NHCcTpyKumMa K npenapaTy AnkepaH (Alkeran,
MendanaH) B TabneTkax 2mMr Ne25

Y3HaTb LUeHy >>>

CocTtaB u popMa BbiNnyckKa

TabneTku, NoKpbITbIE NAEHOYHON 06onoykon 6enoro nnm no4tn 6enoro uBeTa, Kpyribie,
ABOAKOBbINYKJIble, C BblAaaBsieHHoM Haanucblo \\\"GX EH3\\\" Ha ogHon cTopoHe 1 \\\"A\\" - Ha
apyronm; agpo Tabnetku 6enoro nam noytun 6enoro uBeTa.

1 TabneTka cooepXuT:
AKTUBHOE BeLlecTBo: MendasiaH 2 Mr.

BcriomoraTtesibHbie BeljecTBa: Lessso3a MUKPOKPUCTasJin4ecCkasd, KpoCrnoBmnaoH, KpeMmHunA
ONOKCUA KOITOUAHBIN, MarHns cTeapar.

CocTtaB obosioukmn: Onagpan 6enbi YS-1-18097-A (runpomMesnnosa, TuTaHa OUOKCUI, Makporon).

dapMaKkoJsiormyeckoe neucreume

MpoTuBoonyxonesbin NpenapaT, BUpyHKLNOHaNBHOE ankuapytouiee coeanHeHune. Mpouecc
aJIKUJIMPOBAHUS COCTOUT B KOBaJIEHTHOM CBSi3blBaHUM obpa3yowmxcs n3 asyx bumc-2-
XJIOP3TUJIbHbIX FPYMM YrAepPOAHbIX MPOMEXXYTOYHbIX COeANHEHNI C 7-a30TOM ryaHuHa B AHK n
nepekpecTHOM CBA3bIBaHMU ABYX Lernen OHK, 4To NpnBOONT K HapYLIEHUIO peninkaunu KNeTokK.

B/B BBeaeHne AnkepaHa B BUAE MOHOTEPANUM Uan B KOMBMHauuu ¢ ApyrumMm UNTOTOKCUYECKUMU
npenapaTamMuy TakXXe 3ppeKTUBHO NpU MHOXXECTBEHHOWN MUESIOME, KaK U NepopasibHbIA Mpuem
AnkepaHa. B/B BBeaeHMe AnkepaHa B BbICOKMX A03aX (C TpaHCNNaHTauMen reMonos3TnYecKmnx
CTBOJIOBLIX K/1IETOK UK 6e3 Hee) B Ka4ecTBe NepBON IMHUM Tepanun nnnm ans KoOHconungaumm
peMnccnmn nocae CTaHA4apTHOW LNTOCTAaTUYECKON XUMMOTEPaNn MPUBOOUT K MOJSTHON PEMUCCUN Y
50% naumeHToB C MHOXXECTBEHHON MNENOMON.

AnKepaH B BbICOKUX f03aX (C TpaHCNAaHTauMen CTBONIOBbIX FeMOMNO3TUYECKMX KNIeTOK nnmn bes
Hee) NPUMEHSNCA KakK B BUAE MOHOTEpanuu, Tak n B KoMbuHauum c ly4eBon Tepannen n/mnm
APYrMMU LNTOTOKCMYECKMMN NpenapaTaMn, A8 KOHCOMMAaLUM peMUCcCMmn nocse CTaHaapTHOro
Nle4eHns npu pacnpocTpaHeHHoN HenpobnacTome y geTen.

B/B BBeaeHue AnkepaHa B Buae MoHOTepanun n B KOMbnHauum ¢ ApyruMm LNTOTOKCUYECKUMU
npenapaTtamMm No3BOJIAET OCTUYb 06BEKTMBHOIO adexkTa NnpumepHo y 50% naumnmeHToK C
pacnpocTpaHeHHON afeHOKAPLUUHOMON ANYHUKA.

MNprem npenapaTa B BUAE MOHOTEPANUM UanM B KOMOMHALWK C APYrMMK NpenapaTaMmn okasbiBaeT
3HAYMTESIbHbIA TepaneBTUYeCKnin 3EKT y psaa NAaLUMEHTOK C PAacnpPOCTPAHEHHOW KapLMHOMOWM
MOJIOYHOW »KeJie3bl; KpoMe Toro, MesihanaH NPUMEHSIICA B paMKax aflbloBaHTHOW Tepanuu nocne
orepauumn no noBoay KapLMHOMbI MOJIOYHOW XKenesbl.


https://perm.lux-farma.com/alkeran

DpexkTrBEH NPU NeveHU 60SbHbIX UICTUHHOWN MONNLNTEMUEN.

