COOTBETCTBYET
ot 14.07 : 3
UHCTE yKHI/IHH oCcn E;l':: BATENEHOCTL 0002 |

ITO MEJUITMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOI'O IIPEITAPATA
TAJAJTAPNI-AJIHYM

PerucrpaiiuoHHbII HOMeEp:

Toprosoe HanmeHoBanue: TAJIAJIAOHWII-AJIUYM

Me:xayHapo/THOe HelTaTeH TOBAHHOe HaMeHOBaHUe: Ta1anadui

JlekapcrBeHHasi popma: TaOISTKH, TOKPHITHIE TUICHOUHOH 000I0UKOH

CocTaB

1 TaGeTKa, HOKpPHITAs INICHOUHOH 000I0YKOH, COTePIKUT:

Oeticmeyionyee eewjecmeo: Tagamadpmi — 2,5 mr/ 5 mr/ 10 mr/ 20 mr;

6CNOMOCaMENbHIE 6euyecmea; JTAKTO3bI MOHOTH/IPAT, IEJUII0JI03a MUKPOKPUCTAIUITHYECKAs

«tun 101», kpockapMeio3a HaTpuUsl, TUIIPOJI03a (THAPOKCUIIPOITUIILIIUTIONO3a), HATPHUS JaypHil-
cynb(at, MarHUs cTeapar;

gcnoMocamenvrvie eeujecmea Ona 0bONOYKY: TUMPOMEIUIo3a (THIPOKCHUIIPOIHIMETHIIISILIIO-
no3a), Mmakporoi 6000 (momustuineHrmkoab 6000), THTaHa THOKCH/I, TAIBK, KPAaCUTENb JKejesa
OKCH/T JKEJITBIH.

Onucanue

Hoszupoexa 2,5 me: Kpyribie ABOSKOBBITYKIIbIe TAOIETKH, MOKPHITHIE INICHOYHON 000I0UKOH xKeJI-
TOTO I[BETA.

Hozuposka 5 me: Kpyrible ABOSIKOBBITYKJIbIE TaOIETKH, MOKPHITHIE IUICHOUHOH 000I0UKON JKeJI-
TOTO IBETA.

Hozuposka 10 m2: KpyTIIbIe TBOSKOBBITYKIIbIE TAOJICTKH, MIOKPHITHIE MIICHOYHOU 0000 UKo JKeJI-
TOTO I[BE€TA, C PUCKOH.

Hozupogexa 20 me: TBOSKOBBIMYKJIbIC TaOJISTKH MPOJOJTOBATON (POPMBI CO CKPYIICHHBIMH KOH-
[aMHU, TOKPBITHIE TUICHOUHON 000I0UKOH JKEJITOTO I[BETa, C PUCKOMH.

Ha nonepeunom pazpese siqpo TabJIeTOK BCeX JIOZUPOBOK OeJI0r0o WM MOUTH OeJIoTo IBeTa.
dapmakoTepaneBTHHeCKA TPYIIa

CpencTea, IpUMEHSIEMbIC B YPOJIOTHH; CPECTBA JIJIS JISUSHHUS SPSKTUIIHHON THCHYHKITUH.

Kox ATX

GO04BEOS8

dapmakooruiecKue cBoiicTBa

Dapmaxoounamuxa

Mexanusm oeiicmsus
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Taganadui sBisteTcss OOpaTUMBIM CEJIKTUBHBIM HHTHOUTOPOM CHeITU(PUUISCKON K IUKIIHISCKOMY
ryanosuaMoHodochaty (I’ M®@) dpochoauscrepassr 5 tuna (OJ[D-5). Taganadun BMecte ¢ Ok-
cugoMm azota (NO), oOpazyromumest JOKAJIBHO BO BpeMs CeKCYATbHON CTUMYJISIIIUH, IPUBOJIUT K
MOBBIMNEHHIO cojiepkanus Il M@ B kaBepHO3HBIX (MEIEPUCTHIX) TeJIaX MmoJioporo wieHa. Cien-
CTBHEM HTOTO SBJISIETCs paccjableHue IIaJKUX MBIIII, IPUTOK KPOBU K KaBEpHO3HBIM TeJIaM U
SPEKIUS NIOJIOBOTO WISHA.

Obs3amenvHbIM pcilosuem 3hdhexmuteHocmu madanagiuina a61emcs CeKCyaTbHaAA CHUMYIAUUA.
JloGpokauecTBeHHAs TUIIEPILIA3HS TIpeacTaTeNbHOM jkesessl (JII'TIK)

B rnanko# MyckynaType INpeJIcTaTesIbHOM JKeJIe3bl, MOUYEBOTO IY3bIPSI U COCYI0B, KOTOpbIe HX
KpoBocHaOxaroT, UHruoupoanue OJ[3-5 okazpIiBaeT aHAJIOTUYHOE BJIMSHUE Ha KOHIICHTPALIUIO
nI'M®, kak H B IEIEPUCTOM TeJIe II0JIOBOTO WieHa. B pesyipTare Ii1ajikast MycKyJlaTypa COCy0B
pacciabiisieTcs, 9YTo IPUBOIUT K YBEJIHUCHHIO TIepPY3UH KPOBH U, KaK CJIS/ICTBHE, K CHIDKSHHUIO
BeIpaxkeHHOCTH cumnTomMoB JII'TDK. MuaruGuposanue adhdepeHTHON aKTHBHOCTH HEPBOB MOUe-
BOTO IIy3bIpsI U paccyiabieHHe IVIaJKOH MYCKYJIaTypbl NIpeCTaTeIbHOM JKeJie3bl U MOYEBOTO IIy-
3BIPSI MOTYT JIOMIOJIHUTENIBHO YCHUIIUBATH COCYAUCThIE 3P EKTHI.

GapmakoauHaMUUYecKue 3P PeKThI

Hcenenopanms in vitro moxasajiu, 4To Tajanaduil sBISIETCS CeIeKTHBHBIM HHIrHOUTOpoM DJ[D-5.
@OJI3-5 npeacrapisgetr cobolt depMeHT, OOHAPYKEHHBIH B TJIAAKOH MYyCKyJaType MemepucToro
Tesla, COCYUCTON U BUCICPATHHOM IJIAJKOH MYCKyJNaType, CKeJICTHBIX MBIIMIAX, TPOMOOIUTAX,
IOYKax, JeTKUX U Mo3skeuke. Cpenu Beex ocdoaudcTepas Haubosee BhIpakeHHOS BIIMSIHUE Ta/la-
nacdui okazbiBaeT Ha OJ[3-5. Biusinue tananaduia Ha OJ[3-5 Gonee yem B 10 000 pas peImie, deM
Ha OJ[3-1, OJID-2, BJID-3 u ©J[D-4 (pepMeHTHI, KOTOPhIE HAXOIATCS B Cep/Ile, TOIOBHOM MO3Te,
KPOBEHOCHBIX COCY/aX, MEUCHHU U JIPYTUX opraHax). M30upaTenbHOCTh Tajjasadiia B OTHOIICHUH
®J13-5 no cpasaenuto ¢ OJ[D-3 umeer ocoboe 3HaUeHUe, ockobky OJ1D-3 spisieTcs pepMeH-
TOM, PETYJIMPYIOMHMM COKpPATHTEJIBHYIO CIIOCOOHOCTH MHOKapaa. Kpome Toro, BiMsHUE Tajaja-
¢dwna Ha OJ[3-5 npubnuzutensHo B 700 pa3 Beimie, yem Ha OJ[D-6 (hepMeHT, KOTOPBIH HAXOTUTCA
B CeTUaTKe M OTBeuaeT 3a (oToTpancaykiuw). Tanamadun takke G6osee uem B 10 000 pa3 Gosee
aKTHBEH B oTHomeHUH OJ[3-5, yeMm B orHomeHuu MJ[3-7-0OJ3-10.

Dapmaroxunemuxa

Beacvisanue

ITocne mpuema BHYTpH Taganaduii ObIcTpo BeackiBaeTes.. CpeiHsisi MaKCUMalIbHAsI KOHIISHTpAIUs
(Cmax) B mazMe KpoBHU JOCTUTACTCS B CPEJIHEM Uepes 2 yaca mocjie mpuema BHYTph. CKOpocTh

Hn CTCIICHb BCAaChIBAHUA Taz[anac])nﬂa HC 3aBHCAT OT BPCMCHH IIpHCMa IIHUIINH, ITO3TOMY IIpCIiapaT
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MO3KHO IIPUMEHSITh BHE 3aBUCUMOCTH OT IIpHeMa NUInu. Bpems npuema (YTpoM WM BEUESpPOM) He
OKa3bIBAJIO KJIMHWYECKH 3HAUMMOTO BJIMSIHUS HA CKOPOCTh U CTEIICHb BCACHIBAHUSI.
Pacnpeoenenue

Cpeannii o0beM pacipe/eIeHus COCTABIISIET OKOJIo 63 JI, CileJoBaTeIbHO, Tafanaduil pacipeie-
JISISTCSl B TKAHSX OpraHu3zMa. B TepaneBTHUYeCKUX KOHIEHTpauusx 94 % Taganaduia B 1miazMe
KpOBH CBs3bIBaeTCs ¢ Oeskamu. HapymieHne GyHKINM MOYeK HEe BIUSCT Ha CBA3bIBAHUE Tajalia-
¢duna ¢ SGenkamiu.

