
68462-00392-01183116 
INDEPENDENT PHARMACY DIST. LLC 
1107 W MARKET CENTER DR 
HIGH POINT, NC 27260 

July 26, 2023 

Dear Customer, 
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DRUG MARKET WITIIDRA WAL 

DESMOPRESSIN ACETATE TABLETS 0.1 MG AND 

DESMOPRESSIN ACETATE TABLETS 0.2MG 

0.1 MG (NDC 68462-275-01) & 0.2 MG (NDC 68462-276-01) 

(Glenmark) 

Glenmark is voluntarily requesting a Market Withdrawal at wholesaler level involving the 
following Desmopressin Acetate Tablets batches; 

DESMOPRESSIN ACETATE TABLETS 0.1 MG 

S.No. NDC Batch No. Expiry Date 

1. 68462-27 5-0 l 20210715 10/2023 

2. 68462-275-0l 20220094 01/2024 

3. 68462-27 5-0 l 20220155 02/2024 

DESMOPRESSIN ACETATE TABLETS 0.2 MG 

S.No. 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

Page 1 of 3 

NDC Batch No. Expiry Date 

68462-27 6-0 l 20210651 09/2023 

68462-27 6-01 20210664 09/2023 

68462-27 6-01 20210666 09/2023 

68462-27 6-0 l 20210716 10/2023 

68462-27 6-0 l 20210818 11/2023 

68462-27 6-0 l 20220051 12/2023 

68462-27 6-0 l 20220058 12/2023 

68462-27 6-0 l 20220060 12/2023 

68462-27 6-0 l 20220100 01 /2024 

Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430 
T: 1 201 684 8000 F: 1 201 831 0080 www.glenmarkpharma.com/usa 



68462-00392-01183116 
INDEPENDENT PHARMACY DIST. LLC 
1107 W MARKET CENTER DR 
HIGH POINT, NC 27260 

S. No. 

10. 

11. 

12. 

NDC Batch No. 

68462-276-01 20220132 

68462-27 6-01 20220133 

68462-276-01 20220137 

6 
qtenmal2k 
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Expiry Date 

02/2024 

02/2024 

02/2024 

Market withdrawal of these batches have been initiated due to Out Of Specification (OOS) was 

reported in test of Content Uniformity (By HPLC) for the product "Desmopressin Acetate Tablets 

0.2 mg" B. No. 20210314 A.R. No. ST3230680 for condition 25°C/60% RH during testing of Shelf 

life interval where one tablet failed during CU testing. The subjected batch # 20210314 has been 
expired in the month of May 2023 and hence not included in this market withdrawal. 

No assignable root cause could be identified for the observed out of specification result during 

laboratory and manufacturing investigation. Glenmark is initiating market withdrawal all of these 

batches voluntarily as FDA decided that this is not an official recall but a market withdrawal 
because none of these batches subject to Glenmark's voluntary market withdrawal failed at release 

or on stability to date. Therefore, out of an abundance of caution, Glenmark is requesting market 
withdrawal for these batches. 

See details of product batches listed in above table on page 1 & 2 and refer enclosed product labels 
for ease in identifying the product. 

Examine your inventory and if you have any batches specified in table of page 1 & 2 then 

quarantine it immediately. 

We are requesting the batches specified in the above table to be returned to Qualanex, LLC 

(address below) using the Postage Paid Product Return label that was provided in your Market 
Withdrawal Return Packet. 

Qualanex, LLC 
1410 Harris Road 
Libertyville, IL 60048 

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

this notification. Please either fax your response to 847-737-3719 or email to 
recall@qualanex.com. 

Page 2 of 3 Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430 
T: 1 2016848000 F: 1 201 831 0080 www.glenmarkpharma.com/usa 
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INDEPENDENT PHARMACY DIST. LLC 
1107 W MARKET CENTER DR 
HIGH POINT, NC 27260 6 
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If you have any questions regarding your market withdrawal return, please contact Qualanex at 
800-505-9291. 

Thank you for your cooperation, 

Sincerely, 

GLENMARK PHARMACEUTICALS INC., USA 
Digitally signed by Thomas 

Thomas Callaghan Callaghan 
Date: 2023.07.26 12:18:18 -04'00' 

Thomas Callaghan 

Executive Director - Regulatory Affairs, North America 

US Agent for Glenmark Pharmaceuticals Limited 

Tel.: (201) 675-9447 

Fax: (201) 205-1378 

E-mail: thomas.callaghan@glenmarkpharma.com 

Enclosure( s ): 
Product Labels 
Market Withdrawal Return Response Form 

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



68462-00392-01183116 
INDEPENDENT PHARMACY DIST. LLC 
1107 W MARKET CENTER DR 
HIGHPOINT, NC27260 MARKET WITHDRAWAL RETURN RESPONSE FORM 

DESMOPRESSIN ACETATE TABLETS 0.1 MG AND 
DESMOPRESSIN ACETATE TABLE TS 0.2MG-

0.1 MG (NDC 68462-275-01) & 0.2 MG (NDC 68462-276-01) 

(Qualanex Market Withdrawal # 392) 

