OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JJEKAPCTBEHHOI' O IIPEITAPATA
Tenuncrap, 1,5 mr + 40 mr, TabaeTku ¢ MOAUGPUIIMPOBAHHBIM BHICBOOOKICHIEM

Tenuncrap, 1,5 mr + 80 mr, TabnaeTku ¢ MOAMPUIIMPOBAHHBIM BHICBOOOKICHHUEM

2. KAUECTBEHHBIN U KOJINYECTBEHHBIN COCTAB
JelicTBytolne BeNIeCTBa: HHIAaMu/ + TeIMHUCcapTaH.

Teanucrap, 1,5 mr + 40 mr, TabieTKH ¢ MOIU(PUIIMPOBAHHBIM BEICBOOOKIEHUEM

Kaxxnas Tabnerka conepxur 1,5 mr nnganamuza u 40 Mr TesiMucapTasa.
BcnoMorarenbHble BellecTBa, HAIMYME KOTOPBIX HAJIO YUYMTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npernapara: JakTo3bl MOHOTHIpaT (cM. pasaen 4.4.).

Teaunucrap, 1,5 mr + 80 mr, TabieTkyu ¢ MOIU(PUIIMPOBAHHBIM BEICBOOOXKIEHUEM

Kaxxnas tabnerka copepxur 1,5 mr nnganamusia u 80 Mr TeiMucapTaHa.
BcnoMorarenbHble BellecTBa, HATMYME KOTOPBIX HAJI0 YUYMTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npenapara: JJakTo3bl MOHOTHIpat (cM. pasaen 4.4.).

ITonHbI MEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB IIPCACTABJICH B pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Tabsetku ¢ MOIU(PHUITUPOBAHHBIM BHICBOOOKICHUEM.

Teauncrap, 1,5 mr + 40 mr, TabJIeTKH ¢ MOIU(PUIIMPOBAHHBIM BEICBOOOXKIEHUEM

KaricymoBuHbIe TBOSKOBBITYKJIBIE JBYXCIOWHBIC TabmeTku. ONUH CIIOH OpaH)KEBOTO IIBETA C
BKparvieHustMu.  Jlpyroil cimoil ot 0enoro 0 KOpUYHEBATO-)KEJITOBAaTO-0EIoro IBeTa ¢
BKpAIUJICHUSIMH C BBIIaBIIEHHOW Haamuchio T11.

Teauncrap, 1,5 mr + 80 mr, TabiaeTKu ¢ MOAUMDUIIMPOBAHHBIM BEICBOOOKIEHUEM

KaricynoBuHble 1BOSKOBBINYKIIbIE JBYXCIOWHbIE TabneTku. OMH CII0M KOPUUHEBATO-KEITOIO
[[BETAa C BKpamieHuAMU. J[pyroil ciaoil oT 0enoro A0 KOpUYHEBATO-KEITOBATO-OEIIOrO IBETA C

BKpAIUJICHUSIMH C BBIIaBIIEHHOW HAAMHUCHIO T12.

4. KIIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusl K NPUMEHEHHIO
[Tpenapat TenuHcTap MoKa3aH K MPUMEHEHHIO Y B3pOCIIBIX B Bo3pacte oT 18 net u crapiue.
ApTtepuanbHas TUIepTeH3us (JUIs MAMeHTOB, KOTOPHIM IT0Ka3aHa KOMOMHHUPOBAaHHAs TEPAITus).
4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHUA

PexuMm no3upoBanus




PexomenoBanHas no3a npemnapata Tenmuacrap — 1 TabiieTka OJMH pa3 B CyTKH.

[lpenmapatr ciexyer Ha3HayaTh MalMeHTaM, aprepuanbHoe gaBieHue (AJ]) KoTOpbIX
KOHTPOJIMPYCTCA NPUMCHCHUCM TCIIMHUCAPTaHa U HAAIIaMU1da B BUAC OTACIIbHBIX TabJIETOK. ILO?;LI
TeJIMHCApTaHa U MHAANAMUJA JTOJDKHBI COOTBETCTBOBATH J103aM, MPUMEHSEMBIM IMpPH JICYEHUU
KaXKIbIM IIPETapaToM B OTJEIbHOCTH.

Oco0Bble IPVIIILI MAIUEHTOB

Tayuenmoi ¢ noueunol HedOCMamouHOCMuio
[Ipenapar TenuHcTap NMPOTHUBOIOKA3aH IMallMEHTaM C TMOYEYHON HEAOCTATOYHOCTHIO TSHKETION
crenienn (xkmupeHc kpeatuHuHa (KK) Hmwke 30 Mi/MMH) y TallMeHTOB, HAXOJSIIMXCA Ha
remoauanuse (cM. pasaen 4.3.).
[TanpeHTaM € IMO4EYHOM HEAOCTATOYHOCTBIO JIETKOW M CPEIHEH CTENEHH TSKECTH KOPPEeKUUs
no3bl He TpeOyercs. OgHAKO THA3UAHBIE W THUA3HIOMONOOHBIE NUYPETUKH B TOJIHOM Mepe
3¢ ()eKTUBHBI TOJBKO y MAIlMEHTOB C HOPMAJIbHOW (PYHKIIMEH MOYeK WM ¢ MUHUMAaJbHBIMU €e
HapyIIECHUSIMH.
Tlayuenmoi ¢ neuenouHoU HeOOCMAamo4HOCMbIO
[Ipenapat TenuHcTap MPOTUBOMOKA3aH MAIMEHTaM C MEYEHOYHON HEIOCTaTOUYHOCTHIO TSKETION
crenenn (kimacc C mo knaccubukauuu Yaina-Ileo) (cm. paszmen 4.3.). YV mnamueHToB ¢
NIEYEHOYHON HEJO0CTaTOYHOCThIO JIETKOM M CcpenHel creneHu TsokecTu (kimaccel A u B mo
knaccudukanuu Yaina-I1e10) mo3a npenapara TenwHCTap HE AOKHA TpeBbImath 1,5 mr + 40 mr
OJIMH Pa3 B CYTKHU.
Tayuenmoi nodcunozo eospacma
VY nmanueHToB MOKUIIOTO BO3pacTa KOPPEKIUsS 103bl HE TpeOdyercs, HO ypOBEHb KpeaTMHUHA B
I1a3Me KPOBU PACCUMTBIBAIOT C yUETOM BO3pacTa, Macchl Tela U MoJa.
[Tpumenenue npenapata TearHcTap BO3MOXKHO y MAlMEHTOB MOXKMUIIOTO BO3PAcTa ¢ HOPMAJIbHOM
byHKIMEH MOYeK WM ¢ MUHUMAIbHBIMU €€ HapyIICHUSIMU.

eTn
be3zonacHocTh 1 3¢ (HheKTUBHOCTS KOMOMHAIIMY HHAAMAMU]] + TEIIMUCAPTaH y A€TEeH U MOJIPOCTKOB
miamie 18 neT He yCTaHOBJICHBI.
Hmeromuecss Ha CErOHAIMIHUI MOMEHT JaHHbIE MpPUBEIEHBI B pazzaenax 5.1. u 5.2., ogHako
HEBO3MO’KHO J1aTh PEKOMEHAINH 110 PEXUMY JO3UPOBAHUSI.

Crrocob nnpruMeHeHus

BuyTps, Tabnetky npenapata TenuHCTap cienyeT NpUHUMATh HE3aBUCHMO OT MpHEeMa MHIIU U
3anMBaTh JOCTATOYHBIM KOJIUYECTBOM >KHMJIKOCTH.

4.3. [IpoTuBONOKA3aHUS



e ['unepyyBCTBUTENBHOCTh K TEJIMHUCApTaHy, WHIANAMHUAY, JAPYTUM IPOU3BOJHBIM
cynpoHaMUAa W/MIKM K JIOOOMY K3 BCIOMOIaTelIbHBIX BEIIECTB, MEPEUHCICHHBIX B
paznene 6.1.

e bepeMeHHOCTH U NIEPUOA IPYAHOIO BCKapMiIMBaHus (cM. paszzensl 4.4. u 4.6.).

e [ledeHouyHast HEJOCTATOYHOCTD TsDKeNoW crenenu (kinacc C mo knaccudukanmuu Yain-
[Tpr0) 1 meuenouHas >HIedanonatus (cM. pasaens 4.2. u 4.4.).

e [lodeyHast HEJOCTATOYHOCTH TSKEJION cTeneHu (cM. pazaensl 4.2. u 4.4.).

e [unokanuemus (cMm. pasaen 4.4.).

e OOCTpyKTHUBHBIE 3a00JI€BaHUS JKETUEBBIBOIALIUX MyTEH.

e OJHOBpEeMEHHOE NPUMEHEHHE TeJIMHCapTaHa C QJIUCKUPEHOM M TperapaTraMu,
COJIep KalIMMHU AJIUCKUPEH, Y MAIIUEHTOB C CaXapHbIM TMa0ETOM U/WJIH C YMEPEHHBIMU UITH
TSDKEJIBIMA HapyIICHUSIMUA (DYHKIUH 1OYeK (CKOpOCTh KiIyOoukoBoi ¢uibTpanuu (CKD)
meHee 60 mi/Mun/1,73 M MIIOMAAN TOBEPXHOCTH Tena) (cM. paszaensi 4.5. u 5.1.).

e OpHOBpEMEHHOE MPUMEHEHNE C HHIHOUTOPAMHU aHTHOTEH3UHIIPEBPAIIAIONIETO (hepMeHTa
(AT1®) y manmeHToB ¢ AMabeTHYECKON HeppomaTHen.

4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

bepemeHHOCTD

[IpumeHeHre aHTaroHUCTOB perentopoB anruorensuHa |l (APA II) He cienyer HauWHATH BO
BpeMsi OEpPEMEHHOCTH, 32 MCKIIOYCHHUEM TeX CIIy4aeB, KOTAa MPOAOIDKEHHUE JCUCHHUS CUMTACTCS
HEOOXOMUMBIM. Y TAaIMeHTOK, TUIAHUPYIOMIUX OEpEeMEHHOCTh, STH JIEKapCTBEHHBIC TperapaThl
JIOJDKHBI OBITH 3aMEHEHbl Ha albTEpPHATHUBHBbIE THUIOTCH3UBHBIC JIEKAPCTBEHHBIE Iperaparsl,
KOTOpPbIE UMEIOT U3yUYEeHHBIH PO MIb 6€30MaCHOCTH JJIsl IPUMEHEHHUS BO BpeMsl OEpeMEHHOCTH.
B cnyuae, xorma muarHoctupyetrcsi OepemeHHOCTh, JieueHue APA Il cinemyer HememieHHO
MPEKPATUTh, U IPU HEOOXOAUMOCTH HauaTh ajJbTepHATUBHOE JieueHue (cM. pazaensl 4.3. u 4.6.).

[IeyeHOYHAs HEAOCTATOYHOCTh

TenMucapraH He [OJDKEH TPUMEHSTHCS Y TAIMEHTOB C XOJECTa3oM, OOCTPYKTUBHBIMHU
3200JI€BaHUAMA KEITYEBBIBOAAIIINX HYTGI\/'I WA II€YeHOYHOU HEAOCTATOYHOCTHIO TOKEIOU
crenenu (xkiacc C no kinaccudukanuu Yaina-I1e10) (cMm. pazaen 4.3.), TOCKOIBKY TEIMUCAPTAH
BBIBOJIUTCSI TTIaBHBIM 00pa3zoM c kemubto. [Ipenmonaraercs, 4To y TaKUX MAIIMEHTOB CHIDKEH
MEYCHOYHBIN KIUpeHCc TenMucapTtana. lIpemapar TenuHcTap y TNAlUMEHTOB C TMEYSCHOYHOU
HEJOCTAaTOYHOCTHIO JIETKOW U CpelHel CTeneHblo TshkecTd (kimacchl A u B mo knmaccudukanum
Yaitna-ITe10) cnieayer mMpuMEHATh ¢ OCTOPOKHOCTHIO.

[Teyenounas sHIIEDATOTATHS

HpI/I Ha3HA4YCHHUHU THA3UJHBIX U TI/IaSI/IIlOHOIlO6HLIX AUYPECTHUKOB Yy MAlMCHTOB C HApPYIICHUCM

(I)yHKLII/II/I ICYCHH, 0COOEHHO B CJIydac HApYUICHHUA BOAHO-3JICKTPOJIUTHOI'O 6aJ1cha, BO3MOKHO
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pa3BUTHE TEYEHOYHOMU 2HIIe(aTIONaTu, KOTOPas MOXKET IPOrPECCUPOBATH 10 IEYEHOUYHON KOMBI.
B sToM ciyuae npumMeHeHre JUYPETUKOB CIIEyeT HEMEIJIEHHO IPEKPaTUTh.

PeHOBaCKVJISIDHaSI apTepHuajJbHas TUNCPTCH3UA

VY NanueHTOB € JABYCTOPOHHMM CTEHO30M IIOYEYHBIX apTepUdl MM CTEHO30M apTepuu
€IMHCTBEHHON (YHKUMOHUPYIOUIEH IOYKM, NPUHUMAIOLIMX JIEKAPCTBEHHBIE IPEnaparsl,
BIUSIONIME HAa PEHUH-aHTMOTEH3MH-aIbIOCTepOoHOBYI0 cucteMy (PAAC), cymectByer
NOBBIIICHHBI PUCK DPAa3BUTHUS BBIPAKCHHOW apTEPUAJIBHOM THUIIOTEH3MM M IIOYEYHOH
HEJ0CTaTOYHOCTH.

I'noBosieMust/ CHIKEHHBIA 00beM LupKyaupyroleil kposu (OLIK)

BceneacrBue  orpaHuueHuss 1OTpeOJEHUS NOBAapEHHOM  COJM, MHTEHCUBHOM  Tepanuu
JUYpPETUUYECKMMH CPEICTBAMHU, JAMAPEU WJIM PBOTHI MOXET pa3BUTbCS CHUMIITOMAaTHYECKas
apTepuanbHas TMIIOTEH3Ms, OCOOEHHO IIOcie NpueMa IepBOM J03bl TeaMmMucapTaHa. Takue
COCTOSIHUSL TpeOyloT KOpPpeKLUH Iepe] IpUMEHEeHHeM TenMmucapraHa. llepen mnpuemom
TenMucapTaHa cienyeT otkoppektupoBath OLIK u conepikanne HaTpus B 11a3mMe KpOBH.

