OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Bamuocer, 5 mr + 80 mr, TabseTKH, MOKPHITHIC IIJICHOYHON 000I0YKOH
Bawmiocer, 5 mr + 160 Mr, TaGieTku, MOKPHITHIC TUICHOYHON 000JI0UKON
Bamuocer, 5 mr + 320 mr, TaGiaeTKH, TOKPBITHIE TUICHOYHON 000JI0YKOM
Bawmmocer, 10 mr + 160 mr, TabneTKH, MOKPHITHIE INIEHOYHOW 000I0YKOM
Bamuocer, 10 mr + 320 mr, TaGJIeTKH, TOKPBITHIE TNICHOYHOM 000JI0YKOM

2. KAUECTBEHHbBIA U KOJTUYECTBEHHBIN COCTAB

JleiicTByro1ue BeliecTBa: aMjIOJUIUH + BajJcapTaH.

Bamiocer, 5 mr+ 80 mr, TaG1€TKH, HOKPBITHIC TNIEHOYHON 000I0YKOH
Kaxnas tabnerka coepXuT 5 Mr amyogunvHa (B BUAE aMIIOJUIMHA Oe3uiiaTa/aMiiouIuHa
Oecuiata) u 80 Mr BasicapTana (B BUje BajicapTaHa A, cyOCTaHIMK TpaHy).

Bawmiiocer, 5 Mr+ 160 mr, TabaeTKH, MOKPBITHIC IICHOYHON 000JI0YKOM
Kaxmas TabneTka comepXHT 5 Mr amiogunuHa (B BUAC aMIIOJHMITMHA O€3MiaTa/amIIOIUIINHA
Oecunata) u 160 Mr BasicapTana (B BuJe BajicapTaHa A, CyOCTaHIIUU TpaHy).

Bamiocer, 5 mMr+ 320 mr, TabieTKH, MOKPBITHIE JIEHOYHON 000JI0UKOH
Kaxnas tabnerka comepXUT 5 Mr amyiofunuHa (B BHJIE aMJIOJMINHA Oe3niaTa/amiiouIHA
6ecunara) u 320 mr BasicapTaHa (B Buje BajicapTaHa A, CyOCTaHIIUU TPaHy).

Bamtocert, 10 mr+ 160 mr, TabieTKH, HOKPBITHIE INIEHOYHONH 000I0YKON
Kaxxgas tabnerka comepkut 10 mMr ammonumnuHa (B BUIE aMJIOIUIIMHA Oe3uiaTa/amIIOAUIIMHA
6ecunata) u 160 Mr BasicapTaHna (B BuJe BajicapTaHa A, cyOCTaHIIUU IpaHy).

Bamnocer, 10 mr+ 320 mr, TabGIETKH, MOKPBITHIE TNIEHOYHOW 000T0YKOM
Kaxnas tabnerka comepxut 10 Mr ammoaununa (B BHJIE aMJIOAWIMHA Oe3uiaTa/amyIouInHA
6ecunara) u 320 mr BasicapTaHa (B Buje BajicapTaHa A, CyOCTaHIIUU TPaHy).

BemecTBa, Hanmu4KMe KOTOPHIX HAJ0 YYUTHIBATH B COCTaBe JIEKAPCTBEHHOTO MperapaTa: HaTpui
(cM. pazmen 4.4.).

ITonHpIit MNEPCUCHb BCIIOMOT'aTCIBbHLIX BEIICCTB IMIPUBCACH B pa3aCiic 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Ta0neTku, MOKPBITHIE TNICHOYHOH 000I0UKOM.

Bawmnocer, 5 mr + 80 Mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKON
Kpyrible, cierka IBOSKOBBIMYKIIbIe TaOJETKH, TOKPHITHIE MIICHOYHOU 000I0YKON KOPUYHEBATO-
KEJITOTO IBETa C BO3MOKHBIMUA TEMHBIMU BKPATUICHUSIMH, C (PaCKOH.

Bamuocer, 5 mr + 160 Mr, TabIeTKH, HOKPHITHIE INIEHOYHON 000I0YKON
OBajibHBIC, JIBOSKOBBIYKJIBIC TaOJETKH, IOKPHIThIC IUICHOYHOW OOO0JIOYKOW KOPHYHEBATO-
JKEJITOTO IIBETA C BO3MOKHBIMU TEMHBIMU BKPATUICHUSIMHU.

Bamutocer, 5 mr + 320 mr, TaOJIETKH, IOKPEITHIE INIEHOYHOH 000I0YKON
KancynoBuHble, ABOSKOBBIMYKIIbIE TAa0JIETKH, MOKPHITHIE TJICHOYHOH 00O0JIOYKOM OpaH)KeBO-
KOPHYHEBOTO I[BETA.

Bamuocer, 10 mr + 160 mr, TabneTKku, DOKPBITHIE IJIEHOYHOU 000JI0YKOM




OBasbHbIC, JBOSKOBBINYKJIbIE TaOJETKH, IMOKPHITHIE IUJICHOYHONW OOO0JIOUKOW KOPHUYHEBATO-
JKEJITOrO 1BETa C BO3MOXXHBIMU TEMHBIMU BKPATUICHUSIMHU.

Bamutocer, 10 mr + 320 mr, TabJIETKH, OKPLITHIE IVIEHOYHONH 000JI0YKON
KaricynoBuaabie, JBOSIKOBBITYKIIbIE TAOJETKH, MTOKPHITHIC MJICHOYHOW 000JI0YKON KOPUYHEBATO-
JKEITOrO LIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO

[Ipenapar BamioceT moka3aH K HPUMEHEHHIO Y B3pOCIBIX B Bo3pacte oT 18 jmer mnpu
apTepuanbHOI runepTeH3uy (MmauueHTaM, KOTOpbIM IOKa3aHa KOMOMHUPOBAHHAs Teparnus).

4.2. Pexxum 103MpOBaHNs U c1IOCO0 NPUMEHEHUs!

Pexxum 103upoBaHus

Pexomenayemas cytounas go3a — 1 Tabnerka npenapara BamioceT, copeprkarias aMiIoaUIuH +
Basicaptad 5 mr + 80 mr, wiu 5 mr + 160 mr, win 10 mr + 160 mr, unu 5 mr + 320 mr, unu 10 mr
+ 320 mr 1 pa3 B CyTKH.

Haunnate nmpuem npenapara Bammocer pekomeHaoBaHO ¢ 1036l 5 Mr + 80 mMr 1 pa3 B cyTkw.
YBenuuuBath 103y MOKHO 4yepe3 1-2 Henmenu nocie Havana Tepanud. [lanuentam, y KOTOpbIX He
ylaeTcs JIOCTUYb aJeKBATHOIO KOHTPOJs aprepuanbHoro navieHus (A/l), cyrounas poza
npernapara MOXeT OBITh TOCTEIIEHHO YBEIMYeHa 1oJ HaOirojeHrueM Bpada. MakcuMaibHas
cyTouHas Jo3a npenapara Bamiocer: 10 mr + 320 mr (1 Tabnerka B no3upoBke 10 mr + 320 mr 1
pa3 B CyTKH).

[TanmenT, mosyyaromuid BajicapTaH M aMJIOAMIIMH B Pa3HbIX TaOJIeTKax/Karcysax, MOXKET ObITh
IepeBeicH Ha IpueM mpenapara Bamiocer B TalneTkax, COAepKalMX Ty XK€ IO3UPOBKY
JENCTBYIOINX BEILIECTB.

vy NManucHTOB, KOTOPBIM MOXKET HOTpe6OBaTI>C${ MHOT'OKOMITOHCHTHAasA MEAUKAMCHTO3HAA TCparusa
JUIsL JOCTHIKEHUS 1IeJIeBhIX 3HaueHui A/l, eyeHre MoxeT OBbITh Ha4aTo ¢ mpenapara Bamuocer.
CreyeT TIIaTeIbHO OIEHUTH COOTHOIIEHHE «I0JIb3a — PUCK» IIPU BBIOOpE Tpenapara Bamocer
B KaueCTBE HAYaJbHOM Teparuu apTepHaibHON TUTICPTEH3UH.

Oco0ble TPVIIILI TAIIMEHTOB

Tayuenmsi ¢ noueunol HedOCMamouHOCMoio

JJ1st arueHToB ¢ HapyIIEHUAMHU (DYHKITUH MTOYEK JICTKOW M CPeTHEH CTEIICHH TSHKECTH (CKOPOCTh
KIy60ukoBoii prsTparmn (CKD) > 30 ma/mun/1,73 M? Imomam moBepXHOCTH Tena) KOPPEKIHs
Ha4YaJIbHOM JTO3BI HE TpeOyeTcs.

Tlayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCHBIO

BcenenctBue Hanmuums B cocTaBe BajlcapTaHa M aMJIogunuHa mpernapaT Bamiocer cienyer c
OCTOPOKHOCTBIO IPUMEHSATH Y MAIIMEHTOB C HApYIIEHUSAMH (QYHKIIUU IIEYSeHU U OOCTPYKTUBHBIMU
3a00JIeBaHUSIMH JKETUYEBBIBOISIINX MTyTeH. Y MAIlMEHTOB TaHHOM KaTeropuu Mpu HeoOX0JUMOCTH
BO3MOKHO YMEHBIIICHUE HAYaJbHOM J03bI IIpenapara Bamiiocer 10 coaeprkaeil HauMeHbIIYI0
703y aMJIOJIMMHHA, T. €. 1 TabneTka, coaeprKalias aMmJIOAUIUH + BajicapTad B 03¢ 5 mr + 80 Mr
win 5 mr + 160 mr.

Jluya nosxcunozo éospacma (> 65 nem)

Tak kak o00a JNEHCTBYIOUIMX BEIIECTBA Mpernapara OJMHAKOBO XOPOIIO MNEPEeHOCATCS MpU
MIPUMEHEHUHN B COOTBETCTBYIOIINX J03aX KaK Yy MallMeHTOB MOXUIOT0 Bo3pacTa (> 65 yer), Tak u
y MAIMeHTOB MJIa/lIe JaHHOM BO3pAacTHOW KaTeropuH, TO He TpeOyeTcs: KOPPeKLUs HayalbHOU
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JI03bl TIperapaTa y JaHHBIX ManueHToB. CleayeT paccMOTPETh BO3MOXKHOCTH IMPUMEHEHUS
HAYaJIbHOW O3B TMpemapaTa, cojeprKalieldl HAaMMEHBIYI0 03y aMIIOJWIIMHA, T. €. | TabneTka,
cojeprkalas aMJIoAUIKH + BajcapTad B 103€ S5 mr + 80 mr uinu 5 mr + 160 mr.

CTHU
[TockoybKy JaHHBIX O 0€30MACHOCTH U A(PPEKTUBHOCTH KOMOMHAIIMN aMJIOJMIIAH + BajJcapTaH y
JeTer U mojapocTkoB (Mitaaime 18 yer) HegocTatouHo, mpenapat Bamiocer He pekomMeHayeTcs
NPUMEHSTH Y MAIUCHTOB TAHHON KaTerOPHH.

Cnooco0 nnpuMeHeHus
[Ipenapar ciaeayer NPUHUMATH BHYTPb, 3alIiBast HEOOIBIIUM KOJIMYECTBOM BOJIbI, HE3aBHCHMO OT
HpI/IeMa I,

4.3. IIpoTHUBONMOKA3AHHS

e [unepuyyBCTBUTENHHOCTh K AaMIIOJUIIMHY, IPYTHMM TMPOU3BOAHBIM JUTHAPONHUPUANHA,
BajicapTaHy WM K J000My H3 BCIIOMOTaTeNbHBIX BEIIECTB, MEPEYUCICHHBIX B
paznene 6.1.

e HacnencrBeHHBI aHTMOHEBPOTHUYECKUN OTEK, AHTHMOHEBPOTHYECKHI OTeK Ha (QoHe
HpEJIIIeCTBYIONICH Tepalluk aHTaroHUCTaMu perentopa anruotensuna |1 (APA 11).

e Hapymenue ¢pynkuuu nedenu Tsokenoit crenenu (kiace C mo kinaccudukanuu Yaiina-
I[1pt0), OunmapHbIi LUPPO3, XOIECTas.

e Hapymenue ¢yskuun nouex Tsxenoi crenenu (CK® < 30 mn/mun/1,73 M? mnomanu
MOBEPXHOCTH Tela), FEMOIUAIN3.

e [lnanupoBaHue OEpeMEHHOCTH, OEPEMEHHOCTh W MEpPUOJl TPYJHOIO BCKApPMIIMBAHMS

(cM. pazgaen 4.6.).

Tsoxenas aprepuanbHas runoteH3us (cucronuueckoe A/l menee 90 MM prT. CT.)

[IIokoBOE COCTOSIHHE, B TOM YHUCIIE KapJMOT€HHBIN MIOK.

OOcTpyKITusl BEIHOCSIIETO TpakTa JieBoro xenynouka (JDK).