V¥ 30poBbix 106poBoiblieB MeHee 0,0005 % npuHITON 10361 0OHAPYKUBACTCS B CIIEpME.
Memabonusm

Tanamadgun B ocHoBHOM MeTabomusupyeTcst uzodepmentom CYP3A4 mutoxpoma P450. OcHOBHBIM
IUPKYIUPYIOIIUM METaOOIUTOM SIBJIICTCS MeTUIIKATEXOJITIIFOKYPOHU/T. DTOT MeTabOMT KaK MUHUMYM
B 13 000 pa3 meHee akTiBeH B oTHOomeHHH OJ[D-5, yem Tananadun. CrenoBatesibHO, HE 0XKUTASTCS,
YTO METHIKATEXOJTTFOKYPOHH Oy/IeT KIIMHIHYSCKH aKTHBHBIM MPU HAOIIOTaeMbIX KOHIICHTPAITUSIX.
Buigeoenue

VY 300pOBBIX JIO[EH CpeHUHN KIMpeHC Tajaiaduia Mpu npueMe BHYTPh COCTaBIsIeT 2,5 /4, a
CpeqHui mepuo/ moiayebiBeneHust — 17,5 uvaco. Tamanadui BRIBOIUTCS MPEUMYIIESCTBEHHO B
BU/I¢ HEAKTHBHBIX METa0OJIUTOB, B OCHOBHOM Uepe3 KUIMSUHUK (0K0J10 61 % /103b1) U B MEHBIIEH
CTENeHU IToYKaMu (0KoJ10 36 % J03bI).

Junetinocmv/HenuHeliHocms

(dapmakokHHETHKA Tajajaduia y 310pOBbIX JOOPOBOJIBIEE JHUHEHHA B OTHOIICHUH BPEMECHH H
no3bl. B quamazone 103 ot 2,5 g0 20 Mr miomaas o KpUBou «koHIeHTparusa — epemsi» (AUC)
YBEJIMYUBASTCS MPOTIOPIMOHATIBHO J03¢. [Ipu npueme npenapara 1 pa3 B IcHb paBHOBECHAsI
KOHIICHTpAIIHsI B IJIa3Me KPOBH JIOCTUTASTCS B TSUCHHUE 5 JHEH.

(dapmakoKUHETHKA Tajiaiaduiia, onpeaeieHHAs TIOMY/SIIIMOHHBIM METOJIOM V TIAIIUEHTOB ¢ HapyIlie-
HHUEM DPEKIMHU, aHATTOTHYHA (papMaKOKMHETHKE TpernapaTa y HalueHToB Oe3 Hap YIISHU S SPEKIIHHN.

D apMaKoOKUHEeHIUKA 6 0CO0BIX KIUHUHCCKUX ZPVRIIAX

I ayuenmur nosicunozo eospacma

310opoBbie JOOPOBOJIBITHI B BO3pacTe 65 JIeT U cTapiiie UMeNu OoJiee HU3KHH KIMpEHE Taanaduia
IIpU IIpHEME BHYTPb, UYTO BhIpakalloch B yBenndeHUU AUC Ha 25 % 110 CpaBHEHHUIO €O 37J0POBBIMH
NOOpOBOJIBIIAMHU B Bo3pacTe oT 19 j1o 45 jet. D10 paznuune He ABISeTC KIMHUISCKH 3HAUUMBIM
U He TpeOyeT modopa JO3bI.

Iloueunasn neoocmamouHocms

B xiuHHuecKuX (PapMaKoJIOTHYECKHX HCCIISJOBAHUAX C OJHOKPATHBIM IpHUEMOM Tajaiaduia

(5-20 Mr) y manueHToB ¢ MOYSUYHON HETOCTATOUHOCTHIO JIETKON CTeNIeHU (KIUPEHC KpeaTHHUHA
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[KK] 60-89 mn/mun) u cpeanet crenenn TspkecTr (KK — 30—-59 Mi/MuH), a TakKe y TAITASHTOB ©
TepMUHAJILHOU CcTa/Iuel MOUeYHON HeJOCTATOYHOCTH, HAXO ISIIIUXCS Ha TeMOTHANIN3E, DKCIIO3H-
us Taganadmia (AUC) npuGIH3UTELHO VIBAUBAJIACK. Y MAIIUEHTOB, HAXOMSIIUXCS HAa TeMO/TH-
anuze, Cmax Obuia Ha 41 % BbIIIE, MO CPABHSHHIO CO 3I0POBBIMH J0OpOBOJIbIIaMH. BhIBeaeHUE
Tajanaduia ¢ MOMONIBIO FeMOJHANIN3A ABIACTCS HE3HAUUTEIILHBIM.

Ileuenounas HeoocmamouHocmy

ITpu npumenenuu J103p1 10 Mr skcnozurus Taganapuia (AUC) y malueHToR ¢ IeYeHOTHON He-
JIOCTATOYHOCTBIO JISTKOU M Cpe/IHEH CcTeleHH TsDkecTH (Kiace A U B no mkazne Yaing-I1eto) cpae-
HHUMa ¢ TAKOBOU Y 3/TOPOBHIX JOOPOBOJIBbIIEB. B OTHONEHUH NAIUEHTOB ¢ TICUSHOYHOH HeJoCTa-
TOYHOCTBIO TspKesIoU creneHHu (kiace C nmo mkane Yalna-11s10) KIIMHUYECKHe JaHHBIE OTpaHU-
4yeHbl. J[aHHBIC 0 €3KeTHEBHOM IIPUMEHEHUH Talajladiiia NalMeHTaMH ¢ IeYeHOYHOM HeTOCTaTou-
HOCTBIO OTCYTCTBYIOT. 1Ipy HazHaUeHUM IpenapaTa B €XKeTHSBHOM PeXKUMeE Y TAIUEHTOB ¢ IeYe-
HOYHOM HEAOCTATOUYHOCTHIO TSDKENION CTeTICHH HEeOoOXOUMO MPEBAPUTEIILHO MIPOBECTH OICHKY
PHCKa H M0JIb3bI IPUMEHEHUS NIpenapara.

Caxapnulii ouabem

VY manueHTOB ¢ caxapHbIM JuabeToM Ha ¢oHe mpuMeHeHHs Tagaitaduia sHauenune AUC Gbuio
MeHbIIe pUMepHO Ha 19 % 1Mo cpaBHEHHUIO €O 30pOBBIMU JoOpoBosbliaMu. Koppekiuu /10361 y
TaKuX MaIMEHTOB He TpebyeTes.

IHokazaHu K IPpUMEeHEeHHIO

JleueHue SpeKTUIILHOM JUCHYHKITUH Y B3POCIBIX MYMKUHH.

CumnTomMaTHUeCKOe JIeUeHUE ToOpOKAaUeCTBEHHOHN TUIIEPIUIAZUHU TIPE/ICTATSIILHOMN JKeJIes3bl — JIIs
JIO3UPOBKH TIperapaTa 5 Mr.

OpekTuiibHas TUCHYHKITHS V TAIHSHTOR ¢ CUMIITOMAMHU CO CTOPOHBI HIJKHUX MOYEBBIBO/ISIIUX
nyTed Ha doHe TOOpOKAYSCTBEHHON THUISPIUIA3UU MPEACTATSIBHON Kele3bl — ISl JTO3UPOBKU
npermnapara 5 Mr.

Obs3amensHbim yciosuem Ihexmuierocmu maoanaguina A611emcs CeKCyanbHasA CRUMYIAUUA.
IIpoTuBonOKa3ZaHuA

* ['unepuyBCTBUTEIHLHOCTD K Ta/lalladrITy W/HIH K JTIOOOMY M3 BCTIOMOTATE/ILHBIX BEMISCTE B
COCTaBe Ipernapara.

» [Ipuem Tajianaduia MPOTHBOMOKA3aH MAIUEHTAM, PETYJSIPHO WIH MEPUOJUISCKH MPUHUMA-
FOIUM JTIIOOBIE JISKApCTBEHHBIE TIpeNapaThl, CoiepIKalliue OpraHuIecKue HUTpaThl. B KIuHU-
YeCKHUX HCCIICIOBAHUSIX ObLIO MOKa3aHO, UTO Tajajaduil YCHIUBAET THIOTCH3UBHOE JICH-
CTBUE HUTPATOB. CUUTACTCS, UTO 3TO CBA3AHO ¢ KOMOWHHUPOBAHHBIM BO3/ICHCTBHEM HUTPATOB

U Tajjasiadriia Ha MeTaOOIMUSCKHH My Th OKcHIa azota/ml M @.
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» Bozpact 1o 18 jer.