DESMOPRESSIN ACETATE TABLETS 0.1 MG 

S. No. NDC Batch No. 

1. 68462-275-0l 20210715 

2. 68462-275-0l 20220094 

3. 68462-275-0l 20220155 

DESMOPRESSIN ACETATE TABLETS 0.2 MG 

S. No. NDC Batch No. 

1. 68462-276-0l 20210651 

2. 68462-27 6-0 l 20210664 

3. 68462-27 6-01 20210666 

4. 68462-27 6-01 20210716 

5. 68462-27 6-01 20210818 

6. 68462-27 6-01 20220051 

7. 68462-276-01 20220058 

8. 68462-27 6-01 20220060 

9. 68462-27 6-01 20220100 

10. 68462-27 6-01 20220132 

11. 68462-276-0l 20220133 

12. 68462-276-0l 20220137 

Expiry Date 

10/2023 

01 /2024 

02/2024 

Expiry Date 

09/2023 

09/2023 

09/2023 

10/2023 

11/2023 

12/2023 

12/2023 

12/2023 

01 /2024 

02/2024 

02/2024 

02/2024 

Please fill out and either fax to (847) 737-3719 or email your completed response form to 
recall@gualanex.com. 

NDC: Lot: ------------ ----------
Quantity Being Returned: Full/Sealed Bottles Partial/Open Bottles 



