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8 WE ThymoglobulirP i 
B Anti-thymocyte 

Globulin (Rabbit) 
Sterile Lyophilized Preparalion 
For Intravenous Use Only 
Rx only 

I WARNING 1 
Thyrnoglobuline should only be used by physiciane t?rperk%ed ‘k~ Imnummuppmssive 

therapy for the menagemenl 01 renal lransptent palienls. 1 

DESCRlPTlON 

Thyrnq$obufine [Anti-lhyrnocyle Globulin (Rabbi)] is a purihd. pasleurized. gamma immune glob- 

utin. oblalned by imrmnizalion 01 rabbits wilh human Ihyrnocyles. This knmunoeuppreseive prc&U 

conlains cyr0loxc alibodiee dire&d againsl antii erpeeeed on human T- lymphocybs. 

Thyrnoglobulii is a slerik. lreere-tied pmducl ior inlraveoous admini.5lralion alter reconskilulion 

wHh sterile Waler lor Injection. USP IWFI). 

Each package conlaim Iwo 7 mL vials: 

Vial 1: Freeze-Ofled Thyrnoglobulin Formulalion 

A&e ingre&znt Anti-thyrnocyte Gbbulk~ (Rabbi\) 25 mg 

Inaclive ingredients: 

Vial 2: Oiluenl 

Glycine (50 mg). rnannild (50 rrg). sodium chloride (10 mg) 

Slerile Waler lar lnjecl’bn. USP SmL 

The reconsliluled preparation conlains approrirnalely 5 rng/mL ol Thynmglobulin. ol which ~-90% is 

mbbil gamma immune globubn (IgG). The reconsllluled adulion has a pH o! 7.0 f 0.4. Human red 

blood cells are md in the manulach~ring process lo deplele cross-reacllve antbodii lo non-T-cd 

antqens The menufacturing pacers is vakdaled lo remove or &&ate poleniid exoganws virv 

ses. All human red blood cells are lmrn US regklered or FDA licensed blood berths. A viral Inacliva. 

kn slep (pasleunzehon, i a.. heal Irealmenl d active ingredienl al SO’wlO hr) k performed lor 

each lot Each Thymogkhulm bl is released ldbwkq pokncy lesting (IymphocytoEorkily and 

E+osene tnhibilti assays). and crass-reactive anlbody lesbng (hemaggtJ~lion. ptelekl aggluti- 

nabon. anti-human serum protein antibody anligbmertdar krnenl membrene antibody. and 

l~broblasl t&city assays on every litlh b!). 



PHARMACOLOGV 

Mechanlrm 01 Acllon 

The rnecheniam 0) aoWn by which potyckmal tiiiyv#tocyle preparations eqpres~ lmmvr, 

responses is nd l&y unde5b3od. Poa6lble rnech&sms by wbieh lhymqbbtin mey induce 

irnmv in viva in&de: Then clearance lrom Ihe clrculaficf~ arJ morUalion d T-cdl 

acti~alion. hwrmng. and cytotoric activ3bJ. Thyrnoglobulm hcludes antilxnli~ agailsl T-cell rnark- 

ers such as CO2, COJ. CM. COB, CDlla. COl6. CD25 CD14, CO45, HU-OR. WI Class I heavy 

chains, and 02 miw-globulh~ . In * Thymoglobulti (concenlralions bO.1 mg!rnL) mediates T-cell 

sq~&va eflecls via inhWon ol proliierative responses lo several wWgens. In p&en&, T-cell 

dep(etion is wly ob6erved rrrlthin a bay tn~n iri(ierii Thymogbbtii mew. -n~1~~10buri haa 
not been shown lo be elective lor lreallng mlibo@ (humora)) medbted mjeclions. 