['emoarHaMHUUYECKH HECTaOMIIbHAS CepIeUHast HETOCTATOYHOCTH MOCJE OCTPOro HHpapKTa

MHOKap/a.

e OpaHOBpeMEHHOE TPUMEHEHHE C aUCKUPEHOM U IperapaTtaMi, COJepKAIIMH
QATUCKUPEH, Y TAIMEHTOB C CaXapHbIM JAMa0eTOM U (WIIK) HapylIeHueM (YHKIHMH MMOYeK
cpenneit u Tsoxenoi crenenun (CK® < 60 mmn/mun/1,73 M2 mtommany moBepXHOCTH TeNa).

e OpHOBpeMEHHOE TMpPHMEHEHHE C HMHTHOWTOpAaMH  aHTHOTEH3WH-TIPEBPAIIAIOIIETO
depmenta (AIID) y nanmeHToB ¢ AuadeTudeckoii HedponaTuei.

e o o ¢

4.4. OcoOble ykazaHusl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

o [umepkamuemusi, THIIOHATPHEMUS U (MJIM) YMEHBIICHHE 00beMa IUPKYIHPYIONIeH KPOBH
(OLK).

e OpaHOBpeMEHHOE MpUMEHEHHE ¢ OMOJIOTMYECKH aKTUBHBIMHU J00aBKaMHU, COJEpPKALUMHU
KaJIHid, KanuicOeperamyMi TUypEeTHKAMH, 3aMEHHUTEISIMA COJIH, a TakKe JIPYTHMHA
npenapaTamu, KOTOpble MOTYT YBEJTMYMBATh CO/IEpP)KaHUE KalUs B IJIa3Me KPOBH.

e OAHOCTOPOHHMI WJIM JABYCTOPOHHHM CTEHO3 MOYEUHBIX apTepuil MM CTEHO3 apTepUH
€/IMHCTBEHHOH MOYKH.

e MuTpalbHBII MM AOpPTaJbHBIM CTEHO3 JIETKOM M YMEPEHHOM CTENEHU U
runiepTpoduueckas ooctpykruBHas kapaunomuonatus (TOKMIT).

e Xponwuueckas cepaeunas HepocrtaTouHocTh (XCH) -1V dynkumonansHOTO Kiacca mo
knaccupukanun NYHA.

e OcTpelii KOPOHApHBIH CHHIPOM, COCTOSHHE IOCIE HEIAaBHO IMEPEHECEHHOTO OCTPOTro
nH(papkTa MHOKap/a.

e Hapymenue ¢pynkumu neyenu nerkoi (5—6 6amnos mo mkane Yaiina-ITsi0) u cpeaueit (7—
9 6amtoB mo mkane Yaina-Ilpio) cremeHu TspKECTH, OOCTPYKTHBHBIC 3a00JI€BaHUS
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KEJTUEBBIBOJSIITUX ITyTEH.

e OJHOBpPEMEHHOE MPUMEHEHHE C WHTHOUTOpPAMHM WM HHAYKTOpaMu u30(hepMeHTa
CYP3AA4.

IlaruenTsl ¢ runoHarpueMuei u (uin) ymMenosimenuem OILIK

VY NanueHToB € HEOCIO0KHEHHOW apTepualbHOM TI'MIIepTEeH3MeH, MPUHUMAIOIIUX TEeparuio
KOMOMHauMeW amiionunuH + Bancaprtad, B 0,4 % cioyuyaeB HaOnroganach BbIpaK€HHas
apTepuanbHas THIIOTEH3U.

VYV mnainueHToB ¢ aKTUBUPOBAHHON PEHUH-aHTHOTEH3WH-albAocTepoHoBOM cuctemoit (PAAC)
(Hampumep, y MAMEHTOB C AeTHApaTalei u (Win) rTunoHaTpUeMHUel, MPUHUMAIOIINX JTUYPETHKU
B BBICOKHUX A03ax) npu npueme APA Il Bo3M0XHO pa3BUTHE CUMIITOMAaTHYECKON apTeprabHON
runoren3uu. Ilepen Hauvanom JedeHusl mpenaparoM BamiioceT peKOMEHIOBaHO MPOBECTU
Koppekuuoo cogepxanuss Hatpus U (wim) OLK wim HauuHaTh Tepanuio MOJ TIIATEIbHBIM
MEAUIIMHCKUM HAOIIOICHUEM.

[Tpu pa3BUTHM BBIPAXKEHHOTO CHIDKEHUA A/l ciexyer ynoXuTh HallMeHTa B FOPU30HTAIbHOE
HOJIO)KEHHE C TPHUIIOMHATHIMA HOTAaMH M TP HEOOXOAWMOCTH TPOBECTH BHYTPHBEHHO (B/B)
unoysuro 0,9 % pacrtBopa Harpus xyopuja. Tepanuio mnpenaparom Bamiocer MOXHO
IPOJODKUTH Nociie ctabunmmzanyu AJl.

I'unepkamueMust

[Ipy OAHOBpPEMEHHOM NPUMEHEHUH KalIUUCOEperamimnxX IUYPEeTUKOB, IpenapaToB Kajusi,
OMOJIOTUYECKH aKTUBHBIX J00ABOK, COAEPIKALIUX KA, MU JPYTUX MPernapaToB, CIIOCOOHBIX
MOBBIIIATH COJEPKAHME Kajusi B IUIa3Me KpPOBU (HAlpuMep, TerapuH), CleayeT coOJ0IaTh
OCTOPOXKHOCTh. He00X0AMMO perysipHO KOHTPOJIUPOBATH CO/IEp KaHNE Kalus B TJIa3Me KPOBH.

Creno3s mo4uevHoi apTepuu

[Ipemapatr BamnoceT crneayeT HNpUMEHATH C OCTOPOKHOCTBIO y MAllMEHTOB C apTepUANbHOMN
runepreH3veil Ha (OHE OJHOCTOPOHHETO WJIM JABYCTOPOHHETO CT€HO3a MOYEYHOM apTepuH WU
CTEHO3a apTepUu E€IWHCTBEHHOW MOYKH, YYUTHIBaS BO3MOXKHOCTh YBEIMYEHHUS CHIBOPOTOUHBIX
KOHIIGHTpaHI/II\/’I MOYCBHUHBI 1 eraTI/IHI/IHa.

Hapymenust pyHkimu nouek

He TpeOyercst KoppeKIus A03bI TIpernapaTa y NalueHToB ¢ HapymeHueM QyHKITUU TTOYeK JIeTKON
u cpenneii crenenu. OnHoBpeMeHnHoe npumenenue APA |l, B Tom uucrie, BancapraHa, Wid
uHTHONTOpOB  AIlI® ¢  anUCKUpeHOM W MpenaparaMd, COJSPKANIUMH  AJHCKUPEH,
MPOTUBOMNOKA3aHO Yy MAIMEHTOB C CaxapHbIM AnabeToM U (WJIK) HapyIIeHHEeM (YHKIMH MOYeK
cpenHeit u Tsokenoi crenenn (CK® < 60 mn/mun/1,73M? mI1omma m moBepXHOCTH TeNa).

Her pnaHHBIX 1O NpPUMEHEHHIO KOMOMHAIMM AaMJIOAMIIMH + BajcapTaH Y TMAalUEHTOB C
TPAHCIUIAHTUPOBAHHOW MTOYKOM.

Hapymenue QyHKkunu neyeHu

Basnicaptan npeMMyIecTBEHHO BBIBOJNUTCSA B HEU3MEHEHHOM BUJIE Yepe3 KUIIEYHUK C JKETYbIO, B
TO BpeMs Kak aMJIOJIMIIMH MHTEHCHBHO MeTaboiu3upyercs B mnedeHu. CrenyeT coOiroaarh
OCTOPOKHOCTh MPH MPHUMEHEHUU Ipenapata BamioceT y nmanueHToB ¢ HapyuieHueM (QyHKUIUU
NICUYEHH JIETKOW W CpeJHel CTeneHH TsKecTH (OCOOEHHO NpU OOCTPYKTHBHBIX 3a00JI€BaHUSIX
KEITYEBBIBOAIINX MyTEH).

AHTMOHEBPOTHYECKUHN OTEK

[Tpu mpuMeHeHuU BajcapTaHa OTMEUYEHO Pa3BUTHE aHTMOHEBPOTHUYECKOrO OTE€Ka, B TOM YHCIIE
OTCKa I'OpTaHU U T'OJIOCOBBIX CBA30K, BBI3BIBAIOLICTO O6CprKI_[I/IIO AbIXaTCIbHBIX HYTGI\/'I, u (I/IJII/I)
oTeKa JIHIa, ry0, TIIOTKU U (WIH) sI3bIKa; Y HEKOTOPBIX M3 TaKUX MallMEHTOB OTMEUYEHO pa3BUTHE
AHTMOHCBPOTHUYCCKOTI'O OTCKA B AHAMHE3C NIPU NPUMCHCHUU PYTHUX JICKAPCTBCHHLIX MPCIIapaToB,
B TOM uuciie uHruoutopoB AIID. B cinydae pa3BUTHS aHTHOHEBPOTHYECKOTO OTEKa TEPaIHio
IpenapaToM CleAyeT He3aMeATUTEIbHO IPEKPaTUTh 0€3 MOBTOPHOTO BO30OHOBIICHHS.




XCH, cocrosiHue nocjie nepeHeceHHoro nHpapkTa MUoKapa

B menom y mammentoB ¢ XCH M-IV ¢ynkunonansHoro knacca mo kmaccupukammu NYHA
CJIETyeT C OCTOPOKHOCTHIO MPUMEHSTH OJIOKATOPBI «MEJIEHHBIX» KasbIeBbIx kaHanoB (BMKK).
[Tpumenenne uarudutropoB AII® mmm APA Il B ciaydasx, Korma coctossHue (QyHKIMH MOYEK
3aBUCUT OT akTUBHOCTH PAAC (Hampumep, y HAllMEHTOB C CEPJACYHON HEIOCTATOYHOCTHIO),
acCOLMUPOBAJIOCH C PA3BUTUEM OJUTYpUM U (WIM) NPOTPECCUPYIOIIEH a30TEMHM, B PEIKHX
CIIy4asiX MPUBOJMIIO K OCTPON MOYEYHOW HEJOCTATOYHOCTU M (WUJIH) JieTallbHOMY ucxony. [lpu
OLICHKE COCTOSIHUS MalMEeHTa C OCTPOM CEepIeYHO-COCYAMCTOM HENOCTaTOYHOCTBIO BO BCEX
CIIyYasiX CJIeyeT ONPEeIeATh COCTOSSHUE (PYHKIIMH MTOYEK.

OcTpblit HHGAPKT MUOKap/Ia

B Havane Tepanuu amioAMnUHOM (WM TIPU YBEJIWYCHHUU €TO J103b1) BO3MOXKHO YCYTyOJICHHE
CTCHOKAPJNH M PAa3BUTHE OCTPOTO MH(APKTa MUOKAP/Ia, B OCOOCHHOCTH Y MAIMEHTOB C TSKEION
umemudeckoi 6omaesnpto cepana (MbC).

BcnomorarenbHble BemecTBa

Hampuii

JlaHHBII TeKapCTBEHHBIN Mpemnapar conepKuT menee 1 Mmons Hatpust (23 mr) Ha 1 Tabnerky, TO
€CTb, 110 CYTH, «HE COJIEPKUT HATPUII».

4.5. B3anMmojeiicTBMe C JAPYrHMH JIEKAPCTBEHHBIMHM IpenapaTramMu W JApyrue BH/bI
B3aNMOeliCTBUSA

Amitounun
pyeue cunomen3ugHvle U AHMUAHSUHATIbHbLE NPENAPAMbL

AMJIOIUIIUH MOXET 0€30I1aCHO IPUMEHATHCA JJIs JIeUEHUS! apTepUaTIbHON TMIEPTEH3UN BMECTE C
THA3UAHBIMU JUYpETUKaMH, OeTa-aipeHo0I0KkaTopaMu Wik nHruouropamu AIlO.

VY nanueHToB co CTaOWIBHOW CTEHOKapAWeW aMJIOJUIUH MOXKHO NMPHUMEHSTh B COYETAHUU C
JIPYTMMH aHTHAHTUHAIBHBIMHU CPEJICTBAMH, HANpUMeEp, ¢ HUTpATaMH MPOJOHTHPOBAHHOTO WU
KOPOTKOTO JACHCTBUS, C OeTa-apeHO0I0KATOPAMU.

Bo3MOXHO ycuiieHHME aHTHAHTMHAJIBHOTO M aHTUrunepreHsuBHoro aevictsuss BMKK mnpu
COBMECTHOM NPUMEHEHHH C THA3UJHBIMU U «IIE€TJIEBBIMU» JUYypeTHKaMu, nHruoutopamu AllO,
6era-aapeHo0I0KaToOpaMH U HUTpaTaMHu.

Omanon, b6apoumypamol, HeUpoIenmuKu, AHMUOENPeccanmyl, HApPKOMUYECKUe aHalbeemuKu,
cpedcmaa 0715 0owell aHecmesuu

Bo3MOXXHO ycHIIeHHE aHTHTHIIEPTCH3MBHOTO JEHCTBHS IMPOW3BOAHBIX JAWTHAPONUPUIANHA W
YBEJIMYEHUE PUCKA OPTOCTATHUECKON TMITOTEH3HH.

Hpyeue npenapamei, cnocobmvie cnudxcamov A/

MOo>HO 0XMJaTh, YTO HEKOTOPbIE IpenapaTsl (Hanpumep, 6akioden u amudocTun), 6maronaps
CBOMM (hapMaKOJIOTUYECKUM CBOICTBaM, OyayT YyCUIMBaTh AHTUTUIIEPTEH3UBHOE JIEHCTBUE
amnonunuHa. Heobxomum koHTpoinb AJl M (QyHKIMHM TOYEK, a TakkKe KOPPEKIHs 03Bl
aMJIOAMIHHA B CIy4yae HEOOXOIMMOCTH.

Kopmuxocmepouowvl (munepano- u 21ioKOKOPMuKOCmepouosl), mempaxo3akmuo
B03MOXXHO CHUKEHUE aHTUTUIIEPTEH3UBHOTO JACHCTBUS aMJIOUTINHA (M3-3a 3aJ€P>KKH JKUIKOCTH
¥ MOHOB HATpHs B pe3yJbTaTe NEHCTBUS KOPTUKOCTEPOHIOB).

IIpenapamul kanvyus
[Tpenapats! Kanbluus MOryT yMeHbIIUTh 3¢ hext BMKK.

Jlaumponen (npu 6/6 66edenuu)

B skcnepruMenTax Ha )KMBOTHBIX IIOCJIE BBEJCHUS BepariaMiiia U JaHTpoJIeHa (B/B) HAOIIOAINCh
ciydyan (QUOPHIUIALIMU  JKEJIYyJOYKOB C JIETAIbHBIM MCXOJAOM M CEpIACYHO-COCYAUCTON
HEJOCTATOYHOCTBIO, ACCOLMMPOBAHHONM C TUIECPKAIMEMHEH. YUWUTBIBas PHUCK pa3BUTHUA
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TUTIEPKATMEMUH, ClIeryeT n3deratb ogHoBpeMenHoro npumenenus bBMKK (B 1.4. amnogununa) u
JIAHTPOJICHA y MTAIIMEHTOB CO 3JI0KaYECTBEHHOMN THIIEPTEPMUEH.