» Hannune mpoTHBONMOKA3aHUN K CEKCyaJbHOM aKTHBHOCTH Yy MAIIMEHTOR ¢ 3a00JIeBaHUSIMU
CepJICUHO-COCYAUCTOM cHCTeMbl. Bpauu JOJIKHBI YUUTHIBATH BO3MOJKHBIN KapAHOJIOTHYE-
CKHH PHUCK CEKCYaJbHOW aKTUBHOCTH Yy HAI[UEHTOB C CepACUHO-COCYIUCTHIMH 3a00JIeBaHuU-
sAMHU B aHamHe3e. ClieyIolue IpyIibl MaUeHTOR ¢ 3a00JIeBAHUSIMU CEPACUHO-COCYIUCTON
CHCTEeMBI He OBLITH BKJIFOUSHBI B KIIMHUYESCKUE UCCIICOBAHUS, B CBS3H C UeM MpHEM Tajaja-
¢una UM TPOTHBOIMOKA3AH: MAIUSHTHI ¢ WH(PAPKTOM MHOKap/Ja B TeueHHe mociieaHux 90
JTHEH, TIAIUEHTHI ¢ HeCTAOUILHON CTCHOKAp/IUeH UITH BOZHUKHOBEHUEM MPUCTYIIA CTEHOKAp-
JTAUA BO BpeMsI MOJIOBOTO aKTa, MAIUEHTHI ¢ XPOHUUESCKOW cepAeUHON HETOCTaTOUHOCThIO 11
KJjlacca U Bbimie 1o kiaccudukanud NYHA B TeueHHe MOCHSTHUX 6 MECSIIECB, MAIIUSHTHI C
HEKOHTPOJIMPYEMBIMH apUTMHSIMHU, apTepualbHOoN runotreHsued (AJ] menee 90/50 mm
PT. CT.), HEKOHTPOJIMPYEMOU apTepHAIIbHON TUIIEPTEH3UEH, TTAI[USHTHI ¢ UHCYJIBTOM B TeUe-

HHe IOCISTHUX 6 MECSIIEB.

Y manueHToB ¢ AMHU30/1aMU Pa3BUTHS HEAPTEPUUTHOM NepeJHEH UIIEeMUYSCKON HeHpomaTuu
3pUTEJILHOTO HEPBA C MOTEPEH 3peHUS Ha OJTUH TJIa3, HE3aBUCUMO OT TOTO, OBIJIH JIU HTH AIIU-
30/1bI CBS3AHBI C MPEIbLIYIUM IpUMeHeHHeM HHruOuTopa ®J[3-5. OnHOBpeMeHHOE MIpUME-
HEHHUE C JIOKCA303WHOM, C JIpYTUMH HHruOuTOopamMu ®J13-5 u qpyruMu BapHaHTaMH Tepalul

APEKTUIHHOHU TUCHYHKITUH.

O,Z[HOBpeMeHHOG NPpAMCHCHUE CO CTUMYJIATOPAMHA I'YaHWIATIUKIIA3bl, TAKUMH KaK pHOIUIYaT,

IMIPOTUBOIIOKA3aHO, ITOCKOJIBKY OHO MOKCT IIPHUBECTH K CHMIITOMATHYECKOH THIIOTSH3HH.

HpHMCHeHHC Y IMIAaJUCHTOB € XpOHquCKOﬁ MOYSYHOU HEJOCTATOYHOCTBIO TSDKEJION CTETIICHH

(xupeHc kpeaTuHUHA MeHee 30 MII/MUH).

HenepeHOoCHUMOCTh JTAKTO3bI, JePUIUT JaKTa3bl, CHHAPOM TJIIOKO30-TaJIaKTO3HOW Malhal-
COpOITUH.
C ocTopoxHOCTHIO

* YV NAlMEeHTOB € IMEUYSHOYHOW HEJOCTATOUYHOCTBHIO TsDKEJNIOW cremeHH (iace C mo mikaie
Yaina-11s10) B CBSI3U ¢ HETOCTATOYHOCTHIO JAHHBIX.

* ¥V NaIlUeHTOB ¢ MPEeAPacloIOKeHHOCTRIO K MpHanu3My (MpU CepIOBUAHO-KICTOUYHOU aHe-
MHUH, MHOKECTBCHHON MHEJIOME WK JISHKSMHH) WIH ¢ aHATOMUYECKOH fedopmariueit moo-
BOTO WieHa (YIJIOBOS HCKPHUBJIICHUE, KaBepHO3HBIN Gubpo3 mwim Gosesns lleliponn).

* [Ipu ogHOBpeMeHHOM TipHeMe ¢ HHTHOUTOpamMu uzodepmenta CYP3 A4 (putoHasup, cakpu-

HABUP, KETOKOHA30J, UTPAKOHA30J, KJIAPUTPOMHUIIMH, SPUTPOMHUIIUAH, TPEUTIPPYTOBLIN COK),

TUITOTSH3UBHBIMH CPEJICTBAMU, HHTHOUTOpaMu S-ajibda peTyKTashl.
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* ¥V MaIeHTo B, MPUHUMAOIIUX alb(ha-apeHoOI0KATOPhI, TOCKOJIBKY O/THOBPEMEHHOS IPUMEHE-
HHUE B HEKOTOPBIX CITYUasiX MOKET MPUBECTH K CUMIITOMATHUECKOH apTepHaIbHONU THIOTCH3H .

Bo BpeMsi 6epeMeHHOCTH U B TI€PUHO/ TPYAHOT0 BCKAPMIIMBAHUSA
[Ipenapar He npegHA3HAYSH JUIsl IPUMEHEHUS Y JKEHITUH.
Crnioco6 nmpyMeHeHUs U T03bI
Jlns1 npuema BHYTpS.
I pumenenue npenapama TAJAJA OUI-AJTYM no noxasanuio spexmunvras oucynxyus (31)
JIJ1s1 DAITUeHTOB € YacTOM ceKCyalbHON aKTUBHOCTBIO (2 pasa B Helento U 6oJiee): peKOMEH/JOBaH-
Has YacToTa IpHeMa — eXKeTHEBHO | pa3 B CYTKH B JJ03€ 5 MT B OJIHO U TO JK& BpeMs BHE 3aBUCH-
MOCTH OT BpeMeHH MpueMa Muiny. /[o3a MoxkeT ObITh CHUKEHA 10 2,5 Mr 1 pa3 B CYTKH B 3aBHUCH-
MOCTH OT MHJIUBUIYAJbHOU UYBCTBUTEIBHOCTH. llenecoobpa3HOCTh €xe/THEBHOTO IPUMEHEHUS
mpemnapaTa JOJDKHA IepUOTUISCKH TIepecMaTpUBAThCS.
JIJ14 manueHTOB ¢ HEYacTOM CeKCyallbHOM aKTUBHOCTBIO (peKe 2-X pa3 B HEJICNI0): peKOMEH ye-
Mmas go3a npenapata TAJIAJIAOUII-AJIMYM coctapisieT 20 M, KOTOpbIE IPUHUMAIOTCS TIEpE]
IIpEAIOoaraeMol CeKCyaIbHON aKTHBHOCTBIO HE3aBHUCHMO OT IpHeMa mumu. [Ipenapar ciexyer
MIPUHUMATh KaKk MUHUMYM 3a 30 MUHYT /10 CeKCYaJIbHOM aKTUBHOCTH.
MakcumanbHasi 4acToTa IpuemMa — 1 pa3 B CyTKH.
Tananadun B 1oze 20 Mr npegHA3HAUCH JJIs1 IPUMEHEHHUS TIEpe]T Mpe/IoaaraeMol cekcyaibHON
AKTUBHOCTBIO U HE PEKOMEHAYETCS JIJISl TOCTOSIHHOTO €3KEHEBHOTO MpUeMa.
Ipumenenue npenapama TAJAJTADHII-AJIHTYM ona cumnmomamuueckol mepaniu 0oopoxa-
YyecmeeHHoU cunepniazuu npeocmamenvHoli ocenesovt (11TDK) unu spexmunvHol OUuchyHKyun y
nayuenmos ¢ cumnmomamu J1I'TDK
Pexomennyemast 103a COCTaBJISICT 5 MT B CYTKH, KOTOpbIe IPUHUMAIOTCS IPUMEPHO B OJTHO U TO
JKe BpeMsl, KaKIbIH JIeHb, HE3aBUCHUMO OT IpueMa MUIy. JlJist B3poCIbIX MY>KUUH, IPOXOIAMINX
JIeYeHUe Kak JJOOPOKAUeCTBEHHOHM THUIEPIUIA3HUU MPEACTATSILHOU JKelle3bl, TaK U DPEKTUIILHOU
TUChYHKITUH, peKOMEHIyeMast J03a TaKKe COCTABJISIeT 5 MI' B CYTKH, KOTOpbIe IPUHUMAIOTCS MIPH-
MEPHO B OJIHO H TO K€ BpeMsi, KayKJbIH JeHb.
Ilpumeneriue ¢ 0co6bIX KIUHUYECKUX ZDYRAAX RAUHEHINOE
Y noowcunvix nayuenmoes
VY maIueHToR MOKUIIOTO BO3pacTa moadop J03bl He TpeOyeTes.
Y nayuenmos ¢ napywenuem gynxyunu nouex
VY DanueHToB ¢ NOYSYHON HEJOCTATOUHOCTHIO JISTKOM U cpe/iHeH CTeNeHU TSDKECTH KOppeKIUs

03Bl IIpCIIapaTa HE Tpe6yeTC$I. Y HaInueHTOB ¢ MOYSUHOHN HETOCTATOUYHOCTRLIO TSHKEJIOM CTEINCHH
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MaKCHMAJIbHOW peKOMEHyeMOM 1030 MpH MpUMEeHEeHHH 110 TpeGoBaHUIO (Tiepe]] Mpe/Inoiarae-
MOU CeKCyaJIbHOU aKTUBHOCTHIO) sIBJISICTCSI J1o3a 10 Mr.

EsxenueBHbIN npueM Taganaduia B qo3ax 2,5 WK 5 Mr Kak U JISUSHUS SPSKTIIHHOU TUCPYHK-
I[UHU, TAaK U JJOOpOKAaYeCTBCHHON THIIepIUIA3UH IPECTATeIbHOM JKeJie3bl MAIUeHTaM ¢ MOuYeYHOU
HEJIOCTATOYHOCTBIO TSDKEJIOW CTEIIeHH, He PEKOMEHTYeTCsL.