dapMaKOKMHETUKA

BcacbiBaHue

Y 13 naumeHTOB, NosaydyaBwnx MendanaH rnepopasbHo B fo3e 0.6 Mr/kr maccbl Tena, BCacbiBaHne
XapakTepn3oBanocb 60bLWON BapnabenbHOCTbIO - Kak Mo BpeEMeHU [0 MepBoro rnosiBaeHus
npenapaTa B Nsa3me (Anana3oH oT 0 Ao 336 MUH), Tak 1 N0 3HAYEHMIO Cmax B niaa3me (Onana3oH
oT 70 0o 63 Hr/mn). Y 5 naumeHToB, KOTOPbIM 3KBMBAJIEHTHYIO 03y MesihanaHa BBOOUN B/B,
cpenHas abconoTHas 6MOAOCTYNHOCTbL coCcTaBnsANa 6bina 56+27%.

CDapMaKOKVIHeTI/IKa Menq)anaHa npum B/B BBEAEHUN B CTaHOAPTHbIX N BbICOKNX O003aX
cooTBeTCTBYET On-3KCcnoHeHUMabHONW )J,ByXKaMepHOIZ mopnenn.

.Y 18 nauneHTOB, Nosy4vaBLInx MesicpanaH nepopasibHO B ao3ax ot 0.2 no 0.25 Mr/kr maccel Tena,
Cmax B Nsa3Me (anana3oH oT 87 no 350 Hr/mn) pocTturanacek B npegenax 0.5-2.0 4. Mpwn npneme
TabneTok MmendanaHa cpasy e nocsie ebl BpeMs 40 AOCTUXKEHUS Cm . B nnasme

yBenu4dmeanock, a AUC ymeHbLllanacb Ha 39 - 45%.

a

PacnipeneneHune

Mocne BBeaeHWda npenapaTa B BUAe ABYXMUHYTHOW UHAY3UM B o03ax 0T 5 0o 23 Mr/M2
noBepxHocTn Tena (okono 0.1- 0.6 mr/kr maccel Tena) 10 60/1bHLIM PaKOM ANYHUKA UK
MuenomHoun 60ne3HbI0 CpefHNN Vd B PaBHOBECHOM COCTOAHUUN U LLeHTPaibHbIA KOMAOAPTMEHT
coctaBmam 29.1+13.6 n 1 12.2+£6.5 1 COOTBETCTBEHHO. Y 28 60NbHbLIX C pa3/INYHbIMU
3/I0Ka4eCTBEHHbIMU HOBOOOPa30BaHMAMM, NOJyYaBLUMX NpenapaT B Ao3ax oT 70 go 200 Mr/m2
NOBEPXHOCTU Tena B Buae 2-20-MUHYTHbIX UHY3UN, cpefHuin Vd B paBHOBECHOM COCTOSAHUN U
LLleHTpPaIbHbI KOMNAPTMEHT PaBHANNCL COOTBETCTBEHHO 40.2+18.3 n w1 18.2+x11.7 n.

Mpun runeptepmuydeckon (39°C) nepdy3nm HUXKHEN KOHEYHOCTN MendanaHoMm B fo3e 1.75 Mr/kr
MaccCbl Tesla y 11 nauneHTOB C pacnpoCTpPaHEeHHON MenaHoMOon cpeaHuin Vd B paBHOBECHOM
COCTOSHUWN N LLeHTPaibHbIA KOMANAPTMEHT PaBHSAINCb COOTBETCTBEHHO 2.87+0.8 n 1 1.01£0.28 n.

MeTaboan3m

HaHHble, Mosly4eHHbIe in Vivo 1 in vitro, N03BONASAIOT NpeanonaraTh, YTO F1aBHbIM (hakToOpoM,
onpegenswowum T. . NpenapaTa y YesioBeKa, ABNAETCA CNOHTaHHasA Aerpagauns, a He
depmMeHTHas.

1/2

BbiBegeHune

Y 13 naumeHTOB Nocae nepopasbHOro npuema mendanaHa B gose 0.6 Mr/Kr Maccbl Tesla cpegHunin
T1/2 KoHe4yHoWn a3kl paBHANCA 90+57 MuH, npu 3ToM 3a 24 4 B Moye obHapyxneanocb 11%
npenapaTa.

