7 19298 Jaz/ac
%ﬂ O O 20252,

Kopotka xapakrepucruxa nikapcskoro 3aco0y
Binkpucrnu s in’exuiii 1 mr/daakon

1. Ha3ea nikapcekoro 3acofy
Biakpucrnn nus in’exuii 1 Mr/draakon

2. Sxicnmii Ta KiIbKicHMIT ckag
Binkpucruna cynsdar s in'exuiif, USP (®apmaxomnes CIUA), (miodinizoBanmit)

Koxen dnakon micturs:
Binkpucruna cynspary USP (Papmaxomnes CUIA)....1 mr

3. Jlikapceka popma
bina abo xoBryBato-6ina modinizopana maca.

4. Kuiniuni xapakrepucruxu

4.1 Ioka3zauus o 3aCTOCYBaHHA

Binkpuctuny cynngpar BHKOPHUCTOBYETbCA OKPEMO ab0 B IOEIHAHHI 3 IHIIMMM OHKOMITHIHUMU
NpenapaTamMu JULs JTiKyBaHHS:

1. Jleiikemil, BkmIOYAIOUH rocTpuii  JiMQoneiKkos, XpoHidHMit nimdoneitkos, rocrpuit
MI€NONeiKo3 Ta 6nacTuHMmiL KPH3 XPOHIYHOTO MielIoneiiko3sy.

2. 310sIKicHEX JTiIM(bOM, BKITIOYA0UH XBOpoOy X0MKKiHA Ta HEXOKKIHCHK] aiMpomu.
3. MHOxuHHOT MieToMH.

4. ComiaHi myXTHHH, BKITIOYAIOYH KapUMHOMY MOJIOUHOI 3a1103U, APiGHOKIITHHHY OpoHxorenny
KapLUHOMY, KapUMHOMY T'OJIOBM Ta LIHi Ta CAPKOMH M’ SKHX TKAHUH.

5. Comigni myxnuuy y AiTeH, BKIOYAouM capkomy IOinra, eMbpionaneny pabaomiocapkomy,
HerpobmacTomy, myxiuny Binbmca, peTuHObIaCTOMY Ta Meyno6nacToMmy.

6. Imiomaruuna TpomGoumTomeniyna nypnypa. Ilauientn 3 icrummoro ITTI, pedpakrepni no0
CIJICHEKTOMIT Ta KOPOTKOCTPOKOBOTO JIKYBaHHS aIpEeHOKOPTHKOCTEpOiAaMH, MOXYThb pearyBaTH
Ha BIHKDMCTHH, ajle JiKapChKuil 3aci6 He PCKOMCHIYETHCA JUISL NCPBUHHOTO JIKYBAHHS I11HOTO
3aXBOPIOBAHHA. PeKOMEHIOBaHI MOTHKHEB] 1031 BIHKPUCTHHY, SIKi 3aCTOCOBYIOTh IPOTArOM 3-4
THXKHIB, IPU3BOJIMIIM 110 HOCTIHHOL PeMICii y IesKnX mauienTie. K0 namienT ne BIINIOBIIa€ Ha
NKyBaHHs nicas 3-6 103, To MaJoHMOBIpHO, 1110 GyayTh SIKi-HeOY b TTO3UTHBHI pe3yisTaTh pu
3aCTOCYBaHHI 10A4TKOBUX J103.

4.2 JlosyBauus ta cnoci6 3aCTOCYBAHHA

Ilpu pospaxynky Ta BBemenni 1o3u Binkpucruny ans in’exuiit Heo6xigHo OyTH BKpaii 06epesKHIM,
OCKIJIBKM IepPeN03YBAaHHSI MOXKeE MaTh CEpHO3HHI a00 JeTalbHUil pesyisTar. Binkpucrtun mis
IH’ €Ki BBOAATL BHYTPILIHEOBEHHO 3 IHTEPBANOM B THXIEHb. Po3unn s 1H’eKLid BBOAATH 260
besnocepennso y Beny, a6o B TpyOKY NOTOYHOI BHYTPIIIHEOBEHHO] IHysil. In’exuin Moxe Gy
3aBeplIeHa NPHOIM3HO 3a | XBUIHHY.



Hopocmi: 1.4mr/m?

Hiti: 3snyaiine A03yBaHHA BIHKpHCTHHY 15 K exiit s aireit 2 mr/m2. Jlns miteid 3 Macoro Tima
10 xr a6o menure a6o 3 TUIOLICIO Tijla MeHIe 1 M 1033 MOBUHHA cranoBuTH 0,05 Mr/kr 1 pas ma
THIK/IEHb.

Hopymenns ¢pynxuii mevinku: TNAI[i€HTaM, y IKHX piBeHb npsAMoro 61nipy6iHy B cuposatmi KpPOBI
TICPEBUIIYE 3 MI/11, peKOMEHTYEThCS 3MEHIIUTH o3y Ha 50%.

ExcrpaBasauin: Hanseuuaiino BAXIIMBO, IM00 BHYTPIMIHBOBEHHA TOJIKA KareTepa Oyia
PABHIEHO PO3MILIEHA Tepes] Gymb-IKOK0 1H eKIiero BIHKpHCTHHY. Burikanns B HaBKOJIUIIHI
TKaHUHM NI/l 9aC BHYTPILIHEOBEHHOIO BBCIEHHS 1H’eKIlii Biukpucruny mosxe Buknukatyu 3HaYHe
lToApasHenns. Skwmo BigbysaeTses CKCTpaBasalis, iH’eKUiro CITix Heraiino NPUITUHHUTH, @ YaCTHHY
AO3H, IO 3aTHMIIMNACS, CIiT BBECTH B Iy BeHy. Micuese BBCIICHHA TlalTypOHiasW Ta
3aCTOCYBaHHA OMIPHOTO TEIIA 10 30HH BHTOKY IONIOMAraroTh po3CisTH mpemapar i, sk BBaXKaIOTh,
MIHIMI3YIOTB IMCKOMQOPT I MOKIHUBICTD uemonity. Binkpuctun ®e cin BBOUTH HalieHTaM, gKi
OTPUMYIOTE IIPOMEHEBY Tepaiito Y€pe3 MOPTH, SIKI BKIIOYAIOTH MeYiHKy. SIKIO BiHKpHCTHH
BUKOPUCTOBYETLCA B KOMOiHAI{] 3 Jacniaparinasoro, Horo cuix BBOAMTH 3a 12-24 romuuu mo
BBEJICHHS (hepMeHTy, 11106 MiHIMi3yBaTH TOKCHYHICTh, OCKITbKH L-acnaparinaza moxe 3HUXKYBAaTH
NEYIHKOBHH KIIipeHc BIHKPUCTHHY.

Pozuun: Binkpuctun s in’exuiit, USP (®apmakornes CILIA), BiTHOBIIOIOTE 3a gomomoror 10
M PO3UHHY ISt 1H’€KUiif XJopumy Hatpio IP (0,9% B/06) i BHKOPHCTOBYIOTE OZApasy Iicis
NIPUrOTYBaHHs. Binkpucrun nus 1w’ exii HOTPIOHO Bi3yanbHO TIEPEBIPATH Ha HASBHICTH YACTHHOK
Ta 3HeOapBIICHHS Tepes BBCICHHAM, SAKIIO L€ 103BOMISAIOTH PO3YMH i YIIaKOBKa.

CymicHicTs: He pos6apnsaru 5 pO3vMHax, sAKi MABUILYIOTE 260 SHIDKYIOTH pH 3a Mesxi giamasony
Bix 3,5 10 5,5. He 3MILTYBATH Hi 3 4iM, KpIM 3BHYaiHOIO ¢izionoriuroro PO34HMHY ab0 IMMI0KO3HU y
BOJI.

4.3 lporunokazauns

[nTparexansne BBemenHs Binkpuctuny cynbhary 3a3Buuaii NpH3BOAUTEL 10 JIETAIBHOTO
pesynetaty. Ilinsuuiena uyTnusicts 10 Binkpucruny cynbdary abo mo Gymb-sKoi 3 BrkazamHmx
PEYOBHH.

[Tanientam 3 NeMIENiHi3y U010 hopmoro cunnpomy  Illapko-Mapi-Tyra e crix JaBaTu
BIHKpHCTHH. Takox ciin YB&KHO 3BEPHYTH yBATy Ha YMOBH, HABEJICH] B po3xini 4.4.

4.4 Ocobuugi 3aCTepeReHHs Ta 3an00LKHI 3aX01u momo 3aCTOCYBaHHS

Hei npenapar IPUSHAYCHUIT JIMIIE IS BHYTPIMHBOBEHHOTO BBCNCHHS. Moro noeunHi BBOIMTH
JKapi, SKi MarOTh 0CBix 3acToCyBaHHs Binkpucrumy cynedaty. Binkpucruny CynbdaT He ciix



BBOIMTH LIUIAXOM IHTpaTeKaJIbHOI, BHYTPIIIHLOM 130BO1 ab0 MmimmKipHoi i’ ekuii. [aTparexanbHe
BBEICHHS BIHKDHCTHHY Cy/nb(aTy 3a3BUYAil IPH3BOIUTE 10 CMEPTI.

Ha wmmpunax, mo Mictate neit npenapar, mMae 6yrtu Hamue «BIHKPUCTUH TUIBKU JUJIA
BHYTPILIHBOBEHHOI'O 3ACTOCYBAHH:A. JIETAJIbHO, SKIIO BBOJIWTLCA
THINMUMH CITOCOBEAMN».