Y nayuenmos ¢ napywenuem gynkyuu nedenu

[Ipu neueHun >peKTHIBHONU JUCPYHKIUU ¢ puMeHeHUeM npenapata TAJIAJTAOUII-AJIUYM
o TpeOOBaHUIO pEKOMEH TyeMast J03a cocTapsieT 10 Mr, KOTOpbIe MPUHUMAIOTCS TIEpeT PEIITo0-
JIaraéMOM CeKCYaJIbHOM aKTHBHOCTBHIO, HE3aBUCHUMO OT IpUeMa Numu. MMeroTcess orpaHuYeHHbIe
KJIMHHYECKHE JaHHbIe 0 Oe3omacHocTH mpenapata TAJIAJTAGUII-AJIMYM y nmanueHToB ¢ Tie-
YEHOYHOM HEJIOCTATOYHOCTHIO TspKe oM cTenenH (kiace C mo mkaie Yang-11s10); mosTomMy npu
Ha3HAYCHHUH JAHHOTO Tpenapara BpadyoM JODKHA ObITh MPOBE/ICHA TIATeIbHAS WHIUBH/TyaTbHAS
OIIeHKA COOTHOIIISHHUSI TIOJIb3bI M PUCKA €TI0 MPUMEHeHHUs. J[aHHbIe O IPUMEHEHUH MAaIlUeHTaMH
[IeYSHOYHON HEeTOCTATOYHOCTHIO Tajasaduia B Jo3ax Gosiee 10 MI OTCYTCTBYIOT.

ExxenueBHBIN npHeM Tajanaduia Kak JUis JISUSHUS! DPeKTHIbHON TUChYHKIIUY, TaK U JOOpoKa-
YSCTBEHHOM TUIePIUIa3UuU MPe/ICTATeILHOM HKele3bl, Y MAIHeHTOB ¢ IEYeHOYHON HeJOCTATOYHOC-
ThIO HE OIICHUBAICS, MMOATOMY IPH HA3HAUCHUM JAHHOTO IMpernapaTa BpauoM JOKHA ObITh MPo-

BeJICHA TIIATeIbHASI HHAUBHYATbHAS OLIHKA COOTHONICHHUS MOJIB3BI U PUCKA eTO NPUMEHEHHUSL.
Y nayuenmos ¢ caxapnvim ouabemom

VY DaiueHToB ¢ caXapHbIM JIHa0eTOM 110,100p J103bI Mpenaparta He TpeOyeTcsl.

IloGounoe nelicTBHE

HauGonee 9acTo perHCTpHPYEMbIMHU HeXKeIaTeIbHBIMU PEAKIUAMH Y MAIIUSHTOB, IPUHUMAOTIUX
Taganaduil ISl JICUSHUS] SPEKTHIbHOW JUCPYHKITUH WIH JOOpPOKAUYeCTBEHHOW THIMEpIUIa3uu
MpeACTaTeILHOM JKeJIe3bl, SIBJSUTUCH TOJIOBHASI OOJIb, TUCTICTICHS], OOJIb B CIIMHE U MHAJITHUS, dac-
TOTa KOTOPBIX YBEJIUYUBAIACH C YBEJIMUESHUEM JI03bI MpenapaTa. boJbIIUHCTBO HEXKeIaTeIbHBIX
peaknui OBIBAIOT, KaK MPaBUJIO, JETKOH WM CpeAHeH CTeNeHH TSDKECTH U HOCST MPEeXOsIui
XapakTep. BOJBITHHCTBO CIIyYaes TOJOBHON GOJIH, 3apeTUCTPUPOBAHHBIX MPH €)KETHESBHOM TIpH-
eMe Tajanaduia, UMeId MeCTo B TedeHHe nepBbix 10-30 qHel oT Havaia JeueHUs.

BosMosxHbIe HexxenaTeNlbHbIE peaklMu Ha (oHe mpueMa Tajajaduia paclpe/ieieHbl IO CHC-
TEMHO-OPTaHHBIM KJIaccaM ¢ YKa3aHHEM 4acTOThl MX BOSHUKHOBEHHSI COTJIACHO PEKOMEHAAIUSIM
BO3: ouenp wacto (> 1/10); wacto (> 1/100, < 1/10);, mewacto (> 1/1000, < 1/100); peako
(> 1/10000, < 1/1000); ouensb peako (< 1/10000); yacToTa HeH3BECTHA (HEBO3MOIKHO OTIPE/ISIUTD

Ha OCHOBaHHH JOCTYIIHBIX I[aHHbIX).
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Hapyuienus co cmoporst UMMYHHOU CUCEM bl
Hewacro: peakiiuy runepyyBCTBHTEILHOCTH.
Pejiko: aHTHOHEBPOTHUECKHH OTEK .

Hapyuienus co cmopomst HepsHOlE cucmembl

Yacro: rosioBHasi 60J1b.

HewacTto: ro1oBoKpyKEeHUE.

Pejiko: HHCYILT' (B TOM YHCIIe FeMOpparudyeckye spIeHHs), OGMOPOK, TPAH3UTOPHBIE HIIeMHUUE-
CKHe aTaKH', MHTPEHb, CYJJOPOTHZ, TPAH3UTOPHAS aMHE3HSL.

Hapyuienus co cmopomnst Opeana 3peHus

HewacTo: HeUeTKOCTh 3pUTEILHOTO BOCHPHSTHS, OOJICBbIE ONYIEHUS B TJIA3HOM SIOIIOKE.

Peniko: HapyIeHHe moJiel 3peHuUs, IPUITYXJIOCTh BEK, KOHBIOHKTUBAJILHAS THIIEPEMUSL, HeapTepUHT-
Hasl [epe/IHs HIIeMUUYeCKas HeHpOIaTHsl 3pUTeIbHOTO HepBa, OKKIIIO3HUS COCY/IOB CeTUATKH Tiiasa’.
Hapyuienus co cmoponsl Op2ana cryxa u MabUpuHmusle HapyueHus

Hewacro: 3B0oH B ymiax.

Penko: BHeRanHas moTepsi ciayxa.

Hapyuienus co cmoponul cepoya’

Hewacrto: Taxukapausi, olyIeHue ceparieOneHus.

Penko: HE(ApKT MHOKAp/a, XKey0UKOBbIe HAPYIIEHHS PHTMAa’, HeCTaAOMIIbHAS CTEHOKAPIHS-.
Hapyuienus co cmoporst cocyoos

YacTo: «IIPUJIUBBD) KPOBH K JIMILY.

HeuacTo: CHUKeHHE apTepHAILHOTO JABICHHUS , TIOBBINICHHE apTePHAILHOTO JaBICHHS.
Hapyuienus co cmoporst OblxamenbHOoll CUCmeMbl, OpeaHoe SpYOHOL KIeMKIU U CpedoCmeHts
YacTo: 3a103KSHHOCTh HOCA.

Heuacto: ojpiiiika, HOCOBOE KPOBOTECUCHHUE.

Hapyuienus co cmoporsl seny0ouHO-KUMEeHHO20 MPaKma

Yacro: TUCTICTICHSI.

Hewacto: 601b B 3JKHBOTE, racTpo33odareaibHbIN pedItoke, pBoTa, TOMIHOTA.

Hapyuienus co cmopoHsl KOJCU 1 NOOKONCHBIX MKAHEL

Hewacto: Ko)KHasI CBITTb.

Pesiko: kpamupHuIA, cuHApoM CTHReHca-][KoHCOHA?, SKC(OIMATHRHBIN JepMATHT , THIEPTH/I-
po3 (TOBBIIIEHHAS IOTIUBOCTD).

Hapyuwenus co cmoporst CkenemHo-MuliedHOl 1 COCOUHUMENbHON MKAHU

Yacro: 60415 B CIIMHC, MHUAJIT UL, 00JIb B KOHEUHOCTSX.

Hapyuienus co cmopomst nodex 1 Mouesvle 003 uux nymetl
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Heuacto: remaTypusi.

Hapyuienus co cmoponsl NOLOBbIX OPeaHOE 1 SPYOHOTI Jicenesbl
HeuacTo: miuTenbHas SpeKIus.

Penko: mpuanusm, reMaTocrepMusi, KpOBOTCUSHHE W3 MOJIOBOTO WICHA.
Obuue paccmpoiicmea

HewacTo: GoJib B rpyau’, epudepuueckuii 0TeK, yCTaloCTh.

Pejiko: oTek JuIa’, BHe3aIHas cep/ieuHast CMepTh 2.

'V GonpmmHCTRA MAIHEHTOR B aHAMHE3e GBUTH Cep/IedHO-COCYAUCThIe (PaKTOPHI PUCKA.

? TTocTperucTpanoHHOS HaGIIOIcHHE BBISBHIIO HeKelaTebHBIE peaKI[HH, KOTOphle He HaGIIO-
JAJTACH B TUIAIe00-KOHTPOJIHPYEMBIX KIIMHUYSCKUX HCCIISTOBAHUSIX.

3 Yame mabmrofamuck, Koraa TajaiaduI IPEMEHSIICS Y MaIlHeHTOB, yiKe IPHHAMAIONIHNX THIIO-

TCH3UBHBIC CPEC/ICTBA.

