCOlritallla&llmanddonidlllt. 

CJ'lllql0f1N: A phannacoklndc lnleraciton btt¥e811 IIIUmm nl cyc:loqMme has IINn obserwd durtno 
ltlldlts lnQAng rtoal lfld cvdlac Qlspian paNRts. In renal aid carlllc t,aisplp lldpitnts. a l1duclion 
otc-,dosporlntdostmlQll)Qtrom15%I048'r.-nte&All')'taffliintlMGydolpori .. trouoflcmc:entrations 
Similar to lt!ON 1ten prlOr 10 Ill addtlon OI Mam. tt' lf'le• loents ill ID bt admi'li•fld concunen11-,, 
cydQSPOl'lne concentration, shOukl bt monitored, espedllly ..tllfl tittllzem lf'le,apy Is lnllialed, ldjuSled or 
chcontinmd. The tltecl al cydospOrlnt on ditlmm pln1n1 conctnlrationt 1111 not been Nllumd. 

Dltftllil: AdminiStrMion of tWtimm t,ydrochlorldl • ciQOOI In 24 _.,. 111111 sut,;eas iAcruled pAasma 
dipln con011nnt1ons aporadmaletJ 20%. Another lnwltlgator fOl.ftd no lncrwe in dlQ(Jdn ...,_ In 12 
patitnts .,.. coronary nry di .... Sin011 thtrt hM btln QlllflicwlD rtSWIS rtgirmtQ the tfftct al dlQoxln 
11a1tllr1COn1mtndldMlliQOdtllewbbtnmiOftd\llMllinlU!ng, ldJ,stlno, andelsconti'lliflQdltlizlm 
hydnxNoridll ltltrapy toNJld PQUitit Mf•orllldlr~Qllllzaliml <• ~ 
tnllrNl111: Concurrent use al dltiazem klcrNSes pPOSUrl IO lwbr1dne and may exac:erbm tndycardla and 
Qllldutton dsturbna. A\dd cmcomitant UII al Mltradlnt and diltiamm. 

0.illldlN: Diltimm slgnltlcaltylnetaseslNAUCtt-tolqooidinl by 51%, T,. by36'r., tnddtcft•stts 
Cl.- tll133'r.. MonnomotorQUlnidlne ild'ierw tftects ~ bt wammld and IN dose adltllled acconlnl.i)'. 

Rn.,ia: Coldminlsnton ol ~n ¥11th dlliaztm '°"""° the i:lllilzttn ptas,na (::QAQlntlJlloos kl 
t.lldettdata lnek. CoadtNnistrtflon of clltiu!m wiltl ltlampln or any blO'MI CYP3M lncilctf wud bt 
IYOidtelv.tiln POSSlble, andlftlma!Mtne,apyainSldtlld. 
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StlliM:DllafflilMMlliibltorolCYP3Mlfldlmblllshowfltoiftctla~ltltALICcilOIM 
llatinL TIii ltSII: ci ~ Md Iha~ 1111111 S1atms ll1ltabollld t,y CYP3M may bt ina-.-d we 
concornllaAt USI ci dltimm. Wbln pcmttte, 1111 a non- CYP3M-lll81lboliztd 111&1'1 lOQl1hlr Yllltl llltiazlm; 
OIIIMIN,dolt~torbolldltimmandlleSUlinlhaakSblconlidlredllmgwilfldollmcnlMIIQ 
torSign1Wld'Yl'IIJll(WNof"'1Slitirl..._ad\lersat'4ffll. 
In a htathy 'G.llletr crou-o'lllr study (N-10). COidminlstrallon of a single 20 mg dole of simvastatin at the 
tndOl a 14 dlf f'IGlmen v.t!h 120mg 11D dltiaztm &wlded-fWease relllledin aS-tdd lnmase in.._ 
SlmVntdn ALIC \lfflWSlm'llltnll amt. Subtldl'MII ncrlllld MflOI sleady-stn:tq1GS11mci cllllallffl 
lh<MedlOIUllrlddilamllnlimwMlnmri,os1111.~._sim1N»onsshoMdNIM1dllydole 
of 480 ITIQ OI diltilztM. M 8-10 9-fdd nan inel'NSI In lim'4Stllin ALIC can be llqllded.. N coadmlnistnion 
dsillr4Stilinllllill-..:ztmisllqUitld,lmttlhedalydoleldlimvastilinto10moandllllimmto240mg. 

In a 1111-suti,tcl l'Mdoffllatd. OCled label . .._ CIUS (Mf study. lXHdmlnisltatic ci -..m (1201110 bid, 
9mm SA kw 2 WIiks) v.tttl single 20 mg dole al IOYasmil ralA?d In 3- to 4· ftjd inCIUSI In 111N1'1 
kMllllin Al.IC and c... 'letlUI ~ aklne.. In tht same lbMly, lhe11 wu no 11~1 chMge 1n 20 mo 
li'IQII dote ptMSlllm AUCwid C.. ctumg dilllam ~ldnlnistralon. Diltimm plasm, le'lleb -" not 
signNICW11ylltecledt,ykwastdnorprMSldn. 

Cicdoooeonn N ... Jb, IPIMiDWU W f1nl1Y 
A24-mon1hstudyaraaac1121~studflnmk:tUIO'lfllldnol\'idlncloltlfdlooenleily. Tht11wasabo 
no mutaoenit mponw in in ~n ta:le,_. ltsts. No Intrinsic tnect on 1'11i11y Wi1IS obMMd In rm. -Rec,rodllctlon slldu 11M belft condllcled II mice, rats. and rattit1.. Admlntstralkll GI Oosn .-.nQlnQ trum lhl 
1011n11mesaru11r(onamo,\1basil)Udltdal/llCOl'Rl'IIMdldtht,apeullcdmlQl1tllAtedln1mbryoand 
lelal lttllal!y. Thell dolu, in IOffll stuclea, l\a..e beef1 IIP(Wlld la cause lkeletal abnoonallia. In lie peril\alaf 
postl\nal swditl, ltelt WU IOml flldut1lon in llrt, inclvidull pup Yie!F1$ and IOMYil rates. There _. M 
musednc:iderK:ecidtirtfls•doltlci20timtslhehllffllrtdoseorolNltr. 
There 1r1 no-' contidled stutkS In p11Q11Mt womet1; ilellfonl, LISI diltimm llydroclllorlde In Pl1fllil'I 
..nerionl'/iflllpdantialbenetlludftnllep(llentlaltlslltohietus. -Oihiazem II txa'RCI in human milk. ON repor1 SUOQIStl that COIICll'ltt1tlos In btm m• may appraidmal 
■rum le'llls,. H 1111 ci dittlmm hydrocHoride Is dllmecl mentill, M ahtmalh1 mt1hod ci Infant IN<lnQ 
Sl'lo&ldbe~ -s-ty lfldlffechntss In pecbtrlc pallentshM ROI be111astablshed. -Clinical sci.Illa d dftimm did nal ~ suffidtnt numbffl al subitcts aged 65 lrlCI o...r to deltmine 
Yftlher fley respond dff!rent, frum yG111ger subilctL Other raoor,ed dlnical experilnct has not ldenfflld 
clfferenca 1n ,nponas betvie.l,. .-cle,ty Md YtUIQlf palilRts. kl oenera&. doll leeCtlofl tor• tklll,t, 
l)dlntst!CMdblca-.S, usUi41ylllr1nOM .. lowendOIU.OOlinOl'MOl, l'lllldleofleorutertrt.-nerGI 
Otcreasedtlepl1ic, tll'IM. orcanllctll'ldlon, and OI concomllndilease orOlllernQ hrapy. 

ADVERSE REACTIONS 
Slrious .... llldioAsllMbelnrat1ilsbdncantldOUltodal, bullll!OIAdblllCOQnizeatlal:palilnls 
Vlifl lmpailld wntrlc ... flrlclon and ma conduction abnormalllits hM usuat,.,. m:loOld lrom Ill:• 
- -
The .,.,.,. Midi dnatJeO blll:,w ~ Mflts oblll'\lld In clnlcal ltidts °' lrypentlllM pallents 
IICffilno eilfltrclftiazlm llydrocNorldl lltNts or Oliaam tt,droc:hloffll Enlndtcl-RallSI Capsua, a Ml 
as a:per\tncn obsef'tlld In studies al .. g1na aid dultno ~o. The most common ewnts In hypert1nslon 
stJJdies III showl ill a tatAe Vltth rats In pllcebo palelrtJ tn<l'M' tor compa,tson. Lns common t'18111s 111 
lsaed t,y body .,_m; the9I lnCkde,,,,, ad\le111 l!al0ns 91111 In aiglna IC!drs M Wirt ROI obstMd In 
hypertension stucles. In al hypel'l!llSivl l)dellts studied (IMf 900), 1iMI most common IIMfll f'llffltl 1111111 
edtma(9%), badache(l"l.),llzzkllss(6"1asthenla(5"11inustndycartlil(3"), NUShing(3").afldfirst­
deofltAV block(31i).Oliytdlmaatdperflaps~a'lddizzinessvie11doN JllaMd. lhe most common 
Ml1ll oblentd In diniCal Sludiet(Mr2.100 paillrtl) al anoina patients n1 lrypenlMM palilntl IDl'MQ 
Clthzem h)11roc:tllorldelabletsorDililZlm ~dlEnlndlo-Aelea•(;apstas•re(LI., Ofllll{tha'I 
1")1delftl(5.4'°1headldle(4.5'°), dlzzlness(3.,,.). aslllnll(2.n.), flrsl-4eQrNAYlioct(1A). rlushiAO 
(1.7"1naU1e1(1H,t~(1.5'°),andrastl(1.5"}. 