Hegioknaona donomoza npu 6unadko8oMy iHMpPameKanibHoMy 66e0eHHI:

Iiciist BUIIAIKOBOTO IHTpaTeKaIbHOrO BBEICHH HEOOXIIHE HeraiiHe HelpoXipypriune BTpyYaHHs,
o6 3ano0irTM BUCXiTHOMY Iapaiidy, 110 MPU3BOAMTH J0 CMepTi. Y Jys:Ke HEBEIMKOI KUTBKOCTI
MALIEHTIB HEOE3MEYHOro JUIA KUTTA Napalidy | MOAaibLIOl CMCEPTI BAANOCH YHHKHYTH, aje
BUHHKIIM PYHHIBHI HEBPOJIOTIYHI HACTIAKH 3 0OMEKEHHM BiTHOBIEHHAM ITICIS IBOTO.

Ha mijcrasi onmy61ikoBaHNX JaHUX NP0 JTiKYBaHHS X BHIAJIKIB BIKUBAHHSA, AKII0 BiHKpHCTHH
TIOMHJIKOBO BBOJAMTBLCS IHTpPAaTEKaJbHUM MHITAXOM, Oapa3y micjas in'ekuii nortpiGHo posmoyaTu
HAaCTYITHE JIIKYBaHHS:

1. Bunanenns MakCHManTbHO MOMKIHBOI KUIBKOCTI CIHHHOMO3KOBOI PiTHHHM uepe3 MOMepeKoBHii
JIOCTYIIL.

2. BeezneHHs eminypansHOro Katerepa B CyOapaxHOimanbHHET mpocTip uepes MikxpeGueBmit
IPOCTIP Hal MONEPeHiM MOIEPeKOBHM MOCTYIIOM Ta 3POMIEHHA CIHHHOMO3KOBOI piZHHH
po3uuHoM Pinrepa 3 nmakratom. HeobxiaHa CBix03aMOpOXKeHa M1a3Ma i, SIKIIO BOHA €, A01aTH 25
MII JI0 KOKHOro 1 JiTpa po3unHy Pinrepa 3 gakraTom.

3. Bee/eHHs HeHPOXipyproM BHY TPITHROIILIYHOYKOBOTO APeHa)y ab0 KaTeTepa Ta pOOBKEHHS
3pOLICHHS CHMHHOMO3KOBOI pIIMHHM 3 BMAANCHHAM DPIIMHH dYepe3 IONEpPEKOBHI J0CTYM,
NPUEIHAHMIL 10 3aKPUTOI NPEHaXHOI cucTeMu. Posunn Pinrepa 3 nakTaToM mOTpibHO BBOIHTH
uuixom OesnepepsHoi iHys3ii 31 mBuaKicTIo 150 Mi/rox a6o 3i mWBHAKICTIO 75 MI/roj, SKIIO
JI0JIaHO CBIKO3aMOPOIKEHY IUIa3My, IK 3a3Ha4eHO BUIIE.

IlBuakicts iHQy3ii CTil perymoBaTH TakMM YMHOM, MO0 MiATPHMYBAaTH piBEHb OiIKa y
CHUHHOMO3KOBI# pianai 150 mr/m.

3aCTOCOByIOTbCH HW)KYe3a3HaueH1 3aX0u, ajJie BOHU HE MOXYTh 6yTI/I OCHOBHHUMMU:

DostieBy KMCIOTY BBOJM/IH BHYTPILIHEOBEHHO Y BUMISI 60M0CHOT 1031 100 MT, a OTiM BBOIHIIH
31 LIBMJIKICTIO 25 MI/TOZ IIPOTATOM 24 TO/IMH, IOTiM GOIOCH] 031 25 MT KOXHi 6 TOIHH [IPOTATOM
1 twxna. BryTpilHbOBeHHO BBOAMAM 10 T' TIIFOTAMIHOBOT KHCIOTH npoTAroM 24 romuH 3
noxanemuM BBeAeHHsAM 500 Mr 3 pasm Ha JeHb IIOJHS HEPOPATBHO IPOTAroM 1 Micsius.
HlpI/IILOKCHH BBOIHMJIHN Y 1031 50 MI KOXHi 8 FOJMH BHYTPIIIHBOBEHHOK iH(DY3icr0 mpoTsaroM 30
XBUJIMH. [X POIb y 3HUSKEHH] HOHPOTOKCHYHOCTI Hes’ ICOBAHA.

Binkpuernny cynbhaT e BesHKaHTOM i Moke BHKIHKATH Cepilo3Hi Micuesi peakuii abo
eKCTpaBasallilo.

[Ipobxa drakona micTuTh cyxmii HaTypanbHuil Kayayk (MOXiaHuMiT MaTepia JIaTEeKCy), IKUH MOXKeE
BUKJIMKATH aJIepriyHi peakiii.

Iicnst Tepanii BinkpucTury cynbdarom Ieiikonenis MeHI BiporixHa, Hix y BUMA/JKY 3 IHIIUMH
OHKOJIITHIHMMH 3acobamu. 3a3Buuaii 103yBaHHS 0OGMEXYe HEPBOBO-M’S30Ba TOKCHUHICT, a HE
TOKCHYHICTE KiCTKOBOTO MO3Ky. OJIHAK, Yepe3 MOXKIUBICTS JeHKONeH il 1 TiKap, i MalieHT ToBUHHI



OyTH HAmoOroToBsi woA0 O3HAK OyIb-AKOI yCKIagHIO0901 iHpexmii. Skmo e meiikonenis ago
ycknanniooda iHdexmis, To BBexeHHs HAaCTYNIHOI 103U BIHKPUCTHHY cyabdary BuMarae
PETeIbHOTO posryany. Inoxi ui indexuii MOKyTs BusBHTHCS JCTAILHUMH.

Ilpu 3acrocysanmui Binkpuctuny cynsdary rtaxox NOBIIOMILTIOCS  TIPO TOCTPY CEUOKHCITY
Hedpomariro, ska moxe BHHUKHYTH ITiCJI5 3aCTOCYBAHHA OHKOTITHIHIX 33CO6]E,

Ockinbku Binkpuctuny cynedar norano IPOHHKAE 4Yepe3 remaroeHuepamivauii bap’ep, npu
NeHK03aX LeHTPANbHOI HepPBOBOI CHCTeMH MOXYTb 3HaZOOMTHCS IONATKOBI 3acO0OM Ta LUISXH
BBEJICHHS.

Heltporokecnunni edexr Binkpuctuny cynbdary  Moxe [IOEAHYBATUCS 3  IHILIUMH
HCHUPOTOKCHYHHUMH areHTaMu  aGo IIOCHTTFOBATHCS DU ONPOMIHEHHI CIIMHHOLO MO3KYy Ta
HEBPOJIOTIYHHUX 3aXBOpIOBaHHAX. IlamienTn JITHBOTO BIKY MOKYTb OyTn GimbIn 9yTIMBAMEU 10
HEHPOTOKCHYHHX edeKTiB Binkpuctuny cynspary.

Sl in vivo, Tak i in vitro 11abOPaTOPHi JOCIIiIKEHHS He 3MOTIH OCTaTOYHO NPOJEMOHCTPYBATH, II[O
Llel Tpenapar € MyTareHHwM, PeprunbuicTs micns TiKyBaHHS THIIE BinkprcrrsoMm y Brmamkax
3N0AKICHUX 3aXBOPIOBAHE Y M0OJIeil He BHUBYanack. KiiniuHi 3BiTH manienTis 4onosigof ta KIHOYOT
CTaTi, Ki OTpUMyBaIH XIMIOTEpAmio 13 3aCTOCYBAHHAM KilbKOX IIpenaparie, sika BKIIOYana
Binkpucrun, Bkasyrots na T¢, IO a300CTepMIs Ta AMEHOPEs MOKYTh BUHHKATH y NMAaLi€HTIB micus
CTAaTeBOTO NO3piBaHHA. Y JIeAKuXx, ale He Y BCIX NAL[i€HTIB BiXHOBIEHHS BinOymocst yepes Garato
MICALIB Mmic/s 3aBeprueHHs ximiorepanii. ko Take x JMIKYBaHHS [PU3HAYAECTLCS MALliEHTaM y
npenybepTaTHOMYy Bil, MMOBIPHICTE BMHMKHEHHS MOCTiiiHOI asoocrepmii Ta ameHopei 3HayHO
MEHIIIa.

V naiiedTis, ski OTpUMYBAIM XiMioTepamnitoo Binkprucrunom Y TO€AHAHHI 3 IPOTUITYXIMHHAMH
NpeNapaTamu, BiIOMMMH SIK KaHIEPOIreHH, POSBHHYJIUCSA BTOPHHHI 3MOAKICHI HOBOYTBODEHHS.
Crpusroua  posp Binkpictuny B LUBOMY pPO3BUTKY He Oyma Bu3HayeHa. JKomHMX JIOKa3iB
KaHIEPOreHHOCTI IiCIs BHYTPINIHBOYEPEBHOTO BEC/ICHHA Ilypam Ta MHIIaM BHSBJICHO He OylIo,
X0 L€ AOC/IKEHHS 0YII0 06MEKEHIM,

Heobximno motpumysarucs obepexHoCTI, 100 YHUKHYTH BUIAJIKOBOIO TOTPAILUISHHA B Oui,
OCKLIbKHM Binkpuctuny CyAb(AT qyXKe MOAPasTHBHI i Moske COPUYMHHUTH BUPA3Ky poriBku. Oko
CITiJl HEeraiHo i peTensHo IIPOMHUTH.