OnucaHue OTAeIbLHBIX HEKEJIATSILHLIX PeaKITHH

Cpeau nmanueHTOB, MOJTYYaBIIUX Tafganadui 1 pa3 B CyTkH, coo0IMAaIoch 0 HEMHOTO 6oJiee BBICO-
KOW YacToTe, B CPAaBHEHMH C IUIale0o0, OTKIOHSHUH oT HOpMbI TapameTpoB DKI', mpekae Bcero
CHHYCOBOU Opaiukapaun. BoIbIMIUHCTBO U3 STUX OTKIOHSHUH HE COTPOBOKIAINUCEH HEXKeTATe Ib-
HBIMH KJIMHHYSCKUMU TPOSIBICHUSIMHU.

Jpvrue ocoOble MONVIISAIHH MAITHEHTOB

JlaHHBIe KIMHHUYSCKUX UCCIENOBAHHUN O TAlUeHTaX cTapine 65 JeT, MoMyJaronux Tagaaadui Jis
JIeUeHUsT SpeKTWIbHOHN qucdyukiuu audo JI'TDK, orpanudensl. B KIMHAYECKHX UCCIICIOBAHUSX C
IpUMeHeHHeM Tafaadguia o TpeOGOBAHUIO [T JISUSHUS SPEKTHIILHON qUC(YHKIIUU CPeIH MalueH-
TOB B BO3pAcTe CTapiie 65 JleT yalle perucTpUpOBaJIUCh CIIyUau JUapeu. B KIMHUYeCKUX UCCIIe0Ba-
HUSIX C e)KeTHEeBHBIM MpUMeHeHHeM Tafanadmia B 1o3e 5 mr s aeuenns JI'TDK cpenu maiueHTOB
B BO3pacTe cTapiie 75 JIeT yale perucTpUpOBAIMCH CITyUau TOJIOBOKPYIKSHUS U JTHAPEH.
Ilepemo3upoBka

[Ipu HazHAYESHUH 3A0POBBIM JOOPOBOJIbIIAM Tafataduia oJHOKpaTHO B Jo3e 1o S00 Mr u maiu-
eHTaM MHOToKpaTHO J0 100 Mr/cyT HexenaTebHbIE PeaKIuu ObLIIM TAKUMHU K€, KaK U MpH IpHU-
MEHEHHH OoJice HHU3KHX J103. B ciyyae mepeo3upoBKH HEOOXOTUMO MPOBOJUTH CTAHIAPTHOES
CHMIITOMaTHUYeCKOe JieueHue. 1lpu remMoauanuze tagaaaduil NpakTHISCKH He BRIBOTUTCS.
BzaumoneiicTBHie ¢ APYTUMHU JIeKAPCTBEHHBIMH CpeIcTBAMHU

Uccnenopanusi JISKapCTBEHHOTO B3aUMOJICHCTBHS MPOBOJWIN ¢ Tajanadwmwiom 10 Mr w/uiu
20 MI' B COOTBETCTBHH € YKa3aHUSIMH HIDKE. UTO KacaeTces TeX UCCIISJOBAaHUN B3aUMOJICHCTBUS, B
KOTOPBIX MPUMEHSIIACh TOJIBKO J03a TaJlanaduia 10 Mr, HeIb3s MOJHOCTHIO HCKITFOUUTDH KIWHU-

YeCKH 3HAUUMbIC B3aUMOJICHCTBHS IIpHU IPUMCHCHHUHA 0o0JIee BHICOKHX J03.
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Biusnue T'MX IpenaparoB Ha Tajajadua

Hueubumopur yumoxpoma P450

Tananagun B ocHoBHOM MeTabomuzupyercs uzopepmentom CYP3 A4, CeneKTHBHBIH HHTHOUTOP
nzodepmenta CYP3 A4 ketokoHazon B go3e 200 mr B cyTtku ypesmuupaeT AUC Tamanmaduia
(10 mr) B 2 pasa, ¥ Cmax Taanadumia Ha 15 % otHocuteabHo 3HaueHUH AUC, U Cmax Ipu IpuMe-
HeHUH Tajaaduiia B MOHOTepanuu. A KeTokoHas3ol B goze 400 Mr B cyTku yBenuunBaetr AUC
taganaduia (20 mr) B 4 paza u Cmax TaJaagpuia Ha 22 %.

Huruburop npoteas puronasup (200 Mr 2 paza B cyTKH), KOTOPBIH 110/1aBJIsIeT aKTUBHOCTh U30-
depmentor CYP3A4, CYP2C9, CYP2C19 u CYP2D6, ypenmmumBan AUC Ttananaduia
(20 mr) B 2 paza 6e3 u3MeHeHUSI Crax. XOTsI ClICIUpHUSCKUE B3aUMOJICHCTBUS ¢ JPYTUMH UHTH-
OuTOpaMM MpoTeas, TAKUMH KaK CaKBUHABUD, W ApyruMH HHruoutopamu CYP3 A4, Takumu Kak
SPUTPOMHUIINH, KIAPUTPOMHUITUH, UTPAKOHAR0JI H TPeHIIPPYTOBBIH COK, HE MU3YUaJMCh, UX CIIETyeT
Ha3HAYaTh COBMECTHO ¢ TafalaUIOM C OCTOPOIKHOCTHIO, TOCKOIBKY OHH MOTYT CLIOCOOCTBOBATH
HOBBINIEHUIO KOHIISHTPAIlUU Ta/lajladuiia B uiazMe KpoBH. ClieloBaTelIbHO, 9aCTOTa HeXKeJIaTellb-
HBIX PEAKIIHH MOXKET ITOBBINIATHCSL.

Ilepenocuuxu

Posb mepeHOCUNKOB (HampUMep, p-IJIMKONPOTEHHA) B paclIpe/IeIeHUH Tafaladuia HeU3BeCTHA.
CymecTByeT BO3MOXKHOCTE JIEKAPCTBEHHOTO B3aUMOJISHCTBHUS, OIOCPEI0BAHHOTO MHIHOUpOBa-
HUEM IepEeHOCUUKOB.

Huoyxmopwl yumoxpoma P450

CenexTuBHbIH HHIYKTOp H3odepmenTa CYP3 A4, pudamnunun, cHmwkaeT sesmuuny AUC taa-
naduna Ha 88 % B cpapHeHUHU co 3HaueHUsIMH AUC npu MoHoTepanuu Tagaidaduiom (10 mr).
Bo3MO3KHO, IpH 3TOM CHIZKaeTCs 3P (HEeKTUBHOCTD Taiajiaduiia; CTeIIeHb CHIDKeHU d(PheKTUBHO-
CTU HeW3BeCTHA. MOXKHO MpeAnoarath, YTo OJHOBPEMEHHOE IPUMEHEHHUE JIPYTUX UHIYKTOPOB
nzopepmenta CYP3A4 (takux kak perHoOapOutai, GeHUTONH WIH KapOaMas3euH ) TaKkKe MOKET
CHIDKATh KOHIIEHTpAIHIO Tafaladguia B IJIa3Me KPOBH.

Bausnue Tagangaduia Ha Jpyrye JEKapCTBEHHLIE IPemapaThl

Humpamui

B xuHHYeCKHX UCCIIeOBaHUIX ObLIO MoKa3aHo, uyTo Taganadui (5, 10 u 20 Mr) ycuimupaet ru-
HOTEH3UBHOE JielcTBUe HUTpaToB. [lonTOMYy mpuMeHeHHe Ipenaparta Ha (oHe MpueMa JIoOoH
(dhopMBI OpraHUYECKUX HUTPATOB IPOTHBOIIOKa3aHO. KIIMHUYeCKHe HCClleJOBAaHUS, B KOTOPBIX I1a-
I[UCHTHI HA MIPOTSDKEHUU 7 THEH €XKe/THEBHO B pa3HOe BpeMsl MoIydaiu Taganadui B goze 20 mr
U cyOJIMHTBAJIbHBIM HUTPOTJIUIIEpUH B o3¢ 0,4 M, OKa3ajIy, 4To B3auMOeHCTBHe JUIUTCs Goee

24 gacoB U He OIIPpECACIBICTCA IO UCTCUCHUH 48 yacoB mocje MoCIeTHETO InmpueMa Ta,[[a.]'[a(bl/l.]'la.
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Takum oOpazoM, y MAIUEHTOR, MOJYYAIONIAX Mpenapat B 1000l u3 103 (oT 2,5 mr 1o 20 Mr), B
Cyuae BO3ZHUKHOBEHHMSI MEJIMITMHCKON HEOOXOMUMOCTH NMPUMEHEHUS HUTPATOB B YIpoKaromen
JKU3HHU CUTYAITUH, JOJIKHO IPOUTH Kak MUHUMYM 48 4acoB MocJie MOCjeHero IpueMa rnpenapara,
9TOOBI UMETh BO3MOIKHOCTH BBECTH HUTpAT. [Ipu Takux oOCTOSTEILCTBAX HUTPATHI CJIEAYET BBO-
JUTH [OJ1 TIIATEIHHBIM MEIUITUHCKUM HAOIIOIeHUEM ¢ COOTBETCTR YIOIUM MOHUTOPHUHTOM Te€MO-
JAHAMUKH.