68462-00392-01183116 
INDEPENDENT PHARMACY DIST. LLC 

~~~~~~~~'~;f7;~6ERDMARKET WITHDRA w AL RETURN RESPONSE FORM 

(Qualanex Market Withdrawal # 392) 

NDC: Lot: -------------- ------------
Quantity Being Returned: Full/Sealed Bottles Partial/Open Bottles 

NDC: Lot: -------------- ------------
Quantity Being Returned: Full/Sealed Bottles Partial/Open Bottles 

We have examined our inventories and have none of the above market withdrawal product in 
stock: 

(Initials) ___ _ 

Form Completed By: (Please Print) 

Nameffitle: --------------------
Phone: ----------------------
E-Mail: Fax # ---------- --- ------

Company Name: 

Company DEA: ____________ _ _ ___ _ 

Company Address: _____________ ____ _ 

City, State, Zip __________________ _ 

Signature: ____________________ _ 

Wholesaler: --------------------
Wholesaler Acct. No. -----------------
Date: -----------------------

□ I have read and understand the market withdrawal instructions provided in the Market 
Withdrawal Letter received on: ___________ [Date] 



68462-00392-01183116 
INDEPENDENT PHARMACY DIST. LLC 
1107 W MARKET CENTER DR 
HIGH POINT, NC 27260 

NDC 68462-275-01 

Desmopressin 

MINIMUM FONT SIZE: 4 PT 

JAR SIZE : 60 CC 
SAME SIZE ARTWORK 

LABEL SIZE 105 X 45 MM 

G GLENMARK PHARMACEUTICALS LTD. DATE: 

ITEM CODE: PE40140 

UNVARNISHED AREA 
32mmx45mm 

I 

! 

PANTONE SHADE NO: - BLACK 
-188C 

PHARMACODE: ::-:--------- - 1 ~..:_R~A:_ __ _jl-----""'--- lhLPI:Z4~'..l,!21 
COUNTRY: _U_S_A _______ ___ 11 QA: """""' 
LOCATION: CO_LII_A_LE_-_G_OA ______ ___.',1-P-R-OD_U_C-TI-O-N:-fl----su-H>b-111y- - -lf.l_,,.:,,'ll-r-.-'i+'-'--H 

PACK : . LABEL (100 TABLETS) 

ACTUAL SIZE: 105 mm x 45 mm REMARKS: 

SPECIFICATION: A UV VARNISH COATED FASPRINT NG/PERMANENT HITAC PET 23 STICKER LABEL FROM AVERY 
DENISON PRINTED AS PER APPROVED ARlWORK. BATCH PRINTING AREA REMAINS UNVARNISHED 

I 



68462--00392-01183116 
INDEPENDENT PHARMACY DIST. LLC 
1107 W MARKET CENTER DR 
HIGH POINT, NC 27260 

NOC 68462-276•01 

MINIMUM FONT SIZE: 4 PT 

JAR SIZE : 60 CC 
SAME SIZE ARTWORK 

LABEL SIZE 105 X 45 MM 

G GLENMARK PHARMACEUTICALS LTD. DATE: 

UNVARNISHED AREA 
32mmx45mm 

I 

PRODUCT NAME: Desmopressin Acetate Tab 0.2 mg '""''°"· v,,11on, eon,,....,. PKG. DEV.: ,, __ ,,...Mll,Pld< 

ITEM CODE: PE40141 VERSION:_..!!!D2~17~-1LU------jr'"'=·.::.:°""'=""'.::.:=."'':.:'-::.:.::..---11r~-u;:-;-~ 

PHARMACODE: ---------,~_:R,:A:_ __ ~l-""-- _ 1u1 ___ j!-i~~....2ll.?..l~)l 
COUNTRY: _U_SA _________ -lt QA: 

LOCATION: COLVALE - GOA PRODUCTION: Mlchlnl Suillblly 

PACK: LABEL (100 TABLETS) 

ACTUAL SIZE: 105 mm x45 mm REMARKS: 

SPECIFICATION: A UV VARNISH COATED FASPRINT NG/PERMANENT HITAC / PET 23 STICKER LABEL FROM AVERY 
DENISON PRINTED AS PER APPROVED ARlWORK. BATCH PRINTING AREA REMAINS UNVARNISHED 
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Dnmoprassln Acetate Tablets, 0.1mg and 0.2mg 
Rx Ont, 

DESCEIIPTION 
Desmopressln .tcetate Tabtm n a~ analogut ol ttw natural~ hormont Hl'Qinile vasoprmln 
(ADH}, an antidiumic honnont arlecting renal water conservation. tr. ii chemical/ defined as lollows: 

Mol.Wl 112927Empwb!Fomlla:CJt..N,.011S1•CzH,01 

~ I 
SCH,CH,C-fy,_,,ho-Gln~,g-G~-NH,-CH,COOH 

1 234567 89 

1-(~acid)+01'gininevasoprasinmol'IOIC8tlte(ut). 

Desmopressin acema tablets, for 0111 administration, coraln ellller 0.1 or 0.2 mg delmopmsln atate. USP. 
lnactiYe lngredientsindude:. llctose monotr,dmt:, pOlatostarth, tat, maonesitmsturateand povldone. 

CUNICAl PfWUIACOLOGY 
Desmopre:ssin Acetlle Tableb, tolDln IS_IClNnutistance, de:smopra$in--. I synttletk analogue of tile 
natllral~arginiNYISopl'USIL c-.•--, 
0oscmponses1Udilsln~wlhdiabeteslnsipldushavedamonstratldtNlorlldosesof0.D25mgto0.4 
mo produced~ s1gn1t;n nkliumi: effects. ln most patiants, doses o10.1 mo 10 0.2 mo produced 
optimal antillvmic e:tfects lasting upto alghl hours. Wlh doses of0.4 mg, arildiumic eflecls wm observed 
for up to 12 hours; measurements beyon:112 hours wen not recon:led. Increasing oral doses produced dose 
depel'lim muses in the pllSna levels of desmopre:ssin acetate. 

~=.::-=-°'~d=-followed1~tmtcoo11ewith?yvaluesof1.Sto 

Th& bioMllblty ol Desmopmsln lcetlle 01'11 tablets is aboot 5% compared to lntrlnas&I desmoprasln 
acet11e, ard about 0.16% compared to in1menoll$ OISmopmsin a:t'tltll. The time to reach ma,cirnum 
p&asma dasmopressil acatll8 lmll ranged from 0.9 to 1.S houn fobfrlg oral or inb'anasal administration. 
mi,e~. Folowlng ldmi'liclrG>n of DesmoJ)l'ISSin ketalB Tablets. the onset of antiflumic effect occurs 
at around 1 hour, and ii reaches a maximum at about:4 to 7 hou11 based on the measurement of lncrased 
urine~. 

The11MolOesrnoprmmAcml8Tablatsinp,tientswttlanestablisMddillgnosiswlraultin1reclUdi:lnil 
urfnary output wlh an~ fltlt!ase In urine osmolally. These effects~ wl alow resuJlll(ion ol 
a rnor1 nonnalllle~ wilna~ in uma,y trequarqand nocb.uia. 

There are reportsofa,occasionalchatlgeil response to the lntranaalformulationlofO.mopres&inAcetate 
(De$m0pres,sin Aceta1e Nlsal Spray end Oesmopreuin Acema Rhinal Tutie}. Usuat,, the change oetuO'ld over 
aperiodoflfmec,reaterthlnUCmorct.. Thilchanoemr,btd11ttadecrmedresponslvaness,ortos~ 
du!ltionollflect. TheBls notvi:lencethM"this efflctls duetathedevelopmmtofbildlng antibodias, but mr, 
beduetoalocal~ofltlepepti:le:,Nolmfflngofeffectwasobsamdlnttie46patie.nts'#howe11 
treated wih Oes,oopressi)Acetale Tablets for 12 to 44 months and no aerum lltibodias 10 damop1USin were -The~ngelnsw:tu11ola,vinvasopresslnto..d.e:smopflisinacetaterauledlnlessYISOj)l1SSoracti'lily 
and decras.ed action on visceral smooch muscle 111at1ve to enharced arti:lluretic activiy. Consequenttf, 
clirbl/ effective Wdi1iuntt doses n usualy bdowthe threshokl forfffecU oo vascutarorriscaral smooch 
musde. lnU. fourlong-termstudiai ofDamopressinkeadlTablm. no n:reases In blood prmu11 ii 46 
pitierts 19Ceirmg Desnqnssin Acmle Tablets for periods ol 1210 44 months were IIP(ll'llld. 

In one study, the phwmadynanic chancteristics of Desmopreuin ke!ate Tablets and iftranasal fo4'1'11C.11ation 

:::=::O.:n8:~~r~~=~o~o~=6.:~.o~~~r:: 
rhinlltube.The~areshowninthefolowingtable: 

•-Cllallla lra lntlill(SE) IR Pbafflllct..,..■&hrnltlrsin Nana! Halbr AdllVollnteen 

r- Total Urine Volllme Ill 1111. lllauDII .. UriMOslnolaut, ln -0.1 mgPOq&h ·36&8.3(149.8) 51U[21.9) 

0.2mgPOq8h -4429.9(149.8) 686.3("11'1 

O.◄ moPOQ8h -489811 (149..6) 769.3(21.9) 

0.01 mglNQ8h -484-4.9(\49~1 754.1 (21.9) 

(SE)•Standarderroroflheman 