HaDVIHeHI/Ie d)VHKIII/II/I NOYCK M COCTOAHUE IMMOCJIC TPAHCIIJIaHTAlluH ITOYKH

HaI_II/IeHTaM C HApyHmceHUueEm (1)YHKI_II/II/I MMOYCK PEKOMCHAYCTCA NCPUOJUYUCCKH KOHTPOJIUPOBATH
COACPIKAHUC KaJIMA M KOHICHTPAIWIO KPCATHMHHHA B CBIBOPOTKC KpPOBH. OngwIT IIPUMCHCHHA
KOM6I/IHaIII/II/I uHaanaMmuga + TCIIMUCApPTAH y MAIUMCHTOB, KOTOPBLIM ObL1a HCOaBHO IMPOBCACHA
TPpaHCIIaHTalOrA ITOYKHU, OTCYTCTBYCT.

JIMYypETUKHU U d)VHKI_II/IH II0YCK

TuasuaHble U THA3UIONOA00HBIE TNYPETUKH 3P (HEKTUBHBI B TOJHON Mepe TOJIBKO y MAIUEHTOB C
HOPMAaJIbHOW WJIM HE3HAYUTEIBHO HAPYIIEHHON (PYHKIMEH MovYeK (KOHIEHTpAIUs KpeaTUHIUHA B
MIa3Me KPOBH y B3POCHBIX JIHI] HUXE 25 Mr/a wuian 220 MKMOJB/T). Y TaIlMeHTOB MOXKHIIOTO
BO3pacTa ypoBEHb KPEAaTHHUHA B IJIa3ME€ KPOBHU PACCUMTHIBAIOT C YYETOM BO3pacTa, MaccChl Tena
U TI0JIA.

CrnenyeT yuyuThIBaTh, YTO B Hauaje JICUCHUs Y TTallMeHTOB MOXKET HabmoaaThest cHmkenne CKO,
00YCJIOBJICHHOE THUIIOBOJIEMHEH, KOTOpasi, B CBOIO OuYepe/ib, BhI3BaHA MOTEPEH BOABI U MOHOB
HaTpus Ha (OHE MpHeMa TUypeTHUecKuX mpenaparoB. Kak cienctBue, B Tia3Me KpOBU MOKET
YBEJIMYUBATHCS KOHIIEHTPAIIMs MOYEBHHBI U KpeaTUHUHA. Takasi TpaH3UTOpHast QyHKIMOHATbHAS
MoYeyHass HEJAOCTATOYHOCTh HE MMEET KIMHWUYECKOTO 3HAYCHHS y TMAlMeHTOB C HOPMAaJIbHOU
GyHKIMEHW MOoYeK, OJJHAKO MOXKET yCYTyOJsTh yKe MMEBIIYIOCS 0 Hadaja JICUCHUS MOYCHHYIO
HEJIOCTATOYHOCTb.

JIBoiiHag 6xokana PAAC

HmeroTcss naHHble, 4TO OAHOBpeMEeHHOe mnpuMeHeHHe uHruoutopo AIID, APA Il wmm

AIIMCKHUPCHA YBCIMYUBACT PUCK Pa3BUTHUIA apTepHaHBHOﬁ TUIIOTCH3WH, TUIICPpKATIUCMUU U
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CHIDKEHHUs (YHKIIMU MOYeK (BKJIIOYAs OCTPYI0 modeuHyio HemoctaTouHocTs (OITH)). ITosTomy
nBoiinas 6iaokaga PAAC myremM koMOMHHpOBaHHOTO MpuMeHeHust nHruouTopoB AIID, APA Il
WIM aJJUCKUPEHA HE peKoMeHA0BaHa (cM. pa3aensl 4.5. u 5.1.).

Ecnu nBoiinas 6nokaga PAAC cuurtaercs HEOOXOAUMOM, €€ ClaeAayeT MPOBOJIUTH TOJBKO IO
HAOJIIOJICHUEM CHEIHAUCTa M TPU YCIOBUU PETYJISIPHOTO KOHTPOJST (YHKIUH IOYEK,
COJIEpKaHusl MIEKTPOJIMTOB B IJ1a3Me KpoBU U A/l

OpnnoBpemeHHoe npumMeHeHre UHruouTopoB AII® u APA Il npoTuBonoka3zaHo y NanueHTOB C
nuabetnyeckoil HepornaTuen U He PEKOMEHIyeTCs y IPYTUX MalueHTOB.

Jlpyrue cocToguus, xapakrepusyrommecs akrupanmei PAAC

B cimyuasx 3aBUCHMOCTH COCYIHCTOTO TOHYyca M (YHKLIHUH IOYEK IMPEHMYIIECTBEHHO OT
aktuBHOoCcTH PAAC (Hanpumep, y HNAUMEHTOB C XPOHUYECKOW CEpIEYHOM HENOCTaTOUHOCTHIO
(XCH) unu 3aboneBaHMeM HOYEK, B TOM YHCJIE CO CTEHO30M IOYEUHBIX apTepuil) Ha3HAuYeHUE
IpenapaToB, BIUSIONIMX Ha Hee (HampuMep, TeIMUCApTaH), MOKET COIPOBOKAATHCS Pa3BUTHEM
OCTpOM apTepuanbHON T'MIIOTEH3UH, TUIIEPA30TEMUH, OJIUTYPUH, U, B peakux ciayyasx, OIIH (cm.
pasznen 4.8.).

[lepBHUYHBIN THIEPAIHIOCTEPOHU3M

Y [anueHToB C MEpBUYHBIM TUIEPAIbJOCTEPOHU3MOM TMIIOTEH3UBHBIE JIEKAPCTBEHHBIE
npenaparbl, MEXaHU3M JEMCTBUSI KOTOPBIX COCTOMT B MHruoupoBanun PAAC, kak mnpasuio,
HeopdexruBubl. IlosTOMy mnpuMeHeHune mpemapara TenwHCTap B TakuX Clydasx He
pPEKOMEH1yeTcH.

CTeHO3  aopTalbHOTO W MHUTPAJIbHOIO  KJIAIlaHOB, FI/IHeDTDOd)I/I"IeCKaSI O6CTDVKTI/IBHa$I

kapauomuomnatug (I'OKMII)

Kak w npu mnpumeHeHWu Jpyrux Ba3oAWIATATOPOB, 0CO0O€ BHUMAHUE CIENYEeT YIESITh
MarUeHTaM ¢ a0PTAIBHBIM WM MUTpaibHbIM cTeHo30M i ['OKMIT.

[TaneHTEI ¢ caxapHBIM I[I/Ia6eTOM, NoJydaromue JICUCHUC HHCYJIMHOM UIH T'MITOTNNTTMKEMHUYCCKUMHAU

cpeacTBaMu

Y [aHHBIX MAalMEHTOB NPU NPUMEHEHUW Ipenapara TeluHCTap BO3MOKHO pa3BUTHE
runoriaukemMuu. [1oaromy Takum nmanyeHTaM peKOMEHyeTCsl KOHTPOJIUPOBATh YPOBEHD TIIFOKO3bI
B KPOBH; NPH HEOOXOAWMOCTH CJEIyeT MPOBECTH KOPPEKLHUIO J103bl MHCYJIWHA WIM JPYTUX
TUIIOTJIMKEMUYECKUX MPENapaToB.

PeaKHI/II/I d)OTO‘-IVBCTBI/ITe.]'H)HOCTI/I

Coo01manocs o cirydasx pa3BUTHs peakuuil OTOUYBCTBUTENLHOCTH Ha (pOHE IpUeMa THA3UIHBIX
U TUA3UAONOJOOHBIX JauypeTukoB (cM. pasgen 4.8.). B ciuydae pa3BuTus peakuuit
(GOoTOUYBCTBUTENBHOCTH Ha (OHE TMpueMa JIEKApCTBEHHOrO IIpernapaTa pPeKOMEHAYeTCs

MMPEKpaTUTh JICYHCHHUC. Ecmu IMOBTOPHOC HA3HAYCHUC IIpCriapara Te.]'H/IHCTap CUHNTACTCA



HEOOXOIMMBIM, PEKOMEHJYETCsl 3alllMIaTh OTKPBIThIE YYAaCTKH Tejla, IOJABEpraroumecs
BO3/ICUCTBHUIO COJIHEYHBIX JIyUei MM UCKYCCTBEHHOTO ynbTpaduoneToBoro (YD) uzmyueHus.

BoaHo-3nekTpoauTHbIN OanaHc

Cooepoicanue Hampus 8 niaszme Kpogu

Jlo Hauana sedeHus: npenaparoM TennHCTap HEOOXOAWMO ONPENENUTh COACP)KAaHWE HATPHS B
wiazme kpou. Ha ¢one mnpuema mnpemapaTta ciiefyeT peryisipHO KOHTPOJIUPOBATH 3TOT
nokasaresb. HeoOXoaum mocTOsSHHBINA KOHTPOJIb COACPIKaHUsl HATPUS, TaK KaK MEepBOHAYAIHHOE
CHIDKCHHUE COJIepKaHMs HATPHs B IUIa3Me KPOBU MOKET OBITh OE€CCUMIITOMHBIM; 00Jiee 4acThIi
KOHTPOJIb MTOKA3aH MaleHTaM C [IUPPO30M MEUCHH M JIMIaM ITOKUIIOTO Bo3pacTa (CM. pa3ielbl
4.8. 1 4.9.). JIroOboit auypeTruuecKuii mpenapaTr MOKET BbI3BIBAaTh THIIOHATPHUEMHUIO, IPUBOISIIYIO
MHOT/Ia K KpaifHe TsHKEIbIM IOCIISACTBUSAM. | UTTOHATpUEMUS B COYETAaHUH C THIIOBOJIEMHEN MOTYT
OBbITh IPUYUHON 00E3BOKHMBAHUSA U OPTOCTATUUECKOM IMnoTeH3un. CoIyTCTBYIOIIEE CHUKEHUE
COZIEpPKaHMs XJIOpa B IUIa3ME KPOBH MOXKET IPHUBOIUTH K BTOPUYHOMY KOMIICHCATOPHOMY
MeTabO0JIMYeCKOMY aJIKalo3y: 4acTOTa Pa3sBUTUS U CTENEHb BBIPAXKEHHOCTH 3TOro 3¢ddexra
HE3HAYNTEIIbHBIL.

CoOeporcanue kanus 8 niasme Kpogu

[ unepxaruemus

[IpumeHeHne JeKapcTBEHHBIX IIpernapaToB, Biusiomux Ha PAAC, MoxeT npuBecTH K
TUIEpKATUEMUH.
VY nanMeHTOB MOXWJIOIO BO3PACTa, IMALMEHTOB C MOYEYHOW HEAOCTATOYHOCTBIO, NMALUEHTOB C
caxapHbIM JMa0eTOM, MAIMEHTOB, OJHOBPEMEHHO IPHUHHUMAIOLIMX JPyTHe JIeKapCTBEHHBIE
npenapaTsl, MOBBIIAIONINE COJACP)KAHUE Kajusd, W/WIM Yy MalUueHTOB C COIMYTCTBYIOLIUM
3a00JIeBaHUSMU THIIEPKATUEMUS MOYKET MPUBECTH K JIETAIbHOMY HCXOJY.
[Tpu paccmoTpeHun Bompoca 00 OJHOBPEMEHHOM INPUMEHEHUH TaKMX MpernaparoB CIleayeT
OLICHUTH COOTHOILIEHUE «I10JIb3a — PUCKY.
OcHOBHBIMU (PaKTOpPAMHU PUCKA PAa3BUTHS TUIIEPKATIMEMUH SBIISIOTCA:
e caxapublil 1uabet, HapylIeHue (PyHKITUU TToYeK, Bo3pact crapiie 70 neT;
® OJHOBpPEMEHHOE NMPUMEHEHHE JIEKApCTBEHHBIX IpenapaToB, Biudomux Ha PAAC, u/unu
BBI3BIBAIOIINX IOBBIILIEHUE COJEP/KaHUS KaJlisd B ChIBOPOTKE KpoBH. K j1eKapcTBEHHBIM
npernapaTram, KOTOpble MOTYT BbI3BaTh THIIEPKAIIMEMHUIO, OTHOCATCS 3aMEHUTEINN MHUILEBOI
COJIH, COZIeprKalUe Kallui, KanicOeperaromye AMypeTUKH (CITUPOHOIAKTOH, STJIEPEHOH,
aMWJIOPHL, TpUAMTEPEH), UHTUOUTOPHI AllD, APA 11, HECTEPOUIHbIE
npoTtuBoBocnanuTenbHble npenapaTsl (HIIBII, Bxmtouas ceneKTHBHbIE WHTUOMTOPHI
nuKiookcurenaspl-2 tuna  (L{OI'-2)), remapuH, WMMYHOCYIIPECCHBHBIE CpEICTBA

(LMKJIOCHIOPUH M TaKpOJIMMYC), a TakXke KO-TpuMokcason (cyiabdamerokcazon +

6



TPUMETOIIPHM);
® CONYTCTBYIOIIME COCTOSHUS, TakKhe Kak Jerujiparanusi, ocTpas cepacuHas

HEJOCTAaTOYHOCTh B CTAIUU JCKOMIICHCAIMH, METa0OIIMYECKUH anuao3, HapylieHUe

GYHKIIMM TIOYEK, BHE3AITHOE MPOTPECCHpPOBaHKME 3a00JieBaHUsI TIOYEK (Hampumep,

UHQEKIIMOHHBIE 3a00JICBaHUsA), COCTOSHUS, COINPOBOXKIAMOIIUECS HEKPO30M TKaHEH

(HampuMep, ocTpas UIIeMHUst KOHEYHOCTEH, pab1oMuoIIn3, OOIIMpPHAs TPaBMa).
[TarueHTaM ¢ BBICOKUM PUCKOM Pa3BUTHSI TUIIEPKATUEMHUH HEOOXO0IUMO ITPOBOANTH TIIATEIHHBIN
MOHUTOPHUHT COJIEpKaHUS Kallusl B CBIBOPOTKE KPOBH (CcM. pazaen 4.5.).