Biukpuctun Moxxe  3aBnmaTu IIKO/M  IJIONY TpH BBECHHI BAariTHIN  skiHIL. Kinkam
PENPOAYKTHUBHOTO BiKy CJTiJl peKOMeHIyBaTu YHUKATH BariTHOCTI ITif yac npuiiomy BikpucTuny.

4.5 Bzaemonis 3 iHmmmu JiKapCLKMMH 32¢06aMu Ta iHmIi (opmu B3aemopii

HetipoTokcuunicrs Binkpictuny CyIb(aTy Moxe NOEIHYBATHCS 3 HEHPOTOKCHYHICTIO 130HIa3u1y
Ta IHIKMX NPENapaTis, o MOTh Ha HEPBOBY CHCTEMY.

[Tlicna  npuitomy  ankanoinis GapBiHKy moBizomIAIOCK [P0 TOCTPY 3aIMIIKy Ta TSKKHUIA
Oponxocnasm. i peaxuii Haiyactime 3ycrpivanucs TP 3aCTOCYBAHHI aJIKaNoimy 0apBiHKY B
KoMOIHawii 3 MitoMinmuaOM-C, i BOHE MOXyTh OYyTH CepiOSHUMH Npu HasBHiif JIETeHeBIH
aucdynkuii. Tlouatox Moxke OyTH IPOTAroM XBHIMH 260 KiEKOX TOJTUH IIICJIS BBEACHHS GapBiHKY
I MOXE BHHMKHYTH 10 2 THXHIB NICAA TIpHHOMY 1103M MiToMinuHy. Moske BUHHUKHYTH
MpOrpecyioya 3aINIIKa, 110 BUMATae TPUBAIO] Tepamnii. Binkpuctun He i BBOIHTH IIOBTOPHO.
Hosinomisiiocss, mo ommogacHe IIepopansHe abo BHYTPINIHLOBEHHE BBCICHHA KOMOIHAMI]



eniroiny Ta nporunyxmmnnoi XIMIOTepaltii, o BKI09ao Binkpucruny cynpdar, 3HIIKYE pIBEHD
HPOTHCY/IOMHOTO 3aco0y B KPOBI Ta IOCHITIOE CYAOMHY aKTHBHICTB. X04Ya BHECOK aJIKANOiNIB
OapBiHKy He BCTAHOBJICHUH, MOXE 3HAmOOHMTHCS KOPUTYBaHHs 1034 (EHITOIHY Ha OCHOBI
NOCITI0BHOTO MOHITOPHHTY PIBHA B KpOBi, AKIIO BOHH BUKOPHUCTOBYIOTLCA B KOMOIHAII 3
Binkpucrunowm.

HotpiGro Gy obepesxunmu NALiEHTaM, AKi 0JHOYACHO NPUAMAIOTH IIpenapaTy, mpo sxi BIZIOMO,
IO BOHM IHTIOYIOTH/IHAYKYIOTE MeTaGomizM JMKapCLKUX 3acobiB 130depMeHTamMu nedinkoBoro
uuToxXpomy P450 migcimeiictea CYP 3A, abo mamieHTaM 3 mHeYiHKOBOIO aucdyHKIiero,
Hosinommsinocs, mo ogHoyacHe 3acTocysanHs Binkpuctuny cynsdary 3 ITPaKOHa30J10M a0
(ayxonasonom (Bimommii IHTIOITOp MeTaGoniunoro LUIAXY) MOXE BHKJIUKATH OLTbLI paHHii
T104aTOK Ta/ab0 MOCHIEHHS BUPakKeHOCT] HEPBOBO-M’530BUX IT0OIYHMX peakuiii, TOMY IHIYKTOpH,
TaKl 5K 3Bipo6ii, moTpiGHo 3acTocoByBatH 0bepexHo. Braskaerscs, mo 1a B33a€EMO/I1S TTOB’13aHa 3
NPUTHIYCHHSM MeTabostizmy Binkpucrnny.

Komu Binkpictuna CyIb(haT BUKOPHCTOBYETECS B KoMmOiHauii 3 L-acnaparinasoro, iforo OTPiOHO
BBOINTH 33 12-24 rommum 1o BBemeHHs depmenTy, mob 3Bectu m0 MIHIMyMy TOKCHYHICTS,
OCKITTbKH  BBEJICHHS L-acraparinaszu s HCPIIy 9Eepry MOKe 3HU3UTH MeYiHKOBHII KJTipeHc
BIHKpICTHRHY.

Ao ximiorepanisa nposoauTeCs PasOM 3 TIPOMEHEBOIO TEPAMi€l0 Yepe3 BXOMH, SKi BKIIOYAIOTE
IICYIHKY, 3aCTOCYBAHHS Binkpucruny ciin igkmactu mo 3aBCPLICHHSA MPOMEHEBOI Teparii.
Binkpucruny cynsgar, OYCBU/HO, 301Ibly€e KIITHHHE MOrTHHAHHS METOTPEKCATY 3JIOSIKICHUMU
KIITHHAMY, 1 Hell nprHIun 34CTOCOBYBABCs IIPU TEPAMil BHCOKHMH 103aMU METOTpEKcarTy.
[Tosinomnsinocs mpo TAKKY TENaTOTOKCHYHICTB, BKIIOYAIOUU BEHOOKJIIO3IHHY XBOpoOy, y
MALIEHTIB, sIKi OTPUMYBaH KoMbiHauito Binkpucruny ta AAKTHHOMILMHY y BUNIAAKY KaPLUHOMMU
HUPKH.

4.6 BaritHicTs, nakTamis Ta (GepTHILHICTD

BaritnicTn

Heobxinna o6epexuicts IIPH 3aCTOCYBAHHI BCIX OHKOJITHUHHX IpernapariB Mmix Yac BariTHOCTI. |
YOJIOBIKH, 1 KiHKH, sKi OTPUMYIOTh BiHKpHUCTHH, MOBHHHI OyTu npoingopmosani NIPO NMOTCHIIHHUHA
PH3HUK MOOIYHUX e(eKTiB. Pexomennyrotscs naniiini metou KonTpanernuii abo yrpuManHs.
BinkpucTHE Moxe 3aBnaTh mkoqun TII0Ny BHACTIAOK BIUTHBY MaTepi a6o 0aTeKa, X04 BiAIOBiNH] i
100pe  KOHTPOIBOBAHI  HOCTimKEHHS BigcyTtHi. JKinkam PCTIPOAYKTUBHOTO BIKYy mNOTpPiGHO
PCKOMEHIYBAaTH YHMKATH BariTHOCTI IIix wgac npuiioMy Biekpuctuny Ta BUKOPHCTOBYBATH
e eKTHBHI 3ac06u KOHTpaNenuii My 4ac JiKkyBaHHS.

Sxuwo Binkpuctun BUKOPHCTOBYETBCS I YaC BATiTHOCTI a60 AKII0 MaLIEHTKA 3aBariTHiE i yac
IPHHOMY BOTO JKAPCHKOTO 3aco0y, ii ciig npoiHdopMyBaTH mpo NOTeHUIHHY HebesneKky s
moja.

Hani mono 3actocysanns Binkpucruny CyIb(aTy y BariTHHX kiHOK BIZICYTHI a60 oGMexeHi.
Hocnimkenns Ha TRapUHAX MOKazaMH PCIPONYKTUBHY TOKCHYHICTE.

A0 yBAr¥ KOPUCTH TOLYBaHHS IPYTIO /Ui AUTHHY Ta KOPHCTb Teparii 4JIst )KiHKH,



4.7 BIuIMB HA 3TATHICTH KEPYBATH TPAHCTIOPTHHMHE 32c00aMH TA NPALIOBATH 3 MeXaHi3MaMu
JlociizKeHb 3 BUBUEHHAM O€30CEPEJHBOr0 BIUIMBY Ha 3JaTHICTh KepyBaTH TPAHCIOPTHHMH
3aco0amy Ta MPaLOBATH 3 MEXaHI3MaMH1 HE MPOBOJUIOCH.

4.8 Hebaxaui peakuil
IToBigoMiIsIOCS TIPO Taki MOOIYHI peaKii:

Ingexuii Ta inBasii: indexiis, cencuc, HEUTPOIIEHIYHNUH CENCUC

Jlo6posikicHi, 3105IKicHi Ta HeyTOUHeHi HOBOYTBOPEHHS (BKJIIOYAIOYH KiCTH TA MOJIINH): piako
MOBiIOMISIIOCS TIPO BHMHHKHEHHsS BTOPHHHHMX 3IOAKICHHX HOBOYTBOPEHb Y IAUIEHTIB, SKI
OTpUMYBaTM BiHKPUCTHH Yy TO€IHAHHI 3 IHWHMMH MPOTHIYXIHHHMMH Tpenaparamy, sKi, iK
BIZIOMO, € KaHIEPOICHHUMH.

Po3najn 3 60Ky KpoBi Ta JiMdaTHaHoi cucTeMHu: JICHKOICHIA Ta HeHTponenis; Binkpucrun He
Ma€ MOCTIHHOro ab0 3HAYHOTO BIUIMBY HAa TPOMOOUMTH 200 epUTPOLHUTH, OJHAK MOBIIOMIIAIOCS
MPO aHEMil0, TEMOJIITHYHY aHEMil0 Ta TPOMOOLMTONEHI0. SIKIIO TPOMOOIMTONCHIsSI NPUCYTHS Ha
NOYaTKy IiKyBaHHs BiHKpuUCTHHY CynbdaToM, BoHA MOXe (PaKTHYHO MOKPALIUTHCS 10 IMOSBU
pemicii kictkoBoro Mosky. KiiHiunuMmu Hacmiakamu JeHKkoneHii MoXyTh OyTH JHMXOMaHKa,
indexuii Ta cencuc. Bynu okpemi HoBimoMieHHA Hpo JeTanbHi iHpexuil mix uyac Tepanii
BinkpuctuaoMm.