I'unomensusHvie npenapamel (6Kn04AS OLOKAMOPLE « MEOEHHBIX » KANbYUEEHIX KAHANO0E)

IIpuem nokcaszosuna (4 1 8 MI B CYTKH) B COUTAHUU ¢ TaJanaduiioM (cyTouHas go3a 5 mr u 20 mr
B BHJC OJIHOKPATHOHM J03bl) 3HAUUTEIILHO YCWJIMBACT aHTUTHIECPTEH3UBHBIN »PdeKkT TaHHOTO
anbda l-agpenobaokaTopa. IToT 3pPekT UTCs He MeHee 12 YacoB M MOIKET MPOSIBJISITHCS CHMII-
TOMATHUECKH, BKJIIoUas oOMopouHble cocTosiHuA. [losToMy Takas KOMOMHAIIMS MpenapaToB He
PEKOMEH/TYeTCSI.

B uccneqoBaHusIX JEKapCTBEHHOTO B3aUMOJICHCTBHS ¢ Thb(Py303HHOM HITH TaMCYJIO3HHOM, MPO-
BE/ICHHBIX C YUAaCTHEM OTPAaHUUYCHHOTO KOJIMUYESCTBA 310POBBIX JOOPOBOJIBIER, TAKUX 3PQeKTOB
3aperucTpUPOBaHO He ObLI0. TeM He MeHee clieTyeT MPOSIBILITh OCTOPOIKHOCTD IIPH IPUMEHEHUH
Tajanaduia y HarueHToB (0co0eHHO MOXKHIOTO BO3PAcTa), MOJIYIAIONIUX alib(a-aapeHoOI0Ka-
TOpbl. JIeueHHUE JOJDKHO HAUMHATHCS ¢ MUHUMAIBHOM JTI03bI U OCTEIIEHHO KOPPEKTUPOBATHCSL.

B xiunnyeckux ¢papMakoIOrHUeCKUX UCCIIeTIOBAHUIX ObLT H3YUCH MOTEHIMAI TaJaiaduia B OT-
HOIIEHHUH YCHJICHHS] AHTUTHIIEPTCH3UBHBIX () (PEKTOB I'UMOTEH3UBHBIX JICKAPCTBEHHBIX MpeTapa-
TOB. BpUIH W3y4YeHbI OCHOBHBIC KJIACCHI THIIOTCH3UBHBIX JISKAPCTBEHHBIX CPE/ICTB, BKIIOUast OJ0-
KaToOphbl «MEJICHHBIX» KaJbI[UEBBIX KAaHAJIOB (AMJIOJUINH), UHTUOUTOPHI AHTHOTSH3UHIIPEBpa-
marommero gpepMeHTa (3HAJANpui), 6IoKaTophl OeTa-aipeHepruuecKiuX pelenTopoR (METOIpO-
JI0JT), THA3HJIHbIe JUYpeTHKU (OeHApodIyasua) U aHTATOHUCTHI PElEeNTOpOoB aHTHOTeH3WHA 11
(pa3nuuHbIe TUIIBI U JJO3bI, OTACJIBHO WIH B COUSTAHUHU ¢ THA3UTAMHU, OJIOKATOPAMH «ME/IJICHHBIX)
KaJIBIIUEBBIX KaHAIOB, OeTa-aJpeHobnokaTopaMu WHin albpa-aapeHobmokaTopamu). Tagama-
¢dun (10 Mr, 3a UCKITIOYCHUEM UCCIICOBAHUM ¢ aHTATOHUCTAMH PeIeNITOPOR aHTHOTeH3uHa I u
aMJIOJIMIIMHOM, B KOTOPBIX NPUMEHsIIACH J03a 20 MT') He MPOSIBIISUI KIMHUYECKH 3HAUUMOT O B3aH-
MOJICUCTBHUS HU C OJJHUM W3 BHINICIIEPSUUCICHHBIX KJIACCOB JICKAPCTBEHHBIX MpemnapaToB. B apy-
rOM KJIMHHYSCKOM (hapMaKOJOTHUSCKOM HCCIISIOBAHUN H3YYalld MpUMEHEeHHe Tajaiaduia
(20 Mr) B coueTaHuu ¢ 4 KJIacCaMU THIIOTEH3UBHBIX CPEACTB. Y YYAaCTHHUKOB, IOJIYyYAOIUX He-
CKOJIBKO TMIIOTCH3UBHBIX NIPEMapaToB, KoIeOaHUsI U3MEPEHHOTO B aMOYJIaTOPHBIX YCIOBHUSIX ap-
TePUATILHOTO JABJICHUS, MO-BUIUMOMY, ObUIH CBSI3aHBI CO CTEIICHBIO KOHTPOJISI apTepHAILHOTO
JABJICHUsL. Y YYaCTHUKOB MCCJISIOBAHUS, UYbe apTepUAILHOE JIABJICHHE XOPOIIO KOHTPOJMPOBA-

JIOCh, CHHIKCHHUC OLLI0 MHHHMAJILHLIM H CXOKHM C Ha6J'IIO,Z[aeMBIM Y 3JOPOBBIX I[06p0BOJ'IbI_[eB. V
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YUaCTHHUKOB, apTepUaIbHOE JaBJIEHHE KOTOPBIX HE KOHTPOJHUPOBAJIOCH, CHIDKEHHE ObLIo Gostee
BBIPAKEHHBIM, XOTS y OOJBIIMHCTBA HCTILITYEMbBIX OHO HE CONPOBOK/IATIOCH TMIIOTSH3UBHBIMU
CUMIITOMAMH. Y TIAIIUSHTOB, MOJYYAIOIUX COMYTCTBYIONSe AaHTUTUIICPTCH3UBHOS JICUCHHE, Ta-
nanadui B Joze 20 MI MOKET BbI3BIBATh HE3HAUUTENIbHOE (32 HCKIIIOUSHHEM aJlb(a-0I0KaTOpoOB)
CHIJ)KEHHE apTepHaJIbHOTO JIaBJICHMsI, KOTOPOe, CKOpee BCEro, He SIBJSTCS KJIMHMUYESCKH 3HAYH-
MBIM. AHAJIHM3 JIaHHBIX KIHHHYeCKUX uccienoBanuit 111 ¢asbl He mokasan paznuums B mpoduie
HE)KeJIaTeJIbHBIX SIBJICHUH, 3apeTUCTPUPOBAHHBIX Y MAIIMEHTOB, MOJIYYaBIINX TaJajaduil B MOHO-
TEPAIlUU U B COUCTAHUH C THIIOTSH3UBHBIMHY IIpenapaTaMu. TeM He MeHee MallHeHTaM, MOJTydaro-
UM TUIIOTCH3UBHBIE TIPETIapaThl, CJISAYEST AaTh COOTBETCTRYIOMME KJIMHUYISCKHUE PEKOMEHIAINN
OTHOCHUTEJILHO BO3MOKHOTO CHIDKSHUS Y HUX apTepHAIBHOTO JIaBJICHUS.

Puoyueyam

B xIMHHYECKHX HCCIIGAOBAHUAX OBLIO MOKA3aHO, UTO PHOIMIYAT YCHIHBAECT aHTUTHIIEPTEH3UB-
Hbie 3 dexThl HHrHOHTOpOoB MJ[3-5. JlokazaTeancTB GIaronpusATHOTO KIHHUISCKOTO 3¢ deKTa OT
IpUMEeHEeHHs] KOMOMHAIIMY B NIPOAHAIM3UPOBAHHON MOMYJLIIMU MAllUEeHTOB MOJIY4eHO He ObLIO.
ConyTcTByIolee MpUMEHEHHE prUOIUTYyaTa ¢ uHruouTopamu MJ[D-5, prmodas Tajanadui, mnpo-
THUBOIIOKA3aHO.

Huzubumopnl 5-anea-pedykmasvi

IleneHanpaBIeHHBIX UCCIISOBAHUH JIGKAPCTBEHHOTO B3aMMOICHCTBHSI Tafaaduia U HHTHOUTO-
poB 5-anbda-peyKTa3bl He IPOBOJUIIOCH, IPU UX OJHOBPEMEHHOM IpHEMe ClIeTyeT coOIIoaaTh
OCTOPOKHOCTS.

Cybcmpamur CYP1A2 (nanpumep, meopuinun)

ITpu npumenenuu Tajataduiaa B goze 10 Mr ¢ TeopMUIMHOM (HECEIEKTUBHBIM HHTHOUTOPOM
dochoamdcTepassl) B KIMHUYSCKOM (PapMaKOJOTHUSCKOM HCCIIeTOBaHUM (hapMaKOKHHETHUEC-
KOTO B3aMMO/ICHCTBHSI 3apeTUCTPUPOBAHO HEe ObLII0. EUHCTBEHHBIM (papMakoJHHAMHYESCKUM d(-
(eKTOM SIBJISLIOCH He3HAUUTeNbHOE (3,5 y/I. B MUHYTY) YBEJIMUSHUE YaCTOTHI CEPJCTHBIX COKpa-
meHuH. XoTs JaHHBIN >(PeKT ABIIseTCs He3HAUUTEILHBIM U He UMeJT KJIMHUYECKOTO 3HAUCHHUS B
JAHHOM HCCJIS/TOBAHUH, €TI0 CJIeyeT YUUTHIBATH IIPU COBMECTHOM IIPUMEHEHHUHU STHUX JICKApCTBEH-
HBIX TIPETIapaToB.

OMUHUAICMPAcUon u mepoOymanuH

Taganadui BbI3BIBAET yBeJIMUYCHHE OMOTOCTYIHOCTH STHHWIDCTPAINOJIA TIPU NIpUEMe BHYTPb.
CxogHoe nmoBblMeHue OHOTOCTYITHOCTH MOKHO OXKH/IaTh IIPU IIpHeMe BHYTph TepOyTajuHa, 0/1-
HAKO KJIMHHUYSCKHUE MOCJIC/ICTBUS HE YCTAHOBJICHBI.