Y 8 naumeHTOB Nocsie ogHOKpaTHoro 6ontocHoro BeeaeHns AnkepaHa B gose 0.5-0.6 mr/kr Tl/2 B
Ha4aslbHOM N TepMMHaNbHON (ha3ze coCcTaBAANMN COOTBETCTBEHHO 7.7+3.3 n 108+20.8 muH. Mocne
napeHTepasibHOro BBeAeHUsA MendasiaHa B nja3me onpenensinmcb ero MetabonunThbl -
MOHOruagpokcmMmendganaH u gurngpokcumerndanaH, KOHLEHTpauna KOTOpbIX JoCTuUrana



MaKCUMaNbHbIX ypoBHEN Ha 60 1 105 MUH COOTBETCTBEHHO. T1/2 npn gobasneHnn mendanaHa K
CbIBOPOTKE MauuneHToB in vitro npn 37°C 6611 nogobeH TakoBOMY in vivo U coCcTaBnsan 1266 MuH.
9TOo NO3BONAET NpeAnofnaraTh, YTO raBHbIM PAKTOPOM, oNpefensalowmMmM 4ANTEeNbHOCTb T1
opraHm3Me 4yenloBeka, ABJIAETCH, CKopee, ero CNoOHTaHHaa Aerpafauns, a He hepMeHTHbIN
MeTabonmsm.

2B

MNocne BBegeHNs npenapaTta B BUAe ABYXMUHYTHOW MHDY3UM B A03aX OoT 5 Ao 23 Mr/m?2
nosepxHocTn Tena (okono 0.1-0.6 Mr/kr maccel Tena) 10 60/bHLIM pakKOM SUYHUKA UNn
MnenomHom 6osiesHblo T, ,, B Ha4YaJIbHOW U TEPMUHAIbHON ha3e COCTaBANN COOTBETCTBEHHO

1/2
8.1+6.6 n 76.9+40.7 MUHYT, a cpeoHUNN KInpeHc - 342.7+96.8 MA/MUH.

Y 15 peten 1 11 B3pOCbIX, MOSYy4aBLUNX BbICOKOO03HYIO (140 Mr/M2 MoBepXHOCTW Tena) B/B
Tepanuio MendanaHoM Ha poHe POpPCUPOBAHHOIO Anypesa, cpeaHunn T1/2 B Ha4aJIbHOM n
TepMUHaNbHON ha3e COCTaBNAIN COOTBETCTBEHHO 6.5+3.6 1 41.4+16.5 MUH. Y 28 60/1bHbIX
Pa3IMYHbIMU 3/I0Ka4YeCTBEHHbIMN HOBOOOpa3oBaHMAMK, NOJyHaBLUMX NpenapaT B go3ax oT 70 oo
200 mr/m2 MoOBEepPXHOCTW Tesa B Buae 2-20-MUH UHAQY3NN CpesHni T1/2 B HaYyaJlbHOM 1
TepMUHaNbHON has3e COCTaBNAIM COOTBETCTBEHHO 8.8+.6 1 73.1+x45.9 MWH, a cpegHNN KJINPEHC -

564.6+159.1 mn/MuUH.

Mpu runepTepMmuyeckon (39°C) nepdysnm HUXHER KOHEYHOCTU MendanaHom B go3e 1.75 Mr/kr
Maccbl Tesla y 11 nauneHTOB C pacNpoCTPaHEHHON MENaHOMON CpeaHui T1/2 B Ha4Ya/IbHON 1
TepMUHaNbHON ha3e COCTaBAAIMN COOTBETCTBEHHO 3.6+1.5 n 465+17.2 MNH COOTBETCTBEHHO, a

cpefHnin KnmpeHc - 55.0+£9.4 Ma/MUH.

Y 18 6051bHbIX, NOAy4aBWMX MendasnaH nepopasbHo B go3e 0.2-0.25 Mr/kr maccoel Tena, cpegHun T

12 octasun 1.12+0.15 v.

NMoka3zaHua npenapaTta ANKepaH

Ons npnemMa BHYTPb
lMokasaH npwu:

®* MHO)XECTBEHHOW MUEeJsIoME;
® pacnpocTpaHeHHON afJleHOKaPLUMHOME ANYHUKA.

MoXKeT NPUMEHSTLCS Npu:

® KapuWHOME MOJIOYHOW XKeNesbl;
®* UCTUHHOW MONANLMUTEMUMN.

Pe>xuMm po3upoBaHuUA

AnkKepaH A0J1)KeH Ha3HavyaTbCA TO/IbKO BpavyaMu, UMeLW MMM ONbIT NMPoBeAEeHNS
LMTOCTAaTUYECKOW Tepanun 3710Ka4eCTBEHHbIX HOBOOBpa3oBaHUI.