Tunokanuemus

[Tpu Tepanuu THA3UAHBIMHU U THA3UI0NOJOOHBIMH TNYPETUKAMU OCHOBHOM PUCK 3aKJII0YaeTcs B
CHIDKEHUH COJEp)KaHUsl Kalus B IUIa3Me€ KPOBH M Pa3BUTUU THUINOKAIMEMHUH. | MIoKammemus
MOYKET BBI3BATh HAPYLIEHHS CO CTOPOHBI MbIm. Coolmanock o ciaydasx padaoMuoin3a, B
OCHOBHOM Ha (QoHe TshKkenol runokaauemud. HeobxonuMo mpenoTBpaiiath pa3BUTHE
runokanuemMuu (< 3,4 MMOJB/J) y TAIMEHTOB TPYIIbl MOBBIIIEHHOTO pPHUCKA: MAIMEHTOB
MOKUJIOTO BO3pacTa, UCTOIIEHHBIX W/WIM MOTYYarolX KOMOMHUPOBAHHYIO MEIMKAMEHTO3HYIO
TEpanuio, y NAalHEeHTOB C IIMPPO30M I€YCHH, NEepUPEPUYECKIMU OTEKAMHU M AacCUUTOM, Y
NAIMEHTOB C UIIEMHYECKO OO0JIE3HBIO CepaIlia U CePICYHON HEOCTAaTOUHOCTRIO. | HoKamieMust
y TaKMX MAllMeHTOB YCHUJIMBAET KapJAUOTOKCHYHOCTh CEPJICYHBIX TNIMKO3HUIOB M MOBBILIIAET PHCK
pa3BUTHUS APUTMUH.

[Taruents! ¢ yanmuHenueM uHTepBana QT Ha snexktpokapanorpamme (OKI'), kak BpoKIE€HHBIM,
TaK W BBI3BAHHBIM JIEKAPCTBEHHBIMH IpETapaTaMy, OTHOCATCS K TpyIIe pucka. [ umokammemus,
Kak U Opaaukapius, SBISETCS COCTOSHUEM, CHOCOOCTBYIOIIUM Pa3BUTHIO TSKEIOW apUTMHHU, B
YaCTHOCTH NOJIMMOP(HOM sKeTyJ0UKOBOI TaXUKap UK TUIIA KITUPYIT», KOTOPast MOXKET MPUBECTH
K JICTAIbHOMY HCXO/TY.

Bo Bcex onmcaHHBIX BBIIIE CITydasX HE0OXO0AUMO KOHTPOJIMPOBAThH COJEPKAHNE KaIHs B IJIa3Me
KpOBHU Haie, yeM o0bIuHO. IlepBoe ompeneneHue copep’kaHus HOHOB Kallusl B IIa3Me KPOBU
JIOJDKHO OBITH BBIIIOJHEHO B MEPBYIO HENIENIO OT Hayaja JeUeHHs.

[Tpu moSIBNCHUN TUTTOKATMEMHHN JOJDKHO OBITh HA3HAYEHO COOTBETCTBYIOIIEE JICUCHHE.
['mmokanuemusi, aCCONMUPOBAHHAS C TUTIOMAarHUEMHUEH, MOXKET OBITh PE3UCTEHTHON K JICYCHHUIO,
eclu He OyZieT IpoBe/ieHa KOPPEKLUs COepKaHUs MarHHs B CBIBOPOTKE KPOBH.

Cooeporcanue mazHus 6 niasme Kposu

bbuto mokazaHoO, YTO THA3WABl W THA3WIOMOAOOHBIC IHYPETHUKH, BKIIOYAs WHIATAMUI,
YBEIMYUBAIOT SKCKPEIMI0O MAarHWs TOYKaMH, YTO MOXET IMPHBECTH K THIIOMarHUEMHH (CM.
paznens 4.5. u 4.8.).

CodepafcaHue Kalvyusl 6 niasme Kposu



TuazuaHble U THA3UIONOA00HBIE AUYPETUKN MOTYT YMEHBIIATh BHIBEJCHUE KAIbLHS MOYKAMU U
MPUBOAUTH K HE3HAUUTEIILHOMY U BPEMEHHOMY TOBBIIICHUIO YPOBHS KaJIbLIMS B IJIa3M€ KPOBHU.
VcTuHHas TUMEpPKaIbIIMEMUST MOXKET OBITh CIEJACTBHEM paHee HE JIUAarHOCTUPOBAHHOTO
rUIeprapaTupeosa.

Cnenyer mnpekpaTUTh MPUEM IUYPETHUYECKUX MpernapaTtoB Iepen HccileAoBaHUEeM (YHKIUU
MapaiuTOBHIHBIX JKEJe3.

KOHHCHTD&L{HH TJIFOKO35bI B KPOBHU

Baxwno KOHTPOJHUPOBATh KOHIOCHTPALKWIO I''TFOKO3bI B KPOBU Y MMAIMEHTOB C CaXapHBIM ,Z[I/Ia6eTOM,
0COOEHHO IIpHU HAJIMYKUH THITIOKAJIMCMUH.

MoueBasg kuciora

VY NanueHToB ¢ TUIEPYPUKEMHUEN MOXKET YBEJIMUUBATHCS PUCK PA3BUTHSI MPUCTYIIOB MOIArPhl.
CnopTcMeHbl

CnoprcMeHaM crieyeT oOpaTuTh BHMMAaHME, YTO WHIAMaMHJl, BXOJSIIMNA B COCTaB JaHHOTO
JIEKAPCTBEHHOI'O TMpernapara, MOXET /aBaTh TOJOXKHUTEIbHBIA pPE3yJbTaT MPU MPOBEICHUU
JIOTIUHT-KOHTPOJIS.

OTHUYECKHUE PA3INYUS

Kak u B cnyuae mpumeHeHuss uHruoutopoB AIID tenmucapran u npyrue APA I menee
s dexktuBHO cHmKAOT AJl y mpencraBuTeliell HETPOUMIHOW pachl, BO3MOXHO, HW3-3a Ooiiee
BBICOKOM YaCTOTHI BCTPEUYAEMOCTH COCTOSIHUM C HU3KUM YPOBHEM PEHUHA Y TaKUX MAIlUEHTOB C
apTepuaIbHON TUIIEPTEH3UECH.

XOpHUOUIATIbHBIN BBIIIOT/ ocTpas MHOTIHS/ OoCTpasa BTOPpHUYHAA 3aKPbITOYTOJIbHAA I''TayKOMa

CynbpoHamMuapl U HMX NPOU3BOJAHBIE MOTYT BBI3BIBATH WJIMOCHHKPA3HMUECKYIO PEaKIHIO,
IPUBOJALIYIO K Pa3BUTHIO XOPUOUAAIBHOTO BBINOTA C AEPEKTOM MOJS 3pEHUs, TPAaH3UTOPHOM
MHUOIIMH U OCTPON BTOPUYHOM 3aKPBITOYTOJIBHOM Ii1aykome. CUMITOMBI BKJIFOYAIOT: BHE3AITHOE
CHIDKEHHE OCTPOTHI 3peHHsI UK 00JIb B IJ1a3aX, KOTOPbIE MPOSBISIOTCS, KaK MPaBUIIO, B TEUEHUE
HECKOJIbKUX YacOB WJIM HEZEJNb OT Hayalla Tepanuyu THa3UAHBIM/THA3UI0TI0T00HBIM ALY PETUKOM.
[Tpu oTCYTCTBUHU JI€UEHHUS OCTpask 3aKPbITOYrOJIbHAas TJIayKOMa MOXKET IPUBECTH K HeoOpaTUMOM
norepe 3peHus. llpu MmosiBIEHMM CHUMIITOMOB HEOOXOAMMO KaK MOXXHO ObICTpee MpeKpaTuTh
IpUeM THA3UAHOTO/THA3UI0N0I00HOTO AnypeTHka. Eciau BHYTpHUITIa3HOE HaBlIEHHE OCTaeTcs
HEKOHTPOJIUPYEMBIM, MOKET IOTPeOOBaThCSI HEOTIOKHOE MEAMKAMEHTO3HOE JIEYeHHE WU
XUPYPrU4eCcKOe BMEMATENbCTBO. DAaKTOPOM pHCKA pa3BUTUA OCTPOM 3aKPBITOYTOJBHOU
IJIAyKOMBI SIBJISIETCS: aJljiepruyeckasl peakiys Ha cyib(poHaMH bl WM EHUIWIINH B aHAMHE3e.
IIpouee

Kak u mpu nmpumeHeHHH T1000TO TUIIOTEH3WBHOTO Iperapara dpe3MepHoe cHikeHue AJl y

MAalMeHTOB C WIIEMHYECKON KapJUOMHONATHEeW WK uimemMudeckoil 6onesnpto cepamna (MBC)



MOJKET IMPUBECTU K Pa3BUTHUIO HH(DapKTa MHUOKap/a UM UHCYJIbTA.

BcrioMmorarensHble BElecTBa

Jlakmo3sel monozuopam

[TanuenTam ¢ penKo BCTpeYarOLICHcs HACICACTBEHHOM HENEPEHOCHMOCTBIO TIajlaKTO3Bl,
NeQUIUTOM JaKTa3bl WIM IJFOKO30-TaJaKTO3HOM ManbabcopOuueil He cienyer HpUHUMATh
JIAaHHBIN Mpernapar.

Hampuu

JlauHbIil pernapat couepkuT MeHee 1 Mmonabs HaTpus (23 mr) Ha | TabneTky, T. €., IO CyTH, HE
COJZIEPKUT HATPUSL.

4.5. B3amMmopeiicTBHMe ¢ JPYTHMH JIEKAPCTBEHHBIMHM MpenaparaMH H JApyrue BHIbI
B3aUMO/JeHCTBUS

Jluroxcux

IIpy OIHOBPEMEHHOM IPUMEHEHUM TEIMHMCApTaHA W JUIOKCHMHA OTMEYaJoCh YBEIUYEHHUE
cpenHeil MakcuMaiibHOH KOHIEHTpAMU (Cmax) (49 %) u munnmanbHO# koHUeHTpauu#u (Cmin)
nurokcuHa B miasme kposu (20 %). Ilpu Ha3HaveHHH TeIMHUCApTaHa, KOPPEKIMU €ro JI03bl, a
TaK)Ke IIPU OTMEHE Ipernapara cileAyeT KOHTPOJIMPOBAaTh KOHLEHTPALUIO AUTOKCHUHA B IUIA3Me
KPOBH C LIEJIbIO IOJACPKAHKS €€ B TEPANIEBTUUECKOM JIMaIla30HE.

Kak u apyrue nekapcTBeHHbIE CPEACTBA, AeicTByone Ha PAAC, TenMucapTal MOKET BbI3BaTh
runepkanuemMuto (cM. paszaen 4.4.). Puck mMoxer ObITh yBEIMUYEH B Cllydyae OJHOBPEMEHHOI'O
IPUMEHEHUS C JPYI'MMH JIEKAPCTBEHHBIMU CPEICTBAMHU, KOTOPBIE TaK)K€ MOTYT BBI3bIBAThb
TUIEPKAIMEMHUIO (3aMEHUTENN COJIM, COoJepXKallue Kailui, KanmuiicOeperarouiyue IUypeTHKH,
unruoutopsl AII®, APA Il u HIIBII (Bkitouas cenekTuBHbIe HHruOUTOpHI 1{OI-2), remapuH,
UMMYHO/ICTIPECCAHThI (IIUKIOCIIOPUH, TaKPOJIUMYC) U KO-TPUMOKCa30J (cyib(pameTokcason +
TPUMETOIIPUM).

YacToTa pa3BUTHs THIIEPKAIIMEMHH 3aBUCUT OT CBSI3aHHBIX (PaKTOPOB pHUCcKa. PUck moBbIiaeTcs B
clly4ae OJIHOBPEMEHHOI'O IPUMEHEHUS BhIlLIEyKa3aHHBIX MpenapaTroB. PUCk 0cOOEHHO BBICOK MpHU
OJIHOBPEMEHHOM TNPUMEHEHUH C KaluiicOeperaoummMi JTUypeTUKaMd U 3aMEHMUTEISIMU COJIEH,
cogepxaummu  kanuid. KomOunaumsa ¢ wunruburopamu AIl® wumm HIIBII, nampuwmep,
IpeJCTaBIsIeT MEHbIIUI PUCK MPH YCIOBUH CTPOTOro COOIIOIEHHS MEP MPEJOCTOPOKHOCTH.

KOM6I/IHaHI/II/I, HE PEKOMCEHAYEMBIC K IPUMEHCHHUIO

Kanuiicbepecarowue ouypemuxu u nuwgegole 006asku, cooepaicawjue Kaiull

APA 1I, Bitouasi TenMucapTaH, CHUKAIOT BBIBEJIEHUE HOHOB KaJHsl, BRI3BAHHOE INYPETUKAMHU.
KanwuiicOeperatonue auypeTuku (Hampumep, CIHPOHOJAKTOH, JIUICPEHOH, TPHAMTEPEH U
aMIJTOPHT), TIMIIEBBIE JOOABKH, COIEPIKAIINE KK, MOTYT BBI3bIBATH 3HAYMTEIHHOE TIOBBIIICHHE

COACpIKaHNA Kajiusd B CBIBOPOTKE KpPOBH. O}IHOBpeMeHHOG IMPUMCHCHUEC TIIOKAa3aHO IIpH



JOKYMEHTAJIbHO IOJATBEPXKICHHOW TUIOKAJIMEMUH, TMpenaparbl CileAyeT HNpPUMEHSTh C
OCTOPOKHOCTBIO U C PETYJISIPHBIM KOHTPOJIEM COJEPKAHUS YPOBHS KaJIMsl B CBIBOPOTKE KPOBH.
Ipenapamul tumus

[Ipy OonHOBpEMEHHOM NPUMEHEHUHM AWYPETHKOB M IIPENaparoB JUTHs, TaK *e, KaKk U IpH
coOUII0/IeHNMH OeccoIeBON TMEeThI, MOKET HaOJIIOAATHCS IMOBBIIEHUE KOHLEHTpALUM JINTHS B
IJ1a3Me€ KpPOBHM BCJEJICTBUE CHIKEHHMS €ro SKCKPELHUH, CONPOBOXKIAIOLIEECS IOSBICHUEM
NPU3HAKOB Tepeno3upoBKU. [Ipr HEOOXOIMMOCTH OUYpEeTHYECKHE NpernapaTbl MOTYT OBITh
Ha3HAYeHbl B COUYETAHUHU C IIperapaTaMu JUTHsL, IPH 3TOM CJEeIyeT TIIATEJIbHO KOHTPOIUPOBATh
KOHIIGHTPALMIO JIUTHS B IUIa3M€ KPOBM M COOTBETCTBYIOIIMM O0pa3oM MMOAOMpaTh 103y
npenapara.