Anxoecons
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Tanamadwun (10 Mr uim 20 Mr) He OKa3bIBAJI BIUSHUS HAa KOHISHTPAITHIO aJIKOTOJIS (CPETHSIS MaK-
cUMasibHasA KoHIeHTpanus B KpoBH 0,08 %) rnpu coBMeCTHOM IIpUeMe, KaK U aJIKOTOJIb HE OKa3bl-
BaJI BJIMSTHUS Ha KOHI[CHTPAIKIO Tajanaduia 4epes 3 yaca Mocjie COBMECTHOTO IPUMEHEHUS. AJl-
KOT0JIb IIPUHUMAIIN TaKUM 00pa3oM, 4T0ObI MAKCUMHU3UPOBATH CKOPOCTh €TI0 BCAChIBAHUS (YTPOM
HATOIaK ¢ BO3/epKAHUEM OT IIpHeMa IHIMU B TeUeHHe 2 4acoB nociie ynorpebiaenus). Ilpu Bui-
COKHX Jro3ax ajkoroysi (0,7 r/kr) npueM Tajanaduia He BbI3BIBAT CTATUCTHUECKH 3HAYUMOTO CHU-
JKEHMSI Cpe/IHeH BeJIMYMHBI apTepHaILHOTO JIaBJICHUS. Y HEKOTOPBIX MAlUeHTOB HaOIIOAIUChH
[IOCTYpaJIbHOE TOJIOBOKPYIKEHHUE U OpTocTaTUUecKas runoteHsust. [Ipu npueme tajanaduia B co-
yeTaHUHU ¢ OoJiee HU3KUMU J1o3aMu aakorosis (0,6 I/KTr) CHH)KeHHE apTepUaIbHOTO JaBJICHUS HE
Ha0JII0aI0Ch, a TOJIOBOKPY KEHHE BO3HHKAJIO ¢ TOH JKe YaCTOTOH, YTO NPHU NpUEMe OJTHOTO aJIKO-
TOJISL.

Tananmagun (10 Mr) He YCHIHBA BIUSHUC aJIKOTOJISI HA KOTHUTHBHBIC (QYHKITHH.
Jexapcmsennvie npenapamsl, Memabonusupyemvie yumoxpomom P450

Taganadun He okaspIBaeT KJIMHHYSCKH 3HAUMMOTO BJIMSHHS Ha KJIUPEHC IpemnapaToB, MeTalo-
JIU3M KOTOPBIX NIPOTeKaeT ¢ y9acTHEeM H30(epMEeHTOB cucTeMbl uToXpoMa P450. HcenenoBanus
MOJTBEePAIIN, UYTO Tajatauyi He HWHTHOHUpYeT U He UHAyIUpyeT uzodpepmenthi CYP1A2,
CYP3A4, CYP2C9, CYP2C19, CYP2D6, CYP2EL.

Cybempamor CYP2C9 (nanpumep, R-sapgapun)

Tamanmagun (10 u 20 Mr) He okaszpIiBaeT KIWHUYECKH 3HauuMoro Biusaust Ha AUC S-papdapuna
win R-BapdapuHa U He BIUsAeT Ha H3MEHEHHE IPOTPOMOUHOBOIO BpEMEHH, BhI3BaHHOE Bapdapu-
HOM.

Acnupun

Tananagun (10 u 20 Mr) He cocOOCTBOBAJ YBEJIMUCHHUIO BPEMEHH KPOBOTSUCHUS, BHI3BAHHOTO
IIPUEMOM alle THICATTULIUIOBON KUCIIOTHL

l'unoenuxemudeckue npenapamoi

HecnenoBanuii B3auMO/IeHCTBUSA ¢ THIIOTTIMKEMUYECKUMHU NIpeliapaTaMy He NIPOBO/IUIIOCE.
Oco0ble ykazaHusa

Ileped nauanom mepanuu npenapamom TAJTAIA OUIT-AJHYM

IIpexxie deM NpUHATH pelicHHE O (apMaKOTepaluH, HEOOXOJUMO coOpaTh METUITUHCKUH
aHAMHe3 M MPOBECTH MEJUIUHCKUHM OCMOTp JUIS JUATHOCTUKU SPEKTUIbHOM JTUCHYHKIIUU WU
N0OpoKa4eCTBEHHOH MM pILIA3UH NIPeACTaTeIbHOM JKeJIe3bl U ONIpe/IeIeHUS BOZMOKHBIX IIPUYHH
UX Pa3BUTHSL

ITepen HauasoM JIF0OOTO JICUSHUS DPEKTHIILHOM TUCHYHKIIMY BpayH JOJDKHBI YUUTHIBATH COCTOSI-

HHC CGpZ[G‘IHO-COC}/}.'[HCTOﬁ CHCTCMBI CBOHUX ITAIUCHTOB, IMOCKOJIbBKY CYIICCTBYCT OIIPCACJICHHAA
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CTeTeHb KapAHOJOTHISCKOTO PUCKA, CBSI3AHHOTO ¢ CeKCYAIbHON akTHBHOCTRIO. Taanmadui obia-
JAST COCYIOPACIIUPSIONIUMH CBOUCTBAMH, YTO NPUBOJUT K HE3HAUUTEIHHOMY MPEXOIANIEMY
CHIIKECHUIO apTepHAIbHOTO JIABJICHUS], U, TAKUM 00pa3zoM, YCUIIMBaeT THIOTCH3UBHOE JeHCTBUE
HUTPATOB.

[lepen Hauanom aedenus Tagagapuiaom J[I'TIK creqyet obciieqoBaTh NarueHTOB, YTOOBI HCKITIO-
YUTh HAJIMUUE paka Mpe/CTaTeIbHOM jKesie3bl, U IPOBECTH TIIATEIbHYIO OLIEHKY COCTOSIHUSL Cep-
JICYHO-COCYTUCTON CUCTEMBI.

JlnarHocTHka SpeKTHIbHON TUCHYHKITUN JOJKHA BKITIOUATH B Ce0s BBHIABJICHHE MOTSHITHAIBHOU
OCHOBHOM IPUYMHBI, COOTBETCTBYIONIES METUIIMHCKOEe 0OCISOBAaHUE U OTpeeIeHHe TaKTUKU
JICYCHHUSL.

D dexkTuBHOCTH IpenapaTa y NAIUeHTOR, MePEeHECIIUX XUPYPIrUUISCcKYyI0 ONepaIidio Ha opraHax
MaJIOTO Ta3a WK PATUKAIBLHYIO TIPOCTATIKTOMHUIO Oe3 COXpaHESHHS COCYIUCTO-HEPBHBIX MYUKOB,
HEU3BECTHA.

Cepoeuno-cocyoucmas cucmema

ITo qaHHBIM MOCTPErUCTPAITMOHHOTO HAOJIIOICHUS W/HIU KIMHUYECKUX HCCIIeIoBaHUHN ObLIH 3a-
PETHUCTPUPOBAHBI CEPbE3HbIE OCIIOKHEHHSI CO CTOPOHBI CepPACUHO-COCYIUCTON CHCTEMBI, B TOM
ymcsie UHGapKT MHOKap/a, BHE3aMHAS Cep/IeUyHAsi CMEPTh, HeCTAOMIbHASI CTEHOKAP/IHSL, JKeJTy/10U-
KOBasi apUTMUSL, HHCYJIBT, TPAH3UTOPHBIC UITEMUUSCKHUE aTaku, OOJIb B TPYIHOMN KIIeTKe, cepale-
OueHUe U TaXUKapAus. BOJBIMIUHCTBO MAIIUEHTOR, Y KOTOPBHIX ObLIU 3apeTUCTPUPOBAHbI JIAHHbBIS
MPOSIBJICHUS, UMEJIA B aHAMHE3e Cep/eUHO-COCYIUCThIe (PakTOphl pUcka. TeM He MeHee HEBO3-
MOJKHO OKOHYATEJIBHO OIPE/IEINTh, CBS3AHBI JIM 3TH SIBJICHHS] HENOCPEJACTBEHHO ¢ (haKTOpaMHU
pHUCKa, IPHEMOM TIpeTiapaTa, CeKCyaTbHOM aKTHBHOCTHIO HJIM KOMOWHAIIMEH TeX WJIM MHBIX (ak-
TOPOB.

VYV manueHToB, MOJYYAIOMIMUX COMYTCTBYIONYIO aHTUTHIICPTSH3UBHYIO TepaIHio, Taajladui Mo-
JKET BBI3BIBATH CHIM)KCHUE apTepHaAIbHOTO AaBiieHus. [lepe HauanoM exeJHEBHOTO pUeMa Taja-
naduia ciaeyeT paccMOTPeTh BOIIPOC O BO3ZMOMKHON KOPPEKIIUHU J03bI THIIOTEH3UBHBIX CPEJICTB.
VY manueHToB, KOTOpbIe MPUHUMAIOT alib(ai-aipeHOOI0KATOPhI, OTHOBPEMEHHBIH IpUeM Ipena-
paTa B HEKOTOPBIX CIIYYasiX MOMKET IPUBECTH K CUMIITOMATHUYSCKON TUNOTEeH3UH. [[puHuMaTth Ta-
nanaduil B COYSTAHUH C JIOKCA303UHOM HE peKOMEHIYeTCSI.