Do11bllBliftdPlacellloControlllllllH""rtt111I011Trills _,,, Dlltiale11 Plactllo 
N•315 Na?11 

'"' i"i fpb:(%) ·- 38(12"') 17(8'1,) 

AVblock tint-- 24(7.&") 4(1.K) 

OiUioess 22(7") 6(2.a,I,) 

Edem• 19(1%) 2(0.K) 

BBdycardia 19(1%) 3(1 .4.,.) 

Ea;- 13(4.1") 3(1 .4'-) ...... 10(""') t(0.5.,.) 

Const'4)11on 5(U") 2(0.K) - 4(13',) 1(0.5.,.) 

"'"" 4(1.31,) 2(0.K) 

Palpblionl 4(13") 2(0.K) 

Polyuria 4(13") 2(0.K) 

So- 4(1.3%) ... ,..._ 3(1"1 1(0.5.,.) 

Hypotensian 3(1%) 1(0.5.,.) ........ 3(1"1 1(0.5'-) .. .,, 3(1"1 1(0.5.,.) 

AV tht lt<Xlld deQrN 2 (OJ%) 

Ill addition, .. tt6JMIQ a-.ients Wl!II ~ lnhtQuMly (lal than 1-,.) 'MIi Dltimm ~ 
&lllndtd-ftttme C.,Sulls or dlliazem hydrocllkll'ide lablets orhM been obMMd In lllQil\a or~sion -c.dilftlClllar: Angina, arTtlyflmia. SICOlcf- or llinkfeollt AY ~ (tee Conduction WilfMtll), bincle 
llr.rlci Int.conllllltMhear11111111, syncope, tadtYGVtk. -...ntlictarert111y1101n. 

MtnMI System: Atinormat 1irtamS, amnesil, depflssion, gall atllormaltj, haluc:Niool, rimousnns, 
par!sahnla,PfflOIIIIYdlanQt, ftmor. 

Gutrolnl1sti111I: Anorexia. diarrhea. dry mouth, dpQeUSia, mid ele'4tioos al SGOT, SGPT, and LOH (IN 
Hepatic:Wamlnos), fllrsl, ~no, welgtrtlncrme. 
o.,....,....: Pndlill, ph0109Mlili'ltliJ, pruritus, ur1icarla. 

Ofltr: ~mtt,opia, CPK Increase, dy....., eplSllldl, eye in'IIIIOn, hyptl'Qlrcemil, hyptr\11\ctmil. lmpaltnct, 
musdl mrnps, nasal congestion, IIOd:urla, o"9oartiailr pain, sexual dfflel.bl. innltu&. 

Thi kto¥ii11o PCllf-maiblina Mnts hM t.n flllOl'IICI lllreqi.entf Ill pants l1CIIWIQ aazani 
hydrOC:IIIOr1dl: ~ geoer1lad txamhtmatOUI pUltlais, IIBrr,k: reactims. aklpldi, Moloedlffll (lndldng 
tadal or Ptllorbital edema), asystoll, •rylhema mlillforme (lndudlng S•~son Syndrome. tOldC 
ap6dtrmat ..,...,.), PlflPYl'lfflillll lYfflPIOOII, OinllMI ~ . ht~ Dmil. iKtlmd blltdlng 
lmt, ~ ph(toantlNy (iAdllclllg lidllnod ..,__ lrlCI ~tation at u-aposed-,,. 
areas), pu,pura, 111inopdry, ~ -and thrombotylopeni&. Thell l'IM blltn obleMd WII al aoe•ralad 
rash, IOl'l'II Characlel'llld II lt~t vastlAittL In adlnon, 1-...nts sud\ as m,ocanlal Infarction ha-... 

t.nDMWd'Mlidl111neifladt/clslinOillhatalromlilflallfllhimyalt11chuSllnfltSlpdlllls.A 
dlmltM cueandefftct lllalollfllp belMtn line .....aaAl'I .-W.111 llydrOctlkwlde lllflPY talnal ,-t bl 
establstlecl ExklliatiW dennnll (l)l'OWn by redlalenge) NS also been IIP(lrlt,d. 