With respect to the mean values of total urine volu~ decreut and maxirrum urine osmolality in::raase from 
basalne. nm confidence limlls estimmd that the0.4 mo and 0.2 mg on1 dose produced between95% and 
110%and84%to99%ofpharmacoctfnamc~.~. Whencompa,a:IIOlhe0.01mgmnaulOOH. 

Whill!I both thl 0.2 mg and DA mg oral doses ar9 considered ~ sinilll' to the 0.01 mg 
intranasal 00A. the~ data on an irttr-subject basis was hight/ variable and, therefcn. 
indiri:iualdo51ngiirlCOfMllnded. 

In ll'ICDlel'stutt, in diabetes Ripltus patients, the pharmacodynamic characlaristics of Desmopreulnketale 
Tablets and innmll formulllions Mte compared over 112-now period. Ttn fllikonlrole.d patients under 
IO(l 18Wffl administaredtlblel:doses of0.2 mgand0.4 mg, Ind rmnasaldosa of0.01 mglnd0.02 mg. 

Mnfl Put ........,_le Pamnters (SD) In PatHatric: 111d Acloleaeat DiNetn lasiplaa Patltfttr 
T,_,. 

Uriu Yollme in 111../1'1111 Maia• UriM Dlmo .. lily in -0.01 mg IN OJ(0.15) n1.0(22◄.63) 

O.D2mglN OJ(0.251 76111(298.82) 

0.2mgPO 0.3(0.12} 678.3(147.91) 

DA mg PO 02(0.15) 7872(73.341 

{SDJ•Stnlan:IDeviallon 

Al Jourdose fomlulldora (0.01 mg IN, 0.02 mg IN, 0.2 mg PO and DA IT'CI PO) have a P'hllr, pronounced 
phannacodynamlc effect on WW •me and urine osmolalily. N. two houri after study drug adminlstntlon, 
mean urine volume was 4 ml.imin and ume osmo&alily was >500 mC>sm't:v- Mean plasma osmolllily remained 

31mm Fq:tFo'd - 109rr-

---~---

~ conmrtO'llfthltime course recorded (0 to 12 hou11). Astatistal separation from basellnedi:I not 
occur•.,,doseortl~polrt. lnthesepatients,the0.2mgtableflnlthe0.01 mglntrinasa!S91'1Yllldllllted 
sriarp,hanracoctfnamlcprofilesasdldthe0.4mgtabletsandthe0.02:"'Lirtranasalsp,aylomuatlon.ln =~=t~~~~=~~ress":s~.~ 
Desmopressi:n Acetate Table1S tine tlrres I d,oJ. 

Priru,y Noctmml Ellffllls : 
Two dou~. rardomlzed, ~ stooies were conducted in 340 patients with prima,y 
noctumalanuresia.Patlentswere5-17)'tll'lold,lnd72'.4wenmales.Atolalof329patlertswereevamed 
lorefficxy.Patientswmtvaluatedoveratwo-weetlmeineperiodi:nwhichtheavenigenurnberolwetnights 
was 10 (range4-14). Patients were then randomized to receivt 0.2, 0.4, or 0.6 mg of Desmopressln Acetnor 
p&acebo. Thapooledraultsattertwowaeksnshowni:nthe~table: 

Rapons1 to Onmopmain Acllltt T•W• aed P._. al Two Wreb ofTre•ent 
Mea1t (SE) ...... lf Wll NigllaJZ WNb ....... D.t- D.4ff1Wlllly ···-<• • 151 1•• 7'1 (n• l2) (n• D ) ....... 10(0.3) 11(0.3) 10(0JI 10(0.3) 

ReductiontromBaseBne 1(0.3) 3(0A) 3(0AI 4(0AI 

Percat Reduction from Basellne 1o,1, m ,... .... 
1)-¥11uevsl)abo dl.05 d).0, dl.05 

Pdents treated with Desmopressil Aceta19 Tatiets showed a mt1stica1tt .significant reduction In the nwnber 
of Wit nlgtil C0mplf1d to placebo-ttaated patirra. AgrN!ef' response WIS obHMd d'I incruslng doses 
upto0..6mg. 

1ft aU( month, operHlbel crtanslon study, patients compimlgthl !)OClbo-contrcllled studle$Mi'e starta1 OC1 
0.2 n9dlY desmoprasln Klllm, and the dose was progn:ss~ lrertlsed urdil the OfJllmal raponse was 

=--=~~~~~~~23J~:sm=◄r.:=r~~~ 
:s==~~l~faiJ=~=~i"J.s"o':~~~ot= 
(198 of 23>, 86%) Wire ttrated u, thl highest dole. wi.n al dose groups wm comblnad, 128 (56%) showed 
•least•50% reductlonfrombaSellnelnthenumberalwet llightsl'lwee:ts, wtile 87 (38%) patien!sa::hieved 
acomokieOfne.arcomplcterespanse. 

Hlman Phanuutlnetial : 
Desmopmsnketaleismainlyll)((:retedintheurkle.Apharmacotineticstudyconductedinhealtt¥volurtatrs 
and patlantswtil d:I. rnodmle,andsmre renal~(n-24,6subjects In each group) 11Cl1Mngslngle 
dose~ ICltl18 (2mcgli I~ demonstra:llld a dll'lertnce in de$mopressin aceme termn1 hall
~ llllll ~;:,~rea:=~o~"frs In nonnal helltt'J p,tlelllS to 9 hours In pa6enls wnn 

INDICATIONS ANO USAGE 
Cltnl Diabltn IDsipidn: 
~ latile Tablets are indbled as lntidiumic 11placament therapv in the management ot certnl ==:.~,,~~~~~~:=~=~=: ·-Palientswereselectedtortf'lera,Jbasedonthedilgnosisbt)lmewoftheWit!l"deprlyationtest,thetrfperttric 
ulne lntusbl test, and/or response to antldklmtc hormone. Contr'lued response to desmoprmin acetate 
tablets c.an be monitored bt)I measuring uri'le voluma nl osmolality. 

PrimryNodlmll fanb:: 
DesmoptlSUl Ac:etm Tablets ar9 indicated for 1he l1'IINQelmt of prwnary nocturnal eooresis. Desmopres.sirl 
AcellllsTablets may bl used alone oraanacfiunctto behm>tal coolltloning or other non-phanNieologic -CONTMINDICAT10NS 
Oesmoprnsin Acelate Tablets are cortrJindiclled In lndivkflllb widl known tm,ersenslivily to desmoprmin 
acetate orto a,. of the components of Oesmopmssln Ac:etate Tablets. 

Desmopressil Acetate ii contraindicated In pderts wl:h moderate ro severe renal impairmer1 (defnd • a 
crealinnldearlnclbelow50ml.imin). 

Damoc,rasin Acetata II contraindicated In pants wit! l,fponatremia or a histofy of h-}ponatremia. 

WARNlt6S 
1. Very rare cases of ~ponatremla hM been reponed from worll>wide postmarteting IXPlrlencl In patieNS 
tread wtil dts.mopressln acetate.. Onmoprasin keate II a i,otm lntidiuf'IU: which, wtlen admi'arld. 
mayleadtowaterlntoxicllionand/orhypOnltrwnla.Unaspf'OJlfflldllgnosedandtreatedhyponatremiacan 
be tml Thn1cn. ffuld restriction Is recorrmended and shol.6:f be diKussed with the patient am'or guardian. 
caretut l'Miical supervision Is rtQulred. 

2. When 0esmoprmin Acetate Tablets are admilistered, In parti:mr In pediatrie and ~ patients, 
fllid lntalceWUld bead'.-,steddow/Ml'd to decrease the pollttial OC:CUrllllCe of water Intoxication and 
h-}ponatnmlL(See PRECAUTIONS, Pedllb1c Use Ind Geriatric la.) M patierts receimg desmopres.si, 1011i1e 
-shouijbe-forlhefo-slgnsor.,,,,pmmsmacla.,.,..,__ 
IIIIISerlOfflll, decreased serum sodium, weigtl pin, IISdessness, fatigue, letharg)t, disorientltion, 
depressed reflem, ms o1 appetite, lrritabilily, musc:le wutnm. muscle spasms Of cramps and lbnomlal 
menlal St3l1JS such• hdllCinatiool, decrused cons:ciouwss and contuli>n. Swere symptoms~ Include 
or.oraconillnatlonofthetolowing:seizur1,comaan4'«respiratory.-rm.,Par&ularltllntionshouldbe 
paid IO the possllllty of the l'IJ'fl occurrence of an extremadllc111Se in plasma osmoWty that mr, resul in 
seizura which could lead to coma. 

3. Desmopressin Ac:etall should be used wldt caution In patienb with hlbmal or psychogenic poWipsia who 
may be rnor1 ~ to drirt m:es"'4 amounts ot water, putting them at greater !'Ek of l'rfponatremia. 

PREOAl/!10NS 
Geaeral : 
Intranasal tormulali:lns of delmopressin acetate at high doses and Oesmoprnsin Acetlle lnieetion hple 