B3pocnbiM Npu MHOXKECTBEHHOV MUEJIOME ANSA NpueMa BHyTpb 06bl4HO Ha3HavatoT no 0.15 mr/kr
MacChbl Tesla B HECKOJIbKO MPUEMOB Ha MPOTAXEHUU 4 HEeN, MOBTOPAA LUKIbI C UHTepBasaMu 6
Hefenb. OQHaKO UCMOJIb30BaJIUCb U MHOTUE APYrue peXxnMebl, C KOTOPbIMU MOXHO noapobHo
03HaKOMUTbLCA B cneumnanbHoOM nutepaTtype. MNpruem mencanaHa BHYTPb C 04HOBPEMEHHbLIM



Ha3Ha4YeHneM NpegHN3010Ha MOXXeT bbITb 6onee ahpHeKTUBHLIM, HEM MOHOTEpPanus
MenganaHoMm. KombnHupoBaHHasa Tepanus 06bl4HO Ha3Ha4YaeTCs Mo NPEPLIBUCTON CXEME.

Tepanusa onntenbHOCTbO 6onee 1 roga y nauMeHTOB, OTBEYaWMX Ha Tepanuio, no-eBMaAnMomy,
He conpoBoXxaaeTcsa 6osiee BbICOKON 3PHEKTUBHOCTBIO.

Mpw pacnpocTpaHEHHOV ad€HOKaPLUMHOME IMYHMKOB NPU NMPMeMe BHYTPb 06bIYHO Ha3HavyaloT No
0.2 Mr/Kr Macchbl Tefna B CyTKW Ha NPOTSAXXEHUN 5 aHen, NoBTOpAsa LNKAbl KaxXable 4 - 8 Hegenb
NN NOCNe BOCCTAaHOBJIEHNS KapTUHbI Nepudepnveckon KpoBsu.

MobouyHblie nencreuA

Muenogenpeccus (NenkoneHusl, TPOMBOLNTOMNEHNS, aHeEMUS), Aucnencus (TowHoTa, pBoTa,
Anapes), CTOMaTUT, anfiepruyeckas cbinb, 3y, obnbiceHne, runepypukemMuns; peako:
nHeBMOGNOPO3, reMoNNTUYECKAN aHEMUS, Y XKEHLLMH (B Nepno MeHonay3bl) — NofaBJsieHne
PYHKLMN SUYHUKOB.

NMpoTUBONOKa3aHUA K NPUMEHEHMUIo

® NoBbilWeHHas YyYBCTBUTEJIbHOCTb K MesihanaHy.

NMpuMmeHeHUe nNpu GGPEMEHHOCTM U KOpMJieHUM rpyabio

Cnepnyet n3beraTtb NpuMeHeHUsa MendanaHa npm 6epeMeHHOCTH, ocobeHHo B | TpumecTpe. B
Ka)XA0M MHONBUAYANLHOM CJ/lydyae NoTeHUMaNbHbIA PUCK ANA NoAa A0JIKEH COOTHOCUTLCS C
oXXnpaemom nosb3on Onsa maTepu.

XKeHLWWHBbI, nonydawowne AnKepaH, OOJDKHbI MPEKPaTUTb rpyaAHOE BCKapMJInBaHNE.

Ecnn noboii n3 napTHepoB nony4vyaeT AnKepaH, cienyeT Noib30BaTbCs HAAEXKHBIMU METOAaMMN
KOHTpauenuuu.

TepaToreHHbIn NoTeHUMan AnkepaHa He nsydasncs. C y4eToM ero MyTareHHbIX CBONCTB U
CTPYKTYPHOIo CXOACTBA C U3BECTHLIMU TEPAaTOreHHbIMW COeAUHEHUAMM, HE UCKJIIOYEHO, YTO
ANKepaH MOXXeT Bbl3blBaTb BPOXKAEHHbIE MOPOKM PAa3BUTUS Y AeTel, POAMBLUMXCS Y NaLMEHTOB,
nosly4yaBLUMX 3TOT npenapart.

Y 3HaYNTENbLHOr0 YNCNa XEHLWH, He JOCTUrLnUX MeHornay3bl, AflkepaH nogasnseT yHKLUIO
ANYHWUKOB, YTO BbI3blBAa€T aMeHopetn. HekoTopble AaHHble YKa3biBalOT Ha BO3MOXXHOCTb
HebnaronpusaTHOro BAMAHNA ANlkepaHa Ha cnepMaToreHes, csiefoBaTesIbHO, MPU ero NPUMeHeHUN
He UCKJII0YEeHO pa3BuUTUeE npexoaLien Nianm CTOMKON CTEPUIIBHOCTU Y MY>XXYUH.