IopymenHs 3 60Ky iIMyHHOT CHCTEMH: MOBIJOMIIAUIOCS PO PIAKICHI BUIIAIKK aIepriqHUX PeaKLii,
TakuX sk aHadinakcis, BACUNAaHHA Ta HAOPAK, THMYACOBO IOB’A3aHi 3 Tepanicio BiHKpUCTHHOM Yy
TAIIEHTIB, SKi OTPUMyBanK BiHKPUCTHH SK YaCTHHY CXeM XiMioTepamii 3 KinbKoMa JIIKapChbKUMH
3aco0aMH.

Eufokpuuui po3iaaM: y mnauieHtis, ski OTpuMyBand BIHKPHCTHH, cHOCTEpiraaucs piikicHi
BUIIAJKH CHHIPOMY, [TOB’A3aHOTO 3 HEA[EKBATHOIO CEKPEII€l0 aHTHIlypPEeTHYHOro ropmMoHy. [Ipu
rinoHaTpieMii CocTepiraeThcsi BUCOKA EKCKpellis HATpilo 3 cedelo; 3aXBOPIOBAHHSA HUPOK abo
HAJHUPKOBHMX 3aJ103, TINOTEH3is, 3HEBOXHEHHs, a30TeMid Ta KJIiHiuHi HaOpsxu BincyTHi. [Tpu
HecTaul PiIMHMU CIIOCTEPIraeThCs MOJIMILCHHS TiMOHATPieMiT Ta BTpaTH HATPil0 HUPKAMH.

TMopymenHast 06MiHy peYOBHH i Xap4yyBaHHs: aHOPEKCis.

Poszjnaau HepBOBOi cucTeMH (4acTo 0OMEXYIOTH [03Yy): HEBpONAaTH4YHMM Oilb, BTpaTa
YyTIMBOCTI, MapecTesii, yIpyJHEHHs NMpH Xo4b0i, BTpaTa IIMOOKHX CYXOXMIBHHUX pedIeKcis,
arakcis, mape3, 0OBHCIIA CTYIIHS Ta apajiivi YepernHuX HepBiB, 0COOIMBO OYHI apaivi Ta napaiy
FOPTaHHOTO HepBa. YacTo crocTepiraeThest MOCHiA0BHICTE POSBUTKY HEPBOBO-M'A30BHX MOOTUHUX
peakuiii. CrioyaTky MOXHa 3ITKHYTHCS JIHIIE 3 MOPYLIIEHHSIM YyTJIMBOCTI Ta mapecresiamu. [pu
NPOJOBKEHH] JIIKYBAaHHS MOKYTh BUHHKHYTH HEBPOIAaTHYHI 0O, @ IIOTIM 1 PyXOBI YTPYAHEHHS.
IToxu 1o He Gyi0 3pOBIEHO KOIHUX MOBIIOMICHE NPO Oyab-saKuil 3aci6, AKuil MIir OM 3MIHMTH
HEPBOBO-M’A30B1 MpPOsBM BiHKpuCTHHY Cynbdary. Y KUIBKOX Malli€HTiB, AKi OTPHUMYBaIH
BiHKpHCTHH, TMOBIZOMJIAUIOCS TIPO CYIOMH, SKi YacTo CYIPOBOIKYIOTHCS TilIEPTEH3IE0.
[ToBimoMIISIIOCS PO AEKITbKa BUMAIKIB CY/IOM 3 HACTYITHOK KOMOIO Y JIITEH.

IMopyweHHs: 30py: MOBIIOMIISIIOCS TPO TPAH3UTOPHY KOPKOBY CIINOTY Ta aTrpodiio 30pOBOro
HepBa 31 CIIMOTOIO.

Posznagu Byxa Ta JIaGipuHTY: JIKYBaHHS ankajoifaMu OapBIHKY PpIAKO IPU3BOAWIO O
VIIKO/DKCHHSI BECTHOYJISAPHOrO Ta CIIyXOBOrO amapary BOCBMOrO 4depemHoro Hepsa. IIpossu



BKIIOYAIOTh 4aCTKOBY aGo MOBHy [IYXOTy, sAKa MOXe OyTH TUMYacoBOm aGo NOCTIHHOIO, 1
TPYIHOWLI 3 DIBHOBArO, BKIFOYAIOUM 3alaMopodeHHs 1 Hicrarm. Ocobaupa 00epexHiCTE
HeoOXI1Ha Npu 3acTocyBaHHl Binkpuctuny cynbdary B komGinauii 3 iHmmmy 3acobamu, mpo siki
BLIOMO, 110 BOHH € OTOTOKCHYHHMMH, TaKi AK OHKOJNITHKH, [0 MiCTSATH NIJIaTHHY.

Cepuesi poznanu: KoMOIHawii XimioTepamii, sxi BKTIOYamH Binkpucrun, npn 3aCTOCYBaHH1
nauieHTam, ki paniure OTPHMYBAIIN ONPOMIHEHHS CEPENOCTIHHS, Oynn noB’s3ani 3 imemivnoro
XBOpO6OIO cepiut Ta iHbapkToM Miokapna. IlpuansHo-HaciTKoBHiT 3B'30K HE BCTAHOBIIEHHUI].

Cynunni posnaan: sunnkamm TIEPTEH3ist Ta rinoTensis.

Iopywenns 3 00Ky opranis AMXAHHSA, TPYAHOI KJITKH Ta cepegocTinus: NOBIIOMIISIIOCH PO
TOCTPY 3aqMIIKy Ta TSKKMH OpPOHXOCHA3M Irics IPUAOMY  aJIKaJoiiB GapBinky. Takox
MOBIZOMIISIIIOCS TIPO 61Tk y ropJi.

llaynkoBo-knmkoBi  pozmamu: BUHHKAaTM  3aKpENH, CrasMM B KHBOTI, napaniTnyHa
HENPOXIJHICTh KUIIKIiBHHKA, aiapesi, HyZOTa, GIIOBaHHS, BHpasKa pOTOBOI MOPOKHHHH, HEKPO3

CHMITOMATHYHOMY JIiKyBaHHi. TaKoxk MOBigOMIsIOCS po Ok y npuByIIHiii 3a7103i.

Ilopymenns 3 00Ky 1Kipu Ta HiIKipHOT KJIITKOBHHY: QJIOMIENis, BUCHIIAHHS.

Hopywenns 3 00Ky HupOK i CEYOBMNYCKAHHS . BUHHKAIH NOMiypist, TU3ypist Ta 3aTpUMKa ceui
HCPEe3 aToHiI0 CEYOBOro0 Mixypa. [pwuitom inmux Npenaparis, npo ski BifOMO, MmO BOHH
CIPUIHHSIOTE 3aTPUMKY cedi (0coBamBoO Yy JITHIX Jrozeit), cmig, mo MOXIHBOCTI, MPUIIHHATH
HPOTAroM NMepuInX KibKOX JHIB IMTicis 3acToCyBaHHs Binkpucruny.

3araibHi posaaau Ta peakuii y micui BBenenns: JTNXOMAHKa, rONOBHUH 6inb, peakmis y micmi
14’ €K1il, MITbonaya Xoja.

Hocainxenns: Btpara Baru.

4.9 IepenosyBanus

VY KIHIYHUX BHITPOG BaHHAX Oy10 3 BHMagKu BHIIAIKOBOT'O IE€pe03yBaHHs. Bei Bonn BinOynucs
! Y

Y NeM1aTPUYHUX MALICHTIB, SIKi OTPUMAH 103y BOPHKOHA30ITY BHYTPILIHEOBEHHO, 1110 B 11'ITh pazis

llpu nepenosysanmi TEMOJliai3 MOXKe CHPHSTH BHBEIEHHIO BOPHKOHA30lly Ta 6eTajekc-
cynbhobyTuaosoro edipy Hatpiro 3 OpraHizmy.

Bopukonazon mixnaerscs reMoxianisy 3 xiipencom 121 mu/xs. 3aciG MUl BHYTPIIIHBOBEHHOT'O



peenenns, SBECD, mimmaerhes remopiamisy 3 kimipeHcom 55 wu/xs. llpn 1epe03yBaHHi
remMo a3 Moke AOIIOMOITH y BUBEIeHH] BopukoHaszony Ta SBECD 3 opranizmy.

Hemae BiJoMOr0 aHTHAOTY A0 BOPUKOHA30IY.

5. dapmMakoJoriuHi BJacTHBOCTI
5.1 ®apmaxkoauHaMiuHi BJACTHBOCTI

dapmakoTepanesTHyHa rpyma: [Iporumyxmuanamil 3aci6 — ankanoin Gapeinky. Kox ATX: LO1C
A02

MexaHi3M Hii
BiHKPHCTHH — MPOTHIYXJIMHHUIL [PEnapaT WHPOKOro CHEKTPY MPOTHILYXIHHHO] Iii y JIOIMHHU.
Ipenapar MOsKe JisTH NUISXOM MITOTHYHOTO NPHIHIYEHHS, BUKINKAIOYH 3YTIUHKY TOALTY KIITUH
y wMeradasi. Ilpemapar € BIAHOCHO WIaJHMUM [ KICTKOBOTO MO3KY, TOMY HOro MOXHA
BUKOPUCTOBYBATH B KOMOiHALI] 3 IHIIMME XIMiOTEpaneBTHYHHMH 3aC00aMH [IPOTH PAKY.