Phsrrnacoklnelkr and lnwnunogenklty 

Aller an intrswnou6 dose of 1.25 to 1 .S rng&@dey (over 4 hws lor 7-11 days) 4-B hours posbinlu- 

sim, Thymagm bue!s were on 8veraQe 21.5 p#tnL (W-40 p#nfJ nlh a heWe of 2-3 days 

alter the Iii dose. and 87 pphnL (23-170 &IL) altar lhe last dose. Dunng lha lhymoglobulin 

Phase #I randomized bid. of lhe KM of 163 patienb evaluated. anU-rabbil antbodies davebped in 

M1% 01 the ?byrnogbb&4realed patient6. and a&horse antibodie5 devebped in 78% ol Iha 

Algam”-treated palisnts @n.s.). No cor~rdkd nhrdks have been conducld k study the ellecl d 

an&rabbi anlibodk~ on remeet USE 14 Thynq@btin. Howauer. monitoring Ihe iyrnphocyle corn! b 

ensure mhel T-cell deptetion Is achieved upon re&aetmen! with Thymoglobuh k recamnended. 

Based on da colMacl hum a Cmitad tumber d parienls (Ciiil sludy Phase Ill. 1~12). T-cdl 

counts are presenled in Ihe chatl betow. Thase dale were collecled ueing flop cylomelty (FAC- 

SCAN, Becton-Dii). 

Men T-celi tounU tolbwlng Inlllo\lon 01 lhymogbbulln lherapy 
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Clinical Triats 

us Phase III Sludy 
A wnlrollcd. do&k-blind. mulliienler, nmdomizad clbical Mal comparing Thymogbbuln end 
Algsm was umduckd al 26 US banspianl canlers ln renal trmlanl palienls (n = 163) wilh biopsy- 
proven Banfl Grade II (moderate). Grade Ill (severe). of sieroid-rarhlrnl Grade I (mild) aculr gtafi 
rejection. Thii clinical Iris1 rejachd the nuR hyp&esk lhat Thymo@obulin waa more Uum 26% leas 

ettective in reversing acule rejection Ihan Agem. Tha over& welghbd ealimale ol the lrealment d& 
leremx (Thymogbbulm - Algsm success rale) was 11.1% with a lower 95% antliienw bound ol 

0.07”. Therelore. ThymogbWii was al kasl ss eltecliie as Algam in reversirig acule re@clbn 

episodes. 
In the sludy. palienk were randomized b mceiw 7 lo 14 days d Thymgbbulim (15 mg/kgMay) or 
Algam (15 mghgrby). For the enlwe study. lh@ Iwo IreaVnen~ groups were conpetie w8h respecl 
b donor and recipienl charactftrisllcs. king he Vial, the FDA aoproved new maintenance 
bununmqpresuve agents ~laudimus and mycophenokle). Ollqmbcol use of lhese agertk 
occurred dunng lhc second hall ot the study in some pal&k wilhoul afbcling lhe overall m&u- 
sbns (Thym@obt& Z/43. Algam 2CU37: p=O.626). The results however are ved lor Ihe llrsl 

and second halves ol Ihe sludy (T&k 1). In T&e 1. succesalul lmalmenl is presented as lhow 

patients vrhose sensn creahnlne levels (14 dsp tram the diagnctsk ol rejection) relumad lo base- 
line and whtxe grail was hmclkning m day 30 a#er lhe end d Iherapy. 

m Reaponre lo study trulmrnl by re)eclion wverlly and sludy half. 

SuacnBfn WIUI FlId thw s.condWl 

, TS_ WThFDabarclugmThymMNP 
Rr* F&cc 

Bas?arr 

RssctlJIm. 
Lllld YlO (oo.a=.) M 625%) y5 (law 113 (533%) 46 po.rn) 45 (SOD%) 

4460 (7S.Y.I 4lM vcl.71.l 2268 @u!%) za32 p&B%) z?m @aB%) lwz6(73.ly 

Smtr 1rn4 (71.E%) cdl4 (s7.1?.) WE ps.u%1 3m l37.!w 5s B3.3%) M /e3.3%) 

Ond MU (7&O-.1 54.JBo l67.5%) sjne I84 w4 ZIWJ feJ.SCJ 3lH.l (721%) a37 (75.7s.) 

v4qhmir~nuyddhnm 11.1.G 19JTI -3.2% 

l*mpabu~-c*luy 
LarctrnudcJ#~.~bwm.i 0.07% 4dy -19.7% 
0-w O-WI ’ lJ.aw O.Fi!H 

1 mea4ed*a9edmnjacbmsevu+andwdy~ 
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a -r*dWSN9@UtdYudlW 
b wdv r*r~C al ~tvhrc~ I-&w- lfsll 