NMpuMeHeHMe Npu HapyLweHUAaX (PYHKLUMN noYyek

Mpu HapyweHn PyHKLNN NOYEeK KNMPEHC MesdasiaHa MoXXeT CHU3UTbCSA, XOTH CUJIbHO
BapbupyeT. lpn B/B BBEOEHUN NpernapaTa B CTaH4apTHbIX fo3ax (8-40 MF/M2) naumeHTam C
YMEPEHHON NN TAXKEeN0N NOYEYHON HEeLOCTAaTOYHOCTLIO PEKOMEHOYEeTCA YMEHbLNTb HavYaslbHYHO
no3y Ha 50%, a B ganbHenwem noadbmpaThb 403y B 3aBUCMMOCTU OT CTENEHU YrHEeTeHNA (YHKLNK



KOCTHOIro mo3ra.

Mpw B/B BBEAEHUN NpenapaTa B BbICOKMX Ao3ax (100-240 Mr/M2) HEOBXOANMOCTb CHUXXEHNS [03bl
3aBUCUT OT CTeNeHN HapyLeHNs PyHKLNN NnoYek, OT TOro, NpoBOAUTCA X TpaHCrJlaHTauus
reMorno3TUYEeCKNX CTBOJIOBbIX KNETOK, U OT TepaneBTn4yeckon HeobxoammocTu. Kak npasuno, npu
npoBeAeHNN BbICOKOAO3HON Tepannun mendasnaHoMm 6e3 TpaHCnaaHTaUnUmM reMmono3TUYeCcKnx
CTBOJIOBbIX KJIETOK Y MaLMeHTOB C YMEPEHHOM NoYe4YHON HefoCcTaTo4YHOCTLIO (KK 30-50 Ma/MuH)
003y yMeHbLwaT Ha 50%. Mpu TAXKesoM No4e4YHOM HeLOoCTaTOYHOCTN BbICOKO4O3HasA Tepanus
mMendganaHoMm 6e3 TpaHCNAaHTauMM reMono3TUYEeCKNUX CTBOJIOBbIX K/IETOK HE peKoMeHayeTCs.

Ocobble yka3aHus

NMMyHM3aUMsa XXNBOW BaKLIMHOW MHOFAa@ MOXXET Bbi3BaTb Pa3BUTUE MHGEKUUN Yy NaLUNeHTa C
ocnabnieHHbIM UMMYHUTETOM. 0 3TON NMPUYMHE NPUMEHEHME XNBbIX BaKLMH Ha (hOHE Tepanuun
MesiPaslaHOM He peKoMeHayeTCs.

Mpwu akcTpaBasaunm pacTeop AnkepaHa s MHBEKLUA MOXXET Bbi3blBaTb MEeCTHOE NnoBpexKaeHune
OKPY>XaKLWmnX cocy TKaHen, No3TOMY OH He O0JI)KEH BBOAMNTbLCA HEMOCPELACTBEHHO B
nepngepundeckyto BeHy. PekoMmeHaoyeTca BBOOUTL pacTBop AflkepaHa MeLJ/ieHHO Ha poHe
ObICTPON MHQY3MKN HYepes cneumnasbHbIN 3aKPbIBAKOLWMACA AOCTYN B UHPY3NOHHON CUCTEME WA B
LeHTpanbHYIO BEHY.

Y4nTbiBasa BbICOKMIA PUCK N HEOBXOOMMOCTb B CJIOXKHOWN NOAAEPXKUBAOLWEN Tepanum npu 1e4eHnn
npenapaTomMm, B/B BbICOKOLO3HYIO Tepanuio ANKepaHoM ciedyeT nNpoBOAUTb TOJIbKO B
cneymann3npoBaHHbIX LLEeHTpax, UMelLWwmX COOTBETCTBYOLWME YCN0BMKSA, No4 HabnwoaeHnem
OMbITHBIX CeunanncToB. Y nauneHToB, NoJsyYaoLWmnx BbICOKOAO3HYO B/B Tepanuio AslkepaHoM,
HeobXxoAMMO peLnTb BONPOC 0 NPOMPUIaKTUYECKOM Ha3HavYeHU aHTubakTepmasibHbIX
npenapaToB n, ecnn notpebyeTcs, KOMMNOHEHTOB KpoBU. lMepepn NnpoBeaeHNEM BbICOKO03HOMN
Tepanuu MmendgasnaHoMm Heobxoanmo obecneynTb afgekBaTHoe obLiee COCTOsIHME OpraHu3Ma v
PYHKLNN OPraHoBs.