5.2 ®apmakoKiHeTH4YHi BJACTHBOCTI

BiHKPUCTHH IOTaHO BCMOKTYETHCSA TIPH IIpHitoMi epopanbHo. KitipeHe mpenapaty micist MBUIKOL
BHYTPIIIHEOBEHHOT iH’ekmii BinOyBaeThcst 3a TPH(A3HOIO CXEMOKO PO3MAMY: [yiKe LIBHIKHIL
KpyTuii cnan (anbda-dasa); Byspko-cepeans obnacts (Gera-dasa) i mabararto AoBLIa KIHIEBA
o61acTh (ramma-dasa). TepMiHanbHMI MEPioA HAIBBUBECHHS IPEMapaTy BapitoeTbes BiA 15 10
155 romuH.

ToMy 3acTOCOBYBAaTM IpemapaT 4YacTille HiK OAMH pa3 Ha THXJEHb, HMOBIDHO, HeMae
HeoOXiAHOCTI. BIHKPUCTHH B OCHOBHOMY BHBOJUTLCS 3 KOBYIO.

ByI1o 1oka3aHo, 10 NallieHTH 3 OpyLIeHHsIM GYHKIII Tedinku abo KOBYOBMBIIHUX HUIAXIB, 110
NiATBEPIXKYETHCA MiJBUILIEHHSM DiBHS JIy)KHOI (ocdaTasu B CHpOBaTLi KpOBi, MalOTh 3HAYHO
NOJIOBKEHHUIT [1epio/1 HalliBBUBEICHHS BIHKpUCTHUHY.

6. ®apmaneBTHYHI XapaAKTEPUCTHKH

6.1 Crnmcok J0NMOMIXKHHX pe4OBUH

Monorizgpar nakro3u BP/USP (Bpuranceka papmaxones/Papmaxones CILIA)
Iigpoxnopuana kucinora BP/USP (Bpuranceka dapmakones/Papmakones CIIIA)
Iigpokena natpito BP/USP (Bpuranceka dapmakones/Papmaxones CILIA)

Bona mns in’exuiii BP/USP (Bputanceka dapmakormnest/Papmakones CIIA)

6.2 HecymicHicTh

He pekoMeHIyeThCs 3MilTyBaTd BiHkpHuCcTHHY cynbdat 3 OyAb-sKUM IHIIMM JIIKapChKUM 3aC000M
i He po30aBIATH PO3YNHAMH, AKI MIABUILYIOTH 200 3HIKYIOTH PH 3a Mexamu Jianasony Bia 3,5 10
5,5. Mloro He MOHa 3MILIyBaTH Hi 3 YMM, KpPiM 3BHYaiHOTr0 ()i310J0rTYHOr0 pO3YHHY.

dypoceMia SK y LINPHIH, TaK i MOCIIZOBHO BBeICHHUIT B Y-Micue 6e3 MPOMUBAHHA MIXK HUMH,
MPU3BOIUTH JI0 HETAaWHOTO BUIA/IaHHS OCALy.

6.3 Tepmin mpuaaTHocTi



36 micsLiB
6.4 Oco6.mBi 3an100i:kHi 3ax0/11 npu 30epiranHi

36epiratu npu Temmnepatypi Himsxge 2° C 1o 8° C.
3axuiaTy Bl CBITIIA.

6.5 Tun i BMicT ynakoBku
Binkpuctuny cyabdar mias in’ekmii, USP (Papmakomes CIIIA) y ¢rakoni, mo MiCTHTh
Binkpuctuny cynstat USP 1 mr/dnakoHn.

6.6 Oco6,MBi 3aM00izKHi 32X0/I1 MTPH NMOBO/IZKEHHI 3 JiIKAPCHLKUM 32c000M i iioro yrumizamii

Incrpykuii 3 BUKOPUCTAHHSA UMTOTOKCHYHHUX PeYOBHH

3acTrocyBaHHS:

3aCTOCOBY€ThCS  TUIBKM  KBaTi(IKOBAaHMM  JiKapeM, SKHH Mae JOCBII  3aCTOCYBaHHA
XIMIOTEpaneBTUUHMX 3ac00IB MPOTH paKy, abo mija Horo Ge3rnocepeHiM HarIsaIoM.

IMinroroska (IncTpykuii)

1. XiMioTepaneBTU4HI 3acO0U MOBUHHI TOTYBATHCS O 3aCTOCYBAHHS TIIBKU (HaxiBIsAMH, SKi
PO HaBYaHHS 3 0€3[IeYHOTr0 BUKOPUCTAHHS Mpenapary.

2. Taxi zii, ik po3BeICHHS IOPOLIKY Ta IIEPEHECEHHS Ha IIPHIH, CIiJ IPOBOJUTH JIHUIIE Y
BIJIBEJICHOMY JJISl IIHOT'O MiCIIi.

3. TlepcoHnan, skHii BUKOHYE Ii TPOLETYPH, MOBUHEH OYyTH HATIECKHUM YHHOM 3aXHIICHUI
OJIITOM, PYKaBUYKaMH Ta IUTKOM JUIs OYCH.

4. BariTHOMY nepcoHaIy He peKOMEHAYETLCA IPALIOBATH 3 XIMIOTEpANieBTHYHUMHU 3aC00aMU.

3a0pyaHeHHs
a) Ilpm nomamanHi Ha WKipy a6o B 04l ypakeHy AUISHKY IIOTPIOHO NPOMHTH BEIHKOIO
KIJIBKICTIO BOAU 200 (i31010TIYHOr0 po3unHy. MKt KpeM Mo’kHa BUKOPHCTOBYBATH IS

TIKYBaHHS THMYAacOBOTO MewiHHsA miKipu. [Ipu ypakeHHI o4ed CIIiJ 3BEpHYTHCA 3a
MEIMYHOK JIOTIOMOTOIO.

D) Y pasi po3nuBy HEOOXiIHO HaAITH PYKaBHYKHU Ta BUTEPTH MPOJUTHI MaTepias ryoKoro, 1110
30epiracthbes B 30H1 14 Liei MeTH. [IpoMuTH AinsHKY BO10k0 ABivi. [TomMicTUTH yCi po3ynHu
Ta ryOKHM B ITOJII€THIICHOBHUH ITAKET, a IIOTIM 3aKPHTH HOTO.

Yruaizauis
Inpunm, ynakosky, abcopOyrodi MaTepiaau, po34nH Ta OyAb-AKHil IHIIMH 3a0pyAHeHUI

MaTepia CJIijJl HOMICTUTH B TOBCTHH MOJIETUIICHOBHH MTAKET 260 iHIIYy HEMPOHUKHY YIIAKOBKY i
CTIJIUTH.

7. BilacHUK peecTpauiiiHOro MOCBiI4YeHHs

HATIPO/] JIA® CAEHCEC TIBT JITN
304, Tayn Cenre, 3-ii moBepX,

AHJIXepl Kypia poy/,



Annxepi (E)
Mym6ait 400 059,
Maxapawrpa, IH/{151.

8. Homep(u) peectpauiiinoro noceiguenns

[lignsrae Bunizeno

9. Jara nepiuoi peectpanii a6o nepepeectpauii
Ilimsirae BUAITEHHIO

10. Jdara onoBienns TEKCTY
He 3acrocosyerscs

KonTakrhi nani kommnanii
Tenedon: +91 22 40939000

Be6-caiit: www.naprodgroup.com
®akc: +91 22 40939060

Anpeca
Hanpop JTaiid Caencec ITeT JITx 304, Tayn Cenre, 3-ii noBepx, Anaxepi KypJla poyn,

Angxepi (E), Mym6aii - 400059,
Maxaparurpa, IH/{15
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Vincristine Sulfate for Injection USP .
Lyophilised

WARNING administering the dose of Vincristine Injection since

Itis extremely important that the IV needle or catheter|
be property positioned befare Injection. Leakage into
surrounding tissue may cause considerable irritation,
This preparation is for IV use only. Intrathecal use
usualiy results in death,

overdosage may have serious or fatal outcome.
Vincristing Injection is administered intravenously at
weekly intervals. Injection solution either directly into a
Vein orin to the tubing of a running IV infusion. Injection
may be completed in about 1 minute.

Adults: 1.4mg/m’

COMPOSITION:

Each vial contains Children: The usual dosage of Vincristine Injection for

Vincristine Sulfate USP 1mg/2mg/5mg children 2mg/rm. For children weighing 10kg or less or
having a body surface area of less than 1m’ the dose

DESCRIPTION should be 0.05mg/kg once a week.

Vincristine Injection is the salt of an alkaloid obtained
from a common flowering herb, the periwinkle plant
(Vinca rosea Linn.) Originally known as leurocristine, it
has also been referred to as LCR and VCR. It contains
Lactose monohydrate and Water for Injection as
excipients.

The molecular formula for Vincristine Sulphate is

C,eHeN.O,.. H, SO, Ithas amolecular weight of 923.04
The structural formula is as follows:

o,

NEVA

Hepatic function impairment: A 50% reduction in the
dose is recommended for patients having a direct serum
bilirubin value greater than 3mgy/d.

Extravasalion: It is extremely important that the
intravenous needle of catheter be properly positioned
before any Vincristing Injection is injected. Leakage into
surrounding tissue during intravenous administration of
Vincristine Injection may cause considerable irritation, If
extravasation occurs the injection should be
discontinued immediately and any remaining portion of
the dose should then be introduced into another vein.
Local injection of hyaluronidase and the application of
Moderate heat to the area of leakage help disperse the
drug and are thought to minimize discomfort and the
possibility of cellulitis.