~~~~~-=:::1~=~d_s-=~!~=:=-r: 
be used wth caution in patients with coronary 1111,y k'lsufflclency and/or hypertensive Cll'tlioYascuW disuse., 
beca.lleof1P011ibleriselnbloodprasu11. 
Oesmopressin Aceta1I should be used with caution In parilnrswith coo:tili>n& assocated wlh ,..,i:I and 
eectrot,'8lnaln:t.suchacystlctlbros:15,heanfaiturewdrenald~ersbecau1ethesepalienlsareprone .,_,.,. .. 

G GLENMARK GENERICS LTD. DATE: IW03/2015 PANTONE SHADE NO, B~ck 

PRODUCT NAME: LR.TDESMOPRESSINACETATETAI USGPSAE 
PKG. DEV.: 

lllm;odie,Vmloll,Conllltency 
ofllnign,owrprint.,_Ptct 
D,Olmnionl&u,Dllt ITEM cone· PE32425 VERSION: ]!,03!1'152::·1!__J,t------;t=====-1t.fil---fr--'t--l---i 

PHARMACODE:---------F:..:_ ___ 
1
1-- ---..j~~-"'i~;,:::-:-J 

COUNTRY: --------- --~, 

LOCATION: ~G'~•---------- ,i 

RA 
_, .. 