AnkepaH crnefyeT UCMOJIb30BaTb C OCTOPOXXHOCTbIO Y MaLMeHTOB, HeAaBHO NpoLleaLwnX Kypc
Jly4eBOW Tepanum Uam XMumMmoTepanuu, B CBS3M C BO3MOXXHOCTbIO YCUNEHNS TOKCUYECKOTO
BJINSIHNS HA KOCTHbIA MO3T.

Mpu NpuMeHeHUN AnkepaHa cnefyeT BbINOSHSATbL peKoMeHAauUnm no NpuMeHeHnto
LMTOTOKCMYECKMX NpenapaTos.

BbiBegeHne mendanaHa y nauMeHToB C NOYEeYHON HEQOCTATOYHOCTLIO MOXXET CHMXKATbCA. Kpome
TOro, NPu NOYe4YHOM HeJOCTAaTOYHOCTM MOXKET BO3HUKATb YyrHeTEeHNEe KOCTHOrOMO3roBOro
KPOBETBOPEHUS YPEMUYECKOr0 reHesa. B Takmx ciyyasax MoXKeT noTpeboBaTbCs CHUXKEHME [03bl
npenapaTa, a NauMeHTbl JOJKHbI HAXOAUTbLCA Mo TWaTesbHbIM HabnoaeHneM Bpaya.

Y naumeHTOB, Nony4yaBLwMX AnkepaH, obHapyX1BanCb XpOMOCOMHbIe abeppauunu.

MendanaH, Kak 1 gpyrme ankKuampyrowme npenapaTbl, MOXXET Bbl3BaTb pa3BuUTMe Ienkosa y
yenoBeka. EcTb coobweHns 06 ocTpom nenkose nocne AANTesIbHOM Tepanun MmendganaHoM no
noesoAy aMmmaongosa, MenaHoMbl, MHOXXKECTBEHHON MUENOMbl, MaKpori1o0byamHemMmnn, Xonon0Boro
arrJlTUHUHOBOIO CUHAPOMA U paka AnYHMKa. CpaBHUTENbHbLIN aHaN3 BOSIbHbLIX PaKoOM AUYHUKA,



NOJly4aBLUMX W He MOJIy4aBLUMX afIKUavpyoLwme npenapaThl, BKAOYaa MendanaH, BbiSBM
00CTOBepHOe BO3pacTaHme 3abosieBaeMoCT OCTPLIM JIEMKO30M B nepBon rpynne. MNepeg
Ha3Ha4vYeHneM AnKepaHa HY>XHO COMOCTaBUTb PUCK Pa3BUTUSA NIeK03a C NOTEHLMaNbHbIM
TepaneBTUYECKMM 3¢hPeKTOM NpenapaTa.

KoHTpoJ1b nabopaTopHbIX MoKa3aTe el

MNMockonbKy AnKepaH ABISETCA MUEeNoCYnpPeCcCnBHbIM CPeACTBOM, B X04€ Tepanun 04eHb Ba>KHO
perynsapHo onpeaensiTb YACN0 POPMEHHbIX 3/1IEMEHTOB KPOBU, MPN HEOBXOANMOCTN KOPPEKTUPY S
[03y UM BPpEMEHHO OTKJ1aAbiBas BBeAeHME npenapaTta Bo n3be)xxaHne BO3MOXKHOIo pa3BuTus
ype3MepHO MMUENTIOCYNpPeccun n pnucka HeobpaTMMONM ansa3mm KOCTHOro Mo3ra. Konm4ecTso
KNEeTOK KPOBM MOXKET NPOAO/IKaTbh CHUXXATbCA M MOoC/e NpeKkpaLlleHna NpMMeHeHns npenapaTa,
NO3TOMY MpPW NEPBbIX MPU3HAKaX CANLIKOM PE3KOro CHMXXEHUS YNCNa NENKOLUTOB NN
TPOMOBOLNTOB fle4eHne AO0IXKHO BbiTb BPEMEHHO NpeKpaLLeHo.

Mpasuna 6e3onacHoro obpalleHns C npenapaTom

Mpun obpalleHnn ¢ MendasnaHoM cnegyeT NPUAEPXKMBATLCSA YKasaHuii no obpalieHuno ¢
UMTOCTAaTUKAMM B COOTBETCTBUMN C MECTHLIMU PEKOMEHAAUNAMN U/MAN HOPMATUBHBLIMK aKTaMU.