[Ipy OIHOBpEMEHHOM MPUMEHEHWM NpenapaToB JUTUs M MHrHOMTOpoB AIID mmbo APA Il
O0TMEYaJ0Ch 00paTUMOE yBEJIMUYEHHUE COJIEPKaHUS JIUTUS B IUIa3Me KPOBHU, CONPOBOXKIAIOIIEECs
TOKCHUYECKUMHM SIBIEHUSIMHU. Ecnu ogHOBpeMeHHOE NpHUMEHEHHEe OOOCHOBAHO, PEKOMEHIYeTCs
PeryJIsIpHBII KOHTPOJIb COJAEPYKAHUS JINTUS B IIa3ME KPOBHU.

KOM6I/IHaHI/II/I TDG6VIOHII/IC OpEaAOCTOPOKHOCTHU

Hecmepouousie npomugogocnanumensvhvie npenapamol

IIpu omHOBpemMeHHOM mpuMeHeHun uHAanamuga ¢ HIIBII (mpu cucTreMHOM NpHMEHEHHH),
BKJItOUasi ceJleKTUBHbIE HHIMOUTOpBI LIOI'-2, BelcOKUE 103bI alleTUIICATULIUIOBON KUCIOTHI (=3 T
B CYTKH) BO3MOYKHO CHIDKCHHE AHTUTHIIEPTEH3UBHOTO d(PQeKTa mHaanamMuaa. Y TalueHTOB C
00e3BOKMBaHUEM cyliecTByeT puck pa3Butuss OIIH BciencTBue CHUXKEHUS KIIyOOUKOBOM
¢ubTpanun. [TanenTaMm He06X0AMMO BOCCTAHOBUTDH BOJIHO-3JIEKTPOJIUTHBIN OanaHc U B Havase
JICYEHUs TIIATEIbHO KOHTPOJIUPOBATh (PYHKIIMIO TOYEK.

HIIBIT (Brirovas aneTHICAJIMIWIOBYIO KHCIOTY B J03aX, HPUMEHSEMBIX B KadyecTBeE
IPOTHBOBOCTIANUTENBLHOTO cpenctBa, uHrubOuropsl [[OI'-2 u nHecenextuBHbie HIIBIT) moryt
YMEHBUINTh aHTUTUNepTeH3UBHbIM 3¢ ¢dexkt APA Il. YV HeKoTOpBIX MalUeHTOB C HapylleHHEeM
GyHKIUM MOYeK (Hampumep, y MalMEeHTOB ¢ O0E€3BOKMBAHMEM WM Yy MAllMEHTOB IMOXKUIIOTO
BO3pacTa ¢ HapylleHueM (yHKIUU 1104eK) oJHOoBpeMeHHoe npuMmenenne APA |l u npenapatos,
nofasisonmx [{OI', 10MOMHUTENBHO MOXKET yXy/IIIaTh (YHKIHIO MOYEK, B T. 4. MPUBOAUTH K
passutHio OITH, koTopasi, Kak npaBuiI0, HOCUT OOpPaTUMBINA XapakTep.

[Toaromy npenapar TenuHcTap cienyeT NPUMEHSTh C OCTOPOKHOCTHIO, OCOOCHHO Y MaIleHTOB
MOXKWJIOTO BoO3pacta. Y TMAalMeHTOB JOKeH ObiTh kommeHcupoBaH OIIK u Heobxommmo
paccMOTpeTh BO3MOXKHOCTh KOHTPOJISI (DYHKIIMHU ITOYEK TOCIIe Havyalla COMMyTCTBYIOIIEH Tepanuu 1
MIEPUOJIUYECKU B MOCIEAYIOIIEM IIPH JICYCHUH.

Juypemuxu (muazuonvle unu «nemiesgoler)
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[IpenmecTByroniee JeyeHUE AUYPETHUKAMH B BBICOKUX J03aX, TaKUMU Kak (GypoceMun

(«meTyieBOM» AMYPETHK) M THAPOXJIOPOTHA3U] (THA3UIHBIA JUYpPETHK), MOXKET INPUBECTU K

THUIIOBOJICMHHU U PUCKY PAa3BUTUA apTepHaHBHOﬁ TUIIOTCH3WU B HAYAJIC JICUCHUS TCIMUCAPTAHOM.

JlekapCTBEHHBIC IPENapaThl, CcIIOCOOHEIE BBI3LIBATE HOJ'II/IMODd)HVI-O KEJIYAOUYKOBYIO TaXHUKaApAWTO

THIIAa KIIUPYIT», BKJIIOYasd, HO HC OIrpaHUYHBasCh.

AHTHAPUTMUYECKHUE JIEKapCTBEHHBbIE Tmpemaparbl [A kiacca (Hampumep, XWHUAWH,
THJIPOXMHUINH, Au3onupamul, npokanHamua) u IC kiacca (haekanaun);
aHTHapUTMUYECKUE JeKapcTBeHHble mpenaparbl Il kiacca (Hanmpumep, aMHOIApoH,
coTaost, 1oQpeTUIuI, HOyTUIIHU, OPETHIINHI, TPOHEIAPOH);

HEKOTOpBIE aHTUIICUXOTUYECKHE TpenapaTsl: (CHOTHA3HHbI (HapUMep, XJIOPIPOMAa3HH,
MaMeMa3uH, JIEBOMENPOMAas3WH, THOPHIA3WH, Tpudayonepasud, (aydenasun),
OeHsamuabl  (Hampumep, aMUCYJBIPHA,  CYJIbIUPHUI,  CYJIbTONPHUA, THAIPUL),
OyTUpOQEeHOHBI (HampuMep, APONEPHUI0JI, TaJloNepHuI0i), APYrHe aHTUIICUXOTHYECKHE
npenapars! (HarpuMep, TUMO3K]], CEpTUHA0I);

AQHTHUJCTIPECCAHTBI: TPULUKIMYECKUE aHTHACIPECCAHTHI, CEJIIEKTUBHBIE WHTHOUTOPHI
00paTHOro 3axBaTa CEpOTOHMHA (HAIIPpUMEp, IUTATIONPAM, 3CLUTAIIONPaM);
aHTHUOAKTepUATBHBIE CPENICTBA: (PTOPXHHOIOHBI (JIEBOQIIOKCAIMH, MOKCH(]IOKCAINH,
cnapIIoKCaH, OUMPOQIIOKCAIIMH); MAKPOJIHIbl (SPUTPOMHUIIMH TPH BHYTPUBEHHOM
BBEJICHUW, Aa3UTPOMHUIMH, KIAPUTPOMHIMH, POKCUTPOMHIIMH, CIIMPAMHUIUH), KO-
TPUMOKCA301J;

IPOTHBOIPUOKOBBIE CPEICTBA PsAJa a30J10B (BOPUKOHA30JI, UTPAKOHA30J, KETOKOHA3011,
dirykoHazomn);

OPOTUBOMAIIIPUMHBIE CpeACTBAa (XMHUH, XJIOPOXUH, ME(IOXUH, TanopaHTpHUH,
JTyMehaHTPHH);

aHTHaHTHHAJIbHbIE CPEJCTBA (paHOJa3UH, OeTpUaANI);

IPOTHBOOITYXOJIEBbIE TpernapaTbl M HMMMYHOJENPECCaHThl (BaHAETAaHUO, MBbIIIbSIKA
TPUOKCHUJI, OKCATMIIIIATHH, TAKPOJIMUMYC, aHArpesui);

IPOTUBOPBOTHBIE CPEJICTBA (OHJAHCETPOH);

CPEICTBA, BIMAIOLIME HA MOTOPUKY KeayaouHo-kuieyHoro tpakra (KKT) (umuzanpupn,
JIOMITEPUIOH );

AHTUTUCTaMUHHBIE CPEJCTBA (aCTeMHU30JI, TepPeHaTuH, MU30JIACTHH);

Ipoyue Nnpenaparbl: IeHTaMUIUH, AM(eMaHu, BAHKAMUH NPH BHYTPUBEHHOM BBEJCHHH,
Ba30MPECCHUH, TEPIUNPECCUH, KETAaHCEePHH, NpoOykos, mpomnodoi, ceBodaypaH,

TCPOAUIINH, HHUIJIOCTA30JI, MCTAIOH.
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[Ipy npumMeHeHMM HHAANaMUAAa C  BbIIIEYKa3aHHBIMM JIEKApCTBEHHBIMM IIpenapaTamu
NOBBINIACTCS PUCK PAa3BUTHS  KETYJOYKOBBIX apUTMHUK, B YAaCTHOCTH MOJUMOPGHHON
KEITyTOYKOBOU TaXUKAPIUH TUTIA «ITHPYIT» ((aKTOp pHUCKA — THIIOKATTHEMHS ).

[lepen Ha3HaueHHMEM KOMOMHUPOBAaHHON TepanmMM HHAANAMUAOM M YKa3aHHBIMU BBbIIIE
npenapaTtamMi CiedyeT NPOBECTH HCCIIEIOBAHUE C II€JbI0 BBIABICHHUS TMIIOKAIMEMHUM U IpU
HEOOXOMMOCTH TMPOBECTH Koppekuuto. HeoOXoauM KOHTPOIb KIMHUYECKOTO COCTOSHUS
NAIUEHTa, KOHTPOJIb YPOBHS AJIEKTPOJIUTOB B IJIa3Me KpoBH U nokazareneit OKI'.

VY nauueHToB C TUIOKAIMEMUEH HEeoOXOIUMMO IIPUMEHSTh Ipernaparbl, HE BbI3bIBAIOIINE
HOJMMOP(HYIO JKEITyA0UYKOBYIO TAXUKAPIAHUIO TUIIA ITUPYITH.

Hpyeue npenapamul, cnocobHvle 8bl3eams eunoxaiuemuro: ampomepuyun B (6/8), enioko- u
MUHEPAIOKOPMUKOUObL  (NpU  CUCMEMHOM NPUMEHeHUU), MempaKo3aKmuo, ciadbumenvhvie
cpeocmea, CMUMyaupyiowue MOmMopuKy KUWeuHuKa

[Tpu ogHOBpEMEHHOM NMPHUMEHEHMH HMHJAANaMU/a C BbIIIEYKa3aHHBIMHU IpenapaTaMu OTMEYEHO
YBEJIMUEHUE PUCKA PA3BUTHUS THIIOKATHEMIH (I TUTUBHBIN 3 (DEKT).

HeoOxomuM  NOCTOSIHHBIA ~ KOHTpPOJIb  COJIEp)KaHUs  Kajaus B IJIa3M€  KpOBM, IIpU
HE0O0X0UMOCTH — ero  Koppekuusa. Ocoboe BHHUMaHHE CcleAyeT YAEHATb MalHueHTaM,
OJIHOBPEMEHHO I10JIyYalOIIUM CepACUHbIE TITUKO3U/IBI.

Pekomennyercs mnpuMmeHsATh ciaaOWUTENbHBIE CPEICTBA, HE CTUMYJIUPYIOLIUME MOTOPUKY
KHILEYHHKA.

baknoghen

ITpy 0HOBpEMEHHOM NPUMEHEHUU HMHJANaMH/Ia OTMEYAETCs YCUIEHHE aHTUTUMIEPTEH3UBHOIO
s ¢ekra. IlanrenTraM HEOOXOAMMO KOMIEHCHPOBATh MOTEPIO KUAKOCTH M B Hayalle JICUCHUS
THIATEIbHO KOHTPOJIUPOBATh (PYHKIIHIO MTOYEK.

Cepoeunvie 2nuxko3uovl

['mnokanuemMuss W/WIM TUIIOMarHUeMHs MPOBOLHUPYIOT pa3BUTHE TOKCHYECKUX 3(pdheKkToB
CepJIeYHbIX INIMKO3UI0B. PEKOMEH1yeTCsI KOHTPOJIUPOBAThH COJIEPKAHUE KAJIMsI, MarHUs B IJIa3Me
KpoBH, nokazarenu IKI' u npu He0OXO0AUMOCTH KOPPEKIIMS JICUEHHUS.

KomMmOunanmu, tpedyrolme 0co00ro BHUMAHHUS

Annonypunon
OpnHOBpeMEHHOE NMPUMEHEHHE C WHIANaMHJO0OM MOXKET IOBBIIATh PUCK Pa3BUTHUS peakUuit
TUIEPYYBCTBUTEIBLHOCTH NIPU JICUEHUH AJIJIONYPUHOJIOM.

KomOunanuu TDC6VIOIJ_[I/IG BHHUMAHHUA

Hpyaue cunomensugnvle cpeocmea
AHTUTHIIEPTEH3UBHBIN 3(DPeKT TenMucapTaHa yCUJIMBAETCs IPU OAHOBPEMEHHOM MPUMEHEHUU

APYrux ruiiOTCH3MBHBIX IPEIapaToB.
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JlaHHbBIE KJIMHWYECKUX HMCCIIENOBAHUM TOKa3alid, 4To JBoWHas Omokama PAAC mocpenctBoM
OJTHOBpEMEHHOT0 npuMeHeHus: nHruoutopoB AIID, APA Il unm anuckupena cBszana ¢ Oojee
BBICOKOW YacTOTOW pa3BUTHUS MOOOUYHBIX APQPEKTOB, TAaKUX KaK apTepualibHasi THIIOTCH3HS,
TUIEpKAIMEeMUs], CHMWKeHHE mnodyeyHoH ¢yHkuuu (B TtoMm uucine OIIH) mo cpaBHeHuio c
MIPUMEHEHHUEM OJIHOTO TIperapara, CHikawlIiero aktuBHOCTs PAAC (cm. pasnenst 4.3., 4.4. u
5.1).

B omHOM M3 HccienoBaHUR OOHOBPEMEHHOE INPUMEHEHHUE TeIMHCcapTaHa W paMUIIpHIia
IPUBOAMIIO K TOBBILICHHUIO IUIOIIAAM MOA (apMaKOKMHETHYECKOH KPHBOM «KOHLEHTpalMsi-
Bpems» (AUCo.24) 1 Cmax pamunpuia ¥ pamurnpuwiata B 2,5 pasa. KiimHudeckas 3Ha4MMOCTb
JTAHHOTO HAOJIIOJICHUS HE YCTaHOBIICHA.

YuuteiBas (papMakoJIOrHYecKue CBOWCTBA, MOXKHO OXHJIATh, YTO OakiIo(peH, aMU(POCTHH MOTYT
YCUJIMBAaTh AHTUTUIEPTEH3UBHOE J€HCTBHE BCEX TMIIOTEH3MBHBIX IMpenapaTroB, B TOM 4YHCIE
TenMucaptaHa. Kpome Toro, oprocratuyeckas THIOTEH3UsI MOXET YCyryOusaTbes mpu
OTHOBPEMEHHOM  IIpUEME  alIKoToyisA, O0apOMTypaToB, HAPKOTUYECKHX  CPEICTB WU
AQHTH/IETIPECCAHTOB.