QA: .... ,.. 
PRODUCTION: Mlchine&Jillb~ 

PACK : 40 GSM BIBLE PAPER 
REMARKS: . 

ACTUALSIZE: _200X2_ 80_ M_M ______ ~~-----------------l 
SPECIFICATION: 32X32 MM - ------~------------------------,-i 

Temple Pacbgill!I Pvt. LIii. Font Hetv.tica Condensed Font Slz9: 6 pis. SAP Code: 40100005600 Flit No.: 38418 V:2 ""'"' 
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Rm MYell llel'gic mctlons hM been reporled win Oesmopressil Acetate.. Anaptr,1ldl ,_ been reported 
mt,, wlh iimerloal and ilrlnlsll admniltrltion of desmoprmln IClbll but not: -.ill Damopl'NISI _T,_ 
Lllltnlorrlab : 
C«rtnl DilJIJ,_Jnslp/M: 
Labontol'yllltlklrmonloriAgtht_..'#lhctffflldilbllesinsipii\aorpoa-surgalorheadtrauaa==:~ I'd.de utnvolumeand osmolally. In someeasa. musurements ol plasma .,.._, 
Mhough the prmor IC1Wty of des(ooprasln acetate is vtl'f low compnd to itli araiiuredc activity. large 
dosa: ol 0esmopresm Acdaa Tablets shcdf be used win~ pressor aoe,ts orit wlh careful patiert 
mon1:omg. n. concomilart ldnwiatllion of drugs that may inctase u. rjat of _. lmmdcaton with 
~ponab'IITU, (1..g., tr'lcytlic lfflk!epraura, selective l&IUOl'lin ~ iMlbitorl, cNorpromlllnt, opilll - .NSAIOs,_......,....._..),_bl_ ... _ 
Cardnapnicfly,lll....-ilr,1.....-,nenloffertllitf: 
Studies 'Mltl desmop,min acetate l'IM IWJI been pertorn.11 to tvaluale ~ poltltili. rn,tagri; 
potercill or eftects on tenay. _, 
..._,,, 
Fertility ltUdill hM nol bllndone. TeraJok>atstudies in ra!Sand rabblls•dolll from 0.05to 10 rtC/6 
kf'daY c~ 0.1 mna o. maximum systerrit tuman e:qaur1 1n rm n1 DP to 38 tnes the 

=:s:":.·r.::.=.= -~=.,~~~:= 
won-en. Becauserinllstldiesari rd:_,. pndictittof human,_.... lhlldr\lg sJlouij bt used durtlg ...,_,,.,., __ , 
Several public;Micq whell dl&moprtssi'I acetale WU used In tht nw_,..,. of diabcZa: ln&ipldus durtng 

:v...~~~:.::.n-:-1~~-::-.":-=r.: 
fil'INn'fOISWdlh ~studyoftha use of desmoc,msk! acetate In pregnant women wlhdiabetes 
lnsipidus found the rltlof ti.UI dlfeclSto bl no grutarthlnthlt lnthegwral populltlon; howMr, thl 
mtistal power otlhll stto, II low. M opposed to pre~ cuaining nllUrlf tmncna, delmopraul 
x:etallln~dolllhalnoUltf'OlonclCl'ionandtheptr,slcilnWlhMtoWlighthlpoaibil 
therape1111cadv11Uge:SIQl!nstlhepossib6trilbineachc-. 

Niml111II...,.: 
There t"M been no conlJOlld studies In f'llrslng molhers. A li9I study In ~ women demonstraled 
alllllbd~in...,...tu1t11s r .,,c:hanga1n..,...damopressa1ame11tmst•rolowil'G 
anktranmldoscof0.01mg. 

!tis notknownwtlettlll'U.druglsm:reted In lunln ~BICll.lle rnll\'dnlgslrlm:med In human mil. 
caution thookl bt IXWCU:I when de$mop,epin ICltall ii administered to l'IU1lng macheri. 

hdiltr1'Use: 
c.itn/DiMfhillnlilla: __ T_hM...,usedutot,•--.aoo•,......,-,.,.d"...,.. 
Qipilus tor perlodl up to 44 morct.. lnyounger pedlltrk: patletts the dOK must bl indMdualti adjusted In :::.to=~r:=-=or~:==,=-~e:w:::: 
patiants requin cnfu!fluit ..... rmitiionsto pmert possible hyponmmitm!WU' doXatlon. Auld 
rtStrttiondol~ be:dilamed wltltlllpdt,llancUOfguardiln. (See WAIUINIS.) 