3penue

[Ipu nmpueme npenapara u Apyrux uarudbutopop ®J[3-5 HabmrogaIuCh CIydand HapyIISHHS 3pe-
HUS ¥ PA3BUTHSI HEAPTSPUUTHOU TMEpe/THEH HIIEMHYESCKOW HEHpOMaTHH 3pUTEIILHOTO HEpBa
(HITMH3H). AHanu3 JaHHBIX HAOIOJCHHUH CBHICTSIBCTBYET O IMOBBIMICHHOM PHUCKE Pa3BUTHS

octpoii HIIMH3H y My’>kuuH ¢ 3peKTHIbHON JUCHYHKITHEH MOCTe BO3ACHCTBUS Tadataduia win
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apyrux uHruouTopo MJ[3-5. ITockoapKy TO KacaeTcs BCEX MAIMSHTOB, MOTYYAIONUX Tajaia-
w1, uM cieayeT coodIarh, UTo B ¢Jiydae BHE3AIMHOTO HAPYIISHUS 3PSHUS OHU JTOJDKHBI TIPEKpa-
THUTH TIPUEM TIpeniapaTa U HeMe/IJICHHO 0OpaTHThCS K Bpauy.

CHudiceHue U 6HE3aNHAR NOMEPS CIYXa

CooObmaiocs 0 ciydasix BHE3alHOU MMOTEPH ClIyXa Hocie MpUMeHeHUs Talanaduia. XoTs B HEKO-
TOPBIX CIyYasiX MPUCYTCTBOBAIN Apyrue GaKkTophl pUcKa (TaKHe KaK BO3pacCT, CaXxapHbIH quaber,
apTepHalibHasi TUIICPTEH3US U CIIy4ad NOTePHU CJIyXa B aHaMHE3e), CJIeyeT peKOMeH0BaTh Ipe-
KpaTUTh IpHeM TaJasiaduiia U oniepaTUBHO OOPATHUTHCS 32 METUITMHCKOM TOMOIIBIO B ClTyuae BHE-
3aITHOTO CHUKESHUS WIN MIOTEPH CIIyXa.

Ioueunasn u neuenounas HeOOCMAMOUHOCHD

H3-3a nopsimeHHbIX 3Ha4eHUH AUC, orpaHM4eHHOTO KJIMHAYECKOrO OIBITa U OTCYTCTBHUS CIIO-
COOHOCTH BIIUATH HAa KJIIMPEHC IIyTEM JIHAIU3A MIPUEM TIperapara B eXKeTHEBHOM PeIKUME MallueH-
TaM ¢ MOYSUHON HEOCTATOUHOCTHIO TSDKEJIOU CTEIICHU HE PEKOMEHYeTCsI.

HmeroTest orpaHUueHHbIE KIMHUUYSCKUE JaHHBIE 0 0€30MacHOCTH OJHOKPATHOTO MpHeMa Ipera-
paTa IMalUeHTaMU ¢ II€YeHOYHOM HEeJOCTAaTOYHOCTBIO TsDKEJIOH cremeHH (kjace C mo mkaie
Yaiina-11p10). ExxenHeBHBIN npueM Taganaduiia Kak JIs JeUeHUS SPeKTUIbHON TUCYHKITHH, TaK
U ToOpOoKaueCTBEHHOM THIepIUIa3 UM IIpe/ICTaTeIbHOM JKeliesbl, y MAIHeHTOB ¢ IIeUeHOUHOH He10-
CTATOYHOCTHLIO He olleHUBaJCs. [loaToMy Npu Ha3HAUESHUH TIpeTniapaTa BpadyoM JOJKHA ObITh IIpo-
BeJIeHA TIIaTeIbHasi HHAUBUAYAIbHAs OIEHKAa COOTHOMIECHHUSI MOJIb3bl U PUCKA €T0 TIPUMEHEHUSL.
Hpuanusm u anamomudeckas oegpopmayus noNO6020 YneHa

[TarueHTHI JOJDKHBI OBITH IPOUH(POPMHUPOBAHBI 0 HEOOXOIUMOCTH HEMEJICHHOTO OOpalieHHsI 3a
MEIUITMHCKOW MOMOIIBIO B CTyYae BOSHUKHOBEHUS dPEKIIUH, TpoIoJpKatomieiics 4 aca u Gonee.
HecpoeppeMeHHOE JIeUueHHE MpHANIU3MA BEACT K MOBPEXICHUIO TKaHEH IMOJIOBOTO WIeHA, B pe-
3YJbTATE YeTO MOJKET HACTYIIUTh HEOOpaTUMAasi UMITOTEHITHSL

[Ipenapat ciielyeT IPUMEHSTH C OCTOPOKHOCTHIO V TAIUEHTOB ¢ AaHATOMUYECKOH JedopMaliueit
[IOJIOBOTO WieHa (YIJIOBOE UCKpPHUBJICHHE, KaBepHO3HbIH Gubpos mwim Gomnesus llefiponn) win y
MALMEHTOB ¢ NMPEAPACIIONIOKEHHOCTHIO K IPHANIU3MY (TIPY CEPIOBUIHO-KJIETOYHON aHEMHUH, MHO-
JKECTBEHHOU MHUEJIOME UJIH JICHKEMUN).

I pumenenue uneubumopos CYP3A4

CretyeT NpOSIBISATH OCTOPOKHOCTH IIPU HA3HAYCHUH TIperiapaTa MaueHTaM, UCIoJIb3 VIO UM HH-
rubutopsl CYP3 A4 (puToHaBUp, CAKBUHABHP, KETOKOHA30JI, HTPAKOHA30J U DPUTPOMHUITUH), TIO-
CKOJIbKY TIPH COBMECTHOM MPUMEHEHUHU JaHHBIX MpenapaToB HaOI0AaIOCh TOBBINICHHE 3HAUS-

uui AUC Tamanadwia.
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IHpenapam TAJJATADHI-AJIITYM u Opyeue npenapamul Oli ledeHUs 3PeKmuibHOl OUCPYHKYUY
BezonacHocTh U »ddexTuBHOCT, KoMOuHaiui npenapata TAJIAJTAOUII-AJIUYM u apyrux
uHrubutopor ®J[D-5 wim Apyrux Cpe/icTB JICUSCHUS dPEKTUIIbHON AUCHYHKIIMUA HE U3YUAIUCH.
[TanmenToB cienyeT HHGOPMHUPOBATH, UTO MipreM npenapara TAJ[AJTTAOUII-AJIMYM B coueTa-
HHUH ¢ STUMHU IIpeniapaTaMH HeKeJlaTeJIeH.

BmisiHiie Ha c1IOCOGHOCTH YIIPABJIATH TPAHCIIOPTHHIMHU CPeICTBAMM, MeXaHH3MaMU
[IpemapaT okazpiBaeT MUHUMAJIFHOE BJIMSHHUE HA CIIOCOOHOCTH VIIPABJISATH TPAHCIIOPTHBIM Cpe/i-
CTBOM U paboTaTh ¢ MeXaHU3MaMu. HecMOTpsI Ha TO, UYTO YaCTOTa BOSHUKHOBEHHUSI TOJIOBOKPYIKE-
HuUs Ha GoHe iarebo u Tagatadguia oJMHAKOBA, B MIEPUO/] IPUMEHSHUS HE0OX0TUMO COOII0IaTh
OCTOPOKHOCTD TIPU VIIPABJICHUU TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHU3MAMHU, 3aHATHEM JIpY-
TUMH TOTSHIMAILHO OMIACHBIMHU BUIAMH JISSITSILHOCTH, TPEOYIONUMH TOBBINIEHHOH KOHIIEHTpa-
ITUH BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX PEaKIIUH.

dopma BhITyCKA

TabneTku, MOKPHITHIC TUICHOYHOM 060JI0UKOM, 2,5 Mr, 5 Mr, 10 Mr, 20 Mmr.

Ilo 1,2,4,7, 8,10, 14 win 20 TabJeTOK B KOHTYPHYIO SUSHKOBYIO YIIAKOBKY U3 IUICHKH TOJUBHU-
HIIXJIOPUIHOHN U (POJIbTH ATIOMUHHEBOU NIeYaTHOH JIAKUPOBAHHOM.

ITo 1, 2,3, 4, 5 unu 6 KOHTYPHBIX TUSHKOBBIX YITAKOBOK BMECTE ¢ HHCTPYKITUEH IO IPUMEHEHUIO
MOMEMIAIOT B MAYKy U3 KapTOHA.

Y coBus XpaHeHUs

XpaHuTh NpU TeMInepaType He Boime 25 °C.

XPpaHUTD B HEJTOCTYITHOM JUJIs1 JIeTeH MecTe.

Cpoxk rogHocTH

2 roja.

He npuMeHSITH 110 UCTSUSHUH CPOKA F'OJTHOCTH.

Y ciioBus oty cka

OTIycKaroT IO perenTy.

JlepkaTeIb PerUCTPALMOHHOTO yAOCTOBepeHUss/OpraHuzaiisa, NPUHUMAIOIIAS MPeTeH3 I
nmoTpeduTesIeit

AO «AJIUYM», Poccus.

142279, Mockopckasi o6, . CepmyxoB, 1. O6onenck, Tep. Kpapran A, 1. 2.

Tenedon: +7 (495) 646-28-68.

e-mail: info@binnopharmgroup.ru

IIpomzBouTeH

AO «AJINYM», Poccus.
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