Kanuiicoepezarowue ouypemuxu (amunopuod, CnupoHoiakmoH, mpuammepen)
KomOunupoBaHHass  Tepamusi  HMHAANAMUAOM UM KajuiicOeperalolumu  JAUypeTHKaMU
nenecoo0pa3Ha y HEKOTOPBIX MAallMEHTOB, OAHAKO IPU ATOM HE HCKIOYAETCS BO3MOKHOCTb
pa3BUTHS TUNOKAJHMEMUW WJIM TUIEpKaTueMud (O0COOEHHO Yy TMAIEHTOB C IOYEYHOM
HE/I0CTaTOYHOCTHIO WJIM Y MALMEHTOB C CaXapHbIM JUa0eTOM).

CrnenyeTr KOHTpOIMPOBATh COJAEPKAHUE Kalus B IIa3Me KpoBU U nokasarenu JKI', a Taxxe npu
HE00XO0JUMOCTH KOPPEKTUPOBAThH TEPAIIHUIO.

Memdepopmun

@OyHKUMOHANbHAS MT0YEYHAsl HEJOCTaTOYHOCTh, KOTOPas MOXET pa3BUBAThCS Ha (hOHE MpHema
JTUYPETUKOB, OCOOCHHO  «IETJEBBIX», TMOBBIIIAET PUCK PAa3BUTHS  UHAYLHPOBAHHOTO
MeT(HOPMUHOM MOJIOYHOKHCIIOTO allu103a.

He cnenyer npumeHaTs MeTHOpPMHUH, €CIOM KOHIIEHTpalMs KpeaTMHUHA B IIJIa3Me€ KPOBU
npesbimaet 15 mr/a (135 MkMounb/i) y My>kuuH U 12 mr/n (110 MKMOIIB/JT) y JKEHILUH.
Hoocodepaicawue konmpacmuvie éeuyecmea

B cnyuae oO0e3BoxkuBaHUS oOpraHu3sMa Ha (OHE IMpHeMa JUYPEeTUYECKHX IpenapaToB
yBenuuuBaetcs puck pazsutus OIIH, oco0enHo mpu mpuMeHeHNN BBICOKUX 103 HOJICOAEPKALIUX
KOHTPACTHBIX BEIIECTB.

[Tepen ux mpuMeHeHHEM NalMEHTaM He0OX0AUMO KOMIEHCUPOBATh MOTEPIO )KUIKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, HeUpoIenmuKku
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JlanHble mpenapaThl yCUIMBAIOT aHTUTUIEPTEH3UBHOE JEHCTBUE MHIANaMHA U yBEIUYUBAIOT
PHCK pa3BUTHsI OPTOCTATHYECKON TUIIOTEH3NH (3 AUTUBHBIN 3 dekr).

Kanvyuii (conu)

[Ipy OIHOBPEMEHHOM MPUMEHEHUH BO3MOXKHO pa3BUTHE THIIEPKAIBIUEMUN BCJIEICTBUE
CHU)KCHHUSI BHIBEJICHHSI HOHOB KaJIbLIMS [TOYKaMH.

Luxnocnopun, maxponumyc

Bo3MoxHO yBenMuUeHHE KOHIIEHTPAllMM KpeaTWHWHA B IUIa3Me KpoBH 0e€3 HU3MEHEHHUs
KOHIEHTPAllUd  LUPKYJIUPYIOIIET0  IUKJIOCIOPUHA, Jake MpU  OTCYTCTBHUHM  IOTEpU
KHUKOCTH/MOHOB HATPHUS B OpraHU3ME.

Kopmuxocmepouonvle npenapamsi, mempaxkozaxmuo (cucmemHoe npumenenue)

CHMKEHHE aHTUTUIEPTeH3MBHOTO 3¢ ¢dekra (3ajepkka BOJIBI M MOHOB HATpUs B pe3yJIbTare
JEHCTBUS KOPTUKOCTEPOHIOB).

4.6. DepTHIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepeMeHHOCTB

[Tpumenenne npenapata TelnHCTap MPOTUBOIIOKA3aHO BO BpeMsi O€peMEHHOCTH.

O} dexTrl, CBA3aHHBIE C TPUEMOM OT/IETHHBIX KOMIIOHEHTOB IIpernapaTa, OMMCaHbl HILKE.
Hnoanamuo

B nacrosmumii MOMEHT HET JOCTaTOYHOTO KOJIMYECTBA JAHHBIX O MPUMEHEHUM MHJAnaMuaa BO
Bpems OepemenHoctr (ommcano MmeHee 300 ciygaeB). lMrenpbHOEe NMPUMEHEHHE THA3HIHBIX
TUYPETUKOB B TPETHEM TPUMECTpE OEPEMEHHOCTH MOXET BBI3BIBATH TMIIOBOJIEMHUIO Y MAaTEpH U
CHIDKEHHE MaTOYHO-TIAIIEHTaPHOT0 KPOBOTOKA, YTO MPUBOIUT K (PETOIUIALICHTAPHON MIIEMUH U
3a/iep>KKe pa3BUTHSI IJI0/1A.

HccnenoBanus Ha )KMBOTHBIX HE BBIIBUJIM MPSAMOIO WIM HEMPSIMOTO TOKCHUECKOTO BO3JIEHCTBUS
Ha peNpoyKTUBHYIO (PYHKIIHUIO.

B kaudecTBe Mephl MpPeIOCTOPOKHOCTH PEKOMEHAYEeTCs M30eraTb MPUMEHEHUS WHAalaMHuIa BO
BpeMsi OEpEMEHHOCTH.

Teamucapman

IIpumenenne APA II B nepBom TpuMecTpe 0epeMEeHHOCTH He PEKOMEHAyeTcs: (CM. pasgen
4.4.). Ilpumenenne APAIl BO BTOPOM H TpeTbeM TpHUMeCTPpe OepeMEeHHOCTH
NPOTUBOINOKA3aHO (cM. pa3aeinbl 4.3. u 4.4.).

JlanHble 0 MPUMEHEHUH TeIMHCapTaHa y OepeMEeHHBIX JKEHIIUH OTCYTCTBYIOT. B uccienoBanusx
Ha KUBOTHBIX OOHApYKeHa PEeNpPOAYKTUBHAS TOKCHYHOCTb.

ONUIEMUOJIOTUYECKUE JITAaHHBIE OTHOCUTEIIBHO pHUCKAa TEPAaTOr€HHOCTH IIOciIe IpueMa
uHruoutopoB AII® B nepBom TpumecTpe OepeMEeHHOCTH ObLTU HEeyOeqUTENbHBI; OJTHAKO HENb3s

UCKJIIOYUTh HeOOoJblIoe yBelduueHue pucka. HecMOTpss Ha OTCYTCTBHE KOHTPOJIMPYEMBIX
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SMUAEMHOJIOTHYECKUX JaHHBIX O puckax mnpu npumenenuun APA ||, ananmorumunsle pucku
BO3MOXKHBI TPH NPUMEHEHHHM TPErnapaToB JaHHOTO Kiacca. [lanuveHTku, mIaHUpyromue
OepeMeHHOCTD (3a UCKIIOYEHHEM TEX CiIydaeB, Korja npojoynkeHue tepanuu APA |l cuuraercs
HEOOXOJUMBIM), JTOJKHBI OBITh MEpPEBEACHbl HAa albTepHATHUBHBIC TUIIOTCH3UBHBIC IPENaparsl,
KOTOpbIE HMMEIOT YCTAaHOBJIGHHBIM mpoduib 0e30macHOCTU Ui NPUMEHEHHS BO BpeMs
OepemenHoctu. B cimydae moarBepxkacaust 6epemennoctu neuenue APA Il cienyer HemenneHHo
MPEKPATUTh U IPU HEOOXOJUMOCTH HA4aTh aJIbTEPHATUBHYIO TEPAIHIO.

N3BectHO, uTo ipumeHeHne APA Il B TeueHHe BTOPOTO M TPETHETO TPUMECTPOB OEPEMEHHOCTH
OKa3bIBaeT (PETOTOKCHMYECKOoe JeiicTBUe (CHIKEHHE (YHKIUU TIOYEK, OJUTOTMIPAMHHOH,
3aMeJIeHre OcCH(DMKAIMK Yeperna IUiofa), a TakKe HaOIoJacTcs HeOHATAIbHAS TOKCHYHOCTD
(moue4Hast HEAOCTATOYHOCTD, APTEPUATIbHASI TUIIOTECH3US U TUTIEPKATTUEMUS ).

Ecnu APA Il npuMeHstoTcsl BO BTOPOM M TPEThEM TpUMeCTpe OEPEeMEHHOCTH, TO PEKOMEHIYeTCs
MIPOBEICHUE YIbTPa3BYKOBOE UCCIIEAOBAHUE MIOUEK U KOCTEH uepena Iioja.

HoBopoxnennsie, Mmatepu KOTOpbix npuHuManu APA I, 1oJKHBI HAXOAUTCA O/ TIIATEIbHBIM
HaOJIIOZICHUEM Ha IIPEIMET Pa3BUTHS apTepUATBLHOM TUNOTeH3uH (CM. pasaenst 4.3. u 4.4.).
JlakTanuys

[Ipumenenue npenapara TenuHcTap B IEPUOJ IPYAHOTO BCKapMIMBAHUS POTUBOIIOKA3aHO.
Eciu nevyeHne HEOOXOIMMO M HET BapUaHTA AIbTEPHATHBHOIO JICYCHUS C JIyYITUM TpoduiiemMm
0€30MacHOCTH, TPYIHOE BCKAPMIIUBAHUE CIEAYET MPEKPATUTb.

Hnoanamuo

JlaHHBIX O TPOHUKHOBEHUHM WHJANaMHUAa U €ro MeTabOJMTOB B TPYJHOE MOJOKO YelOBEKa
HEJI0OCTAaTOYHO. Y HOBOPOXKJIEHHOTO MPU ITOM MOKET Pa3BUTHCS MOBBIIIIEHHAS YyBCTBUTEIBHOCTh
K TPOU3BOJHBIM CyibpoHAMHUZA ¥ TUMNOKAIUEeMHs. B CBsI3W ¢ OSTUM, PUCK s
HOBOPOKJICHHOT'O/MJIa/ICHIIa HE MOXET ObITh UCKITIOUEH.

Wupgamamun OnMM30K K THA3HAHBIM JAMYPETUKAM, MPUEM KOTOPBIX BBI3HIBAET YMEHBIICHUE
KOJIMYECTBA TPYAHOTO MOJIOKA WIIH JIa)Ke TI0/IaBJICHUE JIAKTAIIHH.

[Ipumenenue nHIANIaMU/Ia B TIEPHO]T TPYIHOTO BCKAPMITUBAHMS HE PEKOMEH TyEeTCSI.
Teamucapman

BcenenctBue orcyrcTBUs HMHpOpMANMM O MPUMEHEHMHM TeIMHCAapTaHa B MEPHOJ] TPYAHOTO
BCKapMJIMBaHUS €T0 MPUMEHEHHUE TTPOTUBOIIOKA3aHO; MPEANOUYTEHUE OTIAETCS AIbTePHATHBHBIM
BapuaHTaM JICUCHUS C YCTAHOBICHHBIM TpoduieM O€30macHOCTH TMPUMEHEHHUS B TEPUOJ
JIAKTaIUU, 0COOEHHO MPH BCKApMIUBAHUU HOBOPOXKJICHHOTO WJIM HEJOHOIIEHHOTO peOeHKA.

DepTUabHOCTD

Hnoanamuo
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Hccnenoanus penpoayKTUBHOW TOKCUYHOCTH MTOKA3aJld OTCYTCTBHE BIUSHUS HA PEPTUIBHOCTh
CaMOK M caMIIOB KpbIC. [IpeamnonoxurenbHo BIUsiHEE Ha GEPTHIIBHOCTD Y YEJIOBEKa OTCYTCTBYET.
Teamucapman

JlokJIMHUYeCcKue UCCIIEOBAHUS MMOKA3aJId OTCYTCTBUE BIMSIHUS TeIMUcCapTaHa Ha (epTUIILHOCTD
CaMOK UM CaMIIOB >KHUBOTHBIX.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHHIMHM CPeJACTBAMM M PadoTaTh ¢
MeXaHU3MaMH

Hnoanamuo

Wupganamus He BIUSET HA KOHIICHTPAIMIO BHUMAHMSI, HO B HEKOTOPBIX CIIy4asiX MOT'YT BO3HUKATh
peakiuu, CBsI3aHHBIE CO CHIbDKeHUEM AJl, 0coOeHHO B Haydaie Tepanuy WK IpU J00ABICHUU K
IPOBOIUMON T€paruu APYTHX TUIIOTEH3UBHBIX JIEKAPCTBEHHBIX MTPETIAapaTOB.

B pe3ynbraTe crnocoOHOCTh yNpaBiIsaTh TPAHCIIOPTHBIMU CPEACTBAMH U pabOTaTh C MEXaHU3MaMU
MO>KET OBITh HapyIlIeHA.

Teamucapman

[Tpu yripaBneHur TPAaHCTIOPTHBIMU CPEICTBAMHU M PA0OTE ¢ MEXaHU3MaMU CIIEAyeT IPUHUMATD BO
BHHUMaHUE BO3MOKHOCTb Pa3BUTHUS COHIIMBOCTH IPY IIpUEME TUIIOTEH3UBHBIX Mpenaparos (B T. 4.
TEeIMHUCAPTaH).

4.8. HexxenaresibHbIEC peaKUMU

Pesrome nipoduiis 6e3onacHocT

Hnoanamuo

HaunOonee wyacThiMM HEXENAaTENbHBIMU pPEAKLUSAMH, O KOTOPBIX COOOLIaNoch, ObLTH
TUIOKAJIMEMUs, PEaKIUU THUIEepUyBCTBUTEIBHOCTH, B OCHOBHOM JEpPMAaTOJIOTUYECKHUE, ¥
NAIUEHTOB C MPEAPACIOI0KEHHOCThIO K aJNIEPTUYECKUM U aCTMATUYECKUM pEaKLUsAM, a TaKkKe
MaKyJIoNamnyJe3Has Chlllb.

BonbIMHCTBO HeXeNaTeNbHBIX peakuuil (1abopaTopHble M KIMHUYECKHE I1O0Ka3aTesld) HOCAT
JI0303aBHCUMBIN XapakTep.