There were no splicanl dilkrences between lhs lwa lrealmenk wiih respecl b (i) day 30 sefun 
creahwna levels rektive b basebne. (ii) inprwemenl rala ir posl-lreatmanl hkbbgy. (iii) one-year 

posl-re@clbn Kapkn-Meier patient wrvivsl ~ymogbbulii 93%. n=W and Atgam 96%, n = 601, (iv) 
dry 30 and Iv) one-year po+rejecnon gall survival (Thymogbbulin 63%, n=62; Algam 75%, n=60). 

INDICATIONS AND USAGE 
Thyrnogbbtdin k Micaied br tha lraatmanl d renal transplanl acu(e rejecliin in con/uncfbn wilh 

concomilan( i mmupsupp~5lOn. 

CONTRAINDICATK)NS 
lhymogbbulin ts conlraindcated in palianls wilh hislory 01 aDarOy w anaphylaris lo mbbll proleins. 

or who have an act& wral Ihess. 



WARNINGS 

Thymoglobulin should only be used by phykiens enperiewed in immunoauppresaive therapy lor 

lhe beatmenl d renal ~mnaplanl pellenls. Medical waillance S requked during Thymogbbulin 

irdueirm. In rare inslwar. anephylaxh ha5 been reported with Thymogloburn w. In sud, caae5, 

the M&n lhwld b5 lermh5b5d hwnedblely. bdkal persomd 5hodd be avarIable ta ~real 

prlienk who experience anaphylxiis. Emergency lr&rnenl buch a6 0.3 ml b 0.5 ml_ eqwws 

epinephrine (1:lOOO dMion) eubcuianeous ly ad other mau&MM mensufes including oxygen. 

i-ilravenoua U&s, en~hklamines. cofikosletaids. Pressor amines. end airway management. as 

clinkally indkaled, should be parklsd. l-hymogbbulh or other tabM irnmunoglobulins should no4 

be adminislerad apai, Ior atbch peUen!a. Thrombayloperria or neulrqnx~ta may res4 Iran crosare- 

aclive antibodb and i5 rever5ible bllwii dose 4uslmmb. 

PRECAUTK)NS 

General 

Thymcqbbulin Muabn may produce lever and chls. To tiirnire lheee. lhe flnl dose 5hhd be 

Mmed over a ninh d 6 houra lnlo a high How vein. Also. prm with wrUcostemkls. 

acelarninophen. endlor an anUhk&mii and@ slaving lhe intion rale may reduce reaction inci- 

dence and inlenslty. (Sac DOSAGE AND ADMINlSTRATlON) 

Prolonged usa or overdoaega d ThymogMm in associdb wilh other immunosuppressive 

agenla may cause ever- reseion reauUing in severe inlectiona and may increase tha 

incii d m or posl-IranapJanl lym@oproUleralive disease (PTLD) or other mslignan- 

&a. Approprlala ant%ral, anUbec%ai. anUprdozoal, end/or antilw@ prophyblis is recommendad. 

LabomIay Tub 

During Thymoglobuln lherapy, monbriq Ihc lymphocyte munl (i.e.. tdal lymphocyle an&r 

T-ccl s&et) may help asseea tha degree d T-ccl depklkm. (Sea Phannacohinelks and 

Immurqe&@) For aalely, Wf3C and pla~eld counta should also be monitored. (See DOSAGE 

AND ADMNISTRATIDN) 

Drug Inleractlon 

l Because Thymogbbuln la f&ninulemd lo pal&t&i receiving a slendard invnunosuppres5ive regi- 

men, this may pre&qoae patienta lo overtmmunosu~ession. Many lrensplanl cenbn dewzaee 

maintenance immunosuppression lherapy duhg lhe period ol arMbody themq~y. 

l ThymogbWh mn slimlale lhe pmdMion d anUbodls5 which -twHhr5bbillmmune 
globdin5. (SfJe Phlmacdlhro(ics and ImmwlqrMy) 

Dru-boralory Taal hlwacllona 

lhymoplcbulin has nol been shown to intarfere wllh eny routine cfinkal leboralory lesls whkh do 

not UWJ imnwnogbbuk. Thymogbbulh may hUrlera wilh rabhi~ arUibo$-based bnrmwessays 

and wilh cmswnalch er pen&-rearMe mWcdy cyidori&y a65~/5. 