PacTBop AnkepaHa [O0JIXKEH roTOBUTLCA Nog HabnaeHeM onbITHOro (hapMaLeBTa, BlagetoLwero
npasunamm 6esonacHoro obpalleHnsa C NnpenapaToMm 1 3HAKOMbIM C ero cBocTBaMu. PacTteop
MendanaHa [OSKEH FOTOBUTLCA B aCENTUYECKUX YCIOBUAX Ha crneunanbHom obopynoBaHuu (B
nabopaTopHOM WKady C BEPTUKAIbHOW BbITSA)XXKOW), NMb0, eCnm TakoBOro HeT, B cneumnanbHo
BblA€/IEHHOM U30/INPOBAaHHOM NMOMELLEHUN B anTeKe Nan KAnHUKe. NepcoHan, KOTopbli rOTOBUT
PacTBOPbI NN AeNaeT MHBEKLNN, AO/HKEH HaAeBaTb CNeLUNaNbHYI0 3alNTHYIO O4EXAY:
04HOpPa30Bble NepYaTKU N3 XUPYPrnyeckoro naTekca nanm NoJMBUHUAXI0PMAA XOpoLero
KayecTBa (pe3nHOoBbIE HE NOAXOAAT), XUPYPrnyecKyto MacKy COOTBETCTBYIOLEr0 KavyecTBa,
3alLMTHbIE OYKW, KOTOpbIe CeayeT TwaTeslbHO MbiTb BOAOW MOC/e NCMN0JIb30BaHUS, 04HOPa30BbIN

dapTyK.
Mpu paboTe B acenTnyeckmnx ycnoemax notpebyerca gpyrasa ogexxna.

Mpwn pa3bpbi3rnBaHMN UK NPOJSIMBAHUK PacTBOpPa NEepPCoHalsl, OAETbI B COOTBETCTBYHOLLYIO
3alNTHYIO oaexay, AOJIKEH HeMeAJIEHHO MPOTEPETh MOBEPXHOCTb BJIaX>XHbIMW O4HOPA30BbIMU
6yMa>kKHbIMM NONIOTEHLLAMW, KOTOPbIE NMOTOM Cpa3y >Ke CKNaAblBalOT B KOHTENHEpP AJ1S ONacHbIX
0TXO0[O0B, a 3aTeM YHUYTOXAIOT COrJIaCHO YCTaHOBNEHHOW npoueaype. NoBepXHOCTb, Ha KOTOPYIO
nomnan npenapaT, HY>XHO BbIMbITb 60/bLLINM KOJIMYECTBOM BO/bl.

Mpwn NnonagaHum pacTBopa MesndanaHa Ha KoXy criefyeT HeMeA/IeEHHO U TLWaTesIbHO NPOMbITh ee
60/1bLLUNM KOIMYECTBOM X0JI04HOM BOAbI C MbIJIOM; B TaKMX Caydasax uesnecoobpasHo obpaTnThCs K

Bpayy.

Mpn KOHTaKTe CO CAN3UCTON 060N0YKONM rna3 HeEMedJIEHHO NPOMbITb PAaCTBOPOM XJIOPUCTOr O
HaTpusa ona rnas n 6e3 npomegneHns obpatTnTbCa K Bpayy. lNMpu oTCyTCTBUM pacTBopa
XJIOPUCTOr0 HAaTPUSA MOXKHO MCMNOJIb30BaTb BOMbLIOE KOINYECTBO BOAbI.

lNpaBuna 6e3zonacHoro obpailueHns ¢ TabneTkamm mesngasiaHa

Mpwn obpallleHnn ¢ NeKapcTBeHHbIMK hopMaMn MendanaHa Heobxoanmo cobnoaaTh YKasaHus no
obpalleHnto C UMTOCTAaTUKAMUN, UMEIOLLIMECS B MECTHbLIX PEKOMEHAaUNsAX U/UN COOTBETCTBYIOLMX



HOPMaTUMBHbIX aKTaxX.

Ecnun Hapy>xHas o6os04ka TabneTkn He noBpexxaeHa, To obpauieHne ¢ TabneTkamn mendanaHa
He COnpsiXXeHO C puckoM. TabneTkn MendanaHa He cnenyeT pasfambiBaThb.

MpaBuaa yHUYTOXEHUS rpenapaTa

PacTBop AnkepaHa AoJXKeH ObiTb YHUYTOXXEH B COOTBETCTBUWN C YCTAHOBJIEHHbIMM TpeboBaHNAMN.
Mpun OTCYTCTBUM TAaKOBbIX OH MOANIEXUT TAKOW »Ke npouenype YHUYTOXKEHUS, KakK U gpyrue
TOKCUYECKNE XMMNYECKMe BeLLecTBa, HanpuMep BbICOKOTEMMNEPATYPHOMY COXUMAHUIO 1
rnyboKoMy 3aXOPOHEHMIO.