Teamucapman

Ceppe3Hble  HEXeNaTelabHbIE pPEAaKIMM INpPU  TPUMEHEHUM TEJIMHUCAapTaHa  BKIIOYAIOT
aHa(UIAKTUYECKYIO PEaKIMI0 U aHTMOHEBPOTHUYECKHI OTEK, KOTOpble MOTYT pa3BUBAThCS B
penkux caydasx (ot > 1/10000 mo < 1/1000), u OITH.

OO61ast yacToTa BCTPEUaeMOCTH HEKeJIaTeNbHBIX peakuil Mpy NIPUMEHEHUH TeJIMUCAapTaHa, KaK
npaBuio, ObuIa conocraBuMa ¢ mianedo (41,4 % u 43,9 %) B KOHTPOTUPYEMBIX UCCIIEIOBAHUSIX
y TAalWEHTOB, IOJIyYaBIIMX JIEUEHUE apTEpUaIbHOM TunepTeH3uu. Yacrtora BCTpEeUaeMoOCTH
He)KeJaTeJIbHbIX peaKIlIMii He 3aBUcelia OT J103bl U HE MMella KOPPEISLUU C ITO0JIOM, BO3PacTOM UITU

pacoBoi MPHUHAIEKHOCThIO NareHToB. [Ipoduins 6e3omacHocTH TeaMucapTaHa y MalueHTOB,
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MOJTYYaIONUX JICYCHHUE JUIsl CHIDKEHUSI CePACYHO-COCYIMCTOM 3a0071€BaeéMOCTH, COOTBETCTBOBAI
TaKOBOMY Yy IALIUEHTOB C ApTEPUAIIBHON TMIIEPTEH3UEH.

HexenarenbHple peaknuy, TPUBEICHHBIC HUXKE, OBUIM 3aperHCTPUPOBAHBI B XOJIE
KOHTPOJUPYEMBIX KJIMHUYECKUX HCCIECIOBAHUN Yy MAIMEHTOB, MOJyYaBIIMX IIpenapar st
JICYEHUsI apTEepUATIbHOM THUIEPTEH3UMU, a TAKXKE MPU MPUMEHEHUH B TOCTPETUCTPALMOHHOM
nepuoze. Crofa Takke ObLITH BKIIOUEHBI CEPhE3HBIC HEXKENATEIbHBIC PEAKIINHA U HeXellaTeIbHBIE
peaKkluy, MPUBOJIIUE K MPEKPAIICHUIO TEpau, 3aperuCTPUPOBAHHBIE B TPEX JOITOCPOUYHBIX
HCCIIeIOBaHUsAX ¢ y4dacTuem 21 642 manueHToB, MOJYYaBIIMX JICUCHUE TEIMUCAPTAHOM IS
CHIDKEHUS CePACUYHO-COCYIUCTOM 3a00JIeBa€MOCTH B TeUeHHUE 6 JIeT.

Tabauunoe PE3IOME HEXKENATCILHBIX PEaKIIU

UacTtoTa BCTpEeYaeMOCTH OMpeEJelieHa CIEIyIoIMMM o0pa3oM: odeHb dacto (> 1/10), gacto
(or > 1/100 mo < 1/10), meuacto (ot > 1/1000 mo < 1/100), peako (ot > 1/10000 mo < 1/1000),
ouyeHb penko (< 1/10000), uwacrora Hew3BecTHa (MCXOAS M3 HMCIONIMXCS JaHHBIX YaCTOTY
BO3HUKHOBCHUS ONPEACITUTH HEBO3MOXKHO).

HexenarenpHble peakIuy CrPYMIAPOBAHBI B COOTBETCTBUU C IMIOPSIIKOM Ha OCHOBAHUH CHCTEMHO-

opransbix kiaccoB (COK).

YacToTa BCTpe4aeMoCTH
CucreMHO-OprasHHbie
HexenatenbHble peakuuu TeamucapTan MHzanaMmn
KJIACCBI

Wudexnuu MoueBbIBOAAMMX MyTeid, | Heuacto -

BKJTIOYast LUCTHT, WHpEKIN

BEPXHUX  JBIXaTEIbHBIX  IyTEH,
Nudexuun u MvHBA3UHU

BKJItO4Yasi JapruHTUT U CHHYCHT

Cericuc, B ToM umcie ciydau c|Penko -

JIeTaJbHBIM UCXOIOM™

DozuHOUITHS Penxo —

AHemust Heuacto -
Hapymenus co

ArpaHyJIOIUTO3 - OueHb penko
CTOPOHBI  KPOBM H

ArnacTrdeckasl aHEMUs - OueHb penko
JaumdaTuyeckou

I'emonutnyeckas anemus - Ouenb penko
CHCTEeMBI

JlelikoneHus - Oudenb penko

TpoMOomuTOTIEHNS Penxo Odens penko
Hapymenus co AmnadunnakTaueckas peakuus, | Penko -
CTOPOHBI MIMMYHHOI TUIEPYYBCTBUTENBHOCTD
CHCTEeMBI
Hapymenns l'unepkanuemus Hewacrto —
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MeTa00au3Ma u I'mmoxammemus (cMm. pasaen 4.4.) - YacTto
NMUTAHUS I'mnonarpuemus (cm. paznen 4.4.)  |— Heuacto
l'umornukemuss (y manmeHToB c | Penko -
CaxapHBIM THa0ETOM)
I'mnoxnopemus - Penko
I'unomaruuemust — Penxo
l'unepkansuueMus — Ouenb penko
becconnnna Heuacro —
Ilcuxuyeckne
Henpeccus Heuacto -
HapyLIEeHHUs!
Tpesora Penxo -
CoHBOCTB Penxo —
YTomiseMocTb - Penko
Hapymenus co
lonoBnas 6011k - Peaxo
CTOPOHBbI HEPBHOI
[Tapecresus - Penko
CUCTEMBI
O6Mopok Heuacto Yacrora
HEU3BECTHA
Hapyenue 3penus Penko Yacrora
HEU3BECTHA
Muonus - Yactota
Hapyumenus co
HEU3BECTHA
CTOPOHBI OpraHa
HeuerkocTs 3peHus - Yacrora
3peHus
HEU3BECTHA
XOpUOHJAIbHBIA  BBIIIOT, OCTpas |— Yacrora
3aKpBITOYTOJIbHAS TIIayKoMa HEU3BECTHA
Hapyumenus co Bepruro Heuacto Penko
CTOPOHBI OPraHa cJjayxa
H JJa0UPUHTA
Apurmus - OueHb penko
bpanukapous Heuyacto —
Taxukapaus Penxo —
Hapyumenus co
JByHanpaBieHHas  JKEIyJOYKOBas |— Yacrora
CTOPOHBI cepala
TaXUKapaust THIIA «IHAPYIT» HEU3BECTHA
(HOTCHHI/I&J’ILHO C JICTAJIBHBIM
nucxomom) (cM. pasmenst 4.4, u 4.5.)
Hapymenus co ApTepuanbHas THIIOTEH3US Hewacto Oudenb penko
CTOPOHBI COCY/I0OB OprocTatnyeckast TMIOTEH3UA Hewacrto -
Hapymenus co Opplmika Hewacrto —
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CTOPOHBI JAbIXaTeJbHO

Kamens

Heuacto

CHCTEMbI, OPraHOB HHTepCcTHITHANTBHOE 3aboneBanue | O4eHb peIKO —
TPYJHOH KJIETKHM U nerkux*
CcpefnoCcTeHus
Bons B xuBOTE Hewacto -
Huapes Heuacro —
Hucnencus Heuacto —
Mereopusm Heuacro —
JduckomMdopT B xemyake Penko -
KenynouHo-kuueyHble | Jlucres3us Penko -
HapYLIEeHUs1 PBota Heuacto Hewacrto
TomHoTa - Penxo
3amop - Penko
Cyxocth  ciusucTodi  obosouku | Penko Penxo
[IOJIOCTH pPTa
ITankpearur - Ouenb penko
Hapyienue ¢dbynkuun | Penko Ouenb penko
NEYCHI/HApYIIEHHE CO  CTOPOHBI
neueHn®
Hapywmenus co
Bo3moxxHOE pa3BUTHE IEYEHOYHOH |— Yactota
CTOPOHBI MeYeHu U
sHIe(anonaTuu B ciIydae HEU3BECTHA
JKeJTYeBbIBOAAIMX
. [IEYEHOYHON HEI0CTaTOYHOCTH (CM.
nyTei
pasnenst 4.3. u 4.4.)
I'enatur - Yacrora
HEU3BECTHA
3yn Heuacto -
[ToBBIIIEHHOE TOTOOT/IETIEHNE Hewacto -
Celnib Heuacto -
I'unepuyBCTBUTENBHOCTD - YacTto
Hapymenns co MakynonamyJe3Has ChIllb - Yacro
CTOPOHBI KOKH U Ox3ema Penxo -
NOAKOKHBIX TKaHeH Opurema Penxo —
JlekapcTBeHHas ChIllb Penxo —
Tokcukonepmus Penxo —
Peakuyu rumepayBCTBUTENBHOCTH | — Yacro
[Typoypa - Heuwacto
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AHTHOHEBPOTHICCKUN OTEK Penko (B T.4.|OueHs penko
CiIy4an c
JIEeTATbHBIM
HCXOJIOM)
Kpanusnauna Penxo OueHs penko
Toxkcuueckuii SMUACPMAIIBHBIN | — OueHsb penko
HEKpOJIu3
Cungpom CtuBeHca-/[>koHCOHA - Ouenb penko
Peakimu  OTOUYBCTBUTENBHOCTH | — Yacrota
(cm. pasnen 4.4.) HEU3BECTHA
boms B CITHHE (manpumep, | Heaacto -
PAAVKYITUT)
Cna3zMbl MbILII] Heuacto Yacrota
HEW3BECTHA
Muanrus Heuacto Yactota
HEU3BeCTHa
Aptpanrus Penko -
Hapymenus co
. BoJb B KOHEYHOCTSIX Penxo —
CTOPOHBI MBIIIEYHOIA,
. bonb B CcyXxoxuiusx | Penko —
CKeJIETHOI U
. (TeHAMHUTONIOAOOHBIE CHMITTOMBI)
COeTUHUTEIHLHONH TKAHU
Bo3moxHoe obocTperHme yxKe |— Yactota
HMEIOLIEeHCsT  OCTpOM  CUCTEMHOM HEU3BECTHA
KpacHOW BOITYaHKHU
Meimevnas c1abocTh - Yactota
HEW3BeCTHA
Pabrommonus - Yacrora
HEU3BECTHA
Hapyumenus co IToyeuHas HEIOCTATOYHOCTH - Ouenb penko
CTOPOHBLI IOYEK U Hapymenune ¢pynkuuu nouek, B ToM | Heuacto -
MoOYeBbIBOASAIIUX myTel | yncie OITH
Hapymenns €0 | DpeKTHiIbHas AUCHYHKLIUS - Hewacto
CTOPOHBI
PenpoAyKTHBHOM
CHCTEeMbl M MOJIOYHBIX
KeJie3
Oo6mme paccrpoiicTBa u | bois B rpyan Heuacto —
peaKuum B MecTe Actenust (yTOMIIIEMOCTD) Heuacto -
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BBe/leHUSA I'punmmontomo6HOE 3a001eBaHEC Penko -
IToBsilieHNE KoH1eHTpanuu | Hewacto -
KpeaTHHHHA B IJIa3Me KPOBU
CHmxenne ypoBHs remoriobuwHa B|Pemko —
KpOBU
IToBeIIEHUE KOHUEHTpauuu | Penko YacTtoTa
MOYEBOH KUCIIOTHI B IJIa3Me KPOBU HEU3BECTHA
JlabopaTopHbIe u [NoBrimenue akTuBHOCTH pepmeHTOB | Peako Yacrora
HHCTPYMEHTAJbHbIE [I€YEHHU B IUIa3M€ KPOBU HEU3BECTHA
JAaHHbIE [ToBbIICHHE aKTUBHOCTH | Penko -
kpeatnHpochokmaazsr  (KPK) B
IU1a3Me KpOBU
Yanunenue unrepBaia QT na OKI' |- Yacrota
(cm. pazmenst 4.4. 1 4.5.) HEH3BECTHA
[ToBbIICHHE KOHLICHTpaLuH | — Yactota
TIIIOKO3BI B KpoBH (cM. pazaen 4.4.) HEM3BECTHA

1.2.3.4_ Gonee nmoapoOHO cM. B mojpaseie «Omucanne oTAeIbHbIX HEXKeIaTeIbHbIX PEaKIUii»

Onucanue omoebHbIX HeXCeAAmMeSIbHbIX peakuuﬁ

CojepkaHue KaJIMsA B IUIa3ME KPOBU

Bo Bpems uccnenoBanuii 11 u Il ¢a3el, cpaBHUBaOIMUX WHAAMAMHI B jJ03ax 1,5 Mr u 2,5 mr,
aHAJIN3 COACPKAHMS KAIHS B IJIa3Me KPOBH ITOKA3aJl JI0303aBUCHMBIN 3D PeKT nHIanaMua;

- Wnpanamun 1,5 Mr: ypoBeHb Kaiusi B Iuiasme KpoBu < 3,4 Mmoib/n HaOmonpancs y 10 %
nanueHToB U < 3,2 mmonw/1 y 4 % mnanueHToB nocne 4-6 Hexens nedenus. [locne 12 Hemens
JICUEHUs CpeIHEE CHIYKEHUE COJIepKaHuUs Kajlus B I1a3Me KpoBH coctaBuiio 0,23 MMoIIb/II.

- Wepanamuna 2,5 Mr: ypoBeHb Kaius B miazmMe KpoBu < 3,4 MMonb/l1 HaOmomancs y 25 %
narueHToB U < 3,2 MMmounb/n y 10 % manuenToB nocne 4-6 neaens nedenus. [locne 12 nenens
JICUEHUs CpeIHEE CHIDKEHUE COJIEpyKaHUs Kajus B 1iazMe KpoBHu coctaBuio 0,41 MMonb/m.
Cencuc

B uccnenoBannu PROFESS 0Op110 0TMEUEHO MOBBIIIIEHHE YaCTOTHI BCTPEYAEMOCTH CeTcrca Ha
dboHEe mpUMEHEHHUs TeIMUCapTaHa B CpaBHEHUWU ¢ Miarebo. J[aHHoe sBIEHHE MOXKET OBbITh
CIIy4aifHBIM JIMOO CBSI3aHHBIM C MEXaHHU3MOM, KOTOPBIH 10 HACTOSIIETO BPEMEHU HE U3YYEH (CM.
Takke pasznen S.1.).