Vincristine should not be administered to patients
receiving radiation therapy through ports that include the
liver.

CLINICAL PHARMACOLOGY When vincristine is used in combination with L
: i it should be given 12 to 24 hours prior to

Pharmacedynamics aqumgmax, ¥ s 2

The mode of action of vi has not been of the enzyme in order to minimize toxicity

Gelineated. Evidence is available from in vitro studies that
vineristine inhibits spindle formation and is associated
with the reversible binding of vincristine to spindle
proteins inthe S phase. Vincristine has also beenfoundto
interfere with RNA synthesis. It has also been shown to
stop celf reproduction in metaphase, butitis not known if
this effect is related to the above actions.

Pharmacokinetics

Absorption and Distribation

With in 15 to 30minutes following LV. administration
greater than 80% of the drug is distributed from blood in
10 tissue where it remains tightly,but not irreversible
.bound .penetration across blood-brain barrieris poor,

Metabofism and Excretion

Following the rapid i.v. administration of vincristine, a
triphasic elimination patiern is seen with half-lives of §
minutes, 2.3 hours and 8569 hours, respectively,
Large interpatient variation occurs in both the terminal
elimination half-lite and the volume of distribution of
vincristine. Vincristine is excreted mainly by way of the
liver with about 80% of the dose being recovered in the
feces and 10 to 20% in urine. Hepatic dysfunction may
aiter elimination kinetics and augment toxicity.

INDICATIONS

Inthe treatment of acute leukemia. It has also been used
in combination with other antineoplastic drugs in
Hodgkin's disease, soft-tissue sarcoma, bony-tissue
sarcoma, sarcomas of specialized structures, breast
cancer, small cell cancer of the lung, cancer of the uterine
cervix, malignant melanoma, colorectal cancer, non-
Hodgkin's lymphoma and Wilms' tumor. Vincristine
should be considered for use with other oncolytic agents

because L-asparaginase may reduce hepatic clearance
of vineristine.

Reconstitution

Vincristine injection USP is reconstituted with 10 mi of
sodium chloride injection IP (0.9%w/) and used
immediately after preparation. Vincristine injection
should be inspected visually for particulate matter and
discolouration prior to administration whenever solution
and container permit.

Compatibility: Do not dilute in solutions that raise or
lower the pH out side the range of 3.5 10 5.5. Do not mix
with anything other than normal saline or glucose in
water.

ADVERSE REACTIONS

Hypersensitivity: Rare cases of allergic-type reactions,
such as anaphylaxis, rash and edema, that are related to
vincristine therapy have been reported in patients
receiving vincristine as a part of multidrug chemotherapy
regimens.

[o ion, abdominal cramps,
weight loss, nausea, vomiting, oral ulceration, diarrhoea.
paralytic ileus, intestinal necrosis, and/or perforation,
and anorexia have occurred.

Genilourinary: Polyuria, dysuria, and urinary retention
due to bladder atony have occurred, Other drugs known
to cause urinary retention (particularly in the elderly)
should, if possible be discontinued for the first few days
following administration of Vincristine Injection.

Cardiovascular: Hypertension and hypotension have
occurred.

Frequently there is a sequence to the

in the treatment of ic sarcoma,
Ewing's sarcoma, rhabdomyosarcoma, embryonal
carcinoma of the ovaries and rhabdomyosarcoma of the
uterus.

CONTRAINDICATIONS

Patients with the demyelinating form of Charcot-Marie-
Tooth syndrome should not be given Vincristine Injection.
DOSAGE AND ADMINISTRATION

Extreme care must be used in, calculating and

Vineristine Sulfate Inj. DS (General Export)

Unfold Size: 120 x 270 mm (Front)
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P of ide effects. Initially, only
sensory impairment and paresthesia may be
encountered. With continued freatment, neuritic pain
and, later motor difficulties may occur. There have been
no reports made of any agent that can reverse the
i that may pany

therapy with Vincristine Injection.

Loss of deep tendon reflexes, foot drop ataxia and
paralysis have been reported with continued
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. Cranial nerve including
isolated paresis and/or paralysis of muscles controlled
by cranial motor nerves, may occur in the absence of
motor impairment elsewhere. Extraocuiar and laryngeal
muscles are most commonly involved. Jaw pain,
pharyngeal pain, parotid gland pain, bone pain, back
pain, limb pain and myalgias have been reported; pain in
these areas may be severe. Convulsions, frequently with
hypertension, have been reported in a few patients
receiving Vincristine Injection. Several instances of
convulsions followed of convuisions followed by coma
have been reported in children. Transient cortical
blindness and optic atrophy with blindness have been
reported.

Rare of a syndrome
to inappropriate antidiuretic hormone secretion have
been observed in patients treated with Vincristine
Injection. This syndrome is characterized by high urinary
sodium excretion in the presence of hyponatremia renal
or adrenal disease hypotension, dehydration, azotemxa
and clinical edema are absent. With fluid

Usage in Pregnancy: Caution is necessary with the use
of all oncolytic drugs during pregnancy. Information on
the use of Vincristine Injection during pregnancy is very
limited. Although no abnormalities of the human fetus
have been reported with Vincristine Injection have shown
teratogenicity. This product should not be administered to
patients who are pregnant or to mothers who are breast
feeding, unless the potential benefits clearly outweigh the
risks.

Carci is, I

of Fertility
Neither in vivo nor in vitro labovalory tests have
the of this

product.

Fertiity following treatment with Vincristine Injection
alone for malignant disease has not been studied in
human. Vincristine Injection indicate that azoospermia
and amenorrhea can accurin postpubertal patients,

Patients who received Vincristine Injection
in ination with anti drugs

occurs in the ia and in the renal
loss of sodium.

Hematologic: Vincristine Injection does not appear to
have any constant or significant effect on the platefets or
red blood celis. Serious bone marrow depression is
usually not @ major dose-limiting event. However,
anemia, leucopenia, if present when therapy with
Vincristine Injection is begun, may actually improve
before the appearance of marrow remission.

Skin: Alopecia and rash have been reported,
Other: Fever and headache have occurred.

WARNINGS AND PRECAUTIONS

This preparation is for intravenous use only. The
inthrathecal administration of Vincristine Injection is fatal.
Vincristing Injection therapy does not normally result in

known to be carcinogenic have developed secondary
malignancies. The contributing role of Vmcnsnne
Injectionin this has not b ;

DRUG INTERACTIONS

Digoxin: Combmaﬂan cnemomerapy (including
incristi tion) may decrease diy levels
and renal excretion.

L Administering L- firstmay

reduce the hepatic clearance of Vincristine Injection.

Therefore, when used in combination. Vincristine

ln|ect|on should be given 12 |o 24 hours before L-
ise to) Mny

Mitomyein-C: Acute puimonary reactions may occur.
Phenytoin: Combinati hi ( including

rather than b al
toxicity is usually the dose-fimiting factor. However,
because of the possivility of leucopenia both physician
and patient should remain alert for signs of any

vincristine ) may reduce phenytoin plasma levels |,
requiring increased dosage to maintain therapeutic
plasmalevel.

complicating mfectlun Although ting
does not the administration of

Injection, the of ia during
trealment warrants careful consideration before giving
the next dose. Similarly, Vincristine Injection should be
used with caution in patients with malignant infittration of
bone marrow. Acute uric acid nephropathy. which may
occur after the administration of oncolytic agents, has
also been reported with Vincristine Injection. Routine use
of laxatives and enemas is recommended to ensure
regular bowel function. As Vincristine Injection is
excreted principally by the fiver, it may be necessary to
reduce initial doses in the presence of significantly

Side-effects following the use of Vincristine Injection are

dose-related. Therefore, following administration of more

than the recommended dose, patients can be expected to
these effects inan fashion.

Treatment:

Supportive care should include:

a) prevention of side-effects that result from the
syndrome of inappropriate secretion of antidiuretic
hormone. (This includes restriction of fluid intake and
perhaps the use of a diuretic acting on the loop of Henle
and distal tubule);

impaired hepatic or biliary function. When
is being given in conjunction with radiation therapy
through portals, which include the liver, the use of
Vincristing Injection should be delayed until radiation
therapy has been compieted.

If central nervous system leukaemia is diagnosed
additional therapy may be required, since Vincristine
Injection dose not appear to cross the biood-brain barrier
inadequate amounts.

Particular attention should be given to dosage and

neurolngvcal side effects if Vlncns!lne Injection is
d to patients with

disease and when other drugs with neurotoxic potential

are also being used.

Acute shortness of breath and severe bronchospasm
have been reported following the administration of vinca
alkaloids. These reactions have been encountered mosl

b) inistration of anti 5

) monitoring the patients i ystem and
d) daily blood counts for guidance in transfusion
requirements.

STORAGE
Store between 2° C and 8° C. Protect from light

PRESENTATION
Vincristine  Sulfate for Injection USP is available in a vial
containing Vingristine Sulfate USP 1mg/vial,2mg/vial and

Smg/vial.

frequently when used in ination with 4
The onset may be within minutes, or several hours after
the drug is injected and may occur upto two weeks
following the dose of mitomycin,

Care must be taken to avoid contamination of the eyewith
concentrations of Vincristine Injection used clinically. If
accidental contamination accurs, severe irritation (or, if
the drug was delivered under pressure, even corneal
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Summary of Product Characteristics for
Vincristine for Injection 1mg/vial

1. Name of the medicinal product
Vincristine for Injection 1mg/vial

2. Qualitative and quantitative composition
Vincristine Sulphate for Injection USP
(Lyophillised)

Each vial contains:
Vincristine Sulphate USP....1mg

3. Pharmaceutical form
A White to yellowish white lyophilized mass.

4. Clinical particulars

4.1 Therapeutic indications
Vincristine sulfate is used either alone or in conjunction with other oncolytic drugs for the treatment of:

1. Leukaemias, including acute lymphocytic leukaemia, chronic lymphocytic leukaemia, acute myelogenous
leukaemia and blastic crisis of chronic myelogenous leukaemia.