OYUIDOSAGE 
The oral l.Dv. in mic:e Md ms r;JIQI from 415 to 740 mofqi aJld lrom 560 10 810 mofqi, 11specti-,., The 
lntrMnOUI LO.. WI 11ese Sl)ldn -re 60 aJld 38 mg/leg, llsoectively. Thi oral LI>. in 000S IS COIISidlred 10 bl 
1nuct11al50m~.Yilllelethallywuseenlnmonileylal360mo/kQ. 

The Dlkdoll ii man Is nCi i.no-. Dul totxltnN IIINbcfsm, liood lr-.els "'-r a standllnl doll al diltimm 
can wr, Mrilnfdd, lmlting ,- usellftllot lioodlMII In Mniolt cast1. 

The1111MblenflP()rtSOldillim11Mrdoseindosesra,glngtrorn1gto11;.0l'casesYlithlulO'Mlouame. 
ll\OStpajlntl,tC:tMrtdntiflcasnwt11afllM(IUIC;l)g,1iMlmaj0riyilM:MdmLnpladruQlnQeSiOII. 

Ewntl obseMd fololwlg dllilltm o...rtlole lndudtd ~ . hypolenalon, heart 1hr, n1 canlat 
1a1u11. MOIi 1'11)()111 o, MfdON daa'lbeel 101T11 SIJPPOl'tiw ffllCIICal mNSU11 anel/or orua IIIMmetlt. 
&adyt:anlalrtqUlllllyinc,ondedla\Uablytollqln,acldhe-11iotk.aflhouQtlcmlacpamowna1so 
lrtQUl)ltly llll2't1 to IINI llearl liotk. Fluids and YISQPflSSOf1, Yll!!II U9ed 10 main11in liood PflSSUfl aid In 
ca.set of cardiac lallu11 lnotropic agents were adnmlslertd. In addi11on, some Piflents recti.i tllal:ment with 
'4~MIPP(lrt. oastrlt ...... lCIIVlledeharcoil.~lntra'AflOUSQldum. 
The~ al lntl'NlltOUS cadum ldffllnlstmcn to rn1111 tllia ~ tfflcts GI dltiazem 
Mrdolel'lasbetnlnconsbteftllnatewfll)Ol1tdcases.Mrdosewlthcattu111dlanr1Mblodiarsassocialed 
""Ill t,ypollnlion Md bradytarlla 1111 WiS lnitlaly lltrado,y to atrtll)N became fflOfl rnponliw to alropwie 
afltrlll,.._tsllCIIIWClillrMMIUScaldum.ln50nll tlltl.lntfMIIOUlc:akium lllS- admlnlltaftd 
(1 D Cllcii.wn tNor\de or 3 ll cakx.wn llluconall) Mr 5 ITWIUIH and lll)Ulld e'Cry 1010 20 nwluets as 
~ssary. C.dtlm aluconall has atso been adrmttslered u I con11nuous lnlulion at a rated 2 a PM' IIOIJf lor 
1ottours.. ~ons Ofcaldumtor24 IIOurs orfflOftl may be ieQuirtd. PalierrtssnO!JO be monnoreotorsions 
d.,.._ 
In tht MRI of Nf'OOIIQII GrlXIQOlll'llld llspoost, app,q)l'lalt supporli'AI IMISUIIS ttl<Ud bl trnptoyed 
lnldclliOnlO(IUlrOi'lteslinalClec:ontaminllion. DitliaamdoesnOlappeartoberemO'Aldt,fperttonealor 
hi~ Umiild daU •UODHI flat pAasmaphlrnls or c:hartOilll hemoperfuslon ma, mtan cllliizem 
elnwliondoMoQCMrdotl. 8Uldon1hlknownpharmacotoglcaltttedsaldlftimmandltlrl!P()rltddlnical 
expentncn b ~no measures may be considered: 

Brlllllycanlil: Adlhnisllr alropine (OJ to 1 mg}. N lhl11 Is no ,apona to • blockade, ldr,jnister ----Hlglt-D, ... AV Bloc:11.: Trtaa al tor braclycanla ltll:'.M. Axed hilt! dlQ191 AV tKldc ShOUld be trNl9d Mil 
cardilcpadng. 

cardiac hhrt Adm~lsttrmotroplcagents(isQllrotallftti, dopirnine ordobulamkle) alddullks. 