YHNYTOXEHME OCTPbIX NPeaAMeTOoB (Hanpumep Ura, Wwnpuues, MHPY3MOHHbIX CUCTEM 1 aMnyn)
OOJIKHO MPOBOANTLCA B XKECTKUX KOHTEeMHepax C npeaynpexxaatouwen Hagnucbio 06 onacHoOCTU.
MepcoHan, NpoBOAALLNNA YHUHTOXKEHME, A0JKeH bbiTb 0CBeAOMJIEH 0 cOBNOAEHNN BCEX
npenocTopoXXHoCTen. MNMpoueaypbl YHUHTOXKEHNA OO/IKHbl COOTBETCTBOBATb MECTHbIM
HOPMaTUBHbLIM TpeboBaHUSAM.

TabneTkn MencbanaHa YHUYTOXalOT B COOTBETCTBUN C MECTHBIMN HOPMAaTUBHbLIMIN Tpe6OBaHVI$:|MVI
K YHUHYTOXEHUNIKO UNTOCTAaTUKOB.

Nepepno3unpoBKa

CyMMTOMbI: NEPBLIMU MPOABJEHNAMM OCTPON Nepeno3npoBKn ANKepaHa npu B/B BBEOEHNN
ABNSAIOTCA TOWHOTA U pBOTA, MOXKET Pa3BUTLCA NOparKeHmne cams3ncTom obonodkm XXKT ¢
Anapeewn, nHorga remopparu4yeckon. MNMpu npneme BHyTpb Hanbosee BEPOATHLIMU MePBbIMA
CUMMTOMaMM OCTPON Nepeno3npoBKN ABNAKOTCA NOOOYHbLIE peakumnm co CTOPoHbl XKKT, BKAOYas
TOWHOTY, PBOTY 1 Anapeto. OCHOBHOE TOKCUYeckoe aencTemne MesndanaHa (Kak npu npneme
BHYTPb, TaK 1 NMpu napeHTepasibHOM BBEAEHNWN) 3aKJ04aeTCca B NoJaBJieHNM KOCTHOMO3roBOrro
KPOBETBOPEHUSA C pa3BUTUEM JIeMKONEHUN, TPOMBOLMTONEHUN N aHEMUN.

JleyeHue: npyn HeobxoAMMOCTK cnefyeT NPOBOAUTL 0bLIMe MeponpusaTUS NOALEPKMBAIOLLENO
XapaKTepa, BMecTe C nepesimBaHUsMM KPOBM U TPOMBOLIMTAaPHOM MaccChl, @ TakXXe peLlnTb BOnpoc
0 rocnuTanM3aumm NauneHToB As NpoBeAeHns NPOTUBONH(EKLMOHHON Tepanun 1 HasHaYeHns
CTUMYNISITOPOB reMono3s3a. Cneunpuyeckoro aHTMA0Ta He cyllecTByeT. Heo6xoanmo TwaTeNbHO
KOHTPOJZIMPOBaTL NoOKasaTenn nepndeprnyeckon KpoBn B Te4EHNE HE MeHee YeTblipex Heaesb
nocsie Nepeio3npoBKU, MOKa He MOSIBATCS NPU3HAKN UX HOpMasn3auuu.

JleKapcTBeHHOe B3auMogeucTBme

B/B BBeaeHumne mendanaHa B BbICOKMX 003aX OQHOBPEMEHHO C HAJIMANKCOBOW KNCNOTOMN
nPMBOAWIO Yy AEeTEeN K NeTajibHOMY NCXOAY BCNeACTBUE pa3BUTUSA reMopparn4yeckoro
3HTepoKoNunTa.

Y nauneHToB, KOTOPLIM Nepen TpaHCNJaHTaLMeNn reMono3TU4eCcKnuxX CTBOJIOBbIX KNETOK B/B
BBOAWAN MesihasiaH B BbICOKUX [03aX W B Nocaefyrowem HasHavyanum UNKIoCnopuH ons
npenoTBpalleHna peakumn «TpaHCrJlaHTaT NPoOTUB X03AMHa», ONMMcaHbl CJly4aun HapyLeHuns
PYHKLNN MOYEK.



YcnoBuAa XxpaHeHUsa npenapaTta AnkepaH

MpenapaT B hopme TabneTok cnenyeT XpaHUTb B HEAOCTYMHOM ONS AeTen MecTe npu
TeMmnepaType oT 2 o 8°C.

CpoOK rogHOCTH

2 roga.

MNpenapaT He crefyeT NCMOJIb30BaTb NOC/IE OKOHYaHUA CPOKa FOAHOCTU, YKa3aHHOro Ha
yraKoBKe.

YcnoBusa peanusauum

MpenapaT OTNyCcKaeTcsa Mo peuenTy.