2. Malignant lymphomas, including Hodgkin's disease and non-Hodgkin's lymphomas.
3. Multiple myeloma.

4. Solid tumours, including breast carcinoma, small cell bronchogenic carcinoma, head and neck carcinoma
and soft tissue sarcomas.

9. Paediatric solid tumours, including Ewing's sarcoma, embryonal rhabdomyosarcoma, neuroblastoma,
Wilms' tumour, retinoblastoma and medulloblastoma.

6. Idiopathic thrombocytopenic purpura. Patients with true ITP refractory to splenectomy and short-term
treatment with adrenocortical steroids may respond to vincristine but the medicinal product is not
recommended as primary treatment of this disorder. Recommended weekly doses of vincristine given for 3
to 4 weeks have produced permanent remissions in some patients. If patients fail to respond after 3 to 6
doses, it is unlikely that there will be any beneficial results with additional doses.

4.2 Posology and method of administration

Extreme care must be used in, calculating and administering the dose of Vincristine Injection since
overdosage may have serious or fatal outcome. Vincristine Injection is administered intravenously at
weekly intervals. Injection solution either directly in to a vein or in to the tubing of a running IV infusion.
Injection may be completed in about 1 minute.



Adults: 1.4mg/m?

Children: The usual dosage of Vincristine Injection for children 2mg/m2. For children weighing 10kg or less
or having a body surface area of less than 1m the dose should be 0.05mg/kg once a week.

Hepatic function impairment: A 50% reduction in the dose is recommended for patients having a direct
serum bilirubin value greater than 3mg/dl.

Extravasation: It is extremely important that the intravenous needle of catheter be properly positioned
before any Vincristine Injection is injected. Leakage into surrounding tissue during intravenous
administration of Vincristine Injection may cause considerable irritation. If extravasation occurs the injection
should be discontinued immediately and any remaining portion of the dose should then be introduced into
another vein. Local injection of hyaluronidase and the application of moderate heat to the area of leakage
help disperse the drug and are thought to minimize discomfort and the

possibility of cellulitis.

Vincristine should not be administered to patients receiving radiation therapy through ports that include the
liver. When vincristine is used in combination with Lasparaginase, it should be given 12 to 24 hours prior to
administration of the enzyme in order to minimize toxicity because L-asparaginase may reduce hepatic
clearance of vincristine.

Reconstitution: Vincristine injection USP is reconstituted with 10 ml of sodium chloride injection IP
(0.9%wl/v) and used immediately after preparation. Vincristine injection should be inspected visually for
particulate matter and discolouration prior to administration whenever solution and container permit,

Compatibility: Do not dilute in solutions that raise or lower the pH out side the range of 3.5 to 5.5. Do not
mix with anything other than normal saline or glucose in water.

4.3 Contraindications

Intrathecal administration of vincristine sulfate is usually fatal.

Hypersensitivity to vincristine sulfate or to any of the excipients listed.

Patients with the demyelinating form of Charcot-Marie-Tooth syndrome should not be given vincristine.
Careful notice should also be given to those conditions listed in section 4.4 .

4.4 Special warnings and precautions for use

This preparation is for intravenous use only. It should be administered by physicians experienced in the
administration of vincristine sulfate. Vincristine sulfate should not be given by intrathecal, intramuscular or
subcutaneous injection. The intrathecal administration of vincristine sulfate usually results in death.

Syringes containing this product should be labelled 'VINCRISTINE FOR INTRAVENOUS USE ONLY.
FATAL IF GIVENBY OTHER ROUTES'.



Emergency Treatment of accidental intrathecal administration:

After inadvertent intrathecal administration, immediate neurosurgical intervention is required in order to
prevent ascending paralysis leading to death. In a very small number of patients, life-threatening paralysis
and subsequent death was averted but resulted in devastating neurological sequelae, with limited recovery
afterwards.

Based on the published management of these survival cases, if vincristine is mistakenly given by the
intrathecal route, the following treatment should be initiated immediately after the injection:

1. Removal of as much CSF as is safely possible through the lumbar access.

2. Insertion of an epidural catheter into the subarachnoid space via the intervertebral space above initial
lumbar access and CSF irrigation with lactated Ringer's solution. Fresh frozen plasma should be requested
and, when available, 25 ml should be added to every 1 litre of lactated Ringer's solution.

3. Insertion of an intraventricular drain or catheter by a neurosurgeon and continuation of CSF irrigation
with fluid removal through the lumbar access connected to a closed drainage system. Lactated Ringer's
solution should be given by continuous infusion at 150 ml/h, or at a rate of 75 ml/h when fresh frozen
plasma has been added as above.

The rate of infusion should be adjusted to maintain a spinal fluid protein level of 150 mg/dl.
The following measures have also been used in addition but may not be essential:

Folinic acid has been administered intravenously as a 100 mg bolus and then infused at a rate of 25 mg/h
for 24 hours, then bolus doses of 25 mg 6-hourly for 1 week. Intravenous administration of glutamic acid 10
g over 24 hours, followed by 500 mg three times daily by mouth for one month. Pyridoxine has been given
at a dose of 50 mg 8 hourly by intravenous infusion over 30 minutes. Their roles in the reduction of
neurotoxicity are unclear.

Vincristine sulfate is a vesicant and may cause severe local reaction or extravasation.
The vial stopper contains dry natural rubber (a derivative of latex), which may cause allergic reactions.

Leucopenia is less likely following therapy with vincristine sulfate than is the case with other oncolytic
agents. It is usually neuromuscular rather than bone marrow toxicity that limits dosage. However, because
of the possibility of leucopenia, both physician and patient should remain alert for signs of any complicating
infection. If leucopenia or a complicating infection is present, then administration of the next dose of
vincristine sulfate warrants careful consideration. On occasions, these infections may prove fatal.

Acute uric acid nephropathy, which may occur after administration of oncolytic agents, has also been
reported with vincristine sulfate.

As vincristine sulfate penetrates the blood-brain barrier poorly, additional agents and routes of
administration may be required for central nervous system leukaemias.

The neurotoxic effect of vincristine sulfate may be additive with other neurotoxic agents or increased by
spinal cord irradiation and neurological disease. Elderly patients may be more susceptible to the neurotoxic
effects of vincristine sulfate.

Both in vivo and in vitro laboratory tests have failed to demonstrate conclusively that this product is
mutagenic. Fertility following treatment with vincristine alone for malignant disease has not been studied in
humans. Clinical reports of both male and female patients who received multiple-agent chemotherapy that



included vincristine indicate that azoospermia and amenorrhoea can occur in post pubertal patients.
Recovery occurred many months after completion of chemotherapy in some but not all patients. When the
same treatment is administered to prepubertal pafients, it is much less likely to cause permanent
azoospermia and amenorrhoea.

Patients who received vincristine chemotherapy in combination with anticancer drugs known to be
carcinogenic have developed second malignancies. The contributing role of vincristine in this development
has not been determined. No evidence of carcinogenicity was found following intraperitoneal administration
in rats and mice, although this study was limited.

Care should be exercised to avoid accidental contamination of the eyes as vincristine sulfate is highly
irritant and can cause corneal ulceration. The eye should be washed immediately and thoroughly.

Vincristine can cause foetal harm when administered to a pregnant woman. Women of childbearing
potential should be advised to avoid becoming pregnant while receiving vincristine.

4.5 Interaction with other medicinal products and other forms of interaction

The neurotoxicity of vincristine sulfate may be additive with that of isoniazid and other drugs acting on the
nervous system.

Acute shortness of breath and severe bronchospasm have been reported following the administration of
vinca alkaloids. These reactions have been encountered most frequently when the vinca alkaloid was used
in combination with mitomycin-C and may be serious when there is pre-existing pulmonary dysfunction.
The onset may be within minutes or several hours after the vinca is administered and may occur up to 2
weeks following the dose of mitomycin. Progressive dyspnoea, requiring chronic therapy, may occur.
Vincristine should not be re-administered.

The simultaneous oral or intravenous administration of phenytoin and antineoplastic chemotherapy
combinations, that included vincristine sulfate, have been reported to reduce blood levels of the
anticonvulsant and to increase seizure activity. Although the contribution of the vinca alkaloids has not
been established, dosage adjustment of phenytoin, based on serial blood level monitoring, may need to be
made when it is used in combination with vincristine.

Caution should be exercised in patients concurrently taking drugs known to inhibit/induce drug metabolism
by hepatic cytochrome P450 isoenzymes in the CYP 3A subfamily, or in patients with hepatic dysfunction.
Concurrent administration of vincristine sulfate with itraconazole or fluconazole (known inhibitor of the
metabolic pathway) have been reported to cause an earlier onset and/or an increased severity of
neuromuscular side-effects, inducers like St. John's wort should be given cautiously. This interaction is
presumed to be related to inhibition of the metabolism of vincristine.

When vincristine sulfate is used in combination with L-asparaginase, it should be given 12 to 24 hours
before administration of the enzyme in order to minimise toxicity, since administering L-asparaginase first
may reduce hepatic clearance of vincristine.

When chemotherapy is being given in conjunction with radiation therapy through portals which include the
liver, the use of vincristine should be delayed until radiation therapy has been completed.

Vincristine sulfate appears to increase the cellular uptake of methotrexate by malignant cells and this
principle has been applied in high-dose methotrexate therapy.



Severe hepatotoxicity, including veno-occlusive disease has been reported in patients treated with a
combination of vincristine and dactinomycin for renal carcinoma.

4.6 Pregnancy, lactation and Fertility

Pregnancy

Caution is necessary with the use of all oncolytic drugs during pregnancy. Both men and women receiving
vincristine should be informed of the potential risk of adverse effects. Reliable methods of contraception or
abstinence are recommended.

Vincristine can cause foetal harm following maternal or paternal exposure, although there are no adequate
and well-controlled studies. Women of childbearing potential should be advised to avoid becoming
pregnant while receiving vincristine and use effective contraception during treatment.

If vincristine is used during pregnancy or if the patient becomes pregnant while receiving this medicinal
product she should be informed of the potential hazard to the foetus.

There are no or limited amount of data from the use of vincristine sulfate in pregnant women. Studies in
animals have shown reproductive toxicity.

Breast-feeding

There is insufficient information on the excretion of vincristine sulfate in human milk. A risk to the suckling
child cannot be excluded. A decision must be made whether to discontinue breast-feeding or to
discontinue/abstain from vincristine sulfate therapy, taking into account the benefit of breast-feeding for the
child and the benefit of therapy for the woman.

4.7 Effects on ability to drive and use machines
No studies on the effects on the ability to drive and use machines have been performed.

4.8 Undesirable effects
The following adverse reactions have been reported:

Infections and infestations: Infection, sepsis, neutropenic sepsis

Neoplasms benign, malignant and unspecified (incl cysts and polyps): The occurrence of secondary
malignancies has been reported rarely in patients treated with vincristine in association with other
anticancer drugs known to be carcinogenic.

Blood and lymphatic system disorders: Leukopenia and neutropenia; vincristine does not appear to
have any constant or significant effect upon the platelets or the red blood cells, however, anaemia,
haemolytic anaemia and thrombocytopenia have been reported. If thrombocytopenia is present when
treatment with vincristine sulfate is begun, it may actually improve before the appearance of marrow
remission. Clinical consequences of leukopenia may be fever, infections and sepsis. There have been
occasional reports of fatal infections during vincristine therapy.

Immune system disorders: Rare cases of allergic-type reactions, such as anaphylaxis, rash and oedema,
temporally related to vincristine therapy have been reported in patients receiving vincristine as a part of
multi-drug chemotherapy regimens.

Endocrine disorders: Rare occurrences of a syndrome attributable to inappropriate anti-diuretic hormone
secretion have been observed in patients treated with vincristine. There is a high urinary sodium excretion
in the presence of hyponatraemia; renal or adrenal disease, hypotension, dehydration, azotaemia and



clinical oedema are absent. With fluid deprivation, improvement occurs in the hyponatraemia and in the
renal loss of sodium.

Metabolism and nutrition disorders: Anorexia.

Nervous system disorders (often dose limiting): Neuritic pain, sensory loss, paraesthesia, difficulty in
walking, loss of deep tendon reflexes, ataxia, paresis, foot drop and cranial nerve palsies, especially ocular
palsies and laryngeal nerve paralysis. Frequently, there appears to be a sequence in the development of
neuromuscular side effects. Initially, one may encounter only sensory impairment and paraesthesia. With
continued treatment, neuritic pain may appear and later, motor difficulties. No reports have yet been made
of any agent that can reverse the neuromuscular manifestations of vincristine sulfate. Convulsions,
frequently with hypertension, have been reported in a few patients receiving vincristine. Several instances
of convulsions followed by coma have been reported in children.

Eye disorders: Transient cortical blindness and optic atrophy with blindness have been reported.

Ear and labyrinth disorders: Treatment with vinca alkaloids has resulted rarely in both vestibular and
auditory damage to the eighth cranial nerve. Manifestations include partial or total deafness, which may be
temporary or permanent, and difficulties with balance, including dizziness, nystagmus and vertigo.
Particular caution is warranted when vincristine sulfate is used in combination with other agents known to
be ototoxic, such as the platinum-containing oncolytics.

Cardiac disorders: Chemotherapy combinations which have included vincristine, when given to patients
previously treated with mediastinal radiation, have been associated with coronary artery disease and
myocardial infarction. Causality has not been established.

Vascular disorders: Hypertension and hypotension have occurred.

Respiratory, thoracic and mediastinal disorders: Acute shortness of breath and severe bronchospasm
have been reported following the administration of vinca alkaloids. Pharyngeal pain has also been reported.

Gastro-intestinal disorders: Constipation, abdominal cramps, paralytic ileus, diarrhoea, nausea, vomiting,
oral ulceration, intestinal necrosis and/or perforation have occurred. The constipation which may be
encountered responds well to such usual measures as enemas and laxatives. Constipation may take the
form of upper colon impaction and the rectum maybe found to be empty on physical examination. Colicky
abdominal pain, coupled with an empty rectum, may mislead the clinician. A flat film of the abdomen is
useful in demonstrating this condition. A routine prophylactic regimen against constipation is recommended
for all patients receiving vincristine sulfate. Paralytic ileus may occur, particularly in young children. The
lleus will reverse itself upon temporary discontinuance of vincristine and with symptomatic care.
Parotidgland pain has also been reported.

Skin and subcutaneous tissue disorders: Alopecia, rash.

Musculoskeletal and connective tissue disorders: Muscle wasting, jaw pain, bone pain, back paid, limb
pain and myalgias have been reported: pain in these areas may be severe.

Renal and urinary disorders : Polyuria, dysuria and urinary retention due to bladder atony have occurred.
Other drugs known to cause urinary retention (particularly in the elderly) should, if possible, be discontinued
for the first few days following administration of vincristine.

General disorders and administration site conditions: Fever, headache, injection site reaction, slapping
gait.



Investigations: Weight loss.

4.9 Overdose

There were 3 cases of accidental overdose, in clinical trial. All occurred in paediatric patients, who received
up to five times the recommended intravenous dose of voriconazole. A single adverse reaction of
photophobia of 10 minutes duration was reported.

In an overdose, haemodialysis may assist in the removal of voriconazole and betadex sulfobutyl ether
sodium from the body.

Voriconazole is haemodialysed with a clearance of 121 ml/min. The intravenous vehicle, SBECD is
haemodialysed with a clearance of 55 mi/min. In an overdose, haemodialys is may assist in the removal of
voriconazole and SBECD from the body

There is no known antidote to voriconazole.

5. Pharmacological properties
5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Antineoplastic agent - vinca alkaloid. ATC Code: LO1C AQ2

Mechanism of action

Vincristine is an antineoplastic drug with broad-spectrum anti-tumor activity in man. The drug may act by
mitotic inhibition, causing an arrest of cell division in metaphase. The drug is relatively marrow-sparing and
is thus suitable for use in combination with other cancer chemotherapeutic agents.

5.2 Pharmacokinetic properties

Vincristine is poorly absorbed orally. The clearance of the drug after rapid intravenous injection follows a
triphasic decay pattern; a very rapid steep descent (alpha phase); a narrow-middle region (beta-phase) and
a much longer terminal region (gamma phase). The terminal phase half-life of the drug varies from 15-155
hours.

Dosing with the drug more frequently than once weekly is therefore probably unnecessary.

Vincristine is primarily excreted by the biliary route.

Patients with impaired hepatic or biliary function, as evidenced by a raised serum alkaline phosphatase,
have been shown to have a significantly prolonged vincristine elimination half-life.

6. Pharmaceutical particulars

6.1 List of excipients

Lactose Monohydrate BP/USP
Hydrochloride Acid BP/USP
Sodium Hydroxide BP/USP
Water for Injection BP/USP



6.2 Incompatibilities

It is not recommended that vincristine sulfate should be mixed with any other drug and should not be
diluted in solutions that raise or lower the pH outside the range 3.5 to 5.5. It should not be mixed with
anything other than normal saline.

Furosemide both in syringe and injected sequentially into Y-site with no flush between, results in immediate
precipitation.

6.3 Shelf life
36 Months
6.4 Special precautions for storage

Store below 20C to 80C.
Protect from light.

6.5 Nature and contents of container
Vincristine Sulfate for Injection USP is available in a vial containing Vincristine Sulfate USP 1mglvial.

6.6 Special precautions for disposal and other handling

Cytotoxic Handling Guidelines
Administration:

Should be administered only by or under the direct supervision of a qualified physician who is experienced
in the use of cancer chemotherapeutic agents.

Preparation (Guidelines)

1.~ Chemotherapeutic agents should be prepared for administration only by professionals who have
been trained in the safe use of preparation.

2. Operations such as reconstitution of powder and transfer to syringes should be carried out only in
the designated area.

3. The personnel carrying out these procedures should be adequately protected with clothing, gloves
and eye shield.

4. Pregnant personnel are advised not to handle chemotherapeutic agents.

Contamination
a) In the event of contact with the skin or eyes, the affected area should be washed with copious
amounts of water or normal saline. A bland cream may be used to treat the transient stinging of
skin. Medical advice should be sought if the eyes are affected.
b) In the event of spillage, operators should put on gloves and mop the spilled material with a sponge
kept in the area for that purpose. Rinse the area twice with water. Put all solutions and sponges
into a plastic bag and then seal it.

Disposal



Syringes, containers, absorbent materials, solution and any other contaminated material should be placed
in a thick plastic bag or other impervious container and incinerated.
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