l'ril¥larfll#tlllnll&wail : 
Oe:fll'IOPl'ISSin Ace1a Tlbn: 1-.w blen Sliltf IISed in pediatric patients IOI 6 yen and older wlh p,tmary 
nocturnll eMeSis tor op to 6 ~ Sorre Pllilnll respond to I doN OI 02 mg; tlowmr, musing 
mponses111seenatdousof0Amgand0.Jmg..Nolncreastlnthlhquenc:yOf1M~Olld'tefslructionl 
«deuaseindicac:yw,sseenwlttanlncruseddole«dmtlon. Tlledolesl'lldd btnltktualyldillStld 
to achiffl the best raull. Trut!TUI IIWfttl desmopRq;ln fof primary nocturnal nuu shouil bl lrarrupted durir,iac""""""""'.,__b>,.ijllV!/or--1~--
~ .. ~~=:_~11onso1ext11nt,11Jtwiuther, YVXUllmrciltorothtr 

Wllel' lrtccbdonand ITfponatremla. 

f1N1Maltdl111 : 
Thert NVI been rn lll)Ol1I of~ convutlin mociatld Wilfl concombrt use wthh rolowina 
~ : ~and lmJnnir-.. 

DYERDDSA&E 
sior- of CJYWtme mi, lncb:le confusion. drowsiness, colD'luing headache, problems wth ~ urn and 
rapidfllightglirlduetofluidretantlon.(See WAIUlltGS.)lftc:aseofOY811Sou,thlldosclholAdblrmuced, 
fnquny ol adrniniltrlrloo deaas«I, Of the drug wlhdf1Wft ICCOfding Ul the smr1ty of h condlZlon. Thare 
II no known ac,eclt antidote: for desmoprmin acae. Thi palienl: lhould be observed n:l tmted wlh ----:ri~":t:.t~=d~o!:s==:-i.:=:.m:::r:r=~= - .. --
DOSAGE AND AD•IISTMTION 

Cedr'IIDilutalllst,idn : 
The dollOI ol Desmop,essin Acelate Tablsts must be ~ for ucll lndiri:lual put and adjusted _tD .. diun'Ol-olra_llespcn&_bl_by,_. __ 

ckntionolllllpandldlquala,ntW:e:xclllNt, watertl,lrnl,Wer. Patilnls ~onlntnnmlOnrnopr'ISl#I ===:s~w:~~tlOu.:=.::=--~=~-= 
acteqmll raporR. Padentl shoUld be monlcnd ar reoutar .-.ms dumQ the course of Oesmopresul 
latlll: Tlbl!l ~ to ISIUII QQuate 111idiuretir; l1$pl)IU. ~ in doslgl ,igifnen sholMS 
bl irncWnenllld II IIKCSSlrY _, IISUII adeQUlte WISier IUITIO'llf. flukt llltrttion should bl obseMd. (s. 
WAJIJMBS, mtAUTIONS, Pediatric Use and Geriatric Us8.) 

Mais W ClllltliM : 
ttil~Nl)ltiantsbeltlrtedondole&olD.D5mo(11'lotlheD.1 mgt.ablet:)twotlmeladar/and 
lndNkfuat, adillsted IO tt.ir optimum ~utlc cka Molt Plliel1I in cinical 1rilll lound N: IN oPdrnaf 
dol;IQll'lf9110.1 mgtDO.J mgdat,, tdmillstered lndlridlddoses. Eachdosc1hould bl ~llf,uslld 
toranldeQL1111dklmairf'¥1hmolwatertumover. Totaldll\tdosaQtlhouldblincruled ordecr-.dlnlhe 
rangaofO.tmg10t2mglfWedlrutwoorttvledalydoses:•rmledtoobeainadeQua11anlitinsil. 
See flHillric U.. slJblecfion forspecill ccni:iera6Dn1 When ldrnlnlslam(I desmoprasln aceta11 to pediabt: 
dlabelalinliplduspatilntl. 

liarillrtcUst : 
Tllildnlgiltnowntoblsubltantialyexcrm:IU,U.klinly,an11Nrskoltoxi:ructionstll~dr\lgmaybe 

C:C:--..:"be::=.e:::-:::::':::r:= .. ~ 
l'HARMACOLOBY, Hu,_. Ptlarmacoldnetics. CDlfTRAINDICATIONS, ft! PRECAUTIONS, Geriatric Ult.) 

Primrr Nodlma.l Elaail : 
1lle dougll or Damoprasin kAlate Tablets must be dlClrmnld for U:fl lndMcllal pOrt and ldlulted 

=w,~~~..f=~on:u::e~in:mme:a 
}'lal11111 ~lsD2mo• tladtn. Thldollffllli betlnlld vc:itoD.J mgtoachllvelhldesnd ~ 
Auld rtStri::lion~ be obsaved, Ind fluid nab should be lmbd toa minimum from 1 hour befori 
desmoprmln .:lffiniltrarion, unlithe ll8ICl morning, or II lealll howl aftBr ldrririRntioo. (See WiVUatGS, 
flftfCMfflOIII, PedllftU. and GtrlMrlc UM.) 

HOWSUl'Pllfll 

S1rN111t lb NDC11412.• c• Martillp 

0.1mg Sottltol~ 275-30 

8""'0190 27S-90 

Boaltot100 27><11 

_,. 
CDCD ........ 