Cerclnogenulr, Mutegen~lr. lmpdrrnent of Fwlllily 

The cerclnogenic and mutagenic poknlii d Thymoglab~~lii and bs pelential lo lrnpeir IeMily have 

notbeen5tu&sd. 

Pregnancy: Pfegnency Cetegoq C 

Anknal reproduction surdies have nol been conducled vrilh Thyfnoglobuin II is sko IUJI known 
whelher Thymoglobulin can cause tatal harm or can allecl reproducllon capacity. lhymogbbulin 

ahouldbepivenloapmgnaniwornan only II clearly needed. 
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WARNINGS 

ThyrnoglDkrli &ould only be used by physkii rxperianced in immunosuppressive lherapy lar 

the ueabnen! 01 renal transplanl pa\icnls. Me&a! surveillance is required during Thyrnogbbtiin 

iniusbn. In rare krbncas. anaphy!ati has been rrporbd wilh Thymoglobulin use. In such casas. 

the Infusion should be lerminakd invnadiiely. Medical personnel should be available b keat 

patients who experience anaphybris. Emergency bealrnenl such aa 03 mL lo 0.5 mL rqueous 

epinephrine (1:looO dilution) subcutanfmusly and dher t8SUSCilative meaJwes k&ding oxygen, 

inlravenous fluids, anlihistamines. corlicosleroid~. preuor amines. and ahway managarnenl. aa 

clmically indicaled. should be provided. lhyrn@obtkin or other rabbil immunogbbulins should nol 

be adrkiilsred agam lor such palien\s. Thrombocykrpenie af neubopenia may resull lrorn crossra- 

active antibocfa and is reversible Mowing do6e adjuslrnent3. 

PRECAUTIONS 

General 

Thymoglobulin infusion may produce lever and chills. To minimize Ihese. Ihe lirsl dose s&M be 

infused over a mnimurn of 6 hours into a high Dow vein. Ako, pnmedkafion wilh carlkoslemi&, 

acelarninophen. and/or an antihiilamine and/or skrwing the inluskm rele may redtxe reaction inci- 

dence and intensity. (See DOSAGE AND ADMINISTRATION) 

Probnged use or owe&sage ol Thyrnogbbuln in assaMion with olher lmmunosuppreasive 

agents may cause over~immunosuppressi resm in severe inleclim6 and may increase lhe 

incidence a( lymphoma or posl-lmns@anl lymphopdileraliie dseasa (PTl_D) of other rnelignan- 

cues. Appro~riale anliwral. anlibaclerial. anlprololod, an&or mlihmgal pro@yh* is recommended 

Laborrloq Teda 

Durktg Thymogbbulii tirapy. rno&xing the lymphocyte counl (i.e., ldal iyrnphocyle and/or 

T-cell subsel) may help asset% the degree d T-cell d@eUon. (See Pharrnawkinelics and 

Immunoqcnicity) Fa saldy. WBC and plalelal counls should also be monikred. (See DOSAGE 

AND ADMINISTRATION) 

Drug Inlerrctlonr 

l Because Thymoglobulin 16 adrntilered lo palien& rfrceking a standard immumxqtpfesaive tegi- 

men. fhis may predispose patients to over -immwosuppres&n. Many hansplanl cenlers decrease 

maintenance imrnunosuppnassion lherapy during lhe period d an&body Vierapy. 

l Thymoglob&i can sliile Ihe produdion d antibocks wh%h crossread wllh mbbil immune 

globulins. (See Pharmacohktics end lmmunogenkily) 

DrugIMsoretay Terl Interactions 

Thyrnogbbulin has rtol been shown lo inMere wilh any routine dinkal labmabry tests which do 

no! use immun@obukts. Thymogbbulii may intertern wilh rebbil anl~4ased vnrnunoassays 

and wtlh crossmalch or panel-rex!ive anybody cyIoIordcily assays. 