Hypo11t111kNI· Yasopressors (1.0.. dopamine or norel)Notlme ~nrw}. 
Acltlll IIUlmef'rt and OOUOt StlOtlllld depend on tne se..ertty ot the Clnical litullion nl the judoment aid 
Pptl'llrlctalbttulingptrysician. 

DOU.GE »ID ADMINISTRATION 
Oolages must bl adJ,ISleCf to q;tl patient's rads, s&atlnQ wlfl 60 to 120 mo WCI daily. Maximum 
111111yper11ASMl"8ctlluswllyobsel'Wllt,y 14tta,,sC,dlroniclllrapy; .. llt011, dosaqt~sb()ljd 
bl ldlttt\NCI accordil~. Allhou(III indwlual palilnts may 11IPM(I to kMer O(llts.1hl llltlal 1¥Jtirrutn dosage 
rw11111n dlnlallr\afswas24Dto360mg/day. 
Diftiaztm ttydroclllorfde ~ ~ hM .. adcitlw dtlypnnsi-... effect when used wti 
Olher antlllyptrtensh,e aoents. Thtmore, 1he dosage ot Olltimm ttydrOcHo,idl Exandld-Retease taoslNI or 
the conconilaflt antillyplrtlllMS may need to be~ Wn adding n to tht other. See WABlDGS: and 
~regardino111ellllitlbetl-talclrs. 

HOW SUPPLIED 
Oiltimm Hydrodllorktt Enendect-AeAeue tacn• USP (TwlcH-Oiy Dosaol) 111 available a tololllling: 

Dlltian• Hyllllroclltortdt Edl .... R,leut ca,-1n . USP 

s ... .., Ouanllly NOCNumblr """''"'" ..... -d The 60 mo Clf)sdes III hard shel Qldlli'I caplllllleS 
100 ... 68462-ISG-01 Mlhadartl:pankODIQlleapaldallltllllopaQ111body, 
Cl'lild-r9SIS1anl imc,rlnted'Mttl"'ron1hlcapwid-w.l"onlhtbody _,, 'Mltlbld: ... tledwfl\llhiletooff-..Meptlets. ..... -d 61462-85HI Tlletomo~111hlnllhelQIQll'I~ 
100 ... wftfladarttpinkopaQlllcapandayelow~bod',. 
chlkHesiSlilnt l~rlntedVlilh"'Y"on thtcapand "68B" onliMI body 

""""' ,_blld::lnk,ta.od\lMttootl~pdllL 

120mg -. .. "462-562-01 The 120mgcapsajesarehardshelgelitlrlcapstjes 
100 ... VlithadantplnlcoPiQUIQC!illldaelarkpill:opaQlll 
dllld•rtslslant body, lq,r1nled'Mfl'V'0111htcaplr!Cl•562"onfle 
closure body'Mthbladi.fledlllli1tl..tlltltaoff""lll1iltpelrts. 

S10t1• 20"C ta2S"C (6rf10Trf);excurs1onspennillld to 15"C IO 3'rt(59•fto 86.f) I• USPCon1roled 
Room lttnPttllure). A~ e:ctSIM llumieify. 

Ol5P111S1 In•~ liOll1·1'HiSbntcontainern dltlnedill .. USP usklg adlld-mistMtdolu11. ...,_,. 
Gltumatk Pharmacc:utnl1 Llrmted 
f'llllampur, Macl!ya.Pl1delll4S4TT5, India 

!Qllllacbndlor. 
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PRODUCT NAME: Oilitiazem SR caps US PKG. DEV.: ::;-,.,.:::::,:-,='=' 
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PHARMACODE: NA BARCODE: ssoo7 
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PACK : ~33~x~3~2.'.!m!!!m!.__ ______ -----Jl-:-,----,--:---:---"------~~---------t 
ACTUAL SIZE: 325 x 200 mm REMARKS: NA 

SPECIFICATION: 60 Gsm Maplilho Paper 
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