Saallot 1DOO 275-1D 

G•intcU. : 02mg """""' 27Hl 

CD 
Cinicalstll.1ielofOesmop,asinkeQIITlbletldi:lnoti'lciudesufflcien:numbetsofawb;,ctsac18(185andover 
to detetmine Whittler they rupond dlfflefe~ tromyoungeriull;ec1L OU., 11por11d cln::al~ ta 
notiderfleddl'lererallnRICJOl'llllbdweenlheu:ler1yandY0fflOlll'patientl.lnoenml,doNHMClionfor 
aneldtrlypatiffl:shouldblCllltious.llSuat,startingatthelowendofttl8dolk'lglWl(ll, refllctil\;thlllfllltr 
_., ___ .,_ .. _..,., __ .,_ .... __ """"'° Bottlaat100 

Boldaof1D00 

27&<0 8 27&-0t 

_,. -276-1D 

This drug is known to bl substlfltilly o:cmed bit tha kidney, and tt. l.t of toxic rtKtlons to it. drug may be 
grulerlnpatierawtilknpak'mrailllflmlon.Becueeldq'patiera111nmlbtftobMdlcrusedreral 
tunctlon. C111 should bl labn in dose: seJection. and ii n, bl useful to monitor renal fvn:tion. Desmoj)('9:Uln 
Acetateilcorffll'ldic:aled lnpatientsdhmodntetoSMrtl9fal~(definld111cr91drndsaranc:e 
below 50 rri.lmin). (See ClllCAl P'HAIIMACOUIBY, Human Pharrra:::otnti aRi COIITlWNDICATlONl.) 

~Ac-.TaWetll.111111:~toofl-wfli'II.O'Yll,blconwx.uncoatedtabletldebolled 'S' on 
n*lnlsccnlontheott.slde. 

Use of Oesmoprmkt Acela Tablds In getlatl1c pants requn:I Clltful fluid lfiaa l'ISrttionl to prawtt 
poutie ~ and -- lriCDcbtion. ltlid restlt:tlon sholAd be dilcuaed wit! the pl!iert. (See 
WARMIINlS.) 

ou.o,,.si■ Acetaa Tabletll.21111 : White Ul otl-wl'lb, round, llttwwex, ~ tablets debcae:f Ton 
ont*lndsc:oredontheOChsrsidl. 

ADVERSE REACTJONS 
lnfnQU(U'lttt, latoe -- of the nlrlrall formulations of Oamoprasln ketae an1 Oamopmskl Acetlle 
qection have ,roduc«1 tra1s1en1: lleadadll. lllllSa. flushing ..i lrild abdonw cnmps. nae symptoms 
""' __ ... ___ _ 
Clatral D..._._...: 
lnlotQ--termdil'alstldai'lwtlicllpaderawidldiabetakwlplduswer1folowedtorperlodsupto44montns 
of OllmOlll'tsWI k:et111 TIOIIS: tt.raP')', nurt lrauses In AST (SGOT} no r.gtllf than 1.5 t1rrm the 
upper 1ml OI oormll Wlfl occasi>nll/ otaMd.EIMtedAST(SGOT)retur-'t111N normal rw,oe despla 
conrlnued UII OI Desmopreuin ~ TlbMtl. = N==~ i'l 23% of palents In controlled dirical trial& wtlh Oesmoprmln Acmle 
Tabletstt.-:was~. poaibtf, «~relatldtostudydrugwa1t..sact. (4'Jl.desmopraslnacetall, ,.._)_ 
"'''" 1lle 101:Jwq adYerll Mtlll hM - rtpor1ld; l!Owfflrthei' relltiorstip tD delmr:,pras:si'I acetall hn not ..,._....,, __ ,_.,._,.._s,,w_,,.,.,.. .. _., 

Slorl II 'lfr" to 25-c (68 to 7rf) [see USP Cortroled Room Tempent1111J. 
Noid 11tpos1,111, tll ~tuorlgtt. 
Tlsprocka ~ bl dispensed in I contalnsr wltfl I ~ CIC'· 

ln,lllllfllleradleldlMN. _,.,.,, 
Blt■aatt~lt:11. 
~ Goa403 513, India 

-tor. 
6 

ijlennw,lc 

&a.■..t~• .. uu. 
Mahwahr,NJ07Q) 

Ouestionl?1(818Jnt-n1s 

__ ,.. 
Matth2015 

G GLENMARK GENERICS LTD. DATE: IW03/2015 I\\IITONE SHADE ND: Black 

PRODUCT NAM . LR.TDESMOPftESSl .. aTATETAB USGPI-AE PKG. DEV.: :-..::::=~ 
ITEM CODE: PE32425 VERSIDN:J!:03~1S-~1!....__Jr------n-•---- •-'---1r--r--H--~--1 

PHARMACODE:---------,~..::R:..:A ___ -ll----""---..jh.4--....C.t~:::-:;---j 
COUNTRY: ------------11 QA: 
LOCATION: =Goa~------------11,1-P-R-OD_U_C_TI_O_N_: -11--_,.-.-..,....----11-~\-r--"---.,.--1 

PACK : 40 GSM BIBLE PAPER 

ACTUAL SIZE: ~200X2=80=M=M ______ __,,.__R_E_MA_ R_KS_: ______________ 4 
SPECIFICATION: ~32X3=2_MM _____ -:----------------------l 
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