Clrclnogrnerb,Mu(e~lir, lmpalrmenl 01 Fartillly 

The carcinogank and mutagenic polentii ol Thynqlobulin and Is polenllal lo impair lerlility have 

nol been Sludied. 

Pregnmcy: Pregnancy Calegory C 

Animd repmducbm studas heve nol been co&~&d v&h ThymoglabuHn. II is also not known 

whether wlln can cause lclal harm or can alkxl r~prudu&on capacity. Thymogbbukn 

shoukl be given la a pegnanl woman only II clearly needed. 



Nursing Molhera 

Th~lm has nol baen Judled h nursing WRI’WI. I\ Is nol known whether thii drug ia encreled 
in~m#r.Becaussmany~areexaeledirhumenmik,~~~ersrckedwhen 
mynuqbbulin b administemd to a nursing woman. 

Pedktrk Use 

The safely and etlecliveness d ThymogbbuCn in pedieti palienls has nol been e.sleM in con- 

Wled lrbls. However, lhe dome. aflkacy~ and adverse even! pdik am nel houghl lo ba diet-11 
fmrn adults based en limited Evopaan slider and US wqtasaionate use. 

ADVERSE REACTIDNS 

Thymogbbulh adverse events ara generalty maMgeebse or reversible. In v\e US Phase III cot+ 
k~Iled dii trial (N = 163) cunpering tie atkacy and solely ol Thyroploarn and Algam. Itwe 
w8re no signiftcanl diflerencas in clhk+ si@imnl adverse evenlf between the two tcabnenl 
goups flakit0 2). Mallgmmck3 were reported in 3 patkmls uho rece~nd Thymnghbolm and in 
3 palien)s bvtm received A&jam durhg the one-year k&w-up pabd. mesa included two PTLDs in 

Wmlhynuqbbulhgmq~endtwoPlLDsintheAAlgamproup 

fabjqQ, FrequcnUy Reported and Slgnlficonl Adwrse Evenls’ 

Prderred Term 

Frequantly Reported Events 
Fever 
ChiUS 
Lwltapenia 
Pain 
HBadache 
Abdominal pain 
Wanhas 
Hyparbnsion _ 
Nausea 

MWopenia 
PariPkalffdama 

AsIhenia 
H~akmii 
Tachycarde 

Slgnlficant EvenIs 
Laukofbenia 
Malaise 
oiirhess 

Thymoglobulin Atgam 
n=O2 n = 61 

No. 01 Patienta No. of PMenlS 
- pvaluec 

txl lW 

52 (63.4) 51 (63.0) 1.0 
47 (57.3) 35 (43.2) 0.066 
47 (57.3) 24 (29.6) ~0.001 
38 WW = (43.2) 0.753 
33 (40.2) 26 (34.6) 0.510 
31 (37.6) 22 (27.2) 0.161 
30 (36.6) 26 W-1) 0.622 
30 (36.6) 23 (28.4) 0.316 
30 (36.6) 23 (26.4) 0.316 
30 (36.6) 36 (44.4) 0.341 
20 (34.1) 26 (34.6) 1.0 
23 (26.0) 16 (19.fJ) 0.271 
22 (26.6) 26 (32.1) 0.495 
22 (26.6) 15 (165) 0.262 
22 (26.6) 19 (23.5) 0.719 

47 (573) 24 (29.6) <0.001 
11 (13.4) 3 (3.7) 0.047 
7 16.5) 20 (24.7) 0.006 

’ Trealmer-4 Ernargenl Adverse Events (TEAE) ara summarized. Fmquenlly reported adverse 

even@ are Ihose reporled by mofe than 25% d palierds in a lrealment group; slpnilkanl 

adveree events am those where the incidence rate dlffered between lreabnenl grwpa by a 

rignilkamx level d SO.05. 

t p value comparing lreatmenl groups using Fiihets axacl kit. 
5 sla\kliwlly si@llcanl dillerences h ltw AEs. 

, 



Inleclins occurrkg in both lreelrnenf groups during Ihe 3-monh Iollow-up are s~~~rnarized in Tstsk 

3. No s&nificanl dilkrences wers seen between lha Thymo@buCn and Agam groups for al lypes 

d inklions. and Ihe inodence 01 cylomegalovirw (CMV) hlection was equkrakr4 ir both groups. 

(Wral prophybnk was by the cenrer‘s dscretion during anlibody !realmenl. but all cenlers used gan- 

cycbvir ink&on duhg lnsalmenl.) 

m lnlecmlr 

Thymoglobulin A@em 
n = 82 n = Bl 

BODY SYSTEM No. 01 Total No. 01 TOW p VaIlJet 
Prdsnrd Tetm Pellenls (%) Reporlt Palienta (X) R+pofts 

BODY AS A WHOLE 30 (36.6) 36 22 (27.2) 29 0.240 

Inleclion 25 (30.5) 26 19 (23.5) 21 0.378 

Other 14 (17.1) 15 11 (13.8) 12 0.665 

CMV 11 (13.4) 11 9 (11.1) 9 0.812 

Sf?ppsb 10 j12.2j 10 7 (9.6) 7 0.610 

Moniiiasii 0 (0.0) 0 1 (1.2) 1 0.497 

DKXSTIVE 5 (6.1) 5 3 (3.7) 3 0.720 

Gaskoinleslinal 

moniliik 4 (4.9) 4 1 (1.2) 1 0.367 

oral nNmil&s 3 (3.7) 0 2 (2.5) 0.497 

Gatlrili 1 (1.2) I 0 (0.0) 

A 

1.000 

RESPIRATORY 0 (0.0) 0 1 (1.2) 1 0.497 

Pneumonia 0 LO.OI 0 1 (1.2) 1 0.497 

SUIN 4 4 0 (0.0) 0 0.120 

Herpes sirrplrr 4 

( I:::, 1 
4 0 (0.0) 0 0.120 

UROGENITAL 15 (18.3) 15 22 (29.2) 22 0.195 

Urinary Irsct iniedion 15 (18.3) 15 21 (25.9) 21 0.262 

VaQklitis 0 (0.0) 0 1 (1.2) 1 0.497 

NOT SPECIFIED 0 (00) Q 2 (2.5) 2 0.245 

1 p value ccmpring kealmenl groups using Fisher’s exaci led 

OVERDOSAGE 

Thyrrqlobuk overdo~gc may maul in bukopenia or lhmmbocytopenia. whii can be managed 

wi\h doro reduckn. (see WSAGE AND ADMINISTRATION) 

DOSAGE AND ADMINISTRATION 

Tha recommended doeaQe 0) Thymogtobdln lof lrealrnenl of acule renal gmti reje&on is 
1.5 m@kg d bady welghl adminiilemd daily br 7 0 14 days. The recommended rwle of adminis- 

rralin is intravenous htusirm using a hlgh-ffow vein. Thyrno&bulin should be inhrscd over a mink 

mum d 6 hours Iu lhe IirsJ ink&on and over al leas1 4 hours on subsequen! days 01 lherepy. 

Thymoglolndin should be admtiisrrred lhrough an in-line 0.22 pm liner. 
Thymogbbuk IS supplied es hvo vials : one vml cmbirts lyophilized (solid) Thyrnogiobuk~ (25 mg) 
and lk second nal crntains 5 mL sterile Waler br Injection. USP (WFI) labeled as Dlluennl”. 



For vial mcon6t1lutbn. dMon in in&ion 6oMii and hfuton pmcedure. (SW Preparation for 
Adrnnislrelion) lnvasliiekn6 indicale v\sl Thymngkbdm is well iobmled end br Ilk* to produce 

side eWecla when edmlni aI lhe recommended rate. Adminiswkm d anlivital pmphyhactlc 
lherapy is recommended. Prern&6Uon with cwtlcoskrokb. ocet~hopben. an&or an amihb- 

laminelhourpriwlocheh~isrecommrndOdsndrruyreducshehc~noendh(~lyof 

side ek46 durirq the inlu6ion. (See PRECAUTIONS: Gene&) MedIcal personnel 6hodd monibr 

patkent6 lor adverse ever46 during and alter hl~6ii. Mon#orhw~ T0a awnt6 (6tmkda ardor ab- 

6el6) b a66e66 he level ol T-call depletion k rwammanded. To4al whla bbod cell and platelet 

counts should be monibmd. 

Overdwage 01 Thyrnoglob~& may result in leukapenie an&or !hombocytop6nk The 

ThVmodobulindosedKHlWbereducedbytine-haUd(heWBCcoun(bbecween2,000and3.000 

cell* or D th6 @i&let coun! is between SO.000 and 75,ooO celbAm+. Slopping Thyrrt@obuKn 

M&menl sholrld be considered if ll-16 W8C cocnl (dls b6.bw 2,000 ce#&nmJ or p&le& below 
50,000 celk/mma. 

Pr6p6rrllon for Admlnislralkn 

RaconsPuUon 

After cakulrling ~tta number d nak needed, using a6ap1ic kdwiqua. manutkk w 

wilh lh6 supplied Dtluenl, 6teflle Walac for kjeclbn. USP (WFt). hwne&My before u6e. 
Thymoglobulin 6hould be used within 4 hours alter reconrMJion II kepl al room temperatire. 
I. 

2. 
3. 
4. 

5. 

6. 

7. 

Allow Thymoglobulin and dluenl (slerile WFI) VI& lo r6ach room lempsralwe belore reconsli- 

IUIing lhe tyoqhii6Jd product. 

Asep(icafly remwecap66ndtab6otthealuminvn6eal6bsnpo68Nbberslopperr. 
Clean stopper6 with germicidal or ekohd web. 
Aseplkally remove 5 ml_ o/ dit~enl (sterk WFI) using 6 sbrik!. 6lngle-~66 6yrhg6 and iJ6cla 

slowly tnlo lha vbi conlalning Thymoglob& lyophilizd powder. 

R~coru(i~eeachvialolThymoOlabulinlyophiked~urh(he5~d6erlleBuent. 
Rolale vial genlly unlil pov&r i6 complekly di6solvad Each mcowliM6d vi61 curMain 25 mg 

or 5 m@mL d ThymogIobulh 
llupecl solulion kr partktdale maller alter reconeli~lbn. Should 6ome patllculate mallu 

remain. contiiue lo gentty rotate Ihe vial until no particuk3t6 matler i6 vi*. It p6rtiilale 

matIer perskl6. discard (his vial. 

Ditulbn 

1. Trans(ar~hs6ol~hea(ednvmbwol~bu~n~Lla~hegdlnlusion 
soMion (saline or dedroee). Recommended vobrne: per one vial 01 Thymogbbukn use SO mL 

d infusion solMon (b&l volume usually belwern 50 to !%I ml). 

2. Ma the solulion by lnvsrring lhe bag genliy only once or lwice. 

InlUriotf 

1. Fdow lh6 nxmufachrnr’6 kMn~~tion6 lor lha idu6ion adminktratbn 6611 Iduae lkough a OX?- 

micron libf inla a high-Uow vein. 

kar( 4 hatm br 6ubaequed do6xt-s. 

HOW SUPPLIED 
Thyma+bulin ia available as slerik, lyophilred powder to he raconrlbled with 6ladle dluent. 
E6ch package conMn6 two 7 mL viak 
Vi 1: Frwzedrisd Thymogb&_#in Formulalion (25 mg) NDC) 62053~!XM-25 

Vial 2 Diluenl (skilo Waler for ln@lion. USP) (4 mL) NDCY 62053-535-05 



l Store h retrigerabr between 42% Lo +B’C (367 lo 46.F). 
* Prdecl Ifom tit. 

l Da no! lreeze. 
a 00 nol use a(ler the enpirallon date Mcated an the labef. 
l Bacons&&d vials d ThVmopbbulin should be ti tihtn 4 houn. 
. Mudan sduttons d mymogtobulin musl be used immsdblely. 

. Any urrrred drug rernaidng aller htustan most be &carded. 
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