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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT'O TIPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Cony-Kopred, 100 mr, nmodunm3aT mjis NPUTOTOBICHUS pPAcTBOpa JUIsi BHYTPUBEHHOTO W
BHYTPHUMBIINICYHOI'O BBECACHU.

2. KAUECTBEHHbBIN 1 KOJIMUECTBEHHBII COCTAB

JlercTByOLIeE BEIIECTBO: THAPOKOPTU3OH.
Kaxnprit gurakon comepxut 100 Mr ruipokopTH30HA (B BUE THIPOKOPTU30HA HATPHUS CYKIIMHATA).

BemecrBa, Hanuyue KOTOPBIX HANO YYUTBHIBATH B COCTaBE JICKAPCTBEHHOI'O IIperapara: HaTpUi
(cm. paznen 4.4).

[Tonublii nepeyeHb BCIIOMOTaTENbHbIX BEIIECTB MPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

JInodunmzat

JInodunuszat A IPUTOTOBJICHUS PACTBOPA JJIsl BHYTPUBEHHOTO U BHYTPUMBIIIEYHOTO BBEICHUSI.

JInopum3npoBaHHBIN MOPOIIOK OEJI0ro MU MOYTH OeJI0To 1BETA.

PactBOpuTenn
IIpo3paunblii 6eCIBETHBII pacTBOD.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO

OHIOKPUHHBIC 3200JICBaHUS

- IlepBuyHas winM BTOpUYHAS HAINOYEUHUKOBAs HEIOCTaTOYHOCTH (TpemapaThl BBHIOOpa —
THIIPOKOPTU30H WM KOPTH30H; IMPH HEOOXOIUMOCTH HMX CHHTCTUYECKHE AaHAJIOTH MOXKHO
NPUMEHATh B COYETAHWH C MHHEPATOKOPTHKOCTEPOUIAMH, OCOOCHHO B TMEAMATPUYCCKON
MIPaKTHUKE).

- OcTpas HaINOYEUHUKOBAs HEIOCTATOYHOCTH (TpemapaTsl BbIOOpa — TUAPOKOPTH30H WU
KOPTU30H, MOXET BO3HHUKHYTh HEOOXOJAMMOCTh B  OJHOBPEMEHHOM  IPHUMEHEHHHU
MUHEPATOKOPTUKOCTEPOUIOB).

B xauecTBe cCHMNTOMATHYECKOMN TEpANUU:

- B mpenonepannoHHOM mepuojie, B ClIy4ae TsDKETIOW TPaBMBI WM TSDKEIIOTO 3a00JIeBaHHS, Y
MalMEHTOB ¢ YCTAHOBJICHHOW WJIM MOI03PEBAEMOM HAAMOUYEUHUKOBON HEIOCTATOYHOCTHIO.

- Illok, xoTOpBI HE MOAMAETCS TEpamuu OOBIYHBIMU METOJAaMH, KOT/Ia BO3MOXKHO HAIIMUHE
HaAIOYECYHUKOBOM HEJOCTATOYHOCTH.

- BpoxaenHas runepruiaszusi HaJnO4YeYHUKOB.

- ITlogocTpblif THPEOUIUT.

- T'unepkanprpemMus Ha (oOHE OHKOJIOTHUECKOTO 3a00JIeBaHMUS.

PeBmaruueckue 3aboneBaHusi (B KayecTBE JOMOJHUTEIBHOW Tepamuu KpPAaTKOBPEMEHHO IS
KyIHPOBAHHUS OCTPOTO COCTOSHUS UM 000CTPEHMUS)

- OcTpbIii ¥ TOOCTPHIN OYPCHT.

- OcTpblil NOJArpUYECKUI apTPHUT.
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- Ocrtpslii HecTieU(pUIECKUI TEHAOCHHOBUT.

- AHKWJIO3UPYIOIIHUN CIOHAWINT.

-  ONUKOHJIUJIUT.

- ITlocTtTpaBMaTHUYeCKU OCTEOAPTPUT.

- Ilcopuarnueckuii apTpur.

- PeBMarougHbIN apTpUT, BKIIIOYAs FOBEHUJIBLHBINH PEBMATOUIHBIA apTPUT (B OTACIBHBIX CIIydasx
MO3KET OTPeOOBATHCS MOJACPKUBAIOIIAS TePANUs HU3KUMU J03aMH).

- CUHOBUT NPU OCTEOAPTPUTE.

CucTeMHbIe 3200JI€BaHUS COCTUHUTEILHON TKaHH (B IEpUO]T 000CTPEHUS HITH B OT/ACTIBHBIX CIydasix
B Ka4eCTBE IO/IePKUBAIOIIEH TepaIiu)

- OcTtpslil peBMOKapIuT.

- CucreMHBIN 1EpMAaTOMUO3HT (TTOJIUMHO3HT).

- CucreMmHas KpacHasi BOJYaHKa.

KoxHble 6071€3HH

- T'epnerudopmublii OyIe3HbIH JepMaTHT.

- OkchoIuaTUBHBINA JEPMATHT.

- I'pnOoBUIHBINA MUKO3.

- Ily3bIpuaTka.

- 3nokauecTBeHHas dKccyAaTuBHas spurema (cuHapom CtuBeHca-/[KOHCOHA).
- Tsxenas popma ncopuasa.

- Tsxenas popma cebopeitHOro qepMaTHra.

AJuiepruyeckue cocTosiHUS (B Cilydae TSHKEIbIX M MHBAIUIU3UPYIOMIUX COCTOSHUMN, PU KOTOPBIX
Herd(eKTUBHA OOBIYHAS TEPATTHS)

- Octpebiit HeMH()EKITMOHHBIN OTEK TOPTAHH.

- ATonuyeckuil 1epMaTuT.

- AcTMaTHU4ecKuii cTaTtyc.

- KoHrakTHbI nepmartur.

- Peakiuu noBpIIeHHON YyBCTBUTEIBHOCTH K JIEKAPCTBEHHBIM CPEJICTBAM.

- Ce30HHBIE WM KPYTJIOTOJUYHbIE aJUIEPIrHUECKUe PUHUTHI.

- CsIiBOpOTOUYHAsl O0OJE3HB.

- TloctTpancdy3noHHbIE peaKluy TUTIA KPATTUBHUIIBL.

I'na3Hble 607€3HU (TSHKETbIE OCTPhIE M XPOHUYECKUE aJUIEPTUYECKUE U BOCIAIIUTENbHBIE ITPOLIECCHI
C MOpaXCHUEM IJ1a3)

- Annepruyeckuil KOHbIOHKTUBUT.

- Alulepruyeckue KpaeBble I3Bbl POTOBHIIBI.
- Bocnanenue nepenHero cerMeHra.

- XOpHOPETUHMUT.

- Juddy3Hblii 38701 YBEUT U XOPHOUINT.
- TI'maznas ¢opma Herpes zoster.

- Hpur n upuaouukmr.

- Kepatur.

- Hespur 3putensHOro Hepsa.

- Cumnaruyeckast opTaabMHusl.

3aboseBaHMs KETYJAOYHO-KHUIIIEUHOTO TpakTa (A1 BBIBEJEHUS TMALUCHTa W3 KPUTHUYECKOTO
COCTOSTHHS )

- SI3BeHHBIN KOJUT (CUCTEMHAsI TepaIius).

- Peruonapuslii SHTEpUT (CHUCTEMHAas Teparus).

bosie3Hu bIXaTeNbHbIX MyTEn
- AcnupanyoHHBIA THEBMOHMUT.
- bepwmunos.
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MPOTUBOTYOEPKYJIC3HOW XUMHUOTEPATTHEH.
- Cungapowm Jleddnepa, He moAAIOUIMIACS TepATMK APYTUMH CPEIICTBAMH.
-  KinHM4eckH BhIpa)KEHHBIN CapKOUI03.

I'emaTonoruyeckue 3a00aeBaHMs

- IlpuoGperennHas (ayToMMMyHHas) TEMOJUTHYCCKAsT aHEMHSI.

- BpoxnenHnas (3puTpouniHas) TMIIOIUIACTUYECKAs AHEMMUS.

- DOputpobiactoneHus (IpUTpOIUTapHAs aHEMUS).

- HWpuonatnyeckass TpoMOOLMTONEHUYECKAasl IMypIlypa y B3pOCHBIX (TOJBKO B/B BBEIEHHE; B/M
BBe/leHHe MPOTHBOINOKA3aHO).

- Bropuunas TpoMOOLUTONIEHHS Yy B3POCIIBIX.

OHkoJiorrYeckue 3a00JieBanus (B KAYECTBE MAJUTMATUBHON TepaIiun)
- Ocrtpble JEUKO3bl Y JETEH.
- Jleiiko3bl © TUM(OMBI y B3POCIIBIX.

OTeYHbBIH CHHJIPOM

JUis cTuMynsSiuy Tnypesa v TOCTHXKEHUSI PEMUCCUH MPOTEUHYPHUH Y MAMEHTOB ¢ HEPPOTHUECKUM
CUHIPOMOM 0€3 ypeMuu; mpu HeYPOTUIECKOM CHHAPOME HINOTIATHYECKOTO THITA WK Y TAI[HCHTOB
C CUCTEMHOM KpacCHOM BOJTYAHKOM.

HeoTnoXHbBIE COCTOSTHUS

- ok, pa3BUBIIMICS BCJIEACTBHE HAANOYEUYHHMKOBOW HEIOCTATOYHOCTH, WM PE3UCTEHTHBIN K
CTaHJAPTHOW TE€panuu, IpU BO3MOKHOM HaJIUYHH HAAOYECUHUKOBON HETOCTATOYHOCTH.

- OcTtpple aymiepruueckie peakiuu (aCTMaTHUECKUi cTaTyc, aHaUIAaKTUYECKUE PEaKINH, YKYChI
HACEKOMBIX H T.J.) TIOCJI€ BBEACHUS dITUHEPPUHA.

Jlpyrue noka3aHus K IPUMEHEHUIO

- Tpuxunemies ¢ nopaxeHueM HEPBHON CUCTEMBI UJIM MUOKAp/A.

- TyOepkyIie3HbIiI MEHHHTHUT ¢ CyOapaXxHOHMJAIBHBIM OJIOKOM WIIM TIpH yrpo3e 010Ka (B cOUeTaHUU
C COOTBETCTBYIOLIEH MPOTUBOTYOEPKYJIE3HON XUMHOTEpanuen).

4.2. PesxuM 103MpOBaHus U cNOCO0 MPUMEHEHUs!

Pexum no3upoBaHus

HavaneHas no3a mpemapara cocrapisier 100—-500 Mr ruapokopTr3oHa win 0oJiee, B 3aBUCUMOCTH OT
TSDKECTH COCTOSTHUSI 00JbHOTO. Tepanuio mpenapaToM MpU HEOTJIOKHBIX COCTOSHUSIX HAUYMHAIOT C
B/B BBeJieHHs B TeueHne He MeHee 30 cexkyHn B mo3e 100 mr u 1o 10 munyT B 03¢ 500 Mr 1 Gosee.

I[OSI/IPOBKI/I npemnapara Moryt OBITE Pa3HbBIMHU U JOJIKHBI OBITE HHAWBUYAJIbHBIMU B 3aBUCUMOCTH
oT 3360J’I€BaHI/IH, noABEpracMoro JICUCHUIO, €ro TAXKCCTU U pCaKIMU MaluCHTAa Ha IIPOTAKCHHUU BCCTO
nepuoaa JICUCHUA. Pemenue o COOTHOIICHUH pUCKa U IOJIB3bI NOJDKHO IPUHHUMATBCA B KAXKIOM
OTACJIbHOM CJIy4ac Ha MOCTOSIHHO# OCHOBE.

CrnenyeT HCMONb30BaTh MHHHMAIBHO BO3MOXHYIO N103y TriatokokoptukoctepounoB (I'KC) mns
KOHTPOJISI COCTOSIHUSA TPH JICYEHWH B TEUEHUE MHUHUMAIIBHOTO IepHoja BpeMeHu. Hannmexaras
MO/ICPKUBAIOIIAS JO3UPOBKA JIOJKHA ONPEIENAThCS IMMyTEM YMEHbBIICHHUS] HAa4albHOW JTO3UPOBKHU
JICKapCTBEHHOTO TperapaTa B HeOOIBIINX MPEeJIeiiax Yepe3 COOTBETCTBYIONINE HHTEPBAIBI BPEMCHH
JI0 TeX MOop, MOoKa He OyAeT MOCTUTHYTa caMas HHM3Kas JT03UPOBKa, KOTOpas OyJdeT oOecreduBaTh
aJeKBaTHBII KIIMHUYECKUH OTBET.

Bricokue 10361 TipenapaTa MPUMEHSIOT TOJIBKO 0 MOMEHTA CTA0OWIIM3aluU COCTOSTHUS TTAIIMeHTA, HO
HE JOJIbIIE, YeM B TeueHue 48—72 4acoB.

IIpyu Ha3HaueHMM BBICOKUX 103 TMIPOKOPTH30HA B TedeHHe Oosiee yeM 48—72 yacOoB MOXKET
pPa3BUTHCS TMIEpHATpUEeMHs. B 3TOM ciydae TMAPOKOPTH30HA HATPUs CYKIMHAT PEKOMEHIYETCs
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CYKLIMHAT, KOTOPbIM BbI3bIBAET HE3HAUUTEIBbHYIO WM BOBCE HE BBI3BIBAET 3a/€P)KKYy HATpHUs B
OpraHusMe.

Ecnu mocne mpogonKUTeIbHON Teparnui He00X0AUMO TIPEKPATUTh MIPUEM Iperapara, ero ciaeayeT
OTMEHSTh OCTENEHHO, a HE Pe3KOo (CM. pazzen 4.4).

BBenenue npenapara B 3TOM J03€ MOXKHO MOBTOPSIThH Yepe3 Kaxkble 2, 4 Ui 6 4acoB B 3aBUCUMOCTHU
OT OTBETHOU pCaKknuu nmanvueHTa u KJIIMHUYECKOU KapTUHBL 3360HCBaHI/I$I.

Oco0ble rpyNIbl MAMEHTOB

VY nanuueHToB, NOABEPKEHHBIX TsDKEIOMY cTpeccy Ha ¢gone Teparuu ['KC, HeoOxoaumo TiaTeabHo
HaOMIOAAaTh 32  TOSBICHHEM  NPHU3HAKOB W CHMIITOMOB  aJIp€HOKOPTHKOCTEPOHIHOU
HegocraTouyHocTu. Crnenyer yuuthiBaTh, uyTo Tepanusg ['KC sBnseTcss NONOIHUTENBHOM, a He
3aMEHSIONICH OOBIYHYIO TEPATTHIO.

Iayuenmoi ¢ neueHOUHOU HEOOCMAMOYHOCMbIO
VY nanueHToB ¢ HapymeHreM (DYHKITUHU IEUeHN MOXKET HaOIroaaThesl yeriieHue 3¢ dexra mpernapara,
MO3TOMY BO3MOXHO PACCMOTPEHHE BOTIPOCA O CHIKEHUH JI03HI pernapara.

eTu
JleTsim creayeT BBOAUTH OoJiee HU3KKE 03Bl (HO HE MeHee 25 MI/CYTKH), OJTHAKO TIPU BEIOOPE JTO3BI
B [IEPBYIO OYEPE/Ib YUNUTHIBAIOT TSYKECTh COCTOSIHUS M PEAKIIMIO AIMEHTa Ha TEPAIINIo, a HE BO3pPacT
U Maccy Tena.

Cnocob npuMeHeHus

[Ipenapar MOXXHO BBOAWTH B BHUJE B/B WIM B/M WHBEKIMHM WM B BHJE B/B MHPY3UH, HO TpHU
HEOTJIOKHBIX COCTOSHHMAX Ha4YMHATh JICYCHHWE TPENNOYTUTENIbHO C B/B HMHBEKnuu. [locie
KyIHPOBAHUS OCTPOTO COCTOSIHUS HJIM OOOCTPEHHS I€JIeCO00pa3HO PacCMOTPETh BO3MOXKHOCTH
NPUMEHEHHS NEepOpaTIbHBIX MpenapaTtoB ruapokoptuzona wian apyrux I'KC mpomoHrupoBaHHOTO
JEUCTBHUS.

NHcTpykiuM 1O  NPUTOTOBJIICHMIO — JIEKAPCTBEHHOT'O  TIperapara Mmepell  MPUMEHEHHEM
cM. B pazzene 6.6.

4.3. [IporuBonoka3zanusi

e [ UNepuYyBCTBUTEIBHOCTh K THAPOKOPTU30HY WM K JIIOOOMY M3 BCIIOMOTATEIIbHBIX BEIIECTB,
NEepPEUMCIICHHBIX B pazjene 6.1;

CuctemHble rpuOKOBbIe HH(EKLINY;

HHTpaTekanbHbIN IyTh BBEICHNUS,

OnuaypaibHbIA TyTh BBEICHUS;

OnHOBpEeMEHHOE TPUMEHEHHE JKUBBIX M OCJIAOJICHHBIX BAaKIMH TPH MPOBEACHUU TEparuu
UMMYHOCYTIPECCUBHBIMHM JI03aMU TpenapaTa;

Wnunonaruyeckast TpOMOOIMTONEHNUS (JUIs1 BHYTPUMBIIIEYHOT'O IyTH BBEJICHUS IIperapara);

e JloBpexkaeHue rOJJOBHOTO MO3Ta BCIIEICTBUE YEPEITHO-MO3IOBOI TpaBMBbI.

4.4. OcoOble yka3zaHusi U MepPbI PeT0CTOPOKHOCTH NPH MPUMEHEHU U

HMIMMYHOCYNPECCHBHOE BJIMSHUE/TIOBBIIICHHAS BOCHIPUUMYHMBOCTD K HHMEKIUAM

I'KC wmoryT mnoBbIIaTh BOCHPHUHUMYKUBOCTH K HMH(PEKIMOHHBIM 3a00JI€BaHUSIM, MacCKUPOBATh
HEKOTOpbIe TMPOSABICHUSA HMH(EKINH, BO3MOXKHO YCYryOJeHHE CYIIECTBYIOUIMX WHQEKIHH,
MOBBIIICHUE PUCKA PEAKTUBALMU WJIM OOOCTPEHMs JIATEHTHBIX HH(EKUUH, KPOME TOT0, MOTYT
pa3BuBaThcst 1 HOBble MH(pekuuu. [lpu npumenennu I'KC BO3MOXXHO CHMXKEHHME YCTOHYHMBOCTU K
nH(pEKIMsIM, a TaKXKe CHIDKEHHE CIIOCOOHOCTH OpraHu3Ma K JIOKaJu3alud HHQPEKIHOHHOTO
nporecca. PazButre nH(pEKni, BHI3BIBAEMbIX PA3IMYHBIMH MMATOT€HHBIMU OpTaHU3MaMH, TaKUMHU
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OpraHuU3Me YeJOBeKa, MOXKET ObITh CBs3aHO C¢ mpuMmeHeHueMm mpemapara ['KC kak B kauecTBe
MOHOTEpANHUH, TaK U B COUYETAHUU C APYTUMU UMMYHOJENPECCAHTAMM, BO3JCUCTBYIONIMMHU Ha
KJIETOYHBIM UMMYHUTET, TYMOPAJIbHBI MMMYHUTET UM HAa QYHKIHIO HEUTPO(DUIOB. DTH HHDEKIINH
MOTYT TpOTEKaTh HETSKENIO, OJHAKO, B pANE CIy4yaeB BO3MOXKHO TSDKEIOE TEUEHUE M Jaxe
netanbHbld KMcxon. Yem Boimie npumensembie 1036l ['KC, TeM Bblllie BEPOSTHOCTH Pa3BUTHUSA
MHQPEKIMOHHBIX OcloKHeHHH. CrnenuTte 3a pa3BUTHEM HWHQEKIUHM M TpU HEOOXOAMMOCTHU
paccMoTpuTe BO3MOKHOCTH OTMEHBI [ ' KC miin CHUKEHHS JO3bI.

[ManuenTsl, moTy4Yaroie mpenaparsl, OAABISIONINE HMMYHHYIO CHCTEMY, 00Jiee BOCTIPUUMYHUBEI K
nH(}EKIUsIM, 9eM 30pOBhIe JTula. B yacTHOCTH, BeTpsiHAs OCTia M KOPb MOTYT UMETh O0JIee TshKeoe
TCUCHUC y HC UMCHOIIUX I/IMMYHI/ITCTa K O3TUM 3360H€BaHI/I$IM I[CTGfI NJIn B3pOC.HI>IX, HOHy‘-IaIOH_II/IX
T'KC, BIj1oTh 10 NETaJIbHOTO UCXOA.

[Taumentam, nonyuaromum aedenue I'KC B qo3ax, 0ka3pIBalomux KMMYHOICIIPECCUBHOE JICHCTBUE,
MMPOTHBOTIOKA3aHO BBEJICHNUE KUBBIX MIIN KUBBIX OCIa0JIEHHBIX BaKIIMH, HO MOYKHO BBOAUTH YOUTHIC
Nniin I/IHaKTI/IBI/IpOBaHHBIe BaKIMHbI, OJHAKO peaKLII/ISI Ha BBCIACHHUC TAaKHWX BAKIIMH MOXCET GBITB
cawkena. [lanmentam, monydaronuMm Jedenue [KC B ;mo3ax, He  OKa3bIBaIOIIMX
I/IMMYHO,Z[ereCCI/IBHOI‘O ,Z[GI>'ICTBI/I$I, MOXET HpOBOI[I/ITI:CSI I/IMMYHI/ISaI_[I/ISI 110 COOTBGTCTByIOH_[I/IM
MOKAa3aHUSIM.

[IpuMeHeHne THIPOKOPTU30HA MPHU AKTUBHOM TyOepKyJje3e CIeAyeT OTpaHUYHUTh CIydasMu
MOJIHHEHOCHOTO M JMCCEMUHHpOBaHHOTO TyOepkyinesa, korna ['KC nmpumensiercs s JnedeHUs
3a00JeBaHMsl B COYETAaHUHM C COOTBETCTBYIOLIEH MPOTHBOTYOEpKyJie3HOM XumuoTepanueil. Ecnu
I'KC mHa3HaualoT mnanMeHTaM ¢ JIATEHTHBIM TYOEpKyJlIe30M HIW C  TOJOXHUTEIbHBIMU
TyOEpKYJIMHOBBIMHU ITPOOAMU, TO JICUEHHUE CIIETYET POBOIUTH MO CTPOTUM BpaueOHBIM KOHTPOJIEM,
MOCKOJIBKY BO3MOXHA peakTuBanus 3aboneBanus. Bo Bpems mmurensHoil Tepanuu ['KC Takume
MAIMEeHTHI JOJDKHBI TIOIY4aTh COOTBETCTBYIOLIEE MPOPUIAKTUIECKOE JICUEHHE.

Coobmanock, yTo y mamnueHToB, noxy4yasmux tepanuto ['KC, otmeuanacs capkoma Kamomru. Ilpu
OTMEHE MpenapaTa MOKET HACTYIUTh KIMHUYECKasi PEMUCCHSL.

Hecmotrps Ha TO, 4TO B mocieqHee BpeMs HE IPOBOJIMIIMCH MCCIEIOBAaHUS T'MAPOKOPTH3O0HA,
HCCIIEIOBAaHUE TNPUMEHEHUS] METHUIINPEIHU30JI0OHA HATPUS CYKIMHATa IPH CENTHYECKOM HIOKE
MIPOJEMOHCTPUPOBANIO 00JI€€ BHICOKYIO JIETAIbHOCTh B MOATPYIIE MAIlMEHTOB, @ UMEHHO y TEX, Y
KOTO ObLT MOBBIIIEHA KOHLIEHTPALHsI CBIBOPOTOYHOIO KpeaTuHuHa (> 2 %) B Havasie uccie0BaHus,
WIH y TIAIIMEHTOB, Y KOTOPBIX Pa3BUIIACh BTOPUYHAS MH(EKIH ITOCIIe Havyalla Teparuu.

He pexomennyercs npumensats ' KC y nanueHToB ¢ nepedpanbHoil (hopMoii MasIIpHH.

BiusiHre Ha IMMYHHYIO CHCTEMY

Bo3moxxHO pasBuTHe amneprudyeckux peakuui. [locKONbKy y TalMeHTOB, MOJTYYarOIINX
napeHtepanbHyo  Tepanuio [KC, B pemkux ciydasx BO3MOXHO pa3BUTHE KOXHBIX U
aHaUIaKTHYECKUX/aHADUITAKTOUTHBIX peakuuid (Hampumep, OpoHXocmaszMa), Mmepea BBeICHHUEM
mpernapara CleQyeT NpPeANPUHUMATh COOTBETCTBYIOIIME NPOPHIAKTHICCKAE MEPOTPHUSITHS,
OCOOCHHO €CITM y JAaHHOTO TNAlMeHTa B aHAMHE3€ OTMEYAIHCh aJUIEPIrHYECKHE PEaKkIny Ha KaKue-
1100 JIeKapCTBEHHBIE NIPETapaThl.

BiusHue Ha SHAOKPUHHYIO CUCTEMY

[TanmenTam, moBEprHyTHIM Bo3aeicTBHUIO cTpecca Ha ¢oHe Tepanuu 'KC, nokasaHo yBenudyeHue
J103bI IIpenapaTa J10, BO BpeMsl 1 11ocJie CTPeccoBOM cutyanuu. Takue narueHThl JODKHBI HAXOUThCS
MOJlT CTPOTMM BpavyeOHBIM HAONIOJCHHEM H3-3a BO3MOXKHOTO DPAa3BUTHA HAIMOYCUHUKOBOU
HE/I0CTaTOYHOCTH.

Ha ¢one npumenenns ['KC B TepaneBTHUECKUX 03aX B TEUECHHE [UIUTEIBHOTO MTEPHOIAa BO3ZMOKHO
pa3BUTHE CYNpPECCUM THIoTajgaMmo-runogusapHo-Haanoyeynnkooit (I'TH) cuctemsl (BTOpuuHas
HAJIOYEYHUKOBAass  HEJNOCTAaTOYHOCTh). CTemeHb M AJUTENBHOCTh  HAANIOYEYHUKOBOU
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BpPEMCHHU BBCACHUSA U JIINTCIBbHOCTU TCPAIIUH.

Kpome Toro, mpu BHe3anmHoi oTMeHe ['KC BO3MOXKHO pa3BUTHE OCTPOHM HaANIOYEUYHHUKOBOU
HE0CTaTOYHOCTH, IPUBOASIICH K JIETaIbHOMY UCXOLY.

BpIpaX€HHOCTb  BBI3BAHHOM  IPUMEHEHUWEM  IIpernapara  BTOPUYHOM  HAAIIOYECYHUKOBOMN
HEJOCTaTOYHOCTH MOYKHO YMEHBIINTD MOCTENECHHBIM CHM)KEHHUEM J03bl. OTOT THUIl OTHOCUTEIBLHOU
HEJIOCTATOYHOCTH MOKET COXPAHATHCS B TEYCHUE HECKOJIBKUX MECSLIEB ITOCJIE OKOHYAHUS JICYCHUS,
MIO3TOMY IIPH JIFOOBIX CTPECCOBBIX CUTYaLUSIX B ITOT MEPHUO]] CIEAYET BHOBb HA3HAUUTH TEPANUIO
I'KC.

«CUHAPOM OTMEHBD», BEPOSTHO HE CBSA3aHHBIM C HAJIIOYEYHHUKOBOW HEIOCTATOYHOCTHIO, TaK¥Ke
MOXKET BO3HMKaTh I0ocie BHe3anHoro npekpaimieHus BBeaeHus ['KC. Cunapom BKIIOYAaeT Takue
CUMITOMBI, KaK aHOPEKCHs, TOIIHOTA, PBOTA, BSUIOCTh, TOJIOBHASI 00JIb, TUXOpajKa, 00Jb B CycTaBax,
HIeTyIIeHUE KOXKM, MHUAITHUs, MOTEpsl MAcChl Tela W/MIM CHI)KEHHE apTepHabHOTO JaBIICHMUS.
Cuuraercs, 9to 311 3¢ (HeKThI 00yCIOBIICHBI BHE3AMHBIM H3MeHeHHEM KoHIeHTparmu [ KC B iazme
KpPOBH, a HE T10 IPUUUHE €€ CHUKEHUSL.

VY manueHToB ¢ TUIOTUPE030M oTMedaetcs yeuneHue d¢dextor I'KC.

ITockonbky I'KC MoryT nnnynuposats cunapoM Muenko KymuHra wim yXyamaTs €ro TeUeHue, He
peKoMeHAyeTC s IPUMEHEHHE IpernapaTa y nauueHToB ¢ 6osne3Hbro Muenko Kymmnra.

OOMeH BEIIECTB U TUTAHNUE

I'KC, B TOM 4mciie ¥ THAPOKOPTHU30H, MOTYT YBEIWYMBATh KOHIIEHTPAIIMIO TIIFOKO3Bl B KPOBH,
yXyAmas TEYCHHE YKe HMEIOIIErocs CaxapHOro auabera WM MOBBIMIAS MPEAPACTIONOKEHHOCTD
MaIUEeHTOB, HAXOAIUXCs Ha AnuTensHoi Teparuu ['KC, k pa3BuTHio caxapHoro auadera.

BiusiHue Ha ICUXUYECKOE COCTOSIHUE

Ha ¢done tepamuu ['KC BO3MOXXHO pa3BUTHE PA3IUYHBIX MICUXHMUECKHX PACCTPOMCTB: OT drdopuw,
GCCCOHHI/ILU:I, nepenagoB HACTPOCHU, U3MCHEHHUN JIMYHOCTH M TSKEJIOU ACIIPECCUU O OCTPBIX
IICUXOTHUYCCKUX peaKuHﬁ. KpOMe TOro, MOTYT YCHJIMBATLHCA YK€ HMCIOIIAACA S5MOLMOHAJIbHAA
HECTaOUIBFHOCTD WJIM CKIIOHHOCTB K ICUXOTHYECKUM PEaKILIUSIM.

HpI/I IMPUMCHCHUHN CHUCTCMHBIX I'KC MOTYT BO3HUKATDH INMOTCHIUAJIBHO TSKCJIBIC NICUXUATPUUCCKHUC
paCCTPOP’ICTBa. CUMIOTOMBI OOBIYHO MMPOSBIAIOTCA B TCUCHUC HCCKOJIbKUX JHEeW WiIu Hedellb Mocie
Haydalia TCparunu. boapmmHCTBO peaKuHﬁ HCYe3acT JTUOO0 OCIC CHIKCHUS J03bI, 00 OCIC OTMCHEI
npemnapara. HGCMOTpH Ha 5TO MOXKCT HOTpC6OBaTLC$[ CHeI_II/I(l)I/I‘IeCKOC JICUCHHC.

Coobmanocs o mcuxonorndeckux 3¢ dekrax mpu ormeHe 'KC, HO MX dYacToTa HEW3BECTHA.
[TanreHTOB W/MiK UX POJACTBEHHUKOB CJIEIyeT NPEAYIPEIUTh, YTO B CIIy4ae MOSBICHUS U3MECHCHHUN
B TICHXOJIOTHYECKOM CTaTyce MmanueHTa (OCOOCHHO IMPH Pa3BUTHUU JCTPECCUBHOTO COCTOSHUS H
CYUIIUIATIBHBIX MOMBITOK), HEOOXOUMO OOPAaTUTHCS 3a MEIUIIMHCKON MOMOIIbI0. Takke ciemyer
npeaynpeaAuTb IMMAaUCHTOB WM HUX POACTBCHHUKOB O BO3MOXHOCTU Pa3BUTUA IICUXUYCCKHUX
HapYIICHUH BO BPEMS HITU cpa3y MOCIe CHUYKEHUS JI03bI TIperapaTta Hill MMOJIHOW €ro OTMEHBI.

BiansgHue Ha HEPBHVIO CUCTEMY
Cnenyet ¢ octopoxHOCTbIO IpUMEHATh ['KC y manueHToB ¢ HATMYUuEM CyJOPOKHBIX MPUCTYIIOB B
aHaMHe3e.

Caenyer ¢ ocropoxxHocTbto mpuMeHATh [ KC y nanuenToB ¢ Mmuactenuen (myasthenia gravis).

Co0011a70Ch 0 CiIyvasx pa3BUTHSA THKETBIX OCIOKHEHUHN TIPU UHTPATEKATIbHOM WJIH MUY PAIbHOM
crnocobax BBenenuns ['KC.

Coo0manoch 0 pa3BUTUU IMUAYPATHHOTO JUMOMaTo3a y mnamueHToB, nonydaBmux ['KC, kak
MIPaBUIIO, TP ATUTEIBHOMN Tepaniy BHICOKUMU J103aMHU.
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COOTBETCTBYET KCNEPTHOMY OTYETY

I'KC cnenyet ¢ 0OCTOPOKHOCTBIO TPUMEHSTH Y MAIMEHTOB C TOPAXKEHUEM IJ1a3 BUPYCHOW ATHOJIOTUH
(BHpycoM reprieca) BBUAY pUCKA Pa3BUTHUS epPOpaLvi POTOBHIIBI.

JmurenbHoe npuMmeHeHne ['KC mMoxeT mpuBECTH K pa3BUTHIO 3aHEH CyOKaICyISIpHON M SIIEPHOM
KaTapakThl (0COOCHHO y NeTeil), 3K30()TambMa WIH K TOBBIIIICHHIO BHYTPUTIIA3HOTO JABJICHUS, YTO
MOJKET CTaTh MPUYMHOM [NIayKOMBI K BO3MOKHOTO [TOBPEKICHHSI 3pUTENIbHBIX HEPBOB. Y MallMEHTOB,
nonydaromux ['KC, Takke MOXET OBITh yBEIMYEH PUCK PA3BUTUS BTOPUYHBIX BHUPYCHBIX WIIH
rprOKOBBIX HH(DEKITUH TI1a3.

Tepanuss T'UAPOKOPTU30HOM  MOKET IIPUBECTHM K  Pa3BUTHIO  LIEHTPAJIbHOM  CEPO3HOU
XOPHOPETUHONIATHH, YTO B CBOIO OYEPE]Ib, MOXKET BBI3BATh OTCIONKY CETYATKH.

Buausnue Ha cepaie

Hexenarensupie peakuuun ['KC co CTOpOHBI CEpACYHO-COCYIUCTOM CHUCTEMBI, TaKHWE Kak
AUCTIUITUACMUA U apTCpUaibHast TUIICPTCH3UA, IPU UX AJIUTCIIBHOM INPUMCHCHHUU B BBICOKHUX N03aX
MOTYT CIIOCOOCTBOBAaTh BO3HHUKHOBEHHIO JOTOJHUTEIBHBIX CEPIEYHO-COCYAUCTHIX OCIONKHEHHUH Y
MAIMEHTOB C YK€ MMEIOIUMHUCA (PaKTOpaMu CepAeYHO-COCYIUCTOro pucka. B cBss3u ¢ yem ['KC
clenyeT MPUMEHATh C OCTOPOXHOCTBK) y TaKWX IALMEHTOB W IO TINATEIBHBIM PETYISPHBIM
KOHTpOJIeM cepaeuHol ¢pyHKIuu. [IpuMeHeHrne HU3KUX 103 MOKET CHU3UTh YaCTOTY BOSHUKHOBEHHUS
ocinoxxHeHuu npu jgedenuu ['KC.

IIpu xpoHuueckoil cepaeuyHodt HepoctatouHocTu cuctemHsle ['KC cinemyer npuMeHATh ¢
OCTOPOKHOCTBIO M TOJIBKO B CiTydae KpaiHel HeOOXOIUMOCTH.

He pexomennyercss mpuMeHEHHE NpenapaTa y OOJNBHBIX C OCTPhIM M MOJOCTPHIM HH(papKTOM
MHOKapza, Tak kak npuMeHeHue ['KC y HUX MOXKET NMPUBECTH K paCpOCTPAHEHUIO OYara HEKpo3a,
3aMeieHHI0 (popMUpOBaHUs pyOIIOBOM TKaHM M, BCIEICTBHE 3TOrO, — K Pa3pbIBY CepIeUHOU
MBIIIIIBI.

Biisaue Ha cocybl

CooOmanoch 0 ciydassx BO3HUKHOBEHHS TPOMOO30B, BKJIIOYas BEHO3HYIO TPOMOO3MOOJUIO, Mpu
npumeHennu I'KC. B cBs3u ¢ atum ['KC cnepyeT npuMeHSITh ¢ OCTOPOKHOCTBIO Y MALIMEHTOB C YK€
UMEIOIIAMUCS TPOMOOIMOOINIECKIMHU OCTIOKHEHUSMHU WM MMEIONINX NPEApacOIOKEeHHOCTh K
Pa3BUTHIO 3TUX OCIOKHEHUI.

VY nanuenTtos ¢ aprepuanbHoii runeprensueil ' KC cnenyer npuMeHsTh ¢ 0CTOPOKHOCTBIO.

BinsiHue Ha KenyJOUYHO-KMIIEYHbIN TPAKT
Bricokue 10361 'KC MoryT BeI3BaTh OCTPBIN MaHKPEATHUT.

Hecmotps Ha To, 4T0 M0OOUHBIE ASHCTBUS Mpenapara, CBsI3aHHbIE ¢ IPUMEHEHUEM BBICOKHX /103, HE
XapakTepHsbl s KparkocpouHoi Tepanuu ['KC, BO3M0KHO pa3BUTHE NENTUYECKOTO U3bS3BICHMUS.
B npodunaktuyeckux neiasx BO3MOXKHO Ha3HAYCHUE aHTALUIHOM Teparum.

Ha cerogusiminuii 1eHb HET €IMHOTO MHEHHUA O cBsi3u Mexay npuMmenernem ['KC u obpazoBanuem
MENTUYECKUX 3B, BO3HUKAIOIIMX BO BpEeMsI Tepanuu; oJHako tepanus ¢ npuMenennem I'KC moxer
MacCKUpOBaTh CUMOTOMBI MENTHYECKON S3BBI, MO3TOMY Iepdopamnus WIH KPOBOTCUECHHE MOTYT
MpoTekaTh 0e3 3HaunTenpHoro 6oneBoro curapoma. Tepanus I'KC moxeT MackupoBaTh MEPUTOHUT
WU JPYTHE MPOSIBICHUS WU CUMITOMBI, CBSI3aHHBIE C HAPYLICHUSMU CO CTOPOHBI KEIIyJOYHO-
KHIIEYHOTO TpakKTa, Takue Kak mepdopanus, HENPOXOAUMOCTh WM mnaHkpeatutr. [lpu
onHoBpemeHHoM npuMeHneHuu ['KC ¢ HIIBII Bo3pacTaet puck pa3BUTHS 3B KEINyA0YHO-KUILIEYHOTO
TpakKTa.

I'KC cnenyeT ¢ 0CTOPOKHOCTBIO MPUMEHSATH NALMEHTaM C S3BEHHBIM KOJIMTOM, €CIIU CYILECTBYET
pucK nepdopaluu KUeyHnKa, abcrecca win Ipyroi rHoiiHoI nHpEKIY, a TaKKe TUBEPTUKYIINTA,
HEaBHO C(OPMHPOBAHHOTO MEXKHIIEYHOTO aHACTOMO3a WJIM AaKTHBHOH JMOO JIaTEHTHOU
MENTUYECKOH S3BBI.
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Biusgnue Ha renaToOMIMapHYIO CUCTEMY (MOCNEAOBATENBLHOCTE 0002)

COOTBETCTBYET KCNEPTHOMY OTYETY

Coo0mianoch 0 HapyIIEHUAX CO CTOPOHBI IIEUEHHU U JKETYEBBIBOSIINX ITyTEH, KOTOPbIE MOTYT OBITh
00paTUMBIMHU TTOCTIE MTPpeKpalieHus Tepanuu. [loaToMy He06X0IMM COOTBETCTBYIOIINUI MOHUTOPUHT.

JleiicTBrE THAPOKOPTHU30HA MOKET YCUJIMBATHCS y MAIlMEHTOB ¢ 3a00JIeBaHWEM IE€YEHH B CBSI3U C
CYIIECTBEHHBIM CHI)KCHHEM METa00Ii3Ma U SJTUMUHAIIMEH THIPOKOPTH30HA y TAKUX MAI[UCHTOB.

BiusiHue Ha CKeJIeTHO-MBIIIEYHYIO CUCTEMY

Ocrtpas muonaTtus HauboJee 4acTo pa3BUBAETCs MpU npuMeHeHur BbicokuX 103 ['KC y manueHToB
C HapyIICHHOW HEPBHO-MBIIIICYHON Tepenayeii (Harmpumep, mpu MuacteHnn (myasthenia gravis)),
WK Yy MaUCHTOB, OJHOBPECMCHHO IMOJYYaroMmMuX JICUCHUC aHTUXOJIMHCPIUICCKUMU CPCACTBAMU, B
YaCTHOCTH TepU(EepPUICCKUMH MHUOpEIaKCaHTaMu (HampuMep, TMaHKypoHui). Takas octpas
MHUOITIaTHuA HOCUT FCHCpEUIHISOB&HHBIﬁ XapaKTCp, MOKCT MOpaXaTb MBIIIIBI TJ1a3a U HBIX@.TGJIBHOﬁ
CUCTEMBbI, MPUBOAUTH K Ppa3BUTHIO TeTpamape3a. Bo3MOXXHO MOBBILIEHHE KOHLEHTPALUU
KpeatuHkrHa3bl. Coo0mianock o ciyyasx padaomuonu3a. Ilpu 3ToM KIMHUYECKOE yIyUIIeHUEe WIN
BoccTaHoBJeHUE 1tociae oTMeHbI [ KC MOKeT MpOu30UTH JUIIb Yepe3 HECKOJIbKO HENENb WU JIaKe
JeT.

Bo3HHKHOBEHHE OCTEOMOpO3a TAKKE YacTO CBA3BIBAIOT C JUTeNbHbIM NpuMmeHeHuem ['KC B
6onpmnx no3ax. Cienyer ¢ octopokHOCThIO TpuMeHATh [ KC y manueHToB ¢ 0CTeonopo3om.

Hapymienus co CTOPOHBI NOYEK ¥ MOYEBBIBOIAIINX MyTEH
I'KC cnenyet npuMeHSTh C OCTOPOKHOCTBHIO Yy MALIMEHTOB C IOYEUYHON HEJOCTaTOUHOCTHIO.

JlaGopaTopHble U HHCTPYMEHTAJIBLHBIC TaHHBIE

[IpuMeHeHrne TUAPOKOPTU30HA MOXKET BbI3BIBATH MTOBBILICHUE aPTEPUAIBHOTIO JABJICHUS, 3a1EPKKY
BOABI M COJIEH B OpraHM3Me, a TaKKe MOBBIIICHHOE BbIBeIEeHHE Kanus. MoKeT BO3HHMKHYTb
HGO6XOI[I/IMOCTB COGJIIO,Z[GHI/ISI AUCTBI C OTPAHUYCHHUCM HOTpGGHeHI/IH COJIM U AOOIOJHUTCIBHOI'O
HazHaueHus npenapatoB kanus. Bece 'KC yBennumBaroT BbIBEACHUE KaIbIM U3 OpraHU3Ma.

TDaBMBI, OTpaBJICHHUA U OCJIIOKHCHUA ITPOLCAYP

Cucremuple 'KC He mnpenHazHadeHbl M IMOITOMY HE JOJDKHBI IPUMEHATHCS MpPHU JICUEHUU
MOBPEXK/ICHUI TOJOBHOTO MO3ra, OOYCJOBJIEHHBIX TpaBMOH ToyoBbl. OTMedanu yBelIWYEHHE
JIETAILHOCTH 4epe3 2 HeJeIU WM 6 MECSICB MOCIe TPaBMbI TOJIOBBI Yy TAIMCHTOB, MOJIYYaOIINX
METHUIIIPETHU30JI0HA HATPUS CYKIMHAT MO CPABHEHHUIO C IUIane00, XOTs NPUYUHHAS CBSI3b C ITHM
npernapaToM J0Ka3aHa He ObLia.

Zl[gyroe

[Tