OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPETTAPATA

Kenasor 40, 40 mr/mi1, cycnieH3usl 1711 UHBEKIHHA

2. KAUECTBEHHBIN U KOJTUYECTBEHHBIA COCTAB
JelicTByroliee BEUIECTBO: TPUAMIMHOJIOHA allETOHUI.
Kaxapiii M1 cycrieH3uu AJ1sl MHBEKIUK coAaepkuT 40 Mr TpuaMIIMHOJIOHA alleTOHU/IA.
BcnomoratenbHbie BelecTBa, HAJTMYHE KOTOPBIX HAJO0 YYUTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npenapata: 1 M cycnensuu Juist uHbekui (1 ammyna) cogepxkut 9,9 Mr 6eH3MI0BOTO cupTa
(cMm. pasaen 4.4.).

ITonnbI MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB ITPUBCACH B Pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
CycrieHsust 1J1si HHbEKITUH.
Cycnensus 0enoro 1Bera co ciadbIM 3amaxoM OEH3MIIOBOTO CIHUPTA, MOXKET COJEPKaTh JIETKO

peCyCliCHANPYCMBbIC OeJible UJIN ITOYTH OeJIble 4aCTUIbI, CBO60,I[HaH OT ITIOCTOPOHHUX BKJIIOUCHUH.

4. KIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K NPUMEHEHHUIO
[Tpenapat Kenanor 40 noka3aH kK NIPUMEHEHHIO Y B3pOCIbIX U JIeTel B Bo3pacTe oT 12 1o 18 ner.
Cucmemnoe nevenue
e B KxauecTBe KpaTKOBPEMEHHOM JIONOJIHUTEIBHOM TEpalud MOCTTPABMATHYECKOTO
0CTE0apTPHUTA, CAHOBUTA, OCTE0aPTPUTA, PEBMATOMIHOTO apTPUTA, OCTPOTO U OJOCTPOTO
OypcuTa, SIIMKOHIUINTA, OCTPOT0 HeCIenU(UIECKOro TEHOCUHOBUTA, OCTPBIX MIPUCTYIIOB
[IOArpel, ICOPUATUYECKOTO aAPTPUTA, AHKUIO3UPYIOLIETO CIOHIWINTA, FOBEHUIBHOIO
PEBMATOUIHOIO apTPUTA;
e 1pu OOOCTpEHHUSX MIU B KayecTBE MOJAECPKUBAIOLIEH Tepanmuu CHCTEMHOHN KpacHOM
BOJIYaHKH, OCTPOr0 PEBMAaTOUIHOIO KapIuTa;
e neMmduronn, Tsxkenas MyinbTUQopMmHas spurema (cuHzapoMm CruBeHca-/[oHCoHA),
9KC(OIMATUBHBIN IEPMATHUT, TSKEIbIH Icopuas;
e BBIpaKEHHBIE AJJIepruueckue 3a00aeBaHus: ajlIepruuecKuil pUHUT, OpOHXHUANIbHAS aCTMa,
orek KBUHKE, KOHTAKTHBIM JE€PMATUT, aTONUYECKUN NEPMATUT, AJJICPTUUYECKUE PEAKIINH

Ha JIEKApCTBEHHBIE CPEJICTBA U CHIBOPOTKHU, YKYChl HACEKOMBIX;



®  TSHKENIBIC XPOHUYECKHUE AJTICPTUYECKUE U BOCTIAIUTEIbHBIE 3a00I€BaHUS OPTaHOB 3PCHHUS:
reprec, HMpHUT, HPHUIOIUKINT, XOPUOPETHHHUT, AU(PQY3HBIA 3aqHUN yBEUT, HEBPUT
TJIa3HOTO HEPBa, CUMITATHYECKasi O()TaTbMUSI, BOCIAJICHUE TIEPETHETO CETMEHTA;
e 3a00/eBaHMsI OPraHOB  JBIXaHUS: CHMITOMATHYECKHA  CapKOWMJ03, OCpHUIUIHO3,
acrypanoHHasi THEBMOHUS.
Mecmnoe neuenue

BHyTpHCcycTaBHOE MM OKOJIOCYCTABHOE BBEJICHHE M BBEACHHE BO BIIATaJMIIC CYXOXKHINS B

KayecTBe JIOMOJHUTENbHOM KpaTKOBPEMEHHOW Tepanmuu TMpU CHHOBUTE, OCTEOAPTPUTE,
PEBMAaTOMIHOM apTpUTE, OCTPOM U TOAOCTPOM OypcUTE, OCTPhIX MPHUCTyHaxX IOAArPHI,
SIMUKOHAWIINUTE, OCTPOM HGCHGHI/I(bI/I‘IGCKOM TCHOCHUHOBUTC, ITIOCTTPABMATHYCCKOM OCTCOAPTPHUTE.
4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHU I

Pexxum 103upoBaHus

[Tpu nnuTenbHOM Tepanuu npekpaileHue repanuu npenaparom Kenanor 40 cienyer npoBoauTh
IIOCTETIEHHO.
B3pocnvie

Cucmemnoe neyenue (GHVmDMMblu/lellHOe 666()€Hu€)

Jlo3upoBKa [UIs B3pOCHBIX ONpEAENSeTCS WHAMBHIYalbHO B 3aBUCHMOCTH OT XapakTepa
3a00JieBaHUs U 00BIYHO BapbupyeTcs B auama3one ot 40 go 80 mr (1-2 M nmpenapara).
MakcumanbHast CyTo4Has 103a TPUaMIMHOJIOHA aneToHuaa — 120 mr.

Jlns nedeHus CEHHOW JMXOPAIKH M APYTHX CE30HHBIX aJUIEPIrHYECKUX 3a00JeBaHUH OOBIYHO
JIOCTaTOYHO O/iHOW MHBeKIMHU npenapata Kenanor 40 (40-60 mr) Bo BpeMsi ce30Ha I[BETCHHUSL.
[Tpu HEOOXOMUMOCTH PUMEHEHHUST HECKOJIBKUX HHBEKIIUH CIIeyeT COOI0aTh HHTEPBAI MEXKTY
BBE/ICHUSIMU HE MeHee 4 HeJlelb.

Mecmuoe neuernue

[Ipu BHyTpHCYCTaBHOM BBeACHWH. 103a mpenapara Kenamor 40 ompenensercss pa3Mepamu
CyCTaBa M TSHKECTHIO CHMITOMOB. OOBIYHO JUIS B3POCIBIX PEKOMEHIOBAHBI CIEAYIOUINE O3B
TPUAMITUHOJIOHA alleTOHH/Ia!

® MeJIKHME CYCTaBhbl (HarpuMep, (anaHry najibleB pyK 1 HOT) — 10 10 mr;

e CycTaBbl CpPEIHEr0 pa3Mepa (Harmpumep, MaeueBoi, JokTeBoi) — 20 mr;

e KpYIIHBIEC CYCTaBHI (HalipuMep, Ta300eApeHHBIH, KoeHHBIN) — 20—40 mr.
[lpy mopa’keHNMH HECKOJIBKUX CYCTaBOB OOIIas 1032 TPHAMIIMHOJOHA alleTOHWIAa MOXKET
cocTaBysaTh 10 80 Mr. [Ipu H30BITOYHOM KOJIMYECTBE CHHOBUATBLHOM KHIKOCTH YaCTh €€ CIeIyeT
yIAIUTh TIPU TIOMOIIM LINPHIIa, YT0O0bI n30eXaTh pa30aBiieHus Mpenapara.

IToBTOpHO MPUMEHSTH NpeENapar ClIeAyeT HE paHee, UeM Yepe3 2 HEJEIN.



[Ipy BHYTPHOYAroBOM BBEIICHUU. B Majlble O4Yark MopakeHus (BOCIAICHUSX CYCTaBHOW CYMKH
(OypcHT), IEpHOCTHTHI) B3POCIBIM B 3aBUCHMOCTH OT BEJIMYMHBI U JIOKAJIU3AIUHN TOPAKECHUN
BBOAAT 10 10 Mr mpemapara, mpu HopakeHHsX Oombiioro pasmepa — ot 10 mMr mo 40 mr
TPUAMLIMHOJIOHA alleTOHUAA.

IToBTOpHO IPUMEHSATH IIpenapaT CleAyeT HE paHee, YeEM uepe3 2 HeAeIu.

[Ipu BBeneHMH B 007aCTh KOXHBIX TIOPAKEHHWH: B KaueCTBE OPUEHTHPOBOYHOM J103BI
pexomenyercst 1 mr npenapara Kenanor 40 Ha 1 cM? OBEPXHOCTH KOKHOTO HOPAYKEHHS.

[Ipn 5eyeHMM HECKOJIBKMX O4YaroB IOpakeHHs B 1 BBeleHME CyTOuYHas J03a Ipernapara
Kenanor 40 s B3pocnbix He JoipkHa npesblmiath 30 mr. IIoBTOpHO HpHMEHSATH mpenapar
CIIEIyeT HE paHee, YeM depe3 2 HeJleNH.

Oco0Bble IPVIIILI MAIKEHTOB

Tlayuenmui nodicunozo eospacma
BBuay BBICOKOTO pUCKa Pa3BUTHS OCTEONOpPo3a, MH(MEKLUH, Cepbe3HbIX CUCTEMHBIX pPEaKLuil
rmokokoptukocteponioB (I'KC) (aprepuanbHas runepreH3usi, TUIOKAJIWEMUs, CaXapHbIN
muaber), mpuMeHsTh rpemnapaT Kenanor 40 y manueHTOB MOKUIIOTO BO3pAcTa CIEAYET IO CTPOTUM
MIOKA3aHUsM C TILATEJIBHON OLIEHKON COOTHOLIEHMSI «I10JIb3a — PUCK).
Tayuenmoi ¢ napywenuem ¢hynkyuu novex
Koppekuuu 10361 TpHaMIIMHOJIOHA alleTOHUAA y MallMeHTOB ¢ MOYEUHON HEeJ0CTaTOYHOCThIO HE
TpeOyercs.
Tayuenmoi ¢ HapywieHuem QYHKyuu neveHu
[Tpy me4eHO4YHON HEIOCTATOYHOCTH TSKEJION CTENEHW TEpaluio CIEAyeT Ha4yMHATh C 72 403l
TPUAMIIMHOJIOHA alleTOHU/IA BBUY BO3MOKHOTO ycuieHus (hapmakonornyeckoro neicteus ['KC
y TaKUX MalUeHTOB.

€TH
[Tpumenenue npenapata Kenanor 40 nporuBonokasano y neteii B Bozpacte ot 0 10 12 ner.
Cucmemnoe newenue (HympumblieyHoe 88e0eHie)
Pexxnm no3upoBaHus y Aetei B Bo3pacte oT 12 10 18 j1eT COOTBETCTBYET PEXUMY JO3UPOBAHUS Y
B3POCJIBIX.
Mecmmnoe neuenue

Ilpu snympucycmasrom 66€0eHUU.

Pexxnm no3upoBaHus y Aetei B Bo3pacte oT 12 10 18 j1eT COOTBETCTBYET PEXUMY JO3UPOBAHUS Y
B3POCIIBIX.

Ilpu eHympuouazosom 66e0eHUL.

Pexxum no3upoBanus y aeteit B Bo3pacte oT 12 10 18 1eT COOTBETCTBYET PEKUMY JO3UPOBAHUSA Y

B3POCIIBIX.



Ilpu 66€0eHUU 8 00]1ACmb _KONCHbLX nopadiceruili. B KadecTBE OpI/ICHTI/IPOBOLIHOI\/'I JO3bI

pexomenayercst 1 mr npenapara Kenanor 40 Ha 1 cM? OBEPXHOCTH KOKHOTO HOPAYKEHHS.

[Ipu neyeHHH HECKOJIBKMX OYaroB MopakeHUss B | BBeJEeHHE CyTOYHas J03a Mpernapara
Kenanor 40 nns nereii B Bo3pacte oT 12 no 18 ner — 10 mr. [loBTOpHO mpUMEHSATH Ipemnapar
CIIeIyeT HEe paHee, UeM depe3 2 HeJleH.

Cnooco0 nnpuMeHeHus

Buympumviweunoe 6sedenue

[Ipenapar Kenanor 40 BBOAAT myTeM MENJICHHOW TIIyOOKOW BHYTPHUMBIIICYHOW WHBEKIIUU B
SATOJAMYHYIO 00JIaCTh, UCIIOIB3YS UIITY JUIMHOW He MeHee 3,8 cMm. [locie nabekuuu cineayer Ha 1—
2 MUHYTHI TJIOTHO MPHIKATh CTEPUIIBHYIO CAIPETKY K MECTY BBEJICHHUS IMpernapara.
Buympucycmaenoe esedenue

Jns obecrieuenusi 6ojee ObICTPOro KyHMHPOBAaHUS CUMITOMOB IpemapaT MOXKHO BBOJIUTH B
KOMOHMHAIIMM C MECTHBIM aHECTETUKOM (HE COJEP)KalUM COCYJIOCYXKUBAIOIIETO IMpernapara).
Nubekiuu cnegyer MNpOBOAUTH TakK, YTOObI M30€XaTh CO3JaHUS JIETI0 TPUAMIIMHOJIOHA B
MOJKOKHOW )KUPOBOU TKAHU.

[Ipu mpoBeneHUU HHBEKIMHA ClexyeT coOMoaaTh YCIOBHS cTpoxaiimed acentuku. Ilepen
MPOBEJCHNEM BHYTPUCYCTaBHOW MHBEKIIUM YYacTOK KOXM 00pabaThiBalOT Kak Tepen
MIPOBEICHUEM XUPYPTUUECKOTO BMEIIATEILCTBA.

Buympuouacosoe ssedenue

[Tpemapat paz6asmisror 0,9 % pacTBopoM HaTpus XJIOpHUIa U BeepooOpa3HO BBOAAT B 001acTh
Haubonbiield Oone3HeHHocTU. CrefyeT u30eratb coslaHus OONBIIMX JETMO TPHAMIIMHOIOHA
aleTOHMA.

[Ipenapar Kenanor 40 MOXHO Tak)kKe€ CMEIIMBATh C MECTHBIM aHECTETUKOM.

B obracmu xkooxrcnwix nopasicenu

[Ipemapar  Kenamor 40  pa30aBisSiOT  MECTHBIM  aHECTETHKOM, HE  COJEpKalluM
COCYJIOCY’>KHBAIOIIIETO BEIIECTBA, M IEPEMENIUBAIOT B Impuie. VHBEKIUIO TPOBOIAT
TOPU30HTAILHO B 00JIACTh MEXIY KOXKEH M TOJIKOXKHBIM CJIOeM JjIsi 00ecleueHns aHeCTe3un
UHUIBTpATA.

[Ipu xenmoumgubix pyOmax mnpenapar Kenamor 40 MoXHO BBOAWTH 0Oe€3 pa3daBiieHUs
HEIMOCPEICTBEHHO B TKaHb PyOIla, HE peKOMEHIYETCsI BBOJIUTD MOKOKHO.

IIpenapar Kenasior 40 He mnpeaHa3Ha4deH /AJsi BHYTPUBEHHOI0, BHYTPHKO:KHOIO,
BHYTPHIJIA3HOT0, MHAYPAJILHOIN0 U MHTPATEeKAJIbHOr0 npuMeHeHus. Creayer coOiroaath
OCTOPOKHOCTb TaK€E B OTHOIIIEHUH HEMIPEAHAMEPEHHOTO BHY TPUCOCYIUCTOTO BBEICHMUSI, TPEKIE

BCEro B 00J1aCTh JIMIA, KOKH I'OJIOBBI, @ TAKXKC B ATOAUILY.



[lepen mpuMeHEHNEM COJEP)KUMOE aMIyJIbl B30ONTAaTh U yOSIUTHCSA B OTCYTCTBHM YACTHUI[ MIIH
KOHIJIoMepaToB. CoAepKUMOE aMITyJibl CTEPHUIIBHO!
WMHCTpYKIMM 1O  MPUTOTOBIICHHIO/PACTBOPEHUIO  JICKAPCTBEHHOTO  ITIpenapara  mepen
MIPUMEHEHUEM CM. B pazjere 6.6.
4.3. [IpoTuBONOKA3aAHUS
e [umepuyBCTBUTENBHOCTh K TPUAMIMHOJIOHY W/WIM JIOOOMY M3 BCIIOMOTAaTEIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3zeie 6.1.
e CucremHble MH(EKINHU, 32 UCKIIOYCHUEM CIIy4aeB, KOTJa MPOBOAUTCS cnenuduyeckas
Tepanus, HalpaBJICHHAs IPOTUB BO30YAUTEIIS.
e BBsenenne B «HECTaOMIIBHBIE» CYyCTaBBI.
e BHyTpuBeHHOE, UWHTpaTeKadbHOE, OJHHIYyPAITbHOE ¥  BHYTPHUIJTA3HOE  BBEICHHE
TPUAMITUHOJIOHA.
e [lpu BHYTPUMBIIIEYHOM TIPUMEHEHUH — UAMONATHYECKAas TPOMOOIMTONCHUYECKAS
Iypiypa.
e [IpoBenenune BakIIMHALIWY KUBBIMUA IPOTHBOBUPYCHBIMH BaKIIMHAMH B IIEPUO]T JICUCHHUS.
e Jleru B Bo3pacte ot 0 10 12 ner.
4.4. OcoOble ykazaHMsl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Oco0ble yKa3aHus

COOTBETCTBYIOIIMX  WCCIECJOBAHWH,  TOATBEPKIAIOMUX  0OE30MacHOCTh  NPUMEHEHUS
TPUAMIIMHOJIOHA AllETOHHJA NPU BBEIEHHUH B HOCOBYIO PAKOBUHY, CYOKOHBIOHKTHBAJIBHO, B
SMHCKIEpATbHOE  MPOCTPAHCTBO,  IyTEeM  pPeTpoOynb0apHOro U BHYTPHUIJIA3HOTO
(MHTpaBUTpPEAIbLHOTO) BBEACHUS, HE IPoBOAMIN. [Ipy HHTpaBUTpeanbHOM BBEJCHHUM Ipernapara
coob1manock 00 3HAOPTANBMHUTE, BOCHAJICHUH TJia3, MOBBIILIEHUN BHYTPUIJIA3HOTO JABJICHUS U
HapylIeHUH 3pEHusi, BKIItoYash moTepro 3peHus. OnucaHbl HECKOJIBKO CIy4aeB CIENOTHI MOCie
BBEJICHHUS CYCIIEH3UU KOPTUKOCTEPOUIOB B HOCOBBIE PAKOBMHBI U BHYTPHOYAroBOrO BBEJICHHS B
00J1aCcTh TrOJIOBBI.

Coo0manock 0 cirydasix Cepbe3HbIX aHA(QMIAKTHYECKUX PEaKIui M aHAQHIAKTHIECKOTO IOKa,
BKJIIOYAs CIIy4ad CO CMEpPTENbHBIM HCXOJIOM, Yy JIMILI, MOJyYaBIIMX TPUAMIIMHOJIOHA AlETOHH]
HE3aBUCHMO OT CcI1oco0a BBEJICHUS Ipernapara.

BuyTpucycrasHoe BBeIeHIE

KOpTHKOCTGpOHHBI HEC CJIICAYCT BBOJUTH B «HECTAOUJILHBICY CYCTaBBEI. HaHI/IeHTBI JOJIXKHBI OBITE
npeaynpeKAaCHbl O HCAOIMYCTUMOCTHU qpe3MepHoﬁ Harpy3ku Ha CyCTaBbl, B KOTOPBIX YyAaJlOCh
AOCTUYb KIIMHHUYCCKOTO YIYyYIICHHA. B CIydac MNpOBCACHUA TOBTOPHLIX BHYTPHCYCTAaBHBIX
I/IH’beKHI/Iﬁ B TCUCHHUEC MTPOAOJIKUTEIIBHOTO IEpHoaa BPEMEHHU BO3MOXXHO BOBHUKHOBCHUE TAXKCEIIBIX

JNECTPYKTUBHBIX IPOLIECCOB B CycTaBe C HEKpo3oM Kkoctu. IIpu BBeaeHuu mnpemnapara BO
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BJIArajMIle CYXOXWIMS CJeayeT cOOMI0JaTh OCTOPOKHOCTb, YTOOBI HE BBECTH Ipemnapar
HETOCPEACTBEHHO B camMo cyxoxuiue. Cienyer nz0derath MOBTOPHOTO BBEACHHUS Ipernapara B
BOCIAJICHHOE CYXOXKUJIUE, TaK KaK 3TO MOXET MPUBECTH K €ro pa3phiBY.

W3-3a OTCYTCTBUSI UCTUHHOTO CYXO>KMJIBHOTO BJIarajuilla B axXWJUIOBO CYXOXKUJIME HE CleAyeT
BBOJHUTH KOPTUKOCTEPOU/IbI IPOJIOHTUPOBAHHOTO JICHCTBUSI.

BuyTpuMbIIIeyHoe BBeACHHUE

OO0s3aTeNbHBIM yCIOBUEM JUIMTEIBHOM TEpamnuu SBISCTCS HEOTPAaHHMUYEHHOE YMOTpeOsieHHE B
nunry Oenka ¢ LeJIbl0 HUBEIUPOBATh MOCTENEHHOE CHUKEHHE MacChl Tela, KOTOpOe HMHOTrIa
BO3HUKAET Ha (JOHE OTPUIIATEIILHOTO a30TUCTOr0 OanaHca u aTpopuu CKEIETHON MyCKyIaTyphl.

Mepsl 1pe10CTOPOKHOCTH

BryTpHCcycTaBHBIC WHBEKIIMKM HE CIEAYeT NPOBOJWUTH NMPH HATUYUW AKTUBHONH WHQEKIUU B
cycraBax wiu BOau3u HuX. [Ipenapar Kenanor 40 He ciieayeT mpuUMEHSTh JUIsl 00JierdyeHust Oosen
B CyCTaBaX, BOSHHKAKOIIUX MPHU WHPEKIIMOHHBIX 3a00JICBAaHHUSIX, TAKUX KaK TOHOKOKKOBBIA WU
TyOepKyJIe3HbIN apTPHUT.

Hexenarenpuble 3(@eKTsl MOXKHO yMEHBIIMTH IyTEM HCIOJIB30BAHUS HAWMEHbIICH
3¢ (GEeKTUBHON 03B B TCUCHHE MUHUMAJIBHOTO TNEPUOJa BPEMEHH, a TaKXKE ITyTEM BBEICHHSI
HEOOXOIMMOW CYTOYHOHM JI03bI, KOTJIa 3TO BO3MOXKHO, B BHJIE OJHOKPATHOI'O BBEICHUS YTPOM
yepe3 aeHb. g Hamnexkamero moadopa 103kl B COOTBETCTBHH C aKTHBHOCTHIO 3a00JICBaHHS
TpeOyeTcs peryisapHOe HaOIOICHUE 3a COCTOSHUEM MaIienTa (cM. paszaen 4.2.).
Haonoueunuxosas Hedocmamounocmo

[Ipu anuTenbHON Tepamuu pa3BUBaeTCs aTpodus KOPHI HAANOYEHYHHUKOB, KOTOpask MOKET
COXpaHATHCS Ha TMPOTSHKEHWHM MHOTHX JIET TOCie TNpekpamieHus jedeHus. [loatomy oTmena
KOPTUKOCTEPOHUIOB TOCIIE JUIUTEIILHOW TEpaluy BCET/Ia OJDKHA MPOBOJUTHCS TOCTETIEHHO BO
n30exaHue pa3BUTHUS OCTPOH HaJIMOYEUHUKOBOM HENOCTATOYHOCTH; CHMXKEHHME JO03bl JOJKHO
IPOBOJIUTHCA B TEUEHHE HECKOIBKMX HEIeNb WM MECSIeB B 3aBUCUMOCTH OT J03bI U
NPOJIOJDKUTEIPHOCTH  Tepanuu. [lpW JamuTenbHOW Tepamud B ciydae BO3HUKHOBEHHS
UHTEPKYPPEHTHOTO 3a00JIeBaHMS, TPABMBI WM MPOBEACHUS XHPYPIHUECKOTO BMEIIATEIHCTBA
notpedyercsi BpeMEHHOE TOBBIIIEHHE J03bl. Eciu KOpTUKOCTEpOuAbl ObUTM OTMEHEHBI Mociie
JUINTEIIEHOW Tepanyu, MOXKeT NOoTpeOoBaThCsl BpeMEHHOE BO30OHOBJICHNE UX IIPUMEHEHUSI.
[TomaBiieHue BOCTIAMTEIHHON PEAKIIMH M UMMYHHOU ()YHKIIMU TTOBBIIIAET BOCIPUUMYHBOCTD K
UHQEKIMAM U UX TsoKecTh. KiTmHIueckass KapTHHA 9acTO MOXET OBITh aTUITUYHOM, a Cephe3HbIE
WH(DEKINU, TAKHE KaK CeNITUIIEMUS U TyOepKyJie3, MOTYT MPOTEeKaTh B 3aMacCKHUPOBAaHHOU dopMme
U JIOCTUTATh TO3IHUX CTATUN K MOMEHTY HX BBISIBIICHUS.

Bempsnas ocna u kopo



Oco0oe BHHMMaHHME 3aciTy>KMBAaIOT BETpsSHAs OCla M KOpb, TOCKOJBbKY Yy TAIMeHTOB C
UMMYHOCYTIpECCHEH 3TH OOBIYHO HETSDKEJbIe 3a00JIeBaHHMSI MOTYT IPUBECTH K CMEPTEILHOMY
UCXOAY.

[TarueHTOB, paHee HE IMEPEHECIIUX BETPSAHYI0 OCHY M MOJYYaloUUX KOPTUKOCTEPOUIbI
MapeHTepaibHO HE B KaueCTBE 3aMECTUTENbHOW Tepamuu, CIeAyeT paccMaTpHuBaTh, KakK JIHII,
HaxXOJsIIMXCS B TpYIIE pPHUCKA TSKEIOro Te4YeHMsl BeTpAHOM ocmbl. IIposBieHus
(yIbMHHAHTHOTO TEYeHHUs 3a00JeBaHMs BKJIIOYAIOT B ce0sf IMHEBMOHHUIO, TeMaTUT |
JUCCEMHUHUPOBAHHOE BHYTPUCOCYAMCTOE cBepThiBaHue KkpoBu ([IBC-cunapom); ceinb He
00s3aTeNbHO SBISIETCS OCHOBHBIM Ipu3HaKoM. IlaccuBHas MMMyHH3AIMS UMMYHOTTIOOYIMHOM
npotuB BeTpsiHOM ocmbl (varicella zoster immunoglobulin (VZIG)) neoOxonuma marueHTam,
MMEBUIMM KOHTAKT € OOJIbHBIM U HE 00JIaJal0IMM UMMYHUTETOM K 3a00JIEBaHHUIO, MTOJIy4AIOIIUM
CUCTEMHbIE KOPTHKOCTEPOUIbl WM MPUMEHSBIIMM HX B TEUEHUE MPEIbIAYIINX 3 MECSIICB;
MMMYHOTJIOOYJIMH MPOTUB BETPSHOM OCIIBI JKeTIaTelIbHO BBOAUTH B TeUeHHUE 3 IHEH ¢ MOMEHTa
KoHTakTa W He mno3aHee 10 nueit. IloaTBepXKIEHHBIM JTUArHO3 BETPSHOM OCIBI TpeOyeT
CHeUaIi3upOBaHHON IOMOIIM U CPOYHOTIO JeueHus. Tepanuio KOpTUKOCTEPOUIaMHU HE CIIEAYeT
MpeKpalaTh ¥ MOXKET MOTPEOOBATHCS YBEIIUYCHHUE TO3BI.

[TaruenTam cieqyeT peKOMEHIOBaTh HM30eraTh KOHTAaKTa C OOJBHBIMU KOpPBIO, a B cClydyae
KOHTaKTa He3aMeIJIUTENIbHO oOpamiarbes 3a MEAMIIMHCKONW MOoMOIIbio. MoeT nmoTpeOoBaThCs
npo(UIaKTUYECKOE BBEIEHUE UMMYHOTJI00yJINHA.

Bakyunayus

Bo Bpems Tepanmuu KOpTHUKOCTEpouAaMu OOpa30BaHUE AHTUTEN CHUXKAETCS, YTO BIMSIET Ha
UMMYHHBIH OTBET MAIMEHTa HA BaKIMHAIMIO. JKUBbIe BUPYCHBIC BaKIIMHBI HE CIEIYET BBOIHUTH
BO BpeMms Tepanuu ['KC.

Tcuxuyeckue napywenus

[TaneHTOB W/MTHM ML, 00ECIIEUNBAIOIIMX YXO/1 3@ MAIIMUEHTaMH, CIeyeT NpelynpeanTh, YTO IpU
MPUMEHEHUN CHUCTEMHBIX CTEPOMIOB MOTYT BO3HHKATh MOTEHIHMAIBHO TSDKENIbIE TCUXUYECKUE
HeXxenartenbHple peakiuu (cM. pazaen 4.8.). CuUMITOMBI OOBIYHO DPA3BHBAIOTCS B TEUEHUE
HECKOJIbKUX JTHEH MM HelleNb MOciie Haydaia JieueHus. PUCK MOXKeT BO3pacTaTh NMPHU BBICOKUX
J103aX/CUCTEMHOM BO3JeHCTBUM (CM. pa3zaen 4.5. o papMakOKMHETHYECKUX B3aUMOJICHCTBUSX,
KOTOpBIE MOTYT yBEJIMYMBATh PUCK HEXKENATEIbHBIX PEaKlUil), XOTS YPOBHH JI03 HE MO3BOJISIOT
IIPOrHO3MPOBATh Hayallo, TUII, TSHKECTh WM MPOAOJDKUTENBHOCTh peakuuid. Ilocne cHmkeHus
JI03bI WJIM OTMEHBI Mpenapara y OOJBIIMHCTBA MAIlMEHTOB HACTYNAeT pa3peleHne, XOTs MOXKET
norpeboBatbesi cnenupuyeckoe sedenue. llanuentam/nmumaM, oOeCHeYMBAIOIIMM yXOJ 32
MaUeHTaMHt ClIelyeT peKOMEH1I0BaTh 00paTUTHCS 32 MEUIIMHCKOM TOMOIIIBIO B CITydae pa3BUTHUS

TPEBOXKHBIX CHMITOMOB IICUXHYECKHMX HapyLIeHWH, B OCOOCHHOCTH MpHU TOJO3PEHUU Ha



JENPECCUBHOE COCTOSIHME WJIM CyHIMJaibHble MbIcau. [laruenTtam/munam, o0ecreunBarOmUM
yX0J 3a HAalMEHTaMM TaKKe CJIEAyeT MNPOSBIATH BHUMAHUE K BO3MOXKHBIM IICUXHYECKUM
HapyLIEHUsIM, KOTOpbIE MOIYT BO3HUKHYTb BO BpEMs WIM Cpa3y IIOCIE IOCTENIEHHOIO
YMEHBIIIEHHUS J03bI/0OTMEHBI CHCTEMHBIX CTEPOUIOB, XOTS TAKUE PEaKLIUd OTMEYAIIUChH PEJIKO.
Tpebyercs cobmonaTh 0CO0YI0 OCTOPOKHOCTh IIPU PACCMOTPEHUH BO3MOKHOCTH MPUMEHEHUS
CUCTEMHBIX KOPTUKOCTEPOUJOB Yy NALMEHTOB C CYLIECTBYIOIMMHU UM UMEBLIMMUCS B aHAMHE3E
TsDKENBIMU aQ(EKTUBHBIMU PACCTPOMCTBAMH, KaK Yy HUX JIMYHO, TAaK U y UX POJICTBEHHUKOB
NepBoil IMHUU pojicTBA. K TakuM paccTpoiicTBaM OTHOCATCA JENPECCUBHOE WM MAaHUAKAJIbHO-
JIEIIPECCUBHOE COCTOSIHUE U MPEAIIECTBYIOIINI CTEPOUIHBIN IICUX03.

Oco0bIe MepPHI ITPETOCTOPOKHOCTH

Tpebyemcs cobniodams 0coOYI0 OCIOPOACHOCIL NPU PACCMOMPEHUU B03MOICHOCU HAZHAYEHUSL
CUCMEMHBIX KOPIMUKOCEPOUAO8 Y NAYUEHIMO8 CO CLEOVIOWUMU COCIOAHUAMU (MaKue nayuenmol
OO0JIHCHBL HAXOOUMBCSL OO Pe2YISAPHbIM MEOUYUHCKUM HADIIOOEHUEM)

HenaBHo nepeHeceHHble XMPYypruueckoe BMEMIaTeNbCTBO 110 CO3JaHUI0 aHACTOMO3a KUIIIEYHUKA,;
JTUBEPTUKYIUT; TPOMOO(DIEOUT; CYIIECTBYIONIME MM MMEIoIIecs B aHamHe3e addekTuBHbIC
paccTpoiicTBa TsKeNnol cTereHr (0COOEHHO MPEIIECTBYOLNI CTEPOUAHBIN 1CHX03); SK3aHTEMA,
XpPOHMYECKMM He(QpUT WIM [OYeYHas HeIO0CTaTOYHOCTb, METAcTa3upylollas KaplUHOMA,
0CTEeONopo3 (KEHIIMHBI B IOCTMEHONAy3€ OCOOEHHO IOJIBEPKEHBI pHUCKY); aKTHUBHas
nenTHyeckas f3Ba (WM ee HaTM4uKMe B aHaMHe3€); MUAaCTEeHUS gravis; JJaTeHTHBIN WM HEaKTUBHBIN
TyOepKye3; Haluyhue MECTHOM WM CUCTEMHOW BUPYCHOH HMH(EKIUH, CUCTEMHOW I'pHOKOBOIi
UHOQEKIMY WM aKTUBHOM MHQEKIUH, HEe KOHTPOJIMPYEMOH aHTHOMOTHKOTEpamuei; oCTpbli
IICUX03; OCTPBIA TJIOMEpPYJOHEPPUT; apTepuaibHas TUIEPTEH3Ms; 3acTolHas cepaeyHas
HEJOCTAaTOYHOCTh; TJlayKoMa (WJIM OTATOIIEHHBIM IO TJIayKoMe CEMEWHBI aHaMHe3),
IIPEIUIECTBYIOAs TIIOKOKOPTUKOCTEPOUA-UHAYLIMPOBAHHAs IPOKCUMAJIbHAs MHUOMNATHS WU
AIWIEIICUS; XPOHUYECKAsl IEYEHOYHAsI HEJOCTaTOUYHOCTb.

OpHoBpemMeHHOe Ha3zHaueHHe HHTuOuTopoB u3zodpepmenta CYP3A, Bximouas npenaparsl,
coJiepKallie KOOUIMCTAT, MOBBIIIAET PUCK PAa3BUTHS CHUCTEMHBIX HEKEIAaTEeJIbHBIX pPEaKIIHi.
OToii KOMOMHAIMK clielyeT u30erarh, eCii TOJIbKO M0Jb3a €€ MPUMEHEHHUS HEe TPEBBIIIAeT PUCK
pa3BUTHS HEIKENATEIbHBIX pEaKLU IPU IPUMEHEHUH KOPTUKOCTEPOUI0B CHCTEMHOTO JENCTBUS;
B 3TOM CJIy4ae CJIelyeT KOHTPOJIUPOBAaTh COCTOSTHUE MAaIlMeHTa Ui BBISIBICHUS HEKeIaTeIbHbIX
peaxiuii CHCTEMHBIX KOPTUKOCTEPOUI0B. B X0/1€ mpruMeHeHus B TOCTPEruCTPpalluOHHOM TIepro/ie
coolmanock O KIMHUYECKHM 3HAYMMBIX JIEKAPCTBEHHBIX B3aMMOJACHUCTBUSAX Yy MAIMEHTOB,
[I0JIy4aBIIUX TPUAMIMHOJIOHA alleTOHUA U PUTOHABUP, YTO IMPUBOIUIO K PA3BUTHIO CHCTEMHBIX
HE)KENNaTeNbHbIX peakiui, BKIoyas cuHapoM Muenko-KymmHra um yraerenue (QyHKIMHM KOpBI

HaAIIOYCYHHUKOB. HOBTOMy OOIHOBPCMCHHOC IMPUMCHCHUC TpUAMIMHOJIIOHA alcCTOHWIA U



PUTOHABHpa HE PEKOMEHIYETCs, €CIM TOJIbKO NMOTCHUHAIbHAS I0JIb3a JICYCHUS HE IPEBBIIIACT
PUCK DPa3BUTHUS HEKEIATEIbHBIX PEAKLMM MPU MPUMEHEHUH KOPTHUKOCTEPOUJIOB CHCTEMHOIO
nerctBus (cM. pazaen 4.5.).
Hevicteue 'KC MoeT ycHUIMBaThCA y MAlMEHTOB C IUPPO30M IE€UECHH WJIM THIIOTHPEO30M M
CHU)KATHCA y MALIUEHTOB C TMIIEPTUPEO30M.
Bo3MoxHO yXy/uieHue TeueHHs caxapHoro auadeTa, TpeOyrolee MOBBIIICHUS 103kl HHCYJINHA.
Mo3keT OBITh CIPOBOIIMPOBAHO Pa3BUTHE JATEHTHOTO CaXapHOTo AHadeTa.
MoryTt HaOnr0faThCsl HAPYLIEHUS MEHCTPYaJbHOI'O IMKJIA M BarvHaJbHble KPOBOTEUEHUS Y
KEHIHUH B nocTMeHomnayse. Cienyer HHGOpMUPOBATh NALIMEHTOB )KEHCKOTO 110J1a, OJHAKO 3TO HE
JIOJKHO OTpaHMuYMBaTh Bpaya IpU MPOBEIEHUU HEOOXOAUMOI0 00CIe10BaHUS B 3aBUCUMOCTH OT
IIOKa3aHUM.
Y  [anuMeHTOB, IONYYarlOUIMX  KOPTUKOCTEPOMABI, B  PEOKHUX  CIy4yasX  BO3HUKAIU
aHa(UIAKTOUHbIE pEeaKIUH, B OCOOEHHOCTH, KOIJa B aHaMHe3e Yy MalleHTa Halojanach
aJjyIeprus K JeKapCTBEHHBIM IIpenaparam.
Bce kopTuKoCTEpOU bl YCHIIMBAIOT S3KCKPELINIO KAJIbLUS.
VY NanueHToB ¢ THIONPOTPOMOMHEMHUEH ClIEeIyeT C OCTOPO’KHOCThIO HPUMEHSTh ACHHUPUH B
COUYETaHUM C KOPTUKOCTEPOUJAMHU.
Hapywenue s3penus
Bo3moxHO nosiBieHHEe HapyLIeHUs 3peHusi pu cucteMHoM U MecTHoM npuMeHenuu ['KC. Ilpu
NOSIBJICHUH HEYETKOCTH 3PUTEIBHOTO BOCHPUATHS WIM IPYIMX HapyILIEHUN 3pEHMS CIEoyeT
paccMOTpeTh BO3MOXKHOCTh KOHCYJIbTALMU O(PTATbMOJIOra, YTOObl HCKIIOUNUTh TaKUe MPUYMHBI,
KaK KarapakTa, TJayKoMa WM pelkue 3a0ojeBaHMs, HalpuMep, LEeHTpalibHas Ccepo3Has
xopuopetuHomnatusi (CSCR), o KOTOpeIX cooOIIaToch NOCAE CUCTEMHOIO M MECTHOIO
npumenenns ['KC.
I niokokopmukocmepouo-unoyyupo8anHas nPOKCUMANbHAS MUONAMUS
Hannune B aHamHe3e NMPOKCUMalbHOM MuonaTuu, BbI3BaHHOM npuMmeHeHneM ['KC, sBusercs
MIPOTUBONOKA3aHUEM I Tepanuu TPUAMIIMHOJIOHOM, MOCKOJbKY OHa MPEICTaBISIET OCOObII
PUCK BO3HUKHOBEHHUS JTOM HexenareapHoM peakumu. Ilocne mpekpamenus tepanuun ['KC
MHOIATHs, KaK MPaBUJIO, YMEHBIIAETCS B TEUCHHE HECKOJNbKUX MecsieB. Haubonpmmii puck
BO3HUKHOBEHUS TAHHON HEXXeNaTeIbHON peaKIuu HabIto1aeTcst y AeTei.

eTH
V neteii B nepuoa pocta 'KC 10KHBI IPUMEHATHCS TOJIBKO 10 A0COIIOTHBIM MOKA3aHUSIM U O
0co00 THIaTENbHBIM HaOmoaeHueM Jedamiero Bpada. llpemapat Kenamor 40 ne cnenmyer
NpUMEHSATH y aeteil B Bo3pacte oT 0 1o 12 ner. KopTUkoCTEpOUABI BHI3BIBAIOT J10303aBUCUMYIO

3aJIep>KKy pocTa B MJIaJIEHYECKOM, JIETCKOM U MOIPOCTKOBOM BO3PacTe, KOTOpas MOXKET ObITh



HEoOpaTUMOH; TOATOMY CJIEIyeT PETYISIPHO KOHTPOJIUPOBATH POCT U pa3BUTHE AETEH, JUIUTEIHHO
MOJIyYalOLUX TePAIUI0 KOPTUKOCTEPOUIAMHU.

[TanmeHThl IOKUJIOT0 BO3pacTa

YacTeie He)KEIaTeIbHbIC PEAKIIUH, XapaKTePHBIC ISl KOPTUKOCTEPOUIOB CHCTEMHOTO JICHCTBHUS,
MOTYT OBITh CBSI3aHBI C 00JIE€ CePhe3HBIMH TOCJICICTBUAMHU Y MAIMEHTOB IMOXHIIOTO BO3PAcCTa,
0COOCHHO C OCTEOIMOPO30M, APTEPHATLHON TUIIEPTCH3UEH, THITOKAIMEMHUEH, CaXapHBIM JTHA0ETOM,
BOCIIPUMMYHMBOCTBI0 K HWH(MEKIMH ¢ HCTOHYCHHWEM KOXH. Bo wu30ekaHue pa3BUTHS
HEKEJIATCIbHBIX PEaKIMi, YIPOXKAMOIIUX KU3HU, TpeOyeTcs TINATEIbHOE KIMHUYECKOE
HaOJIFOJEHUE.

BcrnoMmorarensHble BElIeCcTBA

bensunoswiti cnupm

1 mn (1 ammyna) npenapata Kenamnor 40 conepxut 9,90 Mr/mi 6€H3UIOBOTO CIUPTA, TOITOMY €T0
HE CIeAyeT MPUMEHSTh y HEJOHOIICHHBIX JeTed WJIM HOBOPOXKICHHBIX. BEH3UIIOBBIA CHHPT
MOJKET BBI3BIBATh TOKCHYCCKHE M aHA(DHMIAKTOWIHBIC PEAKIMH Yy JCTeH T'PYJAHOrO BO3pacTta u
neTeu 1o 3 ner.

Hampuii

JlaHHbBIH JIeKapCTBEHHBIN MTpenapar coaeput MeHee 1 Mmosb (23 mr) Hatpus Ha 1 mu (1 ammysia)
CYCIICH3WH ISl HHBEKIINH, T. €., 10 CYTH, HE COJICPIKUT HATPUSI.

4.5. B3ammopeiicTBue ¢ JIPYrHMH JeKAPCTBEHHBIMH MpeNapaTtaMu W [pyrue BHIbI
B3aUMOJACHCTBUSA

AMd)OTeDI/IHI/IHB M _CpEICTBA, CHIKAOIIMEC COACPKAHME KallMsd B TIIa3ME€ KPOBH. CIICAYCT

Ha6J'IIOI[aTB 3a COCTOAHUEM ITAIIMCHTOB C LICJIBIO BBIABJIICHU S T'MIIOKAJINCMUH.

WHruOuTOophl aleTUIXOJUHAICTEPasbl: Npu oJHOoBpeMeHHOM mnpumeHeHun ¢ ['KC mposisior

aHTar OHMU3M.

IIepopalbHble AHTUKOATYJISHTHI: KOPTUKOCTCpOUABI MOTYT KaK YCHJIMBATb, TaK W CHHXATb

HGﬁCTBH@ AHTHUKOATr'yJIAHTOB IIpU HX OAHOBPEMCHHOM IIPHUMCHCHUMH. HOSTOMY AT E€HTHI,
IMPUHHUMAIOIUE IEPOPATBHBIC AaHTUKOATYJIAHTBI U KOPTUKOCTECPOUIbI, JOJKHBI HAXOAUTHCA IIOJ
TIIATCIbHBIM Ha6J'IIOI[eHI/ICM.

['MOorIMKeMHUYEeCKHUE CPEACTBA: KOPTUKOCTCPOUZBI MOTYT IOBBIIIATH YPOBCHL KOHICHTPAIIUU

TJIFOKO3bI B KPOBH. vy MManUEHTOB C CaXapHbIM J1H366TOM CJICOAYCT KOHTPOJINPOBATH KOHICHTPALINIO
TJIFOKO3bI B KPOBH, 0COOEHHO B Hayaje TEpAIINU KOPTUKOCTEpOUAaMHU, UX OTMCHE NI USMCHCHUHN
JO3bI.

I'MnoTeH3UBHBIC CPEACTBA, BKIIOYAS JHUYPECTUKH: KOPTUKOCTCPOUBI 0CIIa0JISIOT ﬂeﬁCTBHe

TUIIOTEH3UBHBIX CPEACTB U AMYPETUKOB. ['mnokanuemuueckuil 3¢¢GeKkT AUypeTHKOB, BKIIIOUYas

anerasojlaMul, YCUINBACTCA.
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HDOTI/IBOTV66DKVJ'I63HI>IG npenaparbl. BO3MOXHO CHHXXCHHUC KOHICHTpAllMKM H30HHA3Waa B

CBIBOPOTKC KPOBH.

LIMKIOCHIOpHH: B Cllydyae OJHOBPEMEHHOTO NMPUMEHEHUS ATHX ABYX IpemnapaTtoB TpeOyercs

Ha6J'IIOI[eHI/Ie 3a MMpU3HaKaMH1 YCUJICHUA TOKCHYHOCTH HUKJIOCIIOPHHA.

CepieyHbIe TIIMKO3UJIBL: KOM6I/IHI/IpOBaHHOC IIPUMEHCHUEC I'KC n CCPACUYHBIX I''TMKO3UI0B MOXKET

MNPUBOAUTH K YCHUJIICHUIO TOKCUYHOCTH ITOCIICAHUX.

9CTDOI‘GHBI (B TOM YHUCJIC, IICPOPATBHBIC KOM6I/IHI/IDOBaHHBIe T'OPMOHAJIbHBIC KOHTDaHCHTI/IBBI):

BO3MOXXHO yanuHeHue nepuoaa nonysbiBeneHus (T2), yBenuuenue xonuentpamuu ['KC u
CHI)KEHHE UX KIIUpEHca.

NunykTopsl Ie4yeHOYHbIX (epMeHTOB (Hampumep, Oapouryparsl, GEeHUTOWH, KapOamasenuH

pudaMnuIMH, OPUMHUAOH Y AMHHOTJIYTETHMHJI): BO3MOXKHO YCHJICHHE METAa0O0JINYECKOTO

kaupeHca npenapara Kenanor 40. IlanueHTbl JOMKHBI HAaxXOOUTHCA MOJ  TIIATEIbHBIM
HaOJIOZCGHUEM  JUIsL  BBIIBIEHUS  BO3MOXHOI'O  CHMXKEHHA AI(PQPEKTOB  CTEpOMJIOB U
COOTBETCTBYIOIIEH KOPPEKLIUU JO3BI.

CoMaToTpOIHEI ropMOH: ) (PEKT CTUMYIISAIIUNA POCTa MOXKET ocladisaThes o aeiicreueM ['KC.

Wuruburopsl uzodepmenta CYP3A4: TpuaMuuHONOHA AaleTOHM] SBJISETCs CyOcTpaToM
uzopepmenta CYP3A4. OgHoBpeMeHHOE MPUMEHEHHE MOIMHBIX MHTUOMTOPOB H30(hepMEeHTa
CYP3A4 (nampumep, pUTOHABUp, aTa3aHABUpP, KIAPUTPOMMIIMH, WHAWHABUP, UTPAKOHA30I,
Heda30/10H, HeIPUHABHP, CAaKBUHABUP, KETOKOHA30J, TEIUTPOMHIIMH) C TPHAMIIMHOJIOHOM HE
pPEKOMEH/1yeTcsl BCIIEICTBUE BO3MOXKHOTO YCHIIEHUST HEXKENATENbHbBIX PEaKIMid pH NPUMEHEHUH
KOPTUKOCTEPOUIOB CUCTEMHOro aedcTBHs (cM. pasnen 4.8.). Ecnu moTeHuuanbHas MoJib3a
OJTHOBPEMEHHOTO TPUMEHEHHs MPEBBIIIACT MOBBIIICHHBI PUCK HEXENATEeIbHBIX PEaKuuil mpu
NPUMEHEHHH KOPTHUKOCTEPOHMIOB CHCTEMHOTO JCHCTBHSI, CJIEIyeT TINATeNbHO HAOMI0JaTh 3a
COCTOSIHUEM IalMEHTOB C LIEJbI0 MX BBIABICHUS. B X0/l MOCTPerucTpaliioOHHOrO MPUMEHEHHUS
coolmanock O KIMHUYECKH 3HAYMMBIX JIEKApPCTBEHHBIX B3aMMOJAEHCTBHUAX Yy NAallMEHTOB,
MOJTYyYaBIINX TPUAMIIMHOJIOHA AlleTOHH]l ¥ PUTOHABUP, YTO MPHUBEIO K Pa3BUTHIO CHCTEMHBIX
HEXKENATeNbHBIX PEAaKIHd KOPTHKOCTEPOHJOB, BKIoUas cuHIApoM Winenko-Kymmara wn
nojaByieHue (PyHKIIUHM HAATIOYEYHUKOB (cM. pazaen 4.4.).

Henenoaspusyroniye MHOPECITaKCAHTHI: I'KC MOTYT YCUIINBATh nin YMCHBIIATH

HEHPOMBILIIEYHYIO OJIOKaTYy.

Hectepounnsie nporuBoBocnanutensHble mnpenapatel  (HIIBII): kopTtukoctepouspl MOTYT

NOBBINIATh YaCTOTy W/WIM CTENEeHb TSHKECTH KEIYJOYHO-KUIIEYHBIX KpPOBOTEUEHUH U
U3bA3BIECHUHN, cBsizaHHbIX ¢ npumeHeHuem HIIBII. Kpome Toro, kopTukocTepouabl MOTyT
CHW)KATh KOHLEHTPALMIO CATULWIATOB B CBIBOPOTKE KPOBU U, CIEAOBATENbHO, CHHXKATH

s dextuBHocTs HIIBII. C npyroit cTopoHbI, TpeKpalieHne MIpuMeHEHNsI KOPTUKOCTEPOUIOB HA
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doHe mpHemMa BBICOKMX J03 CaJHIMJIATOB MOXET IMPUBECTH K TOKCHUYECKOMY JEHCTBHIO
NOCHETHUX. Y MAalUEeHTOB C THIONPOTPOMOMHEMHUEH CIIEAyeT C OCTOPOKHOCTBIO IPUMEHSTH
ALETUICATMIMIIOBYIO KUCIIOTY OJJHOBPEMEHHO C KOPTUKOCTEPOUIaAMHU.

[IpemapaTel  Jj1d  JICUYECHHS 3a001€BaHUN IMUTOBUJIHON JKEJIE3bl: MeTa0OTHYECKUH KIIMPCHC

KOPTUKOCTEPOUI0B CHUKAETCS y MAaLMEHTOB C TMIIOTUPEO30M U YBEIMUYUBACTCSA y NALlMEHTOB C
TUIEPTUPEO30M. VI3MeHeHUs (QYHKIIMOHATBHOTO COCTOSHUSI IMUTOBUIAHOW JKENE3bl MOTYT
noTpedOBaTh KOPPEKLNHU A03bl aIPEHOKOPTUKOMI0B.

BakuuHel: B cily4ae BaKIIMHUPOBAHUS MAIMEHTOB, IMOJIyYAIOUIMX KOPTUKOCTEPOUIbI, BO3MOMKHbI
HEBPOJIOTHYECKHE OCI0KHEHUS U OTCYTCTBUE UMMYHHOI'O OTBeTa (CM. paszen 4.4.).

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JAKTALMA

bepeMeHHOCTB

CriocoOHOCTh OTAEIBHBIX KOPTHUKOCTEPOMJIOB IPOHHUKATh Yepe3 IUIALEHTY Yy pasIMYHbIX
IpenapaToB OTINYACTCS, OJHAKO TPUAMIMHOJIOH IPOHUKAET Yepe3 IUIALCHTY.

BBCI{GHI/IG I'KC 6epeMeHHI)IM CaMKaM JKMBOTHBIX BBI3bIBAJIO OTKJIIOHCHHA PA3BUTHA 111014,
BKJTIOYAst «BOJIYBIO MACTH» (paciiesinHa Heba), 3aepKKy BHYTPHYTPOOHOTO pa3BHUTHs, BIUSHHE
Ha POCT M pa3BUTHE TOJIOBHOIO Mo3ra. HeT AaHHBIX 00 yBEJIMYEHHUH YaCTOThl BPOXKIEHHBIX
aHOMAJINH, TAKMX KAK «BOJIYbsSI ITACThY WUJIH «3as4bsi Iy0ay y 4eJoBeKa, 0OJTHAKO MPH AJIUTEIbHON
Tepanuy WK HEOJHOKpPaTHOM BBeAeHUU BO BpeMs OepemeHHocTu 'KC MoryT yBenuuuTh puck
3a/1ep>KKU BHYTPUYTPOOHOIO pa3BUTHUS POCTa IJIO/A.

[Tocne BHYTpUYTPOOHOTrO BO3AEHCTBHSI KOPTUKOCTEPOUIOB y HOBOPOXKIACHHBIX BO3MOKHO
pa3BuTHe THIO(YHKIMHA HAAMOYCYHUKOB (THIOAIPEHATN3M), OJHAKO OOBIYHO MPOXOAUT
CaMOCTOSITENILHO MOCJIE POJIOB M PEAKO UMEET KIMHUYECKOE 3HAUECHHUE.

Kak u Bce nexapcrBennble npenapatsl, ' KC, Bkitouas TpuaMIUMHOJIOH, CIE€AYET MIPUMEHSTh BO
BpeMs OepeMEHHOCTH TOJIBKO B Cilydae, KOrja O)KHJaemas Iojb3a Ui MaTepu MpeBbILIIaeT
BO3MOXHBIE PUCKH i miofga. OpHako, Korja NpUMEHEHHEe KOPTHUKOCTEPOMIOB HEOOXOANMO,
JICYCHUEC MaOWCHTOK C HOPpMaJbHBIM TCUCHHUEM 6epeMeHHOCTI/I MOXHO MNPOBOJUTH TAaKUM XK€
o0pa3oMm, Kak eciii Obl OHU He ObUIN OepeMEHHBI.

JlakTanus

Koprukocrepousbl MOTYT MpOHUKaTh B TPYJHOE MOJIOKO, XOTA JaHHblE B OTHOLICHUHU
TPpUaAMIMWHOJIOHA OTCYTCTBYIOT. Yy HOBOPOXACHHBIX, MATCPU KOTOPHBIX, IMOJTy4YaIl BEICOKHUE T03bI
KOPTUKOCTEPOU OB CUCTEMHOTI'O HGIZCTBPISI Ha MPOTSKCHUU OJIUTCIIBHOTO BPEMCHH, BO3MOXKHA
oTpeieIeHHas CTeNeHb YTHETeHUs! (YHKIUN HAaJIOYEYHHKOB.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMH CpeICTBaMH M padorath ¢

MEXaHU3MaMHU
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CrienuanbHBIX UCCIICIOBAHUN BIIMSHUS TIpenapaTa Ha CIIOCOOHOCTh YIPABISATh TPAHCIIOPTHBIMHU
CpeACTBaMHU M MEeXaHHU3MaMM He IpoBOAWIOCh. OIHAKO B MEPUOJ JICUCHHS CIEIyeT cOOII0AaTh
OCTOpPOXKHOCTh TpPU YIPABICHUU TPAHCHOPTHBIMU CPEICTBAMM, MEXAHU3MAaMU W 3aHATHUSIX
NOTEHIMAJIHPHO OMACHBIMH BHJAMH JESTEIBHOCTH, TPEOYIONIMX IOBBIIICHHOW KOHIICHTPAIUU
BHUMaHHUS M OBICTPOTHI IICHXOMOTOPHBIX PEaKIHUH, B CBSA3M C BO3MOXKHOCTBIO Pa3BHTHUS
HEXEJATENIbHBIX PEAaKIUI CO CTOPOHBI HEPBHOU CHCTEMBI.

4.8. HexenarejbHbIC peaKIMu

YacToTa BCTPEUaEeMOCTH OIpeIesieHa CIeayrImuM o0pa3oM: odyeHb yacto (> 1/10), gacro
(ot > 1/100 mo < 1/10), meuacto (ot > 1/1000 mo < 1/100), peako (ot > 1/10000 mo < 1/1000),
oueHb peako (< 1/10000), yactora Hem3BecTHA (HA OCHOBAaHWHM HMMEIOIIUXCS JAHHBIX OIICHHUTH
HEBO3MOJKHO).

HesxenarenbHbIe peakiiu CrpyIupOBaHbl B COOTBETCTBHUH C MTOPSAKOM Ha OCHOBAHUU CUCTEMHO-
opransbix kiaccoB (COK).

Tabauunoe PE3IOME HEXKENATCIIHLHBIX PEaKIIUA

Yacrora HexesaTenbHbIe peakuuu
COK BCTPEYAEMOCTH (MedDRA)
Nudexuuu v nuBazun Yacto Nudexuus
Heuacro CrepunbHbIf  abciecc B MecTe
UHBEKIIUU,  CKpbITas  MH(peKuus,

TyOepKyne3, KaHAWI03, BHpYCHas
uH(peKIUs 11a3, rpubKoBasi HHQPEKIH

rjia3, pyHUuT, KOHbIOHKTUBUT

Hapymenust co croponsl uMMyHHO# | HeuacTo AnaduiiakroniHast peakuus,
CHUCTEMBI aHaumakTHUeCcKas peakuus,

aHa(UIAKTOUTHBIH IIOK

OHJIOKpHUHHBIE HAPYILIECHUS Heuacto Kymunroun, mnonaBneHue (GyHKIUU
HaJII0YE€YHUKOB, BTOpPUYHAs
HEJI0CTAaTOYHOCTh KOpBI
HaJIIOYE€YHUKOB, HEJI0CTaTOYHOCTh

¢byHKIUM runodusa

Hapymenus MeTaboau3Ma u | Heuacto 3anepxka HaTpus, 3a7EpKKa
MMATaHUS JKHIKOCTH, aJIKaJio3
TUTTOKATMEMUYECKU I, THIIEPTINKEMUSI,
HEJIOCTATOYHBIM THUITOTIMKEMHYECKUHM

KOHTPOJIb caxapHoro ;[Ha6eTa,
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COK

YacrTora

BCTpEYaAEeMOCTHU

HeskenarenbHble peakuuu

(MedDRA)

NeUIUT  KaJdbllds, ITOBBIIICHHBIN

alllICTUT

Penxo

[Topdupus

[Icuxuueckue HapyIIeHUS

Heuacto

[lcuxuarpuueckue CUMITOMBI,
nenpeccusi,  sudopus,  mnepenaabl
HaCTPOCHHS, MICUXOTHYECKOE
paccTporCcTBO, U3MEHEHUE JUYHOCTH,
OeccoHHMIIA, JIeKapCTBEHHAS
3aBHCHMOCTb, MICUXHYECKOE
paccTpoicTBO,  Pa3Apa)kKUTEIbHOCTb,
CynnauaajibHbIC MBICJIH, TpEBOra,
KOTHUTHUBHOE paccTporcCTBO,

ceaTUBHBIN 2P (DEKT, MaHUs

Penxo

T"ayutroniuHaMu

Hapymennss co cTOpOHBI HEpPBHOMU

CHUCTCMBI

Yacto

T'onoBHas 00JIb

Heuacto

Cynmoporu, omuiencus, OOMOpOK,
no0poKauecTBEHHAas BHyTpUYEpeIHas
THICPTEH3Us, HEBPHUT, TapecTe3us,
MIOBBILLICHUE BHYTPHUYEPEITHOTO

JAaBJICHUS, TOJIOBOKPYIKCHUC

Hapymenuss co cTOpoHBI oOprasa

3pEHHUSI

Heuacto

Cnerora, KaTapakTa, rJIayKoMma,
sk30¢TanbM, nepdopaius poroBHUILHI,

OTCK JUCKaA 3pUTCIIBHOIO HEPBa

HewnssectHo

HeuetkocThb 3pCHUA (CM. TAaK¥XE pas3acit

4.4.).

Hapymienuss co cTopoHBl oOpraHa

ciyxa 1 JabupHuHTa

Heuacto

Bepruro

Hapymenus co cTopoHsI cepana

Heuacto

3acroitHast cepacdHast

HEAOCTAaTOYHOCTD, ApUTMUA

YacTtoTa

HCHU3BCCTHA

Hapymenue ¢pyHkimu cepama
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COK

YacrTora

BCTpEYaAEeMOCTHU

HeskenarenbHble peakuuu

(MedDRA)

Hapymienust co cTopoHbI cOCY10B

Heuacto

AptepuanbHasi THICPTEH3HS, SMOOJTHS,
TpoMOO(DIEOUT, HEKPOTU3UPYIOIIHIA
BaCKyJIUT, apTepUaIbHAS THIIOTEH3MS,
OIIYIIEHUE IIPUIHBOB» KPOBH K KOXKE

JIMIa

Kenynouno-kuiieyHble HapyIICHUS

Heuacto

[lentuueckass  s3Ba,  MpoOOJEHUE
MENTUYECKOU S3Bbl, KPOBOTCUECHUE U3
MENTUYECKOW  SI3Bbl,  MAHKPEATHT,
B3/IyTHE KUBOTA, SI3BEHHBIN 330(arur,

JUCIICIICUA

YacrtoTa

HCHU3BCCTHA

Hxorta

HapymeHI/m CO CTOPOHBI KOXH H

HOAKOKHBIX TKaHEN

Heuacto

KpanuBHauna, CHIIIb,

THICPIIMIMCHTAI A KOXH,

TUIONUMIMEHTAlUsl  KOXH, arpodus

KOXH, JICTKO TpaBMHUpyEMas KOXKa,
NETCXUH,

9KXHUMO3hI, OpUTEMaA,

TUTIEPTUJIPO3, nypmypa,

akHen(opMHbIT

CTpHH,
TUPCYTHU3M,
JIEpMaTUT, KOJKHAasl KpacHas BOJIYaHKa,

aHFI/IOHeBPOTI/I‘ICCKI/Iﬁ OTCK, 3y

YacrtoTa

HCHU3BCCTHA

Hepmartut

Hapymenus co CTOpOHBI MBIIIEYHOH,

CKEJIETHOUN U COEIMHUTEILHON TKaH!

YacTto

Aprtpanrus

Heuacto

OCTCOHOPOS, OCTCOHCKPO3,

MaTOJIOTUYECKHI Mepesom,
3aMeJUIeHHe KOHCOINAalU TepeioMma,
CKETICTHO-MBIIIIEYHBI  TUCKOM(DOPT,

MbIIICYHAaA c1a00CTh , MUOIIaTus:,

aTpousi MBI, 3aJepKKa pOocCTa,

HEHUpOreHHas apTpoIaTusi, MHUaIrus,

15



Yacrora HeskenarenbHble peakuuu

COK BCTPEeYaeMOCTH (MedDRA)

MOBPEKICHHE CYXOKUJIHH npu

MCCTHOM IIPUMCHCHUU

Hapymenus co croponsl mouek u|Hewacro I'muko3ypus

MOYCBBIBOIAIINX HYTGI;'I

Hapymenus co cTopoHsI | YacTto BazomoTopHbIE CUMIITOMBI
PEeNpPOTYKTUBHOMN CUCTEMBI u | Hewacto Hapymienus: MEHCTpyaJIbHOTO IMKIIA,
MOJIOYHBIX XKEJIe3 ameHopest u BJIATAJIUIIHbIE

KPOBOTCUYCHUS B TIOCTMCHOIIAY3aJIbHOM

nepuoe
OO6mme HapymieHuss u peakiuu B|Yacto Peakuus B MecTe BBeiEHUSA
MECTE BBEICHUS Heuacro CunoBur, 6076, pa3ipakxeHUE B MECTE

HMHBCKIHUU, ,Z[HCKOM(i)OpT B MCCTC
HHBCKIUHU, YTOMIIKIEMOCTh, HADYIICHUC

3AKUBJICHUA, TUTICPTCPMHUA

JlaboparopHsble u | Heuacro CHIXeHHME coJepXkaHus Kaiausi B
MHCTPYMEHTAJIbHbIE JaHHBIE Ija3Me  KpOBHM, H3MEHEHUE  Ha
AIEKTPOKApANOTrpaMMe (BKD),
CHMIKCHUEC TOJICPAHTHOCTHU K
YIJIEBOJAM, OTpHULIATENIbHBIN

a30TUCTBIA  OayjiaHC,  MOBBIILIEHHUE
BHYTPUIJIA3HOTO JIaBJICHUS, BIIUSHUE
Ha pE3yIbTATHI 71a00paTOPHBIX
aHAJIM30B, CHIDKEHUE Macchl Tela,
HapylleHHe COAEp)KaHUS KaJblUs B
masme KpOBH, HapylLIeHHE

KOHIIEHTpaluu od1iero oenka

TpaBMLI, HMHTOKCUKaAIIuH1 u | Heuacto KOMHpCCCI/IOHHHﬁ nepeiom

OCJIOKHCHMUS Mpoucayp IIO3BOHOYHHUKA

HpI/I BO3HHMKHOBCHUU TSKCJIBIX HEXKCIIATCIIbHBIX peaKHI/Iﬁ JICUCHUEC H606X0}II/IMO IMPEKPaATHUTD.

COO6HI€HI/I5I 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHo coo0mare O MOA03peBaEMbIX HEXENATeNbHBIX pPEAKIHUAX I[I0CIe PEeTrUCTpalyu
JIEKapCTBEHHOTO Iperapara ¢ LeNbl0 00eCcTeYeHrs] HEPEPhIBHOIO MOHUTOPUHIA COOTHOIIICHHUS

«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauiMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
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coo0IaTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENATENIbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipemnapara
Yyepe3 HallMOHAJIbHBIE CHUCTEMbI COOOIICHHUSI O HEXKENATEIbHBIX PEaKIMsIX roCyJapCcTB — WICHOB
EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccuiickasa ®@eoepayus

109012, r. MockBa, CiiaBsiHcKkast 1l., A. 4, cTp. 1

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

Ten.: +7 (800) 550 99 03

Anpec 311, mouthl: pharm@roszdravnadzor.gov.ru

Be06-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa benapyco

220037, r. Munck, ToBapurieckuii riep., 1. 2a

PecnyOnukanckoe yHuTapHoe mnpennpusitue «LleHTp dSKcmepTu3 W UCHBITAaHUH B
3JIPaBOOXPAHEHUI)

Ten.: +375 (17) 242 00 29

Anpec 1. mouts: repl@rceth.by

Be6-caiit: www.rceth.by

Pecnybnuxa Kazaxcman

010000, paiion baiikonsip, r. ActaHna, yi. A. Umanosa, 1. 13, BL{ «Hypcayner 2»

PI'TI na [IXB «HaunoHanbHbIA LEHTP 3KCIEPTU3BI JICKAPCTBEHHBIX CPEIICTB U MEIUIIMHCKUX
u3nenuit» KomuTera MeTUIIMHCKOTO U (apMaieBTUYECKOro KOHTpois MuUHHCTepCTBa
3apaBooxpaneHus Pecnyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 1. noutsl: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnybnuxa Apmenus

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

«Hay4HbBI [EHTp DKCIEPTHU3Bl JIEKAPCTB W MEIUIIMHCKAX TEXHOJOTHA HMCHH aKaJeMHKa
3. I'abpuensHa»

Ten.: +374 60 83 00 73

Anpec 211, mouthl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

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

Kuipevizckaa Pecnybauka

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

JlemapTaMeHT JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX WU3JIETHH

Ten.: + 996 (312) 21 92 86
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Anpec a1. moutsl: dlsmi@pharm.kg

Be6-caiiT: www.pharm.kg

4.9. Ilepeno3npoBka

CumMnOTOMBI

TomHoTa, pBOTA, paccTpoiicTBa CHa, 3idopus, Bo3OyX IeHHE, Ienpeccusi, cuHapom HieHko-
Kymumnra, runeprimkemMust, TII0KO3ypusl.

Jleuenue

CumnromaTnyeckoe Ha ()OHE MOCTENEHHOW OTMEHBI TEPalHH TPHAMIIMHOJIOHA aleTOHHIOM.

Crnernuduyeckoro antuoTa Het. ['emoananus HeapheKTUBEH.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHUYeCKHeE CBOMCTBA
dapmakoTepaneBTHUeCKas  rpymma:  KOPTUKOCTePOoUAbl  CUCTEMHOro  AelCTBUS,;
FMMHOKOKOPTNKOUABI

Kon ATX: HO2ABO0S8

Mexanusm neiicteus, dapMakoauHaMmuueckue 3 dhexThl

Tpuamuunosnona aneronua — 310 cuHTerndeckuid ['KC, ¢ropupoBanHOoe mpou3BOIHOE
npeaHu3010Ha. TpuaMIMHOIOH 001ajaeT MUHUMAJIbHOM MUHEPaIOKOPTUKOUIHOM aKTUBHOCTHIO
(B0 MHoOro pa3 MmeHblued, yem akTUBHOCTh ['KC, mpou3BOAHBIM KOTOPOTO OH SBISIETCS).
TpuaMLMHOJIOH HE YCHJIMBAET BBIBEJACHHE MOHOB Kajus, Kanblus U (pochopa U3 opraHusma, a
TaKkK€ HE BbI3BIBACT apTepuanbHylo runepreHsutro. B kmacce I'KC  TtpmamnuHoinoH
XapaKTepU3yeTCcsl  CPeAHEH  NPOJOJDKUTENBHOCTBIO  JEHCTBUS:  IOCIHE  IPUMEHEHUs
TPUAMIIMHOJIOHA B J103€, SKBUBaJEeHTHON 50 MTr nmpeaHu30Ha, HaOIr0aeTcst 0J0Kaga aKTHBHOCTH
runou3apHO-HAAIMOYEYHUKOBOH OcH B TedeHne 24-36 gyacoB. TpHaMIMHONOH B 1103€¢ 4 Mr
OKa3bIBAET MPOTHUBOBOCHAIIUTEIBHOE JEMCTBHE, AaHAJIOTMUHOE JEHCTBUIO THAPOKOPTU30HA B J103€
20 Mr, KOpTH30HA B J103€ 25 MI' MJIM NPEAHHU30JI0HA B 703€ 5 MI. TpHaMIIMHOIOH TOPMO3UT
BBICBOOOK/IEHNE MHTEPJIHKNHA-1,2, Tamma-uHTepdepoHa u3 TMMQOIUTOB U MaKpo(haros.
Oxka3plBaeT  MPOTHBOBOCHAIUTENBHOE, MPOTHUBOAJUIEPTUYECKOE,  JIE€CEHCHOMIU3UPYIOIIEE,
IIPOTUBOIIOKOBOE, aHTUTOKCUUECKOE U NMMYHOJIENIPECCUBHOE JIEHCTBUE.

[TonaBnser BeICBOOOXIeHHE runoduzom aapeHokoptukorponHoro ropmona (AKTI) u Gera-
JUTNOTPOIIMHA, HO HE CHIIKAET IJIA3MEHHYI0 KOHIIEHTPAIMIO IUPKYJIUPYIOIero 6era-sHaoppuHa.
TpuamMumion YrHETaeT CEKPEHIO THUPEOTPOITHOTO rOpMOHa (TTT) "
dommmkynocrumynupytomero ropmona (OCI).

[ToBbimaer Bo30yAMMOCTh LeHTpadbHON HepBHOW cuctembl (LIHC), cHmkaer KOIMYECTBO

TUMGOLIMTOB M 303MHO(GUIIOB, YBEIWYHBACT KOJMYECTBO 3PUTPOLUTOB (32 CYET YCHIICHUS
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CHUHTE3a HPUTPOIIOITUHOB). B3anmopeiicTByeT co crneunUUecKuMu LUTOIIa3MAaTHYECKUMU
perienitopamMu, 00pa3ys KOMIUIEKC, MPOHHUKAIONMMI B saApo kieTku. CuHTe3upoBanHas MPHK
UHAYIUpyeT oOpa3zoBaHue OSIKOB (B T. 4. JIUIIOKOPTUHA), OTIOCPEAYIONINX KIETOUHBIC (DPEKTHI.
JlunokopTux yrueraet ocdonumnazy A2, moaaBisieT BBICBOOOKICHHE apaXUIOHOBOM KUCIOTHI U
UHTHOUPYET CHUHTE3 OHHAONEPEKHCeH, MPOCTarjlaHANMHOB, JEHKOTPHUEHOB, CIOCOOCTBYIOIIMX
MpOLIECCY BOCIAJICHUSI.

Brusnue na 6enkoeviti oOMeHn: YMEHBIIAET KOJWYECTBO Oelika B TUIa3Me KpOBU (3a CHeT
rOOyJIMHOB) € TIOBBIIIEHHEM KodhdumueHTa anbOyMUH/TIO0YJIMH, TIOBBIIIAET CHHTE3
anbOyMHHOB B [IEYEHH U MOYKAX, YCUIIMBAET KaTa0oau3M Oesika B MBIIICYHOU TKAHU.

Brusinue na aunuowuwili 06Mmen: TIOBBIMIAET CHUHTE3 IMOJIMHCHACBHICHHBIX KUPHBIX KHUCIOT H
TPUTIUICPUIIOB, TEpepacupenieNsiecT JKUPOBYIO TKaHb (HAKOIUIGHWE JKHPOBOW  TKAaHU
MPEUMYIIECTBEHHO B 00JacTH IUJIEYEBOrO TMOsca, JHIA, >KUBOTA), MPUBOJUT K Pa3BUTHIO
TUIEPXOJIECTEPUHEMUH.

Brusanue Ha yenegoomwiti 06MeH: yBEINIUBAET a0COPOLINIO YTIIEBOIOB U3 KETYJOYHO-KUIIIEYHOTO
TpaKTa, IMOBBIMIAET AKTHBHOCTH TIIFOK030-6-ocdarazpl B Imia3Me KpPOBH, YTO MPHUBOJIUT K
MOBBIIICHUIO TMOCTYIUICHUS TJIIOKO3bl M3 IMEYEHU B IUIa3My KPOBU, TOBBIIIAET AKTUBHOCTD
docdoenonmupyBaTkapOOKCHIa3bl M CHUHTE3 aMUHOTpaHcdepas, MPUBOAALIMX K aKTHBAIUH
TIFOKOHEOT€He3a B MJ1a3Me KPOBH.

Bruanue na 600mo-anexmponrumusiti 0OMeH: 3aJ€PKUBACT HOHBI HATPUS W JKUJIKOCTH B
OpraHu3Me, CTUMYJIHUPYET BBHIBEJICHHE HOHOB Kalus (MHHEPATOKOPTUKOUIHAS AaKTHUBHOCTB),
CHI)KAaeT BCAChIBAaHHE HOHOB KaJbLUA W3 >KEIyJOYHO-KHIIEYHOTO TpPaKTa, MOBBIIMIAET HX
MOYEUHYIO SKCKPEIHIO.

[TpoTHBOBOCTIATUTEIIEHOE JIEHCTBUE CBSA3aHO C YTHETCHHEM BBICBOOOXKIICHUS S03WHO(MIAMU
MEAMATOPOB BOCMAJCHHS, HHAYIUPOBaHHEM 0O0pa30oBaHUS JUMOKOPTHHOB M YMEHBIICHUS
KOJIMYECTBA TYYHBIX KIETOK, BBIPAOATBHIBAIOIIUX THATYPOHOBYIO KHCIOTY, C YMEHbBIIEHHUEM
MPOHHUIIAEMOCTH KAMMJIJISIPOB, CTAOMIM3aIMeld KJIETOYHBIX MEMOpaH W MeMOpaH opraHesul
(ocobenHo nm3ocoManbHbIX). [IpoTHBOaNIEpruueckoe IeHCTBHE pa3BUBACTCS B PeE3yJIbTaTe
MOJIaBIICHUS] CHHTE3a M CEKPELHUH MEIUATOPOB aJUIEPTHH, TOPMOXKCHUS BBICBOOOXKICHUS U3
CEHCHOUTU3MPOBAHHBIX TYYHBIX KIETOK W 0a30(WIOB TMCTAMUHA U JPYTHX OHOIOTUYECKU
AKTUBHBIX BEIIECTB, YMEHBIICHUS YUCIIA MUPKYIHPYIOMHUX 0a30(HII0B, MOJABICHUAS PAa3BUTHS
TuM(OUTHON M COSTMHUTENHPHON TKaHHW, CHIDKEHUS KondecTBa T- 1 B- muM¢onuToB, TyqdHBIX
KIIETOK, CHIDKEHUSI YYBCTBUTEIBHOCTH J(P(EKTOPHBIX KIETOK K MEAMAaToOpaM aJuIepTHu,
YTHETEHUSI aHTUTEII000pa30BaHusI.

[Ipu OOCTPYKTHUBHBIX 3a00JIEBaHUSAX JIETKUX JEHCTBUE OCHOBBIBACTCS TJaBHBIM 00pa3oM Ha

TOPMOXKEHUH BOCHAIUTENbHBIX IPOIECCOB, YTHETEHHH HSO3UHOPUIBHON HMHPUIbTpaLUu
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MOJCIMU3UCTOTO CJIOSl SMHUTENNS OpPOHXOB M OTJIOKEHHUS B CIHM3UCTOM 000J09ke OpOHXOB
UPKYJIAPYIOUIMX MMMYHHBIX KOMITJIEKCOB, a TAK)K€ TOPMOKEHUHU 3PO3UPOBAHUS U JIECKBaMaLlUU
CIIM3HUCTON 0001049k OpoHXOB. [IOBBIIIAET YyBCTBUTEIBHOCTD O€Ta-apeHOPEIeTOPOB OPOHXOB
MEJIKOT0 M CpelIHero KamumOpa K SHIOTCHHBIM KaTexojJaMHHaM M SK30T€HHBIM
CUMIIATOMHUMETUKAM, CHI)KAeT BSA3KOCTb CJIM3U 32 CUET YTHETEHMsI WJIM COKpAlleHUs ee
TPOITYKITHH.

[IpOoTHBOIIOKOBOE M AHTHUTOKCHYECKOE JCHCTBHE CBS3aHO C IOBBIIICHHEM apTEPHAIHLHOTO
JMaBieHUsT (32 CUeT YBEIMYEHUS KOHLEHTPAalUW UUPKYJIUPYIOIIUX KAaTEeXOJIAMUHOB U
BOCCTAHOBJICHHSI UYBCTBUTEIBHOCTH K HHUM aJpEHOPELENTOPOB, a TaKKe Ba30KOHCTPUKIIMM),
CHIDKEHHEM MPOHHMIIAEMOCTH COCYIHMCTOM CTEHKH, MEMOPaHONPOTEKTUBHBIMU CBOWCTBAMH,
aKTUBAIMel (epPMEHTOB NIEUSHH, yYaCTBYIOIINX B METabO0JIM3Me 2HI0- U KCEHOOMOTHUKOB.
NmmyHOOenpeccuBHOE JAecTBHE OOYCIOBIEHO TOPMOKEHHEM BBICBOOOXKICHUS ITUTOKUHOB
(uHTEpNEHKHHOB- 1,2, raMMa-uHTepdepoHa) U3 TMMQPOIHUTOB U Makpodaros.

TopMO3UT COETMHHUTETHHOTKAHHBIE PEAaKIUU B XOJI€ BOCIAIMTEIBHOTO MpOIlecca W CHUKACT
BO3MO>XHOCTbh 00pa30BaHus PyOIIOBON TKaHHU.

[Io mnpoTHBOBOCHANUTENHHOW AKTUBHOCTH TPUAMIIMHOJIOH ONM30K K THIPOKOPTH3OHY,
TPUAMIIMHOJIOHA alleTOHU B 6 pa3 aKTHBHEe.

5.2. ®apmakoKuHEeTHYeCKHE CBOHCTBA

AOcop0Oius ¥ pacripeiesieHue

[Tpu BHyTpuMBIIEYHOM BBeJleHHH 120 MI' TpHaMIIMHOJIOHA alleTOHHU/1a MHKOBbIE KOHIEHTPAIUU
B Mma3zme KpoBu oT 44 o 54 mxr/100 ma nocturatorcst yepe3 8—10 vacos, uepe3 72 yaca mocie
BBEJICHHS KOHIIEHTpAIIUs B TJIa3Me KpOBU CHIKaercs 110 8,9 mkr/100 mo.

Uepe3 3 mHA TOCIEe BHYTPHCYCTaBHOTO BBEICHHs aOCOpOIMs TPUAMIIMHOJIOHA AaleTOHUIA
coctaBisina 58—67 %. [lpu cpaBHeHMM TOKa3aTened IUIOLaau IMOJ KPUBOH «KOHIEHTpalus-
BpeMs» (AUC) npu BHYTPHCYCTaBHOM M BHYTPUMBIIIEYHOM BBEJAECHUU OTMEYAETCs IOJIHAS
abcopO1us mpenapara.

buorpancdopmarms

Kak u mpeqHu30J0H, TPUAMIIMHOJIOH B OCHOBHOM MeTabonu3upyercss B neueHu. Menee 15 %
npernapara BIBOAUTCS B HEU3MEHEHHOM BUJIE ITOUYKAMH.

BrusiBiieHsr 3 MeTa0oIMTa TPHAMIIMHOJIOHA, TIPH ATOM MeTaboIM4eckuid mpouiab CXOAEH TpU
BCEX MYTAX BBeAeHus npenapara. K merabonuraM TpuaMIIMHOJIOHA alleTOHKU 1A OTHOCATCA 6-0eTa-
THJIPOKCUTPUAMIIMHOJIIOHAAETOHU, 2 | -KapOoKcH-6-0eTa-ruIpOKCUTPUAMIIMHOIOHAAETOHUT 1

21-kapOOKCUTPUAMIIMHOJIOHA AllETOHH/I.

OIMMUHALNS
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DapMaKOKMHETUYECKHE KIIMHUYECKHE UCCIE0BAHUS HE MTOATBEPIUIN, YTO MECTHOE IPUMEHEHUE
I'KC npuBoaur K JOCTaTOYHOMY CHCTEMHOMY BCACBIBAaHUIO, IIPU KOTOPOM BO3MOXKHO
KOJIMYECTBEHHOE OIpeseieHue IpenapaTa B rpyiHoM Moiioke. Cucremusle I'KC Boiaenstorces B
TPYyAHOE MOJIOKO B TAKMX KOJIMYECTBAX, YTO BOSHUKHOBEHHE HEXKEATEeNbHBIX PEAKIIUi Yy TPYAHbBIX
JeTeil MaJoBEPOSITHO.

[Ipu BHyTpuMbILIeYHOM BBeAeHMM 40 MI' MEYEHOro TPUAMIIMHOJIOHA AalleTOHWAA IOYKaMHU
BeIBOIMIIOCH 12,5 % BBenmenHoii 10361, [locne mpuema BHYTph 32 MT TPHAMIIMHOJIOHA Mpenapat
BBIBOJIMJICSI B T€YeHUE 4 NHEH y OJHOrO MalMeHTa W B TeUeHHWe S5 aHen — y apyroro. Ilocne
OJIHOKPATHOTO  BHYTPHUMBIIIEYHOrO BBeAeHUS 80 M TpHAMIIMHOJOHA alETOHHIA €ro
KOHLIEHTpalKs B MOYE 0/1aBaJIach OIPE/CIICHUIO B TEUeHUE 7 JHEN y IBYX MalueHToB U 11 nHei
y OJJHOTO MalMEeHTA.

[Tpu npueme BHYTph T2 TpHaMIIMHOIOHA U3 TIa3Mbl KPOBH COCTABIISIET OT 2 10 Oosiee 5 4yacos.
YuuThIBas MOJMyYEHHBIE Pe3yNbTaThl, (hapMaKOKMHETHKA TPUAMIIMHOIIOHA [10303aBUcHMas. B
rpymme, IoiydaBmied S5 Mr/kr mpenapata, cpeanuit T2 coctaBimsun 85 MUHYT, B TpYIIIe,
nonyyasmeii 10 mr/kr, — 88 munyr. OOmmii kimpeHc cocraBwin 61,6 i/9ac mist TPYMIIBL,
nony4asiieit 5 mr/kr, u 48,2 /4 — Ans rpymnmnsl, nofdydasiiei 10 Mr/kr; 3To pa3inyue SBIsIOCH
CTaTHUCTUYECKU 3HAUMMBbIM. DapMaKkOKMHETHKA TPHAMIIMHOJIOHA U ero ¢ocdatHoro a¢upa Obiia
UCCIJIEIOBaHA TOCJe BHYTpUBEHHOro BBeneHus 5 mr/kr u 10 mr/kr. Tperss rpynma momydana
80 MTr TpHaMIIMHOJIOHA aIleTOHU/IA.

5.3. JlaHHbIe JOKJIHMHHYECKOH 0e30MacHOCTH

Beenenne 'KC GepeMeHHBIM caMKaM KUBOTHBIX BBI3BIBAIO MOPOKH Pa3BUTHS TUIOJAA, BKIIOYAsS
«BOJTYBIO MACTh» (pacilenuHa Heba), 3a1epKKy BHYTPHYTPOOHOTO pa3BUTHS, BIUSHUE HA POCT U

Pa3sBUTHUEC I'OJIOBHOI'O MO3ra.

6. ®APMAIIEBTUYECKUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Kapmemnnosa natpus
Harpus xnopun
ben3unosslil ciupt
[Tommucop6at 80
Bonga n1s nHneximi
6.2. HecoBMecTUMOCTH
JlaHHBII JEeKapCTBEHHBIM MpernapaT HE CleAyeT CMEIIMBaThb C JAPYTMMH JIEKapCTBEHHBIMU
npenaparami, 3a UCKII0UYEeHUEeM YIIOMSHYTHIX B pa3zene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHeHHs!)
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3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanuts 1pu remmneparype ot 8 1o 25 °C. He 3amopakuBarts.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

ITo 1 mn npenapara B amityity U3 po3payHoro, 6ecueTHoro crekna (tum I). Ha ammyie HaneceHsl
[IBETHOE KOJIBIIO HA MECTE Pa3JIOMa aMITyJIbl M [IBETHOE KOJUPOBOYHOE KOJIBIIO.

[To 5 ammyn B Onucrepe u3 IIBX/amomunueBoit Qonbru. 1 OmucTep momemarT BMECTE C
JMCTKOM-BKJIQJIBIIIEM B IIAUKy KapTOHHYIO.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIEeKAPpCTBEHHOr0  MpenapaTta WJId  OTX0JA0B, MOJYYEHHBIX TMOcCje MpPUMeHeHHs
JIEKApCTBEHHOI0 Npenapara, u pyrue MaHUMyJIsiUM ¢ NpernapaToM

Het oco0bIx TpeOoBaHMil K yTHIN3ALIH.

Beck ocraBmmiics JekapCcTBEHHBIH npenapaT U OTXOAbI CIEAYeT YHUUYTOXKUTh B YCTAHOBIEHHOM
HOPSIZIKE.

[Tpemapar Kenamor 40 npu BHyTprouaroBoMm BBeacHHH pa3daBisiror 0,9 % pactBopoMm HaTpus
XJIOpUAA.

[Ipy BHYTpHCYCTaBHOM, BHYTPMOYAaroBOM BBEJCHMM U IPU BBEIEHUM B OOJIACTH KOMHBIX
nopaxeHnnit npenapatr Kenanor 40 MOXHO TakKe CMEIIMBATh C MECTHBIM aHECTETUKOM (HE
COJepKAIIIM  COCYAOCY>KMBAIOIIETro Tmpemnapara). [Ipy MecTHOM mNpUMEHEHWH TIperapara
HEOOXOMMO OLIEHUTh €ro COBMECTUMOCTh C OJHOBPEMEHHO BBOJUMBIMU MECTHBIMHU
aHecTeTHKaMH. J[ormyckaeTcs cMeIIMBaHUE C paBHBIM 00EMOM PacTBOPOB MECTHBIX AHECTETUKOB

(1 % pactBop npokauHa win 1 % pacTBOp JHIO0KaWHA) B IINPHIIE, HO HE B aMITyJIe.

7. JEPXKATEJIb PETUCTPALHIMOHHOI'O YAOCTOBEPEHUSA
CrnoBenus
AO «KPKA, n.1., HoBo mectoy, llImapremnika necra 6, 8501 HoBo mecto
Ten.: +386 7 33121 11
dakc: +386 7 332 15 37
Anpec 31. moutsr: info@krka.biz
7.1. IllpeacraBure/ib AepKaTessl perucTPALMOHHOIO YA0CTOBEPECHUS

[Mperen3un norpedUTENed HAOPABIATH 110 aIPECY:

Poccuiickas ®edepayus
000 «KPKA-PYC»
143500, MockoBckas 00u1., T. Mctpa, yiu. MockoBckas, 1. 50

Ten.: +7 (495) 994-70-70
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®axc: +7 (495) 994-70-78

Anpec 351. moutsl: krka-rus@krka.biz

Be6-caiiT: www.krka.biz

Pecnybnuxa benapyco

[IpencraButensctBO AknmonepHoro oobmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(PecryOnuka CrioBenusi) B Pecriyonuke benapych

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

Ten.: 8 740 740 9230

®axc: 8 740 740 9230

Anpec am1. moutsl: info.by@krka.biz

Be06-caiit: www .krka.by

Pecnybnuxa Kazaxcman

TOO «KPKA Ka3zaxcrtan»

050059, r. Anmarsl, ip. Ane-®apabdwu, 1. 19, opuc 207

Ten.: +7(727) 311 08 09

®daxkc: +7(727) 311 08 12

Anpec 1. moutsl: info.kz@krka.biz

Be6-caiit: www.krka.biz

Pecnyonuxa Apmenus

[TpencraButenbctBo «Kpka, 1.1., HoBo mecto» B PecryOnnke ApmeHus

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

Anpec 1. moutsl: info.am@krka.biz

Be6-caiit: www.krka.biz

Keipevizckasn Pecnybnuka

[TpencraButensctBo AO «KPKA, ToBapHa 3apasui, 1.1., HoBo Mmecto» B Keipreizcrane
720040, Yyiickas obnacts, r. bunikek, OyiabBap DpKUHIUK, A. 71, 610K A

Ten.: +996 (312) 66 22 50

Anpec 31. moutsr: info.kg@krka.biz

Be06-caiiT: www .krka.biz

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUS
JITT-Ne(000423)-(PT-RU)
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9. JTATA NEPBUYHOWM PETMCTPAIIAU (IIOJATBEPXKJIEHUS PETUCTPAIIUH,
INEPEPETUCTPALINN)

Jara nepBoii peructpamnuu: 16 HosiOpst 2021 1.

10. JATA HEPECMOTPA TEKCTA
22 mapra 2023 1.

OG6miast ~ XapakTepuCTHKa  JieKapcTBeHHOro  mpemapara  Kenamor 40  ngocrymHa — Ha
UH()OPMAIIMOHHOM MopTajie EBpasuiickoro 3KOHOMHYECKOTO €032 B  HH(MOPMAIMOHHO-
KOMMYHHUKaIMOHHOM cetn « HTepHe™» https://eec.eaeunion.org.

24