AprepranibHasi THIIOTEH3 U

I[aHHaSI HCXKCJIATCIIbHAA PCAaKIMA BO3HHUKAJIA YaCTO Yy HNAOUCHTOB C KOHTPOJIUPYCMbIM AI[,
MOJIy4YaBIINX JICHCHUC TCIMUCAPTAHOM IJId CHUIKCHUS CCp,Z[C‘-IHO-COC}’I[PICTOfI 3a00JIeBacMOCTH Ha

(dboHE CTaHAAPTHOTO JICUCHHS.
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OTKIOHEHHE OT HOPMEI J'Ia6ODaTODHI>IX nmokasareliei d)VHI(I_[I/II/I MeYeHHU/ HapYIMEHNUE CO CTOPOHBI

[IEYCHU

BonbmmMHCTBO Ccioy4aeB OTKJIOHEHHS OT HOPMBI J1aOOpaTOpHBIX MoOKaszarened (QyHKIHH
HeYeHN/HapyleHNus (PyHKIUHM eYeHH OTMEYaIoCh B X0/€ OCTPErUCTPALMOHHOTO IPUMEHEHUS
TeJIMUCApPTaHa y AMNOHLEB. Y ANOHIEB OJOOHBIC HEXeNAaTeIbHbIE PEaKI[MH BCTPEYAIUCH Yallle.

HMHTEepCTUIINAILHOS 3a00JIeBaHUE JICTKHMX

Cnyyam UMHTEpCTULMANBHOIO 3a00JIeBaHMsl JIETKUX ObUIM 3apEerMCTPUPOBAHBI B XOJ€
IOCTPErMCTPALIMOHHOTO HAOMIOAEHUs M ObUIM CBSA3aHbl IO BPEMEHU C IPUMEHEHHEM
TesMucaprana. OHaKoO NPUYMHHO-CIIEICTBEHHAs CBSA3b HE ObliIa YCTAHOBJICHA.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTPAlluU
JIEKapCTBEHHOT'O Tpernapara ¢ 1eIbl0 00ecrnedeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOILICHUS
«ToJb3a — PHUCK» JIEKAPCTBEHHOTO mMpernapara. MeauiuHCKUM paOOTHUKAM PEKOMEHIYeTCs
CO00IIaTh O JIFOOBIX TOI03PEBACMBIX HEXKEIIATEIBHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIIEHUS O HEXKENIATeNbHBIX PEaAKIUAX rOCYIapCTB — YWICHOB
EBpa3niickoro 3K0HOMHYECKOr0 COI03a.

Poccuiickasa ®@eoepayus

109012, r. Mocksa, CnaBsiHCKas 111, 1. 4, cTp. 1

OdenepasibHas Ciryx)0a 1Mo Ha3OPY B chepe 3ApaBOOXpaHCHUS

Ten.: +7 (800) 550 99 03

Anpec s1. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa benapyco

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

PecnyOnukanckoe yHuTapHoe mnpeanpusartue «lleHTp dSkcmepTu3 W UCHBITAaHUN B
3/IpaBOOXpPaHEHUN

Ten.: +375 (17) 242 00 29

Anpec 1. mouthl: repl@rceth.by

Be6-caiit: www.rceth.by

Pecnyonuxa Kazaxcman

010000, paiion balikonsip, T. ActaHa, yi. A. ImanoBa, 1. 13, BIl «Hypcayner 2»

PI'TI na IIXB «HaunoHanbHbI LEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX
w3nenuit» Komutera MeOUIIMHCKOTO ©  (apMareBTUYECKOro KOHTpois MuHHCTEpCTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Ten.: +7 7172 235 135
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Anpec a11. moutsl: farm@dari.kz

Be6-caiiT: www.ndda.kz

Pecnybnuxa Apmenus

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

«Hay4Hblii LEHTp AKCHEPTU3bl JIEKAPCTB M MEIUIIMHCKUX TEXHOJIOTUA HMMEHM aKaJeMHKa
9. lNabpuensina»

Ten.: +374 60 83 00 73

Anpec 2. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be06-caiit: http://www.pharm.am

Kuipevizckasn Pecnybnuka

720044, Yyiickas obsiacts, r. bumikek, yiu. 3-sa Jluaus, a. 25

JlemapTaMeHT JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX WU3IEITHIA

Ten.: +996 (312) 21 92 86

Anpec s1. moutsr: dismi@pharm.kg

Be6-caiit: www.pharm.kg

4.9. Ilepeno3upoBka

JlaHHbIE O MIEepeI03UPOBKE Y YETIOBEKA OTPAHUYCHBI.

CuMITOMBI

Bo3MoxxHBIE CHMIITOMBI MIEPEO3UPOBKH PUBEACHBI M3 CUMIITOMOB TEPEI03UPOBKH OTIETBHBIX
KOMIIOHEHTOB Tpernapara.

Hnoanamuo

Nupanamu qaxke B 04€Hb BBICOKHX N103ax (10 40 mr, T. €. B 27 pa3 OoJibliie TeparneBTUYECKON
JI03bI) HE OKa3bIBAaCT TOKCHMYECKOTO JEUCTBUs. [IpH3HaKu OCTpOro OTpaBjieHUsI MpernaparoM B
MEPBYIO OYepelb CBA3aHBI C HAPYUICHHEM BOJHO-3JEKTPOJIUTHOrO OanaHca (TMIIOHATPUEMUS,
runokanuemusi). Knuauueckue nposiBI€HHs MEPEIO3UPOBKU: CHIKeHHe A/l, TomHoTa, pBOTAa,
CyJIOpOTH, BEPTUTO, COHJIUBOCTh, CITyTAHHOCTh CO3HAHUS, TIOJUYPUSI WM OJIUTYpPHUS BIUIOTH 0
aHypuH (BCIJIEJCTBHE TUTIOBOJIEMHUN ).

Teamucapman

Haubonee BbIpaskeHHBIE MPOSBICHUS MEPEAO3ZUPOBKU TEIMHUCAPTAHA BKIIOYATIH apTEePHATBHYIO
TUTIOTEH3UI0 U TaXWUKApJWI0; TAaKK€ OTMEUATUCh OpaguKapiusi, TOJIOBOKPYKEHHE, TTOBBIIICHNUE
KOHIIEHTpAallN KpEaTHHHUHA B CBIBOPOTKE KpoBH, OITH.

Jleuenue

Hnoanamuo
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Mepbl HEOTJIOKHOW MOMOIIM CBOASTCS K OBICTPOMY BBIBEACHHIO Mpenapara U3 OpraHu3Ma:
MPOMBIBAaHHME IKENyJKa W/WIM Ha3HAYCHWE aKTUBHUPOBAHHOTO YINIA C  MOCIEAYIOIUM
BOCCTAHOBJIEHMEM BOJHO-3JIEKTPOJIUTHOrO OanaHca B CIELUATIN3UPOBAHHOM OTIEIICHUU.
Teamucapman

TenMucapran He BBIBOAUTCA MyTeM remoauanuiza. Clenyer TIaTelbHO KOHTPOJIUPOBATH
COCTOSIHME TALMEHTOB M OCYIIECTBISATh CUMIITOMAaTHYECKOE, a TakXKe IOJJIepKUBAIOIIEe
nedeHue. [loaxo K J€UeHUIo 3aBUCUT OT BPEMEHHU, IPOLIEALIEr0 OCIe MpueMa Ipenapara, u
BBIPQXEHHOCTU CUMIITOMOB. PexoMeH 1yemMble MEpONPUITHSI BKIIOYAIOT B ce0s1 IPOBOLIMPOBAHKE
PBOTHI W/WJIM MPOMBIBaHHE JKeIyJIKa; erecoo0pa3eH MpueM aKTUBUpPOBaHHOTO yris. Cremyer
PEryJsipHO KOHTPOJIMPOBATH COACPIKAHUE AIEKTPOIUTOB M KOHIICHTPALIMIO KPEaTUHUHA B TIJIa3Me
KpoBu. [Ipu pazBuTumM apTepraibHONW TUMOTEH3UHU MAUEHTY CIeAyeT NPUHITh TOPU30HTAIBHOE
MOJIOKEHHE HA CIHMHE C MPUMOAHATHIMA HOTaMH, MPU 3TOM HEOOXOJUMO OBICTPO BOCHOIHUTH

OLK u conep>xaHue 3JE€KTPOIUTOB.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA
5.1. ®apmakoauHaMHYeCKHE CBOMCTBA
dapmakoTepaneBTHUECKasi TIpyINa: CpeAcTBa, ACUCTBYIOIIME HAa PEHUHAHTMOTEH3MHOBYIO
CHCTEMY; aHTarOHUCTHI perientopoB anruoteHsuna |1 (APA 11) B komOuHanumu ¢ auypeTukamu
Kox ATX: CO9DAO07
Huoanamuo

MexaHN3M e CTBUS

WupganamMusl OTHOCUTCA K NPOM3BOAHBIM CyJIb(OHAMUIA C HUHAOIBHBIM KOJBLIOM M TIO
(apMaKoJOTMYECKMM CBOMCTBaM OJM30K K THA3UJHBIM JIMYPETUKAM, KOTOpPbIE WHTHOUPYIOT
peabcopOIMI0 HMOHOB HAaTpUsi B KOPTUKAIBHOM CerMeHTe nerinu Hedpona. [Ipu sTom
YBEIUYMBAETCS BBIICICHUE TIOYKaMU MOHOB HATPHs, XJ10pa U B MEHBILIEH CTEIIEHU HOHOB Kallus U
MAarHusi, YTO CONPOBOKAAETCS YBEINUEHUEM JINypEe3a U aHTUTUIIEPTEH3UBHBIM () (HEKTOM.

dapmakoagnaammueckue YO HeKTol

B xnmunnyeckux uccnepoBanusx II m III ¢as3el npu npuMeHeHMM HHIanmaMula B peXHUMeE
MOHOTepanuu OblT MPOAEMOHCTPUPOBAH AHTUTMIIEPTEH3UBHBIM >(PdeKT, coxpaHsomuiics B
TeuyeHue 24 gacoB. DTO OTMEYaloCch Ha (POHE 103, OKa3BIBAIOIIMX CIa00€ IUypEeTUYECKOe
JICHCTBHE.

AHTUTUIIEPTEH3UBHAs aKTUBHOCTh MHAANAMU/IA CBsI3aHa C YJIYYIIEHUEM 3JIaCTHUYECKUX CBOMCTB
KPYITHBIX apTepuil, yMEHbIICHUEM apTEPUOJIIPHOTO U OO0IIEro nepupepudeckoro cocyucToro
conpotusienus (OIICC).

NupanaMui yMeHbIIAET TUTIEPTPOPHIO JTEBOTO KEITyA0UKa.
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TuaszuaHsle W THA3UIONOAOOHBIE IUYPETUKU TPU ONpEeAENEeHHOW J03€ JOCTHUTaloT IUIaTo
TepaneBTHYeCKOoro 3¢ ¢dexra, B TO BpeMs KaK YacToTa IMOOOYHBIX APPEKTOB MPOIOIKACT
YBEJIMYMBAThCA IPU JaJbHEHIIEM IMOBBILIEHUH JA03bl Hpenapara. Iloatromy He cienyer
YBEJIMYUBATH 103y Iperapara, eclid Mpu NMPUMEHEHHUH PEKOMEHOBAHHOW J103bI HE JOCTUTHYT
TepaneBTUYECKHUI 3P PeKT.

B kpaTkocpouHBIX, CpeAHEW IUIMTEIbHOCTH U JAOJITOCPOYHBIX HCCIEIOBAaHUSAX C Yy4acTUEM
NAIMEeHTOB C apTepUAIbHON THIIEPTEeH3UEH ObIIO MOKAa3aHO, YTO MHIAIAMHU/I;

e He BIMSCT Ha IOKa3aTelid JMIHUIHOTO OOMEHa, B TOM YHCJIE€ Ha KOHIEHTPALUIO
TPUTJIMLIEPUIIOB, XOJCCTEPUHA, JHUMONPOTEMHOB HU3KOM 1wiotHocTd (JITTHIT) m
JUTIONPOTENHOB BbIcOKOM muioTHOCTH (JITIBIT);

e HEe BIMACT Ha TMOKAa3aTeNd YIJIEBOJHOTO OOMEHa, B TOM YHCIIE Yy TMAIUEHTOB C
apTepHalIbHOM TUTIEPTEH3UEH U caXapHbIM JUabeToM.

Teamucapman

Mexanuswm neiicteus U bapMmakoauHamuueckue 3hheKThI

Tenmucapran — crnemuduueckuii APA I (tunm ATi), 3hdeKTUBHBIA MpH HpUEME BHYTPb.
OO6nanaer BBICOKUM CpojacTBOM K moxaruny ATi-peunentopoB aHruorensusa Il, yepes xoropsle
peanusyercs nercrere anrnoreHsuna ll. BeitecHsaer anrnorensus I u3 cBs3u ¢ peuentopom, He
oOnanas NeiCTBHEM aroHHCTa B OTHOLIEHMM 3TOro peuentopa. TeiaMmucapTaH CEJIEKTUBHO
cBsA3bIBaeTCA TONIbKO ¢ noAaTunoM ATi-penentopos anruorensusa II. CBs3p HOCUT IMTEIBHBIN
xapakrtep. He oGmagaer cpoacTtBoMm K Apyrum peuentopaM, B ToMm uucie k ATz-penenrtopy.
OyHKIHMOHAIBHASA POJb JAHHBIX PELENTOPOB HEW3BECTHA, PABHO M KaK BO3JEHCTBHE HX
MOTEHIMAIBHON YPE3MEPHOM CTUMYJISILIMHA aHTMOTEH3MHOM I, ypOBHHM KOTOPOTO MOBBILIEHBI Ha
¢doHe mpUMeHeHHs TeaMmucapTaHa. TelMUcapTaH CHMXKaeT KOHLEHTPAIMIO allbJOCTEpOHA, He
UHTUOMPYET aKTUBHOCTh PEHMHA B IJIa3Me KPOBH U HE OJIOKUPYET MOHHBIE KaHaubl. Teamucapran
He nHruoupyer AII®D wnm xunuHazy |l — ¢pepMeHT, KOTOpbIil Takke pa3pyliaeT OpaJIuKUHUH.
[ToaToMy ycuiieHue BhI3bIBAEMbIX OpaJUKHHUHOM HEXelaTelbHbIX 3(DPEKTOB HE 0KUTACTCS.