Brusnue opyeux nexapcmeennvix cpedcmes Ha GapmakoOKUHEemuK)y amioOunuHa

HUneubumopuol uzoghepmenma CYP3A4

[Tpu npuMeHeHnH aMJIOUITMHA B J103€ 5 MT/CYT OJJHOBPEMEHHO C JUITHAa3eMOM B j103¢ 180 mr/cyT
y TAIIMEHTOB MOKUJIOTO BO3pacTa OTMEYAETCs 3aMeIJICHIe MeTa0omu3Ma aMyoqunuHa B 1,6 pas.
OHOBpEeMEHHOE TPUMEHEHUE aMJIOIUITHA U SPUTPOMHUIIMHA Y 3JI0POBBIX 10OpoBOJIbIEB (0T 18
110 43 j1eT) He MPUBOAWIO K 3HAYUTEIHHBIM U3MEHEHUSIM SKCIIO3UIIMH aMJIOIUINHA (YBEJIMYEHUE
IIoHIaIM Mo KpuBoH «koHUeHTpauus-Bpems» (AUC) na 22 %). KinHudyeckoe 3HadeHHE ITHX
apdexToB HesacHO. PutonaBup (MomHb mHTHOMTOp M30pepmenta CYP3A4) yBenuuuBaer
masMeHnHblie KoHnenTpauu bMKK, B Tom yuncie aminoaunuHa.

HpI/I MNPUMCHCHUN aMJIOAUIIMHA OJHOBPEMCHHO C MOIIHBIMU I/IHFI/I6I/ITOpaMI/I I/I30(1)epMeHTa
CYP3A4 (nampumep, KETOKOHA30Jl, MTPAKOHA30Jl M PUTOHABUP) BO3MOXHO BBIpaKEHHOE
YBEIMYCHUE CUCTEMHON SKCIO3UINH amitoauniHa. Heo0XoanMo ¢ 0CTOpOKHOCTBIO TIPUMEHSI T
amwsionunuH ¢ wuHrubutopamu uzodpepmernta CYP3A4 (ocoGeHHO y MAUEHTOB MOXHUIIOTO
BO3pacTa).

Knapumpomuyun

Knaputpomunus siBisiercst unruouropom n3opepmenta CYP3A4. V manueHToB, IpUHAMAIOIINX
OJIHOBPEMEHHO KJIApUTPOMMLIMH U aMJIOJUIMH, MOBBINIEH pUCK cHmkeHus A/l. Ilanmentam,
IPUHUMAIOIIMM TaKyl0 KOMOMHAIMIO, PEKOMEHIYETCSI HaXOAUThCS I0J  TIIATEIbHBIM
MEIUIUHCKUM HaOJI0ICHUEM.

I'petinghpymoswiii cox

B xnuHnveckom uccnepoBanuu y 20 310poBbIX JOOPOBOIIBLEB HE ObLIO BBISBICHO 3HAYUTEIbHBIX
M3MEHEHUH (apMaKOKMHETUKH MPU OJHOKPATHOM IpuemMe amjoaunuHa B no3e 10 mr ¢ 240 mn
rpeingpyroBoro coka. OJIHaKO HE pPEKOMEHAYeTCS NPUMEHSATh TI'pelnpyTOBBIA COK U
aMJIOJIVITTHH OJTHOBPEMEHHO, TaK KaK MpH reHeTudeckoM nomumopduzme mzodpepmenta CYP3A4
BO3MOYKHO TOBBILIIEHHE OMOJOCTYMHOCTH aMJIOIMIIMHA M YCUJIEHHE €r0 aHTUTUIEepTeH3HUBHOIO
JICUCTBUA.

Unoykmopor _uzopepmenma  CYP3A4  (npomusocyoopodicHble _npenapambsl___(Hanpumep,
kapoamaszenun, Gpenobapdouman, @denumoun, Gdochenumourn, npumuoow), pupamnuyun,
npenapamul, cooepicaujue 36epoboil npoodsbipsaeieHHbIL)

[Ipy onHOBpEMEHHOM MNpUMEHEHUH HUHAYKTOpoB wu3zopepmenta CYP3A4 konuentpanus
aMJIOAWIMHA B IJla3M€ KPOBH MOXKET BapbupoBaThes. l[lodTomy mokaszanbl koHTpols AJl u
KOppEeKILHMsI 103bl aMJIOJUIINHA KaK BO BpeMs JieueHus nHaykropamu uzopepmenta CYP3A4, Tak
U TIOCJIe UX OTMEHBI, OCOOCHHO MPHU MPUMEHEHUU CUIIBHBIX HHAYKTOpOB m3odepmenta CYP3A4
(Hanpumep, pudamnuirHa, MpenaparoB, coaepKaiux 3Bepoooi TpoAbIPSIBICHHbIN). Bo3MoxHO
ocnablieHue aHTUTUTIEPTEH3UBHOTO JICHCTBHSI aMJIOIUTTHHA.

Anromunui- uay mMazHulicooepicauiue aHmayuobl
[Ipy OJHOKpAaTHOM COBMECTHOM TIPUEME HE OKa3bIBAIOT CYIIECTBEHHOTO BJIUSHUSA Ha
(hapMaKOKHMHETHKY aMJIOTUTTHA.

Cundenaghun

Opnnokpatuselii pueM 100 Mr cuineHadunaa y NaMEeHTOB C ACCEHIIMAIbHOM TUIIEPTEH3UEH He
OKa3bIBAET BIMSHUS HA TapaMeTpbl papMaKOKMHETUKH aMJIOIUITHHA.

Llumemuoun

[{umeTuauH He BIUSET HAa PapMaKOKHMHETUKY aMJIOAMUITNHA.

Brusinue amnooununa na papmaxoxunemuxy opyaux 1eKkapCcmeeHHulX CpeoCcme
Cumeacmamun




OnHOBpEeMEHHOE MHOTOKPAaTHOE MPUMEHEHNE aMJIOAMIHA B 103¢ 10 MI U CUMBacTaTHHA B J103€
80 Mr MpUBOAMT K MOBBIIICHUIO SKCIIO3UIIMK cUMBacTaTiHa Ha 77 %. B Takux ciydasx ciemayer
CHH3UTH JJ03y CUMBacTaTrHa J10 20 MT' B CYTKH.

Amopsacmamun

[ToBTOpHOE COBMECTHOE NMPUMEHEHHE aMmJIoAUIIMHA B o3¢ 10 Mr u atopBactatrHa B 03¢ 80 Mr
HE COMPOBOXKIAETCS 3HAYMTEIHLHBIMUA U3MEHEHUSIMHU (papMaKOKHHETHYECKUX mokaszareneit AUC
(yBenuyenue B cpeneM Ha 18 %): MaKCHMMaabHON KOHIIEHTPAUH B 1a3mMe KPOBU (Cmax) B BpeMs
JOCTIDKEHUSI MakcuMainbHOM KoHIeHTpanuu (TCmax) aTopBacTaTuHa.

! !MKJZOCHOQMH

UccnenoBanne OAHOBPEMEHHOrO MPUMEHEHUs aMIIOAWIIUHA U IIUKJIOCIIOPUHA Y 3J0POBBIX
JIOOPOBOJIBIIEB U BCEX TPYIII MAlMCHTOB, 32 UCKIOYEHUEM IMallMEHTOB IOCJIEe TPAaHCILIAHTAUN
MOYKH, HE TMPOBOAWIOCH. PaszmuuyHble HCCIENOBAaHUSA B3aUMOACHCTBUSA aMJIOJUIIMHA C
[UKIIOCIIOPUHOM Y TAIMEHTOB IOCIIe TPAHCIUIAHTALIUK MOYKH IMOKa3bIBAIOT, YTO MPUMEHEHUE
JAaHHOW KOMOWHAIIMM MOXKET HE MPHBOJUTH K KaKOMy-IIMOo 3(QexTy JmOOo TMOBHIIIATh
MUHHUMAJIbHYIO KOHIIEHTPALMIO ILHUKJIOCHOpuHa B paziauuHoi creneHn Ao 40 %. Cnepyer
MPUHUMATh BO BHUMAHUE 3TU JaHHBIC U KOHTPOJIUPOBATH KOHIIEHTPAIMIO IMKJIOCIIOPHHA Y 3TON
TPYIIIBI MAUEHTOB MIPH OAHOBPEMEHHOM MPUMEHEHUH IIUKIOCIIOPUHA U aMJIOIUIIHMHA.

Takponumyc
[Ipy OOHOBPEMEHHOM MPUMEHEHHM C AaMIJIOJUIIMHOM CYLIECTBYET PpHUCK YBEIUYECHUS

KOHLEHTpAlluu TaKpoJuMmyca B Iuia3mMe KpoBu. [l Toro, yToObl n30ekaTb TOKCUYHOCTH 3TOTO
npernapara TP OAHOBPEMEHHOM TNPHUMEHCHHH C aMIIOJUITMHOM, CJICIYeT KOHTPOJIHPOBATH
KOHIICHTPAIIMIO TAKPOJMMYyCa B IUIa3Me KPOBU M KOPPEKTUPOBATh 103y TAKPOJIMMYCa B CiIydae
HEOOXOIMMOCTH.

Uneubumoper mTOR (mammalian Target of Rapamycin — wmuwenv panamuyuna 6 xiemkax
MIEeKONUMAaruux)

Wurubutoppr mTOR  (Hampumep, TEMCUPOIMMYC, CHPOJIUMYC, 3BEPOJIMMYC) SIBISIOTCS
cyocrparamu uzopepmenta CYP3A4. I[TockonbKy aMIOJUNNH SIBISIETCS C1a0bIM UHTHOUTOPOM
n3oepmenta CYP3A4, npu COBMECTHOM TPUMEHEHHWHU MOXKET YBEJIWYUBATHCS HKCIIO3HUITUS
uHrun6uropo mTOR.

IIpenapamuer aumus

ITpu coBmectHoM mnpumeHeHun BMKK ¢ npenaparamu nutus (Ui aMiIoIuIIMHA JaHHBIE
OTCYTCTBYIOT) BO3MOXHO YCHJIGHHUE MpPOSBIEHUS UX HEHMPOTOKCHMYHOCTH (TOLIHOTA, PBOTA,
auapes, aTakcusi, TPEMOp, IIyM B ylIax).

gZMZOKCuH

AMJIOIUIIMH HE OKAa3bIBAET BIIMSHHE HA KOHLIEHTPALMIO JUTOKCHHA B CHIBOPOTKE KPOBH U €0
MOYEYHBIH KJIMPEHC Y 37I0POBbIX T00pOBOJIbIEB. B nccnenoBanusx in Vitro aMaoaunuH He BIHSIT
Ha CBSA3BIBAaHUE JJUTOKCHHA C O€JIKaMU IUIa3Mbl KPOBH.

Bapgapun

AMJIOTUTIMH HE OKa3bIBAa€T CYIIECTBEHHOE BIMSHUE HA JAelicTBUe BapdapuHa (MPOTPOMOUHOBOE
BpeMs). B rccienoBanusx in Vitro amytoMMIMH He BIMSI Ha CBsA3bIBaHKME BapdapuHa ¢ Oenkamu
I1JIa3Mbl KPOBH.

Imanon
AMJIOMUTIUH TIPU OJHOKPATHOM M TOBTOPHOM MpHMEHEHWH B go3e 10 mMr He BiMseT Ha
(hapMaKOKHMHETUKY ATaHOJIA.

Denumourn
B wuccnenoBanusax in Vitro amoguMNHH HE BIWSUT HA CBA3BIBAHME C OCIKAMHU IUTa3Mbl KPOBU
dbeHuTONHA.

IIlpouue 83aumodeticmsus



AMJ'IOI[I/IHI/IH MOXXET 0e30macHo IOPpUMCHATBCA  OAHOBPEMCHHO C AHTHOUOTHKAMHU H
THUIIOTTIMKCMUYCCKUMU CPpCACTBAMU JIA IIpHEMaA BHYTPb.

B otnmnume ot npyrux BMKK, He Ob110 00Hapy»XeHO KIMHUYECKH 3HAYMMOT'O B3aUMOJICHCTBUS
aMJIOJIUNIMHA TPU COBMECTHOM MPUMEHEHHUM C HECTEPOUJHBIMU IPOTHUBOBOCHATUTEIHHBIMU
npenapatamu (HIIBII), B TOM 4yuciie ¢ MHIOMETaIMHOM. B nccieqoBanusax in Vitro amiioiumuH
HE BJIUSJI Ha CBSI3bIBAHME MHIOMETALIMHA C OCJIKaMU TJ1a3Mbl KPOBH.

XoTd MNpu M3YYEHHH aMIIOJUIMHA OTPULATEIbHOIO HHOTPOIHOIO JAEHCTBHS OOBIYHO HE
HaOmonanoce, TeM He MeHee, Hekoropble BMKK Moryr ycunmBarh BbIpaKEHHOCTb
OTPULATEIIBHOTO HHOTPOIHOIO IEHCTBUS AHTUAPUTMHUUYECKUX CPELICTB, BBI3BIBAIOIIUX Y UIMHEHNE
untepBana QT (Hanpumep, aMuoapoHa U XUHUUHA).

Basicapran
sotinas 6aoxaoa PAAC npu npumenenuu APA II, uneubumopos AIl® unru anuckupena

OpnnoBpemenHoe npumenenue APA II, B Tom uucie BajicapraHa, ¢ JAPYIMMH IperapaTami,
BiustromuMu Ha PAAC (Takumu kak nHruoutopsl AIID u anuckupeH), IPUBOIUT K YBETUICHUIO
4acTOThl BO3HUKHOBEHHUS CIy4yaeB apTepUajbHON TUIOTEH3UM, T'MIEPKATUEMUHU, HapYIICHUIO
(GYHKIMM TOYEK, [0 CPaBHEHHIO ¢ MoHoTepanueil. J[BoiiHas Oiokaga PAAC mocpernctBom
OJIHOBpEMEHHOT0 NpuMeHeHus naruouTopa AII®, APA Il niau anuckupeHa He peKOMEHJ0BaHa B
obmert momyssimuu. OJHAKO B TOM Ciydae, €Clii KOMOWHUpPOBAHHAs Tepamnusl yKa3aHHBIMU
npenapaTami sBJseTcs aOCONMIOTHO HEOOXOAMMOM, TaKoe MPUMEHEHHE JOKHO OCYIIECTBIIATHCS
O] TIIATEIBHBIM HaOII0IEHEM Bpada, C YaCThIM KOHTPOJIEM rmokasateneit AJl, yHKInHU modex,
a TaKk)Ke CO/IePIKaHUs JIEKTPOJIUTOB IUIa3Mbl KPOBH.

He cnenyer npoBoauth ogHoBpeMeHHY10 Tepanuto uuruouropamu AIl® u APA Il y nanueHToB
¢ nuabernueckoi Hedpomatueil. OTHOBpEMEHHOE NPUMEHEHHUE IPEnaparoB, COAEPIKALINX
APA 11, Bxirouas npenapat Bamiocer, ¢ apyrumu cpeactsamu, Biusoomumu Ha PAAC, B Tom
qucie C aJUCKUPEHOM, M IIpenapaTaMH, COAEpXKallUMU aJIUCKUPEH, INPOTUBOIIOKA3aHO Yy
NAIMEHTOB C CaXxapHbIM AUa0eTOM U (WJIM) HapyLIEeHUEeM (YHKIUHM MOYEeK CpEeIHEN WIN TKeIon
crenenu (CK® menee 60 mn/mun/1,73 M2 mIomaau NoBepXHOCTH Teja) U He PeKOMEHI0BAHO y
JIpYTrUX NalleHTOoB.

VY nereil ¥ MOAPOCTKOB apTepHalibHas THIEPTEH3MsI YacTO CBs3aHa C HapylleHHeM (yHKIMH
o4eK. PEKOMEHIOBAHO € OCTOPOKHOCTBIO IPHUMEHSATH BAJICAPTaH OJHOBPEMEHHO C JIPYTMMH
npenapatam, BIusroiiiMy Ha PAAC, y malineHTOB JaHHOM KaTeropuu, T.K. ’TO MOXKET IPUBECTU
K YBEJIMYEHHUIO COJIEpP)KaHUS Kalusl B CHIBOPOTKE KpoBU. ClieyeT NpPOBOIUTH PETYJISAPHBIN
KOHTPOJb (DYHKIIMU TOYEK M COJEpKAHUS Kalus B CHIBOPOTKE KPOBH Yy MAllMEHTOB JIaHHOH
TPYIIIBL.

Ipenapamul 1umus

[Ipy ogHOBpeMEHHOM MNpUMEHEHUH mpenaparoB JuTHs ¢ uHruouropamu AllD u APA I
O0TMEYaJoCh 00paTHMOE YyBETMYEHHE COJEpKAaHUs JUTHS B CHIBOPOTKE KPOBH U YCHUJIICHHE
TOKCUYECKHX MPOSBIECHUN, B CBSI3M C 4YE€M IPU OJHOBPEMEHHOM MPUMEHEHUU YKa3aHHBIX
IIPENapaToB PEKOMEHI0BAHO MPOBOIUTH KOHTPOJIb COIEPKAHUS JIUTHS B CBIBOPOTKE KpoBH. [Ipn
OJIHOBPEMEHHOM MpPUMEHEHUU [IMypPETUKOB C TMpenaparaMyd JIUTUS PHUCK pPa3BUTUSL €rO
TOKCHYECKOTO 3(deKTa MOXKET JOMOITHUTENBHO YBEIUYMBATHCS MpPU J00aBICHHUU Ipernapara
Bamuiocer k Tepanumn.

IIpenapamul u eewecmea, enuswUe Ha COOEPIUCAHUE KATUSA 8 CbIBOPOMKE KPOSU

[Tpy omHOBpPEMEHHOM NPUMEHEHMM C OMOJIOTMYECKH AaKTUBHBIMM J100aBKAMH, COJEpPKALIUMHU
KaJIMid, KanuicOeperaromuMu TUypeTUKaMU, KaJIMHCOAePKAIIMMHA 3aMEHUTEISIMA COJIM WUJIH C
JpYT'MMH IIpernapaTaMHi, KOTOPbIE MOTYT BBI3BIBATh YBEIMYCHHE COJEPIKAHUSA Kalus B ILIA3ME
KPOBH (HarpuMep, ¢ TENapuHOM H JIp.), a y MAIUEHTOB C CEPJCYHON HET0CTaTOYHOCTHIO TaKXKe K
YBEJIMYEHHUIO KOHLIEHTPAI[MY KpEeaTHHUHA B TU1a3Me KpoBH. CiietyeT co0togaTh OCTOPOKHOCTD U
IIPOBOJIUTH PETYJISIPHBIA KOHTPOJIb COACP/KAHUS KaJIMs B IUIA3ME KPOBHU.



HIIBII, sxmouas cenexmusnvie uneubumopwt yukiookcuzenasol-2 (L{OI-2)

[Tpumenenne APA II oxgnoBpemenno ¢ HIIBII, Bkmrouwas wunruburopsr LOI-2 u
AlETUIICATUIIMIIOBYIO KHCIIOTY B BBICOKUX J03aX (> 3 T B CyTKH), MOXKET IPUBECTU K OCIA0ICHUIO
AQHTUTUIIEPTEH3UBHOIO ICHCTBUSA. Y NAIIMEHTOB MIOKUIIOTO BO3PAcTa, MALIMEHTOB CO CHUKEHHBIM
OLIK (B TOM uucie MOMyYarolIuX Tepanuio AUYPETUYECKUMHU CPEACTBAMH) WM C HapylIeHUEM
¢ynkuuu nouyek onHoBpemennoe npumenenue APA 11 u HIIBII, Bkitouas uarudutops: LIOI'-2,
MOJKET YBEJIMYHUTh PUCK PA3BUTHUS HapylleHUH (yHKIUHM Mo4yek. B Hauane Tepanuu Wiav mpu
KOPPEKIUU pexuMa J03upoBaHusl y nanueHtoB, npuHumaromux APA 11 u HIIBII, Bkiatouas
unruoutopel L1OI'-2, pexomeHayeTcss MPOBOAUTH KOHTPOJIb (PYHKIMHU MOYEK U KOPPEKIHIO
HapyIIEHUH BOJHO-3JIEKTPOIMTHOTO OaslaHca.

Hneubumopul benxkos-nepeHocuukos

[To pesympTaram wucciienoBanusi N VItro BaicapTaH sBiseTcss cyOcTparoMm [uisi OEIKOB-
nepenocunkoB OATP1B1 u MRP2. OnHoBpeMeHHOE TpUMEHEHHE BajicapTaHa ¢ MHTHOUTOpaMu
6enka-niepenocunka OATP1B1 (manpumep, pudaMiunyH, UKIOCIIOPHUH) M HHTHOUTOPOM Oellka-
nepenocunka MRP2 (nmampumep, pUTOHABUpP) MOXKET MPUBOAMUTH K YBEIMUYEHUIO CHCTEMHOMN
OMOJ0CTYTHOCTH BajicapTaHa.

pyeue
[Ipy MOHOTEpanuu BaJICAPTAHOM HE BBIABICHO KIMHUYECKH 3HAYUMBIX B3aMMOJCHCTBHI CO

CJICAyrOIUMHU JICKAPCTBECHHBIMU CPEACTBAMU: LIUMCTUUH, BapCI)apI/IH, q)ypOCGMI/I,I[, JUT'OKCHH,
ATCHOJIOJI, MTHAOMCTAUH, THAPOXJIOPOTHA3U /], aMJIOJUIINH U I‘JII/I6CHKJIaMI/III.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD
Pestome puckos

Kak m pansa moboro npyroro mnpemnapara, okasbpiBatouiero mnpsmoe peiictBue Ha PAAC,
IPOTHBOIIOKA3aHO MMPUMEHEHUe npenapara Bamiocer npu 6epeMeHHOCTH.

VYuursiBas MexanusMm jerctBust APA 11, Henb3s MCKIIOUUTh pUCK A mioja. M3BeCTHO, 4TO
npuMmenenrne nHruouTopo AIID (knace crnennUUHBIX JIEKAPCTBEHHBIX CPECTB, NEHCTBYIOIINX
Ha PAAC) Bo II u Il Tpumectpe OepeMEHHOCTH NMPUBOAUT K MOpakeHHIo u rudenu riozga. Ilo
JaHHBIM PETPOCHEKTUBHOTO aHanu3a mnpuMeHeHHue wuHruoutopo AIID B I Tpumectpe
OEpPEMEHHOCTH aCCOIIMUPYETCS C MOTEHIMAIBHBIM PUCKOM BO3HUKHOBEHHS IMOPOKOB Pa3BUTHS
wioga. Ilpu HempenHaMepeHHOM TMpueMe BalicapTaHa OepeMEHHBIMH OMKCAHBI CIydYau
CaMOTIPOU3BOJIBHOTO MPEPHIBAaHUSI OEPEMEHHOCTH, MAJIOBOIMS M HApyIIeHUS! (QYHKIMH TOYEK Y
HOBOPOXKJICHHBIX.

JlaHHBIX O TMpPUMEHEHUH aMJIOAMNHMHA Y OEpPEeMEHHBIX HEIOCTaTOYHO, YTOOBI CYyAUTh O €ro
BO3JICUCTBUM HA IUIOA. B NOKIIMHMYECKUX HCCIENOBAHMAX IIPU NPUMEHEHUM aMIIOAMIIMHA Y
KUBOTHBIX B J103aX, B 8 pa3 NpPEeBBIIIAIONMX MAaKCUMAJIBHYIO PEKOMEHAOBAHHYIO 103y 10 mr,
IIPOJIEMOHCTPUPOBAHA PENPOLYKTUBHAS TOKCUYHOCTH. [lOTEHIMaNbHBIM PUCK IJI 4YEIOBEKA
HEU3BECTEH.

B ciyuae, ecnmu GepeMeHHOCTh IMarHOCTUPOBAHA B MEPUOJ JIeYeHMs MpenapatoM Bamiocer,
npenapar ciaeayeT OTMEHUTh KaK MOKHO paHbIIE.

Knunuueckue acnexmeol

Mamepurnckui u (unu) smopuohemanbublil pUCK, ACCOUUUPOBARHLIN C 3a001e8aHUeM
ApTepuanbHasi TUNIEPTEH3US TPH OEPEeMEHHOCTH YBEIMYMBACT PUCK PA3BUTHS MPEIKIAMIICHH,
TeCTallMOHHOTO CaxapHOTro auabeTa, MPeXkIeBPEMEHHBIX POJOB, a TaKXKe OCIOKHEHUH B pojax
(Hampumep, HEOOXOAMMOCTh KecapeBa CEUeHUs, pa3BUTHE MOCIEPOAOBOTO KpoBoTeueHus). [Ipu
apTepUaIbHON THIIEPTEH3WN YBEIIMUNBACTCS PUCK 3aJICPKKH BHYTPUYTPOOHOTO Pa3BUTHS IO
U BHYTPUYTPOOHO# rubemnu mioja.

Puck co cmoponbl n100a/H080pOHCOEHHO20




ManoBonue y OepeMEHHBIX, NMPUHUMAMOIMMX Mpenaparel, Biustomue Ha PAAC Bo II m
Il TpumecTpe, MOXXKET MPUBOJAUTH K YXYALICHHWIO (YHKLIMHU IOYEK IUIOAA, YTO B pe3yJsibTare
IPUBOJAUT K aHYPUU U MOYEYHOM HEIOCTaTOYHOCTH, TMIOIUIA3MM JIETKHUX IUIoAA, AedopMaluu
CKeJIeTa IUI0Ja, BKIJIIOYas TUIOIUIA3MI0 KOCTEW ueperna, apTepualbHOM T'MIIOTEH3UU U TUOenu
I10/1a.

[Tpu HenpeanamepenHoM npueme npenapatoB APA Il mpu GepeMeHHOCTH cielyeT pacCMOTPETh
BOIIPOC O HEOOXOAUMOCTU COOTBETCTBYIOLIETO MOHUTOPUHIA COCTOSHUS IIJI0/A.
HoBopoxaeHHbIX, MaTep KOTOPBIX noiayyanu Tepanuto APA |1, ciexyer TiaTenbHo HaOM0AaTh
OTHOCHTEJIBHO Pa3BUTHsS apTE€PUATbHOMN TMIIOTEH3HH.

Hannvie 0OKTUHUYECKUX UCCIe008aHUT

Amnoounun

He oTmedeHo siBIIeHUH TEpaTOTeHHOCTH WK 3MOprodeTaTbHOW TOKCHYHOCTH MPU TPUMEHEHUN
aMJIOIMIINHA MaJieaTa BHYTPb IIPU OEPEMEHHOCTH Y KPBIC H KPOJIHMKOB B 7103ax 10 MI amioqunuHa
Majieata/Kr B CyTKH BO BpPeMsl OCHOBHBIX NIEPHOJOB OpraHoreHe3a. Pasmep moromMcTBa, 0HaKO,
3HAYUTENIbHO yMeHbIancs (mpubnusurenbHo Ha 50 %), a yactoTa BHYTpUYTpPOOHOW TuOenu
MMOTOMCTBA YBEJIMUMBAJIACh (TPUOIIU3UTENHHO B 5 pa3).

IIpy npuMeHeHHHM B YKa3aHHBIX [103aX AMJIOJMIIMH TaKXe YBEIUYUBAI IPOIAOJLKUTEIBHOCTh
recTalu U POJIOB Y KPBbIC.

Bancapman
[Tpr w3yueHUM SMOPHODETATBHOTO PA3BUTHS Y MBIIMICH, KPOJIMKOB WM KpPBIC HAOIIOAANACh

(EeTOTOKCHYHOCTh, KOTOpasi acCOLMUPOBATIACh C MATEPUHCKONM TOKCHUYHOCTBIO Y KpBIC MPH
NPUMEHEHUU BajicapTaHa B CyTOYHOW no3e 600 MI/KT B CyTKH, YTO HmpUOIU3UTENBHO B 18 pa3
IPEBBIIIAET MAKCUMAIbHYIO PEKOMEHJOBAHHYIO CYTOUHYIO 703y JJIs YeIOBeKa U3 pacyera MI/Kr
Macchl Tena (pacyeT MmpeanoaraeT CyTouHyo 103y 320 Mr BHYTpb JJIs MAIIMEHTa C MACCOM Tesa
60 kr), ¥ y KpOJMKOB MpH NPUMEHEHUU BajcapTaHa B CcyTo4yHOHl mo3e 10 Mr/kr, 4to
npuoIM3uTENHHO B (0,6 pa3 MpeBhINIaeT MAaKCUMAJIbHYI0 PEKOMEHIOBAaHHYIO CYTOUHYIO 103y JIJIst
YeJ0BEeKa M3 pacyeTa MI/KI Macchl Tena (pacueT MpearnoyiaraeT CyToYHyko 103y 320 Mr BHYTpPb
JUIsl manueHTa ¢ maccoil tena 60 kr). He orMeueHo siBIeHHI MaTEpUHCKONW TOKCHMYHOCTH WIIU
(ETOTOKCUYHOCTH TpU MNPUMEHEHMHM Y MbIIEH B CYyTOYHBIX Jo03ax J0 600 Mr/kr, uTo
NpUOIU3UTENBHO B 9 pa3 MpeBbIllIaeT MaKCUMaJIbHYI0 PEKOMEHIOBAaHHYIO CYTOUHYIO 103y AJIs
4eJ0BEKa M3 pacyera MI/KI Macchl Tena (pacueT MpearnoyiaraeT cyTouHyro a03y 320 Mr BHYTpb
TSl TIAI[MeHTa ¢ Maccoi tena 60 kr).

Amnoounun u eancapman

B uzydennn smMOprodeTambHOTO pa3BUTHS Y KPBIC ¢ IPUMEHEHHEM aMJIOUIIMHA M BajicapTaHa
BHYTPb B CyTOUHBIX ja03ax 5 + 80 mr/kr, 10 + 160 mr/kr u 20 + 320 MI/Kr npu BBICOKHX J03aX
oTMe4eHBI A((EKTHI KaK CO CTOPOHBI MaTEPH, TaK U TUTO/A (3a/IepKKa Pa3BUTHS U OTKIIOHEHUS B
pa3sBUTHM OBTM OTMEYEeHbl Ha (OHE 3HAYMMOH MaTepHUHCKOH TokcuuHOCTH). [lo3a, He
COMpPOBOXKAAIOIIAsACcd MOOOYHBIM BIMSIHMEM Ha 3MOpHoderanbHOe pa3BUTHE, COCTaBISET
10 + 160 mr amiogunuHa U BajicapTaHa B CyTKH COOTBETCTBEHHO. [/laHHble 10361 B 4,3 1 2,7 pa3
NPEBBIMIAIOT CHCTEMHYIO OSKCIIO3UIMIO Y UYeNOBeKa MPH MPHUMEHEHHH B MaKCHMaJIbHON
pexoMeH1oBaHHOM cyTouHoi fo3e (10 + 320 mr ans naruenTta ¢ maccoi Tena 60 Kr).

JlakTarms
Amnoounun

OTMeueHO BBIJICTICHUE aMJIOTUIIMHA C TPYIHBIM MOJIOKOM. [locunTano, 4To MitajeHel mojyqaeT
B npenenax 3—7 %, makcumanbHO 15 % oT martepuHCKON 103bl. BnusHue amiiogunuHa Ha
MJIaJICHIIEB HE U3YUYCHO.

Bancapman
HewusBecTHo, BbIIESETCS JIM BaJIcCapTaH C TPYAHBIM MOJIOKOM. B TOKJIIMHUYECKUX UCCIIEJOBAHUSIX
OTMEUYEHO BBIICJICHHE BAJICAPTAHA C MOJIOKOM JIAKTUPYIOLIUX KPBIC.
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Amnoounun u eancapman
IIpuMmeneHue npenapara BO BpeMs IPyJHOTO BCKapMJIMBaHUs IIPOTUBOIIOKA3aHO.

DepTHILHOCTD

JlaHHBIX O BIMSIHMM aMJIOJUIIMHA M BajcapTaHa Ha (EpTUIBHOCTh Yy 4deloBeKa HeT. B
JOKJIMHUYECKUX HMCCICOBAaHUAX HE OTMEYCHO BJIMSHUSA aMJIOJUIIMHA WJIM BajicapTaHa Ha
(bepTHIIBHOCTB Y KPBIC.

Tayuenmxku ¢ coxpaneHnvim penpooyKmueHvIM HOMEHYUATOM

Kak u mo00ii 1pyroii mpemnapart, okassiBaroluii npsimoe neiicteue Ha PAAC, npenapat Bamnocer
HE clelyeT NPUMEHSATh y JKEHIIMH, IUIaHupyrommx OepemeHHocTh. Ilpu BbIOOpE mro6oro
npemapara, BosaeicTByomero Ha PAAC, Bpauy ciemayeT mpowH(POPMHUPOBATH MAIMEHTKY C
COXPAHEHHBIM PENpOLyKTUBHBIM IOTEHIIMAIOM O BO3MOKHOM PHCKE NPUMEHEHHs Ipernapara Bo
BpeMsi OEpEMEHHOCTH.

4.7. Bunsinue Ha CNHOCOOHOCTH YHPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH U padorarh ¢
MeXaHu3MaMu

OTCYTCTBYIOT JaHHBIC O BJIMAHHHU IIpCIlapaTa Ha CIIOCOOHOCTH yYIpaBJIATb TPAHCIIOPTHBIMU
cpeacrBaMu U pa60TaTI) ¢ MexaHu3MaMH. B CBA3M ¢ BO3MOXKHBIM BO3HHKHOBEHHEM
TOJIOBOKPYKCHUA HIIN MOBBIIIICHHOMN YTOMIBICMOCTH CJICAYCT CO6J'IIO)I&TB OCTOPOKHOCTL IIpH
OCYHICCTBJIICHNHN YKa3aHHBIX BUJIOB ACATCIbHOCTH.

4.8. HexkennaTeibHbIe peakunu

PesroMme HexxenaTeabHBIX PEAKIINT
be3onacHocTh MpHMeHEHHS KOMOMHAIMM aMJIOJUNMH + BajicapTaH OlLIEHeHa Ooliee 4yeM Yy
2 613 nanueHToB.

Huxe B cooTBeTCTBUU € cricTeMHO-OpranHbiM kiaccoM (COK) ykazaHbl HexkenaTenbHble peakiiuu
0 JIAaHHBIM KJIMHWUYECKUX MCCIIEOBAaHUHN 1 1a00paTOPHBIC TaHHBIC, KOTOPHIC BCTPEYAIUCH JaIlle
Ipy NPUMEHEHWU aMJIOJUIIMHA W BaJicapTaHa B CPaBHEHHMM C Tuianebo, a TakKe OTAeTbHBIC
COOOIIEHNs, TIOTyYEHHBIC B TIOCTPETUCTPAMIMOHHOM TIEPHOJIC.

YacroTa BCTpEYaeMOCTH OIpejAeNieHa CIEAYIIUM o0pa3oM: odeHb uacTo (> 1/10), uacto
(> 1/100, =o < 1/10), Heuacto (> 1/1 000, Ho < 1/100), peaxo (> 1/10 000, Ho < 1/1 000), oueHb
penko (<1/10000), yacrora HeusBecTHa (HA OCHOBAHMM HMMEIOIINXCSA JaHHBIX OILEHHUTH
HEBO3MOKHO).

HexenarenbHble Hacrora
COK peaKmun Amaoaunud | AmjoaunuH | Bajacapran
+ BajicapTaH

Hugpexyuu u | Hazodapunrur, rpunn Yacto - -
uHeasuu
Hapywenus co | CHMKEeHne - - Yacrora
CMOpOHbL KpoGU U | KOHLUEHTpaluu HEU3BeCTHa
aumpamuyecxou reMOrJIOOnHA u
cucmembl reMaToOKpuUTa,

HEUTPOIICHMUS,

TPOMOOIIUTONIEHUS

JlelikoneHus - Ouens penko | -
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TpomOoIUTOIeHN S,
WHOT'/Ia C ITypIypoi

Ouensb penko

Yacrora
HEU3BECTHA

Hapywenus co
CMOPOHbL
UMMYHHOU
cucmemol

I'unepuyBCcTBUTEID-
HOCTb

Penxo

Ouensb penko

I'unepuyBCcTBUTEID-
HOCTb, BKJIIOYAs
CBIBOPOTOUYHYIO 00JI€3Hb

Yacrora
HEU3BECTHA

Hapywenus
memaboauzma U
numanus

AHopekcus,
TUIIEPKAIBLIUEMUS,
TUIEPIUINAEMUS,
TUIIEpYPUKEMHUS,
TUIIOHATPUEMHUS

Heuacto

['uneprivkemus

OueHb pesIKo

['unokanuemus

Yacto

[lcuxuueckue
Hapyuenus

Jenpeccus,
OeccoHHHMIIA,
J1a0OMIIBHOCTD
HAaCTPOCHHUSI

Heuacto

TpeBora

Penxo

CnyTaHHOCTbH CO3HAHUS

Penko

Hapywenus co
CMOPOHbL HEePEHOU
cucmemvl

Hapymienne
KOOpJAUHALINH

Heuacto

I'0510BOKpYKEHHE

Heuacto

Yacrto

IToctypanbHOE
TOJIOBOKPYKECHHE

Heuacto

Hapymenne Bkyca

Heuacto

DKcTpanupaMuHbIe
HapylLICHUs

Yacrtora
HEW3BECTHA

I'osoBHAs 0o0Jb

Yacto

Yacto

MBI1IeYHBII THIEPTOHYC

Ouensb penko

[TapecTesus

Heuacto

HeuacTto

[Tepudepuyeckas
Helponarus,
HeHponarus

Ouens penko

COHJIMBOCTH

Heuacto

Yacto

OO6MOpOK,
THITECTE3US

TpemMop,

Heuacto

Hapywenus co
CMOpOHbL  Op2aHa
3penus

YXyalueHue 3peHus

Heuacto

Heuacto

Jumionust

Hapyuienue 3penus

Penxo

Heuacto

Hapywenus co
CMOpOHbL  Op2aHa
cnyxa u
nabupunma

[IIym B ymax

Penxo

Bepruro

Heuacto

Heuacto

Hapywenus co
CMOpoHbL cepoya

OmyuieHue
cepIeOneHus

Heuacto

Yacto

CuHKONAJILHOE
COCTOSIHUE

Penxo

Taxukapaus

Heuacto

12




Aputmun (BKITIOUAs
Opaaukapuio,
GUOPUILISIIHIO
npeacepanu,
KEITYTOIKOBYIO
TaxuKapJuio), HHPAPKT

MHOKap/a

Ouensb penko

Hapywenus co | Omyienne «mnpuiauBay | Yacro Yacto -
CMOPOHBL COCY008 | KPOBH K KOXE JIHIIA,
«IPUJIMBBD» Kapa
AptepuanbHast Penko Heuacto -
TMIOTEH3US
OprocraTnueckas Heuacto - -
TMIIOTEH3Us
AptepuanibHas - - -
THIEepTEH3Us
Backynur - Ouenb penko | Yacrora
HEU3BECTHA
Hapywenus co | Kamenn Heuacrto Ouens penko | Heuacro
CIMOPOHbL OppilKa, pUHUAT - Heugacto -
obIXamenbHoU bonb B rnotke u ropranu | Hewacro - -
cucmembl, Op2aHoe
2PYOHOU KIemKu u
cpedocmenust
Hapywenus co | YysctBo nuckomdopra B | Hewacro Yacto Heuacro
CMOpOHbI JKUBOTE, 00JIb B BEpXHEH
HCeNyO0UHO- 4acTU KUBOTA
KUULEYHO20 Hapymenue paboThI | - Hewacro -
mpaxkma KHILIEYHHKA, JHCIIEICHS,
pBOTa
3anop Heuacto - -
Huapes, cyxocts | Heuacro Heuacro -
CIIM3UCTOH  00O0JIOUKHU
II0JIOCTH pTa
l'actput, mnaHkpeaTur, | - Ouens penko | -
TUIepIa3us AeCeH
TomHoTa Heuacto Yacto -
Hapywenus co | Hapymenne  QyHkuuu | - - Yacrora
CMOPOHbL neyeHy U | IEYeHU HEU3BECTHA
ancenuesviso0auux | OTKIOHEHHE - Ouens penko” | Yacrora
nymetl 1a00paTOPHBIX HEN3BECTHA
nokaszarene  (QyHKIUU
IIEYEHU OT HOPMBI, B TOM
qucie MOBBILIECHHE
KOHIICHTPAllUH

OunnpyOuHa B Mja3me
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KpOBU

I'enatur,
BHYTPHUIICYECHOYHBII
XOJIECTA3, JKENTyXa

OueHnb penko

Hapywenus co
CMOPOHbL KOMCU U
NOOKONCHBIX
mKanetl

Anonenus,
dboToceHcHOUIM3aIMs,
nypIypa, U3MCHEHUE
I[BETA KOXKH

Heuacto

AHTMOHEBPOTUYECKHI
otek (otek KBuHKe)

OueHb penko

Yacrora
HEU3BECTHA

bynnesnsiil nepmaTut

YacrtoTa
HEU3BECTHA

Oputema

Heuacto

MHuorogopmHas
spuTeMa, KpaANUBHUIIA,
9KC(OINATUBHBIN
JEpMaTuT, CUH/IPOM
CruBenca-J[>xoHcoHa

Ouensb penko

DK3aHTEMA

Penxo

Heuacto

['unepruapos

Penxo

Heuacto

KoxHbl1i1 3y1

Penxo

Heuacto

YacroTa
HEU3BECTHA

KoxHas cbib

Heuacto

Heuacto

Yacrora
HEN3BECTHA

Hapywenus co
CMOPOHYL
MbLUUEYHOL,
KOCMHOU u
COCOUHUMETIbHOLL
mKaHu

Aptpanrusa, ©601p B

CIIMHEC

Heuacto

Heuacto

Orexk cycTaBoB

Heuacto

MEIEeYHEINA clia3M

Penxo

HeuacTto

Muanrus

Heuacto

Yacrora
HEN3BECTHA

OTek ToabDKEK

Yacrto

OmuryiieHne TsHKECTH BO
BCEM TeJle

Penxo

Hapywenus co
CMOPOHbL NOYEK U
MOUeBbI800AUUX
nymeti

[ToBeIICHNE
KOHIIEHTPaLH1
KpeaTMHHHA B IUIa3Me
KpOBH, HapyluIE€HHE
byHKIAHA MIOYEK,
BKJIFOYas OCTPYIO
MOYEYHYIO
HEJ0CTATOYHOCTh

Yacrtora
HEW3BECTHA

Hapymenue
MOYEHUCITy CKaHMs,
HUKTYpUSI

Heuacto
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[Tostaknypus Penko Heuacto -

[Tonuypus Penxo - -
Hapywenus co | Imnorenuus - Heuacto -
CMOpOHbI OpeKTUIIbHAs Penxo - -
penpooykmueHou | TUCHYHKIHSI
cucmembvl u | 'maexomacTus - Heuacto -
MOJIOYHDIX Jicenie3
Obwue napywenus | ACTeHUS Yacto Heuacto Heuacto
u peaxkyuu 6 mecme | JluckomdopT, - Heuwacro -
66e0eHUs HEJIOMOTaHue

[ToBbilIeHHAs Yacto Yacto Heuacro

YTOMJISIEMOCTD

Ortek nmuua, Yacro - -

nepudepruyecKkue OTeKH,

MaCTO3HOCTh

Hekapauorennas 60i1b B | - Heuacto -

I'PYJIHOH KJIETKE, 00JIb

Orekn Yacro Yacrto -
Jlabopamopnvie u | IloBblieHne - - Yacrora
UHCMPYMEHMANb- | CONEp)KaHUsA Kauus B HEW3BECTHA
Hble OaHuble ™ * TJIa3Me KPOBH

YBenuuenue WA | - Heuacto -

CHIKEHHE MacChI Tela

* JIpeMMyIIEeCTBEHHO CBA3aHO C XOIECTa30M.

** TIoBBINIICHHE KOHIICHTPAIIUU a30Ta MOYEBHHBI B T1a3Me KpoBH (0osee 3,1 MMOJIB/T) HA0II01AI0Ch HE3HAYUTEIHHO
yamie B IpyMiax, MOJTydYaBIIMX aMJIOMUNUH + BaicapTaH (5,5 %) m BaicapraH B Buae MoHoTepamuu (5,5 %), mo
CPaBHEHHIO C IPYNIOH, mony4yasiuei miane6o (4,5 %).

Coo0111eH1e 0 10/103PEBAEMBIX HEXKEIATEIbHBIX PEAKIIHUAX

BaxxHo coo0mare O MOA03pEeBaEMbIX HEXENATeNbHBIX PEAKIMAX IOCIEe PEerucTpaliu
JIEKapCTBEHHOTI'0 Tpernapara ¢ 1eabl0 00ecnedeHrs HeNPepbIBHOIO MOHUTOPUHTA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MeIuIMHCKUM paOOTHUKAM pPEKOMEHAyeTcs
coo0maTe O JIIOOBIX MOJO3PEBAEMBIX HEKENATENBHBIX PEAKIMIX JICKapCTBEHHOIO Ipenapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOIEHHUS O HEeXKEJIAaTeNIbHBIX PeaKkIUsIX TOCyIapCTB — YICHOB
EBpazniickoro 5KOHOMHUYECKOTO COKO3a.

Poccniickas @enepanvs

®denepanbHas cnyx0a 1Mo Haa30py B chepe 31paBoOOXpaHEHUS

109012, r. Mocksa, CraBsiHcKasl miiomaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

Anpec snekTpoHHOM mouThl: pharm@roszdravnadzor.gov.ru wu npr@roszdravnadzor.gov.ru
Caiur B nH)OPMAITMOHHO-TEIEKOMMYHHUKAITMOHHON ceTu «HTEpHET:
https://roszdravnadzor.gov.ru

Pecnyonnka benapychb
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VII «IleHTp 3KCnepTH3 U UCTIBITAHUH B 3APABOOXPAHEHUU

220037, r. Munck, ToBapuiieckuii niep., 1. 2a

Tenedon: + 375 (17) 242 00 29

@akc: +375 (17) 242 00 29

Anpec a5eKTpoHHOM nouThl: repl@rceth.by

Caiit B mH()OpPMALIMOHHO-TEIIEKOMMYHHUKAIIMOHHOM ceTn « HTepreT»: https://www.rceth.by

Pecniy6onuka Kazaxcran

PI'TI na [IXB «HaunoHanbHbI LEHTP SKCIEPTU3BI JICKAPCTBEHHBIX CPEJICTB U MEIULIMHCKUX
u3nenuit» Komutera MeaumuHCKOro #  (apManeBTUYECKOro KOHTpoiisi MUHHUCTepCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

010000, r. Acrana, paiion baiikonsip, ya. A. UmanoBa, a. 13, BIl «Hypcaynet 2»

Tenedon: +7 7172 235 135

Anpec anekTpoHHON nouThl: farm@dari.kz

Caiit B mH()OpPMALIMOHHO-TEIIEKOMMYHHUKAIIMOHHOM ceTn « HTepreT»: https://www.ndda.kz

Pecriy6nuka Apmenust

I'HKO «LlenTp sxcnepTu3pl I€KapCTB U MEAUIIMHCKUX TEXHOJIOTHID»

0051, r. EpeBan, np. Komuraca, 1. 49/5

Tenedon: (+374 10) 20 05 05, (+374 96) 22 05 05

Anpec 31eKTpoHHO#M mouTkl: Vigilance@pharm.am

Caiit B nHQOpMALIMOHHO-TEIEKOMMYHUKAIMOHHOM cetn « HTepueT»: https:// pharm.am

Keiprei3ckas PecrryGnnka

JlenmapTaMeHT JIGKapCTBECHHBIX CPEJCTB M MEIUIIMHCKUX U3/ICITHI

720044, Yyiickas obnacts, r. bumikek, yin. 3-1 Jlunus, a. 25

Tenedon: +996 (312) 21 92 86

Anpec anexTpoHHO# outhl: pharm@dlsmi.kg

Caiit B mH()OpPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHOM cetn « MHTepre»: https://www.dIsmi.kg

4.9. Ilepeno3npoBka

CHMITOMBI

JlaHHBIE O Ciy4dasx NEPENO3UPOBKH IIPENApATOM B HACTOSLIEE BpeMs OTCYTCTBYIOT. [Ipu
MEePEIO3UPOBKE  BAJICAPTAHOM  OCHOBHBIM  CHUMIITOMOM, MPEINOIOKHUTEIbHO, SIBISETCS
BBIPAKEHHAS apTepuanbHas TUIIOTEH3H, COIIPOBOXKAAIOLLIASICS TOJIOBOKPYKEHUEM.
[lepeno3upoBka aMJIOJAWIHHOM  MOXKET TPUBECTH K  4Ype3MepHOW mepudepuydeckon
Ba3OJWJIaTAllMd M BO3MOXHOH peduiekTopHOr Taxukapamu. CooOmamoch Takke O
BO3HUKHOBEHHH BBIPAKEHHON M JUIUTEIIBHON CUCTEMHOW apTE€pPUaIbHON TMIOTEH3UHU BILIOThH J0
Pa3BUTHSA IIOKA C JIETAJIbHBIM UCXOI0M. [Ipy pa3BUTUM KIMHUYECKU BBIPAKEHHOW apTEpUaIbHON
TUTIOTEH3UH TIPH MEPEI03UPOBKE aMIIOTUITUHOM HEOOXO0IUMO TEPEBECTH MAIEHTA B MIOJI0KECHHE
«IeXa» Ha CHOUHE C MPUIOJHATHBIMU HOTaMH, MPUHATH AKTUBHBIE MEPHI MO IMOIACPKAHUIO
GYHKIMHA CepJIEYHO-COCYAUCTON CHUCTEMBI, BKJIFOYAs YacThld KOHTPOJIbh (YHKIHUHA CepIedHO-
COCYJIMCTOM M JbIXaTeJIbHOW cucTeM, TiiaTesbHblid KoHTpodib OLIK u nnypesa.

Jleuenue

JleyeHne cuMNTOMaTHYECKOE, XapaKTep KOTOPOrO 3aBUCUT OT BPEMEHM, IPOLIEIIETO ¢ MOMEHTA
npuemMa Ipernapara, ¥ OT CTEIEeHU TsHDKECTU CUMITOMOB. B ciyuae, eciu mpemnapaT ObUT HPUHSAT
HEJIaBHO, BBI3BaTh PBOTY WJIM IIPOBECTHU NPOMBIBAHUE KenyAKa. [[puMeHeHne akTMBUpPOBAaHHOTO
VIS y 370POBBIX J0OpPOBOJIBIEB Cpa3y WM B T€UEHHE 2 YacoB IOCIE MpHeMa aMIIOAUIKHA
3HAYUTEIHHO YMEHBILAIO €ro abcopOLHuIo.

[Ipr OTCYTCTBHMM NPOTUBOIOKA3aHUM C IIE€JIbI0O BOCCTAHOBJEHUSI COCYAMCTOrO ToHyca u AJl
BO3MOXKHO TMpPHUMEHEHHE (C OCTOPOKHOCTHIO) Ba30KOHCTPHKTOpa. il ycTpaHEHUs OJIOKabl
KaJIbIIMEBBIX KaHAJIOB BO3MOKHO B/B BBEJIEHHE PACTBOPA KaJbIMs TJIFOKOHATA.

BI:IBG,Z[GHI/IG BaJICapTaHa 1 aMJIOAUIIMHA ITPU MTPOBCACHHUU I'EMOANAIN3a MaJIOBCPOATHO.
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5. ®APMAKOJIOTHYECKHE CBOHCTBA

5.1. ®apmakoauHaAMHYeCcKHe CBOICTBA

(DapMaKOTepaHeBTI/ILICCKaH rpyia: cCpcacTBa, HeﬁCTBYIOHIHe Ha PCHHUH-aHTHOTCH3UWHOBYIO
CUCTCMY; aHTArOHUCTBI PCLCIITOPOB AHTMOTCH3UHA ”, KOM6I/IHaHI/II/I; AHTAarOHUCTHI pCUCIITOPOB
anruorensuHa |l u 6J'IOKaTOpBI KaJIbIIUECBBIX KaHAJIOB.

Kon ATX: C09DBO01.

MexaHu3M 1eHCTBUS

KoMOnHMpoBaHHBIN TMIIOTEH3UBHBIN Ipenapar, COAepKaluil ABa JAEUCTBYIOLIUMX BEIECTBA C
JOTOJHSIOIMMM  JIpyr JApyra MeXaHu3MOoM KoHTpoas AJl. AmionunuH, NIpOU3BOAHOE
muruponupuanHa, otHocutes Kk kiaaccy bBMKK, Bascapran — k kinaccy APA II. KomOunanus
9THX KOMIIOHEHTOB 00J1a/1aeT B3aMMHO JONOJHSIOIUM aHTUTUIEPTEH3UBHBIM JACHCTBUEM, UTO
MPUBOAUT K OoJiee BBHIPAXKEHHOMY CHUXeHHUI0 AJl mo cpaBHeHuto ¢ AJl mpu ux paszneabHOM
IIPUMEHEHHUH.

Amnoounun

AMIToUnyH MHrHOUPYeT TpaHCMEMOPAaHHOE MTOCTYIIIICHUE HOHOB KAJBIHs B KapAMOMUOLUTHI U
TJIAJKOMBIIICYHBIE KJIETKA COCYJOB. MEXaHNW3M aHTUTUIEPTEH3UBHOTO JCHCTBHS aMIIOIUIIMHA
00YCIIOBIICH TIPSIMBIM paccialusatonM 3pGEeKTOM Ha TIaJKOMBIIICYHbIC BOJIOKHA COCYIOB, YTO
BbI3bIBA€T yMEHbILIEHUE 00111ero nepudepudeckoro cocyaucroro conporusienus (OIICC) u A/l
OKcliepUMEHTalIbHbIE  JJaHHbIE  IIOKA3bIBAIOT, 4YTO aMJIOJAMIIMH  CBS3bIBA€TCA Kak ¢
TUTUAPOTIPUIUHOBBIMHA, TaK U ¢ HEJUTHIPONUPUIMHOBBIMU aKTUBHBIMH IIEHTPAMHU PEIIETITOpPA.
MexaHu3M COKpallleHuss MHOKapJa W IJIaJKOMBIIIEYHbIX BOJOKOH COCYAOB 3aBUCHT OT
MOCTYTIJICHUSI HOHOB KAJIBITHS U3 MEXKIIETOYHOTO MTPOCTPAHCTBA Yepe3 CrieupuIecKre HOHHbIE
KaHaJbl.

Bancapman

Bancapran — axtuBHbIM cneuuduunsiii APA II, mpenHasHaueHHBIH A7 IpueMa BHYTDb.
N3buparensno Onokupyer peuentopsl moatumna ATi, KOTOpble OTBETCTBEHHBI 3a 3((HEKTHI
anrnotensuHa II. [loBblmieHne mMIa3MEHHON KOHIIEHTpAallMd CBOOOAHOrO aHruoTeHsuHa Il
BcneAcTBUE Onokansl ATi-perienTopoB MOJ AEUCTBHEM BajJicapTaHa MOXKET CTUMYJIHMPOBATH
He3a0nokupoBaHHble AT2-perenTopsl, KOTOpbIE MPOTUBOACHCTBYIOT d(PQeKTaM CTUMYIALUN
ATi-penentopoB. Bancapran He 00iaiaeT aroHUCTUYECKON aKTUBHOCTHIO B OTHomeHUu AT:-
peuentopoB. CpoJicTBO BasicapTaHa K perentopaM noaruna AT npumepno B 20 000 pa3 Bbiie,
yeM K perenrtopam noarumna ATs.

Bancapran He unrubupyer AlII®D, Taxke u3BecTHBIN kak kMHMHA3a I, koTophlli mpeBpamiaer
aHrnoTeH3uH | B anrnorensuH Il u BeI3bIBaET pazpyuieHue OpaJukuHUHA. B ¢BSi3U ¢ OTCYTCTBHEM
BiustHuA Ha ATID, He nmoTeHupyroTcs 3G dexTh OpatuKUHUHA WK cyOcTanuu P, mosTromy npu
npueme APA Il ManoBeposiTHO pa3BUTHE CYXOTO KalllIsl.

Kinandeckas 3¢ heKTUBHOCTh U 0€30IacHOCTh

Amnoounun

AMIIOANTNIUH B TEPANEBTUYECKUX /103aX y MAIlUEHTOB C apTEPUAIbHON TUIIEPTEH3UEN BBI3BIBAET
pacIIMpeHre KPOBEHOCHBIX COCYJIOB, YTO MPUBOAUT K CHIDKCHHIO A/l (B TTOJIOKEHUU «JIeXKa» U
«ctos»). CHmxenue AJl He cOMPOBOKIAETCS CYLIECTBEHHBIM U3MEHEHHEM YacCTOThl CepCUHBIX
cokpamennii (UYCC) u KOHIEHTpalMd KaTeXOJaMHHOB B IIa3Me€ KPOBU TIPH ITUTEIHHOM
NpUMEeHeHHH amyiofunuHa. KoHIeHTpalus B Tu1a3Me KpoBH Koppenupyer ¢ 3h(eKToM Kak y
MOJIO/IBIX MAIMEHTOB, TaK U Y MAIlMEHTOB MOKUJIOr0 Bo3pacTta (>65 ner).

[Ipu aprepuaiabHON TUNEPTEH3UH Y MAIMEHTOB ¢ HOPMAJIBHOW (PYHKIMEH MOYeK aMJIOAMIINH B
TEPANEBTHYECKNUX J103aX IPUBOAHUT K YMCHBIIECHUIO CONPOTHUBIICHUS IOYEUHBIX COCYAOB U
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noBbIieHni0 CK® 1 3¢ dekTHBHOTO TOYEYHOTO TUIa3MOTOKa 03 M3MEHEHHS (UIbTPAIIMOHHON
(pakuuu 1 BEIPAKEHHOCTU POTEUHYPHH.

AmnogunuH, kak u apyrue BMKK, y mamuentoB ¢ HopmanbHOU (yHkiuein JIDK BbI3bIBaeT
U3MEHEHHE TeMOJMHAMUYECKUX MoKa3aTened (yHKIMU cepiala B MOKOe W MpH (PU3NYECKOH
Harpy3ke: OTMEYaJIOCh HE3HAYUTENIbHOE YBEJIWYEHHE CEPJICYHOro MHJeKca 0e3 3HAYUTEIbHOTO
BIMSHUS HAa MaKCHUMaJbHYIO CKOpocTh Hapactanus pgasinenus B JDK (dP/dt) m xomeunoe
IUACTOJIMUECKOE IaBJIEHHME M KOHeYHbIH muacroimueckuii oobreM JDK. 'emommHamudeckue
UCCIICIOBAaHMS Y MHTAKTHBIX KMBOTHBIX M 3[J0POBBIX I0OPOBOJIBIIEB [TOKA3aJH, YTO CHIKEeHUE A/l
[IpY IPUMEHEHUHU aMJIOIUIIMHA B IMaIla30He TEPANeBTUYECKUX 7103 HE BBHI3BIBAET OTPULIATEIILHOTO
MHOTPONHOTO 3(dekra, 1axke npyu 0JHOBPEMEHHOM IIPUMEHEHHH ¢ OeTa-aJpeH00I0KaTOPaMH.
AMJIOIUNIMH HE W3MEHAeT (YHKUIUI0O CHHOATPHAIBHOTO Yy3Jla WIM aTPUOBEHTPUKYISIPHYIO
IPOBOJUMOCTh Y HMHTAKTHBIX JKMBOTHBIX W 37I0POBBIX J00poBOibLEeB. [lpu mpumeHeHun
aMmJIoAUNMHa B KOMOMHAaIMU ¢ OeTa-aJpeHO0JIOKaTopaMyd y TAIMeHTOB C apTepuaibHOU
TUIEpTEH3Ued WM CTEHOKapauen cHuxeHue AJ] He CcompoBOXAaIoCh HEXKeNaTeIbHbIMU
M3MEHEHHUSAMHU NapaMeTpoB AekTpokapauorpammsel (IKI).

Jokazana ximHWYecKass d((GEKTUBHOCT aMIIOAMIIMHA y TAIHMEeHTOB CO CTaOMIBHOM
CTCHOKapJMeil, Ba30CHACTUYECKON CTeHOKapJueil u aHruorpauueckd MOATBEPKICHHBIM
IIOPAKEHUEM KOPOHAPHBIX apTEepUil.

Bancapman

B cpaBHMTENBHBIX KIMHUYECKUX MCCIEAOBaHUAX BajcapraHa ¢ uHruouropom AIID yactora
Pa3BUTHSI CYXOT0 Kallljs Obuia JocToBepHO HIKE (p < 0,05) y manueHToB, NOIy4aBIIUuX BajJcapTaH
(y 2,6 % manueHToB, MOMyYaBIIUX BajcapTaH, Uy 7,9 % — nmomywasmux uaruourop AIID). B
KIIMHUYECKOM HCCIIEJOBAHMM, BKJIIOUABLIEM IALMEHTOB, y KOTOPBIX DPAaHEE IPHU JICUECHUU
uHruoutopom AII® pasBuBasics CyxoW Kallenb, IPHU JEUEHUU BAJICAPTAHOM 3TO OCJIOKHEHHE
6bU10 oTMEueHO B 19,5 % ciyuaeB, nIpu JIEYEHUU THA3UIHBIM JuypeTukoM — B 19,0 % cinyuaes. B
TO K€ BpeMs B TpyMNIe MalUEeHTOB, MOJy4YaBUIMX JieueHue uHruouropom AllD, xamens
Habmoancs B 68,5 % ciyyaes (p < 0,05).

Bancapran He BcTynaeT Bo B3auMOJIEHCTBUE U HE OJIOKUPYET PELIEITOPHI APYTUX TOPMOHOB WU
MOHHBIE KaHAJIbl, UMEIOIIIE BaXHOE 3HAUEHHE IS Peryssauuu QyHKUIUN cepaedHO-COCYUCTOM
CHUCTEMBI.

[Tpu neyeHnn apTepualibHON rUIIEpTEH3UH BasicapTaH cHukaeT A/l, He Biusis Ha UCC.

[Tocne nmpuema BHYTpb pa30BOM J103bl BajicapTaHa aHTUTUIIEPTEH3UBHBIA 3PQEKT pa3BUBaeTcs B
Te4yeHUe 2 4acoB y OOJIBIIMHCTBA MAaIMeHTOB. MakcumanbHOe cHMkeHue AJ[ nocruraercs B
TeueHue 4—6 4acoB. AHTUTHIIEPTCH3UBHBIN 2P QEKT BaJicapTaHa COXpaHIEeTCs B TeUeHUE 24 4acoB
nocie ero npuema. IIpyu noBTOpHOM NpUMEHEHUH BajicapTaHa MaKCUMaJIbHOE cHIkeHue AJl, BHe
3aBUCHUMOCTH OT TMPHHSTOM J103bl, OOBIYHO JOCTUTaeTcs B Tmpeaenax 2—4 Henenb U
MOJIEPKUBAETCS HA TOCTUTHYTOM YPOBHE B XOJ€ JUIMTEIbHOU Tepanuu. Pe3koe npekpaiieHue
npueMa BajcapTaHa HE CONPOBOXKIACTCS pe3KUM MoBbIIeHHMEM AJl wiM  Apyrumu
HE)KEJIATEJIbHBIMU KJIIMHUYECKUMU TocieAcTBUAMU. [IpuMeHeHne BancapTaHa y MalUMEHTOB C
XCH (II-1V ¢yuknmonansHble Kiaacesl o kiaccupukauuu NYHA) npuBoIuT K 3HaYUTETbHOMY
YMEHBIICHUIO YHCIa TOCUTaNIn3aui. 9ToT 3((heKT MaKCUMaIbHO BBIPaXXEH Yy IMAllMEHTOB, He
nosydaroux MHruOuTopel AII® wmm Gerta-anpeHOOIOKaTOpPHl. Y MalMEHTOB € KIMHUYECKU
CTaOMIIBHOM JIEBOXKEITYIOUKOBOM HEJOCTATOUYHOCTHIO WM ¢ HapyuieHueM ¢yHkuuu JDK mocne
IEPEHECEHHOro MH(apKTa MMOKap/ia Tepamnus BaJICApTaHOM IIPUBOJUT K YMEHBIIEHUIO CEPCUHO-
COCYJMCTON CMEPTHOCTH.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus
Amnoounun
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[Tocne nprema BHYyTpb aMIIOJIUITUHA B TEPAIIEBTHIECKHX 103aX Cmax B IUIa3Me KPOBU JTOCTHTACTCS
yepe3 6—12 yacoB. AGconoTHast OMO0CTYITHOCTh cocTaBiseT B cpeaneM 64—80 %. [Tpuem numm
HE BJIMSICT HAa OMOIOCTYITHOCTh aMJIOIUIIHHA.

Bancapman
[Tocne mpuema BasncapTaHa BHYTpb Cmax B IJIa3Me KpOBU JocTUraetcs uepes 2—4 yaca. Cpenusis
abcomroTHas OMOIOCTYIMHOCTH cocTaBiser 23 %.

[Tpu npueme BajicapTaHa ¢ MUIIEH OTMEYAETCsl CHUKEHUE OroocTymHOCTH (110 3HaueHno AUC)
Ha 40 %, a Cmax — moutu Ha 50 %, HO IpUMEPHO Yepe3 § YacoB MOCie IpUueMa Mpenapara BHyTpb
IJIa3MEHHbIE KOHIEHTPALlMK BajcapTaHa CXOAHBI B TPYINE MallMEHTOB, MPUHUMABIIMX €ro C
nuuie, u B rpynne, npuHuMmaBiied Haromak. YMeHbuieHne AUC He colpoBoXkaaercs
KIIMHUYECKH 3HAYUMBIM CHIDKEHHEM TeparneBTU4eckoro 3¢ ¢ekra, modToMy BajicapTaH MOKHO
NPUHUMATH BHE 3aBUCHMOCTHU OT TIpUeMa MUIIIH.

Amnoounun + eancapman
[Tocne mprema BHYTph KOMOMHAIIMK aMJIOTUIHUH + BasicapTaH Cmax aMJIOAWMIIHA W BaJICApTaHa
JIOCTUTAIOTCs yepe3 6—8 u 3 yaca COOTBETCTBEHHO.

Pacnpenenenue

Amnoounun

O6wem pacrpenenenus (Vq) cocrasisier mpumepro 21 ji/kr. [To maHHBIM HcCiea0BaHui N VItro
MOKa3aHo, YTO y MAIMCHTOB C apTepHAbHOW THUIEPTeH3UeH 0koio 97,5 % IUPKYIHUPYIOLIETO
aMJTOJTMITMHA CBS3BIBACTCS C OCJIKAMU TUIa3Mbl KPOBH.

AMJ'IOI[I/IHI/IH IMTPOHUKACT UCPEC3 INIALUCHTY U BbIACIIACTCA C I'PyAHBIM MOJIOKOM.

Bancapman

V4 BanicapTaHa B PaBHOBECHOM COCTOSHHUHU IOCII€ B/B BBEIEHHUS COCTaBJsUI OKOJO 17 i1, 4TO
YKa3bIBAa€T Ha OTCYTCTBHE DKCTEHCHUBHOIO PACTIpEEICHHUs BajicapTaHa B TKaHsIX. Bajcapran B
3HAYUTEILHOM  CTEMEeHH  CBSA3BIBAETCS C  OCIKaMH  ChIBOPOTKH  KpoBH  (94-97 %),
MPEUMYIIECTBEHHO aTb0yMUHAMHU.

Amnoounun + eancapman

CKOpOCTI) U CTCIICHU BCaCbIBAHUA KOM6I/IHaHI/II/I AMJIOOUIINH + BancapTaH OKBUBAJICHTHI
OMOJOCTYTHOCTH BajicapTaHa M amIIOJAMIIMHA MPHU MpUeMe KaKIOro U3 HUX B BUJE OTAETHHBIX
Ta0JIETOK.

buotpanchopmanus

Amnoounun

AmrnonunuH HWHTEHCHUBHO (okomo 90 %) wmertabomu3upyeTcss B TEYEHH C OOpa3oBaHHEM
HEaKTHUBHBIX METa0OJIUTOB.

Bancapman

Bancapran He monBepraercsi BbIpakeHHOMY MeTabonusMmy (okosio 20 % NpUHATONW 03B
orpenieNnsercs B Buie MeTaboIuTOB). [ MApOKCUIBHBIN META00IUT ONpeeNsieTcs B I1a3Me KPOBH
B HHU3KMX KoHIeHTpamusx (menee uem 10 % or AUC Bancaprana). DTOT MeTabOIUT
(dhapMaKoIOTHIECKN HEAKTHBEH.

DIuMHHAITHS
Amnoounun

BroiBegenne amionunuHa M3 IJIa3Mbl KPOBM HOCHUT JBYX(a3HbI XapakTep C MEpUOJIOM
nonyBeiBesieHus (T%) mpubmmsutensHo ot 30 10 50 yacoB. PaBHOBECHAs KOHIIEHTpAIHS B IJIa3Me
KPOBH JOCTUTAETCS MOCIE MPOIOJDKUTEIBLHOTO MPUMEHEHHUS! BHYTPb B TeueHue 7—8 nueit. 10 %
HEU3MEHEHHOTo amioaunuHa u 60 % aMIounuHA BRIBOAUTCS B BUJIE META0OIUTOB TTOYKAMHU.

Bancapman
dapMaKOKHHETUYECKas KpHUBas BajcapTaHa HOCUT HUCXOISAIIMH MYJbTUIKCIIOHCHIIMATBHBIN
xapaktrep (T%q<1lwuaca u T'2p okomo 9 uacoB). Bancapran BbIBOAMTCS B OCHOBHOM B

19



HEU3MEHEHHOM BHJE uepe3 KumieyHuK (okono 83 %) u moukamu (okono 13 %). Ilocne B/B
BBEJICHUS IIA3MEHHBIN KIMPEHC BAJICAPTaHA COCTABISIET OKOJIO 2 JI/4 M €r0 MOYCUHBIN KIUPEHC
cocrasnsieT 0,62 51/4 (okoi0 30 % oOuiero knupeHca). T2 BancapTana coctaBiser 6 4acoB.

JInHeHHOCTh (HEINMHEHHOCTD)
dapMaKOKMHETHKA aMJIOIUITMHA U BaJICApTaHa XapaKTePU3yeTCs JIMHEHHOCTHIO.

Oco0ble Ipyniibl NaIMEHTOB

Tlayuenmur nosicunoeo eospacma (=65 rem)

Bpewmst noctimkeHust Cmax aMJIOJUNMHA B IJ1a3Me€ KPOBH Y MOJOBIX MAIMEHTOB M MAIMEHTOB
MOKUJIOTO BO3pacTa OAMHAKOBO. Y TMAalMEHTOB IMOXKUJIOTO BO3pacTa KIMPEHC aMJIOIUIIMHA
HE3HAYUTENIFHO CHIDKEH, YTO NMPpUBOIUT K yBennuenuto AUC u Tx.

v MMalUMEHTOB IIOXHWJIOI'0 BO3paCTa CHUCTEMHAs OJKCIO3HMIHWA BajlCapTaHa HECKOJIBKO Oouee
BBIPpAXXCHA, YEM Yy MMALIMCHTOB MOJIOJA0I0 BO3pacTa, 4YTO HEC ABJIACTCA KIIMHUYCCKH 3HAYMMbBIM.

Hapywenue ¢ynxyuu novex

VY mauueHToB ¢ HapylleHHeM (YHKIUH [0YeK (papMaKOKMHETHYECKHE MapaMeTpbl aMJIOAUIINHA
CYLIECTBEHHO HE H3MeHsIoTca. He ObLIO BBIBICHO KOppENALMU MeXIy (QYHKLIMEH Mouek
(onpenensiemoii o BenmunHe CK®) u cucremuoii sxcniozummeit (AUC) Bancaprana y manueHToOB
C pa3IMYHOMN CTENEHbIO HApYLICHUs (YHKIIUU TOYEK.

He tpeOyercst koppeKuy Ha4aibHOH 1036l Y TAIIMEHTOB C HAPYIICHWEM (YHKIIUU TTOYEK JIETKOM
Y CPEJHEN CTENEHU TSHKECTH.

Hapywenue ¢ynkyuu neuenu

VY nanueHToB ¢ HapyleHueM (pyHKIUH IeYeHN OTMEYEHO CHUKEHUE KIMPEHCa aMJIOAUIIUHA, YTO
npuBoauT K moBeimeHnto AUC mpubmmsurensao nHa 40-60 %. B cpennem, y manueHTOB C
HapyleHreM (YHKINY [IeYeHH JeTKoM u cpeaHeit (kiacc A u B mo knaccudukanun Yaina-I1st0)
crenean OmonmoctynmHocTh (AUC) BascapraHa ynBaWBaeTCs 1O CPAaBHEHHIO CO 30POBBIMHU
NOOpOBOJIBIIAMU (COOTBETCTBYIOIIETO BO3pacTa, moia U Macchl Tena). Ilpemapat Bammocer
JIOJIKEH MPUMEHSTHCSI C OCTOPOKHOCTBHIO Y MAIIMEHTOB C 3a00JIEBAHUSIMU [T€YECHHU.

CTH
q)apMaKOKHHeTquCKHe OCOOCHHOCTH IMPUMCHCHU A KOM6I/IHaHI/II/I aMJIOTUIINH + BaJICapTaH y
I[eTefI " MOAPOCTKOB MJIaAIIe 18 et HE YCTaHOBJICHBI.

6. ®PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

Bawmuocert, 5 mr+ 80 mr, TabJIeTKH, MOKPHITHIE MJICHOYHON 0007T0YKOU
[emntono3a MUKPOKPUCTAIIAYECKAS
Kpockapmenno3za Hatpust

IMoBugon K-25

Hatpus naypuicynbdar

Mannuron

Maruus creapat

Kpemuus nuokcua KoJIOUIHbIN
Obonouka nienounas

Kpacurens xene3a okcup xentoiit (E172)
[TonuBUHUIOBBIN CIUPT

Tutana auokcun (E171)

Makporon

Tanbk
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Bamiocer, 5 mr+ 160 Mr, TabeTkH, HOKPHIThIE IIEHOYHON 000J109KOH
Lemtron03a MUKPOKPUCTAIIIAYECKAS
Kpockapmennosa narpus

[ToBumon K-25

Hatpus naypuicynbdar

Mannuron

Maruus creapat

KpemHuus 1MOKCUI KOJITIOUAHBIN
Obonouka nieHouHast

Kpacurens xene3a okcup xentoiit (E172)
[TonMBUHUIOBBIN CIIUPT

Turana quokcun (E171)

Maxkporon

Tanpk

Bamnocer, 5 mr+ 320 mr, TabeTKH, HOKPHIThIC IIEHOYHON 000J109KOH
[emnros103a MUKPOKPUCTATUITMYECKAS
Kpockapmennosa narpus

[ToBumon K-25

Hatpus naypuicynbdar

Manunuron

Marnus cteapar

Kpemuus 1MoKCuI KOJIIOUAHBIN
Obonouxa nienoynasn

Kpacurens xene3a okcua xentoiil (E172)
Kpacutens xenesa okcup kpacuselii (E172)
[TonMBUHUIOBBINA CIIUPT

Tutana quokcun (E171)

Makporoan

Tanpk

Bamiiocer, 10 mr+ 160 Mr, TaOIETKH, MOKPBITHIC INICHOYHON 000JI0YKON
[emnron03a MUKPOKPUCTAIIIAYECKAS
Kpockapmenno3za Hatpust

IMoBugon K-25

Harpus naypuncynbdar

MaHnHuTON

Maruus creapat

Kpemuus 1uokcua KoJJIOUIHbIN
Obonouka nieHouHast

Kpacurens xeneza okcup xxentoiit (E172)
[TonMBUHUIOBBINA CIIUPT

Turana auokcun (E171)

Makporon

Tanbk

BamitoceT, 10 mr+ 320 mr, TaOJIETKH, TOKPHITHIE INIEHOYHOM 000J0YKOM
[emron03a MUKPOKPUCTAIIIAYECKAS

Kpockapmenno3a Hatpust

IMosumon K-25

Hatpus naypuncynsdar

Manuurton

Maruus creapat

Kpemuus nuokcua KoJsIouIHbIN
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Obonouka nienounas

Kpacurens xene3a okcup xentoiit (E172)
[TonMBUHUIOBBIN CIIUPT

Turana quokcun (E171)

Makporon

Tanpk

6.2. HecoBmecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 roga.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH NPH XPAHEHHUH

XpaHuTh IpH TemnepaType He Boime 25 °C, B OpUrHHaILHOM OJIHCTEpE.
6.5. Xapakrep u conepxaHue yIaKOBKH

Bamiocer, TabaeTku, MOKPHITHIE MIICHOYHOH 0005109K0#, 5 Mr + 80 mr, 5 mMr + 160 mr, 5 mr +
320 mr, 10 mr+ 160 mr, 10 mr + 320 mMr

[To 10 Tabmerok B Onwcrepe W3 KOMOMHMPOBAHHOTO MaTepualia OPHUEHTHPOBAHHOTO
noJIMaMuIa/antOMUHUS/ TIOMTUBUHIIXIIOpUIA U (POTBTY ATFOMHUHHEBOM.

3, 6,9 unu 10 6mcTepoB BMECTE C JIMCTKOM-BKJIAJIBIIIEM ITOMEMIAIOT B MaYKy KapTOHHYIO.

Bamiocer, TaGneTku, MOKPBIThIE MJICHOYHON 0605104K0H, 5 Mr + 80 Mr

[To 14 Tabnerox B Onuctepe W3 KOMOMHMPOBAaHHOIO MaTepHalla OPHEHTHPOBAHHOIO
HOJIMaMUIa/aTlOMUHHS/ TIOJIMBUHIIIXJIOPUIA U (POJIBIY aJTFOMUHUEBOIA.

1,2, 4 unu 7 61McTepOB BMECTE C TMCTKOM-BKIIA/IBIIIEM TIOMEUIAIOT B MAYKy KapTOHHYIO.

Baminocer, TabaeTky, MOKPHITHIE MIIEHOYHON 0007049K0H, 5 Mr + 160 mr, 5 mr + 320 mr, 10 mr +
160 mr, 10 mr + 320 Mr

[To 7 Tabnerok B Onucrepe W3 KOMOMHHUPOBAaHHOIO Marepuana OPUEHTHPOBAHHOIO
noJinaMua/anatOMUHNS/ TIONUBUHWIXJIOPUJA U (POJTBIY aTIOMUHHEBOM.

2,4, 8 unu 14 0a1McTEepOB BMECTE C JIMCTKOM-BKJIAJIBIIIEM IIOMEIIAIOT B MAYKy KAPTOHHYIO.

He Bce pa3Meps! ynmakoBOK MOTYT OBITh JOCTYIIHBI JUIsl peaiu3aliii.

6.6. QOcoOble Mepbl NPEIOCTOPOKHOCTH MNPH  YTWIN3AIUM  HCIOJIb30BAHHOIO
JIEKAPCTBCHHOI'0 npemapara nJIn 0TX0/10B, MOJIYYC€HHBIX mnmocJjie NMPpUMEHECHUSA
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHUNyJsiiU ¢ penapaTomM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

CrnoBeHus

AO «KPKA, n1.1., HoBo mecTo»
[IImapremka mecta 6, 8501 HoBo mecto
Tenedon: +386 7 331 21 11

®dakc: +386 7 332 15 37

Anpec snexrponHoi nmoutsl: info@krka.biz
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7.1. IlpencraBuTeb Aep:KaTesis PerucTPAIMOHHOT0 YA0CTOBEPEeHUA

[Iperen3un HOTDC6I/IT€JICI71 HaIpasJIATH 110 aApECy:

Poccuiickas @enepanus

000 «KPKA-PYC»

143500, MockoBckas o0u1., T. Mctpa, yin. MockoBckas, 1. 50
Tenedon: +7 (495) 994 70 70

®daxkc: +7 (495) 994 70 78

Anpec anekrponHoi nmoutsl: Krka-rus@krka.biz

Pecnyonmka benapychb

[MpencraButenscTBO Akunonepuoro obmecrBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecny6nuka Cnosenusi) B Pecniy6uinke benapyce

220114, r. Munck, yn. @unumonoBa, 1. 2507, oduc 315

Tenedon: 8 740 740 9230

@axkc: 8 740 740 9230

Anpec anekrponnoii moutsl: info.by@krka.biz

Pecniy6nuka Kazaxcran

TOO «KPKA Kazaxcrtan»

050040, r. Anmarsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
Tenedon: +7 (727) 311 08 09

Anpec snekrponHoi nmoutsl: info.kz@krka.biz

PecniyOnuka Apmenus

[IpencraButenscTBO «Kpka, a.1., HoBo Mmecto» B Pecniybnuke Apmenust

0001, r. Epesan, yn. Han6aunsn, a. 106/1 («CAAT-HOBA» BUSHEC-HEHTP), oduc 103
Temedon: +374 11 560011

Anpec anextponHoi# outsl: info.am@Kkrka.biz

Keipreisckas PecniyOnnika

ITpencraButensctBo AO «KPKA, ToBapHa 3apasui, 1.4., HoBo mecto» B Keipreiscrane
720040, Yyiickas obsacts, r. bunikek, OyiabBap DpkUHIUK, 4. 71, 610Kk A

Tenedon: +996 (312) 66 22 50

Anpec snektponHoi mouthl: info.kg@krka.biz

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

JITT-Ne(004836)-(PT-RU)

9. KATETrOrPusl OTIIYCKA JIEKAPCTBEHHOI'O TIPEITAPATA

JlexapcTBEeHHBIN TIpenapaT OTHOCUTCS K KATETOPHH OTITYCKA IO PELETITY».

OOmrasi XxapakTepUCTHKA JIGKAPCTBEHHOTO Mpenapara BamiioceT MoCTynmHa B €IMHOM peecTpe
3apErHCTPUPOBAHHBIX  JICKAPCTBEHHBIX CPeACTB EBpa3sMiCKOro HKOHOMHYECKOTO  COH3a
https://eec.eaeunion.org. 1 Ha O(PUUIMAIBHOM caiiTe YMOJHOMOUYEHHOIO OpraHa (dKCIEepTHOM
oprauusarun) https: https://Ik.regmed.ru/Register/EAEU_SmPC.
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