VY uenoseka no3a 80 Mr TenMHcapTaHa MPAKTUYECKH IMOJHOCTHIO OJIOKHUPYET TMIEPTEH3UBHOE
neiicrBue anruorensuHa ll. Hagano anTurunepreH3uBHOIO JeMcTBUS OTMEUAETCs B TeUEeHUE 3-X
4acoB IIOCIE€ IIEpBOro Ipuema TeiamucapraHa. IlomaBnsromee [eicTBUE TeaMmucapTaHa
COXpaHsieTCs B TeYeHHE 24 4acOB M OCTAETCA 3HAYUMbIM 110 48 4acoB.

Knuanueckas 3¢ddekTHBHOCTE 1 0€30ITaCHOCTh

V¥ nanueHToB, CTpalaloluX apTEPUATILHON THIIEPTEH3UEN, TEIMHUCAPTaH CHIXKAET CUCTOJINYECKOE
u nuacronnyeckoe AJl, He oka3bIBas BIMSHMS HAa YaCTOTY CEPJECYHBIX COKPAIEHUH.
B ciyuae pe3koit otMeHbl TenMucapTada A/l mOCTENEHHO BO3BPAIAETCA K NCXOIHOMY YPOBHIO

0e3 pa3BUTHS CUHIPOMA «OTMEHBD).
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5.2. @apmMakoKMHeTHYeCKHeE CBOIiCTBA

Huoanamuo

AOGcopouus

BricBoOOMBIIHMIACS MHAAMAMKT OBICTPO M TIOJHOCTHIO BcachiBaeTcs B XKKT.

[IpueM muImmM HE3HAYMUTEIHHO YBEIMYHMBACT BpEeMs BCACHIBaHUS, HO HE BJIMSIET HA KOJIMYECTBO
BCACBHIBAIOIIETOCS MIpenapara.

Cmax B IJIa3Me KPOBU JOCTUTAETCs uepe3 12 9acoB mociie mpuemMa BHyTPb OJHOKPATHOM 10361, [Ipn
MOBTOPHBIX TpHUEMax KoJieOaHWs KOHIIEHTpAIlMU MperapaTa B IUIa3Me KPOBH B ITPOMEKYTOK
MEXIy TNpueMamM  mpemapara  criakuBaiorTcs.  CymiecTByeT — MEKHHIMBUAYaJbHas
BaprabeIbHOCTh NTOKA3aTeNIel BCAChIBAHMS ITpenapara.

Pacnopenenenne

Oxoi10 79 % mpenapara CBsI3bIBacTCs ¢ Oenkamu 1mia3mbl Kposu. [lepuon momyseiBeaeHus (TY2)
npenapara coctaBiasier 14-24 wyaca (B cpegHeM 18 yacoB). PaBHOBecHass KOHIIGHTpaIus
JIoCTUTaeTcs yepe3 7 qued mpuema npemnapata. [Ipy moBTopHOM mpueme npenapara KyMyJsius
HE Ha0JIroJaeTcsl.

BI/IOTDaHCd)ODMaHI/IH W 3JIMMHWHAIA

WMupanamu BeIBOAUTCS B OCHOBHOM MoukaMu (70 % OT HpHUHATOW BHYTPh /03bI) M uepes
KuIIeYHUK (22 %) B BUJIC HEAKTUBHBIX META0OJIUTOB.

DapmaxokunHemuka y paziuyHuix 2pynn nayueHmos

VY NanueHToB ¢ MOYEYHOM HeJ0CTaTOYHOCThIO (hapMaKOKMHETHKA MHIAllaMK/1a HE U3MEHSIeTCS.
Teamucapman

AbGcopbuus

[Tpu npueme BHYTph Teamucaptad ObicTpo BeachiBaercs u3 KKT. buongoctynHocTs cocraBnsier
npubsmusutensHo 50 %. Ilpu mpueme ogHOBpeMeHHO ¢ mnumied cHuxkeHue 3HaueHuss AUC
Bapbupyetcs ot 6 % (npu no3e 40 mr) 1o 19 % (npu noze 160 mr). Yepes 3 yaca nocie npuema
BHYTPb KOHIIEHTpAIUs B IJIa3M€ KPOBU BBIPABHUBAETCSA HE3aBUCHMO OT BPEMEHHU IIpHEMa MUIIIH.

Pacnpenenenne

Ces3p ¢ Oenkamu 1uia3Mbl KpoBd — 99,5% (B ocHOBHOM ¢ anbOymMuHOM U anb(a-1
rimkonporenHoM). O6beM pacnpeaeneHus coctapiseT npudnusurensao 500 .

buorpancdopmarms

MetabOonu3upyeTrcst MyTeM KOHBIOTUPOBAHMSI C TIIOKYpPOHOBOM KHCIOTOH. MeTaboauTsl
(apMaKoIOTH4eCKN HEAKTHUBHBI.

OIUMUHAIMA

T'> — 6onee 20 yacoB. BeiBoguTCs uepe3 KUILIEYHUK B HEU3MEHEHHOM BHJI€, BbIBE/IEHUE TOYKAMU

— meHee 2 % oT nmpuHATOW A03bl. OOuWMil nmiaazMeHHbIH KiupeHc Bbicokuid (900 ma/mMuH) mo
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CPaBHEHUIO C «IIEYEHOYHBIM» KPOBOTOKOM (0K0y10 1500 Mut/MuH.).

Oco0Bble IPVIIILI TAIUEHTOB

Tayuenmor nodxcunozo 6ospacma

@DapMaKOKMHETHKA TEJIMUCApPTaHa HE pPa3jMyYacTcs y IalMEHTOB IIOKHUIOIO BO3pacTa H
MalKeHToB Mosioxke 65 net. Koppekuuu 103 He TpeOyeTcs.

Tayuenmuvi ¢ noueunoii He0oCmMamouHoOCmvio

VY nanueHToB ¢ HapymieHHeM (QYHKIIMU MTOYEK JIETKOH, CPEeHEN U TSHKEIOH CTeNeHH 0TMEYaloch
YBEJIMUEHUE KOHILIEHTpAallMM TeiamucapraHa B 2 pa3a. OmHAaKo y MAaLKMEHTOB C IOYEYHOU
HEI0CTaTOYHOCThIO, HAXOMALIMXCS Ha JUaln3e, OTMEYaroTcs Oosiee HM3KUE KOHLEHTpaLUu
TeNMucapTana. TeamucapTan akTUBHO CBSI3BIBAETCS C O€NKaMM IUIa3Mbl KPOBU M HE yIalseTcs
npu guanuse. T'2 He U3MEeHseTCs Yy NAlMEHTOB ¢ IOYEUYHON HEIOCTATOYHOCTBIO.

Ileuenounas nedocmamounocms

HccnenoBanust papMakOKHMHETUKH Yy MAIMEHTOB C MEYEHOYHOH HEJOCTATOYHOCTHIO MOKAa3ajH
yBEIMYEHUE aOCONIOTHOW OMOAOCTYNHOCTH TeaMucapraHa mnpaktudecku jo 100 %. Ilpu
NIEYEHOYHON He10CTaTOYHOCTH T2 HEe n3MeHseTcs.

Lion

HaOnromaercst pasHunia B IUIa3MEHHBIX KOHLEHTPALMAX Y MYKYMH M OKEHIIMH. Cmax —
npuOIM3KUTENFHO B 3 pa3a W — NMPUOJIM3UTENBFHO B 2 pa3a BhIIIE Y JKEHIIMH MO CPAaBHEHHIO C
MY)XKYMHAMH 0€3 3HaYMMOro BIHMsiHUAA Ha 3¢ dexktuBHOCTh. Koppekunu 103 HE TpeOyeTcs.

JIeTu ¥ MoAPOCTKHU

OcHoBHbIE MTOKa3zaTenn (apMaKOKUHETHKU MPUMEHEHHs TeIMUCapTaHa y JeTeil B Bo3pacTe oT 6
o 18 et B no3e 1 MI/kr win 2 MI/KT B TedeHue 4 Helelb, B I[€JIOM, COIIOCTABUMEI C JTAHHBIMH,
MOJIYYEHHBIMH TIPU JICUEHUU B3POCIBIX, W TOATBEPKIAIOT HETUHEHHYI0 (PapMaKOKWUHETUKY

TCJIMHCApTaHa, 0c00eHHO B OTHOIICHUU Cmax.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeuenb BCIOMOraTe/ibHbIX BellleCTB

Teauncrap, 1,5 mr + 40 mr, Ta0JIeTKHU ¢ MOIU(PUIIMPOBAHHBIM BEICBOOOXKIEHUEM

Crnoil nemeonenHo2o 6vic6000HCOeH U

JlakT03BI MOHOTHIPAT

MermoMuH

Hatpust ruapoxcug

[ToBumon K30

[{enmrono3a MUKpOKpUCTAIIIMYECKast (JOMycKaeTcst ucnoiab3oBaTh Tumbl 101, 112 u 200)

Kpockapmenno3za Harpus
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Kpacurens xene3a oxcup sxentoiit (E172)
Kpacurens xene3a okcua kpacusiil (E172)
Hatpus creapundymapar

Maruus creapat

Cnoti nponoHSUPOBAHHO20 8bICBOOOIHCOCHUSL
[ennron03a MUKPOKpUCTAIIMYECKAS
JlakT03BI MOHOTHIPAT

I'unpomernosa, tum 2208 (3550 mlla % ¢)
KpeMH#Ms1 TMOKCHT KOJIJIOUTHBIN O€3BOHBIN
[emrono3a MUKpOKpUCTaIIMUecKast, Tum 112
Kapbomep, tun 71

Marnus cteapar

Teaunucrap, 1,5 mr + 80 mr, TabieTkyu ¢ MOIU(PUIIMPOBAHHBIM BEICBOOOXKIEHUEM

Cnoti HemeOnenHo20 8b1c8060#COeHUs
JlakT0o3BI MOHOTHIpPAT

MermaromuH

Hatpus ruapoxcun

[ToBumon K30

[emrono3a MUKpOKpUCTAILTYECKAS (JIOMyCKaeTCsl UCIoJib30oBaTh TUIRI 101 1 112)
Kpockapmemnnosa HaTpus

Kpacutens xenesa okcup xentoiil (E172)
Harpus creapundymapar

Marnus creapat

Cnoti nponoHSUPOBAHHO20 8bICBOOOIHCOEHUSL
[em1r0103a MUKPOKpUCTAJUTMYECKAS]
JlakTO3BI MOHOTHIpPAT

I'unpomeriosa, Tum 2208 (3550 mlla % ¢)
KpemHust AMOKCUT KOJIJIOUAHBIN O€3BOIHBIN
[emnrono3a MUKpOKpUCTaIIIMIecKast, Tun 112
Kap6owmep, tun 71

Maruus creapat

6.2. HecoBMecTUMOCTH

Henpumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHUsl)

2 rona.
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6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHUU

XpaHUTh B OPUTHHATILHOM OJIUCTEpE JJIs 3aIUTHI OT BJIArd U cBera. JIekapCcTBEHHBIN Ipenapar
HE TpeOyeT CIeNHabHBIX TEMIIEPATYPHBIX YCIOBHUM XpaHEHUSI.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

ITo 7 unmu 10 Tabnerok B 6aucrepe n3 komOuHupoBanHoro marepuana OITA/An/IIBX u donbru
AJTFOMUHHUEBOM.

4, 8 wm 12 6aucrepoB (o 7 tabnerok), uiau 3, 6 umu 9 6mucrepos (mo 10 TabneTok) BMecTe ¢
JMCTKOM-BKJIAJIBIIIIEM TIOMEIIAIOT B MAYKy KapTOHHYIO.

He Bce pa3mepsl ynmakoBOK MOTYT ObITh JOCTYIIHBI JIJIsl peau3aliii.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUUYTOKEHMH  HCIOJIb30BAHHOTO
JIEKAPCTBEHHOr0 mMpenapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKApPCTBEHHOT0 Mpenapara ujiM padoThl ¢ HUM

Het ocoObix TpeOoBaHM K YTUIH3AIUH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
CnoBeHus
AO «KPKA, n.1., HoBo mectoy», lImapbenika necta 6, 8501 HoBo mecto
Ten.: +386 7 33121 11
dakc: +386 7 332 15 37
Anpec a1, moutsl: info@krka.biz
7.1. IllpeacraBuTe/ib AepKaTessl peruCTPAIHOHHOIO YA0CTOBEPECHUS

[Iperen3un norpedUTENEeH HAIPABIATE 110 aIPECY:

Poccuiickaa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 0611, r. Mctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec s1. moutsr: Krka-rus@krka.biz

Be6-caiit: www.krka.biz

Pecnyonuxa benapyco

[IpencraButenscTBO AkmmonepHoro odmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecniy6mnuka Cnosenusi) B Pecniy6niuke benapych

220114, r. Musnck, yn. ®unumonoBa, 1. 25T, opuc 315
Ten.: 8 740 740 9230

daxkc: 8§ 740 740 9230
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Anpec 2. moutsl: info.by@krka.biz

Be6-caiiT: www.krka.by

Pecnybnuxa Kazaxcman

TOO «KPKA Ka3zaxcrtan»

050059, r. Anmatsl, ip. Anb-®Dapadwu, 1. 19, opuc 207

Ten.: +7(727)311 08 09

@axc: +7(727) 311 08 12

Anpec 2. moutsl: info.kz@krka.biz

Be6-caiit: www.krka.biz

Pecnybnuxa Apmenus

[TpencraButenscTBO «Kpka, a.1., HoBo MmecTo» B PecniyOnuke Apmenus

0001, r. Epesan, yn. Han6aunnsn, a. 106/1 («CAAT-HOBA» BUSHEC-UEHTP), oduc 103
Ten.: +374 11 560011

Anpec 351. moutsl: info.am@krka.biz

Be6-caiit: www.krka.biz

Keipevizckasn Pecnybnuka

[IpencraButensctBo AO «KPKA, ToBapHa 3apasui, 1.1., HoBo Mmecto» B Keipreizcrane
720040, Yyiickas o06nacts, r. bumkek, Oynbpap DpKuHAMK, 1. 71, G110k A

Ten.: +996 (312) 66 22 50

Anpec 2. moutsl: info. kg@krka.biz

Be06-caiit: www.krka.biz
8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSI
9. TATA IEPBUYHOM PETUCTPAIIMU (ITOATBEPKJIEHUSI PETUCTPAIIUHA,
MNEPEPETUCTPALINN)
[lara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OO61as xapakTepucTrKa JeKapCTBEHHOTO npenapara TeauHcTap 10CTyHa Ha HH()OPMallMOHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MHPOPMAIIMOHHO-KOMMYHUKAIIMOHHON CETH
«uTtepuet» https://eec.eaeunion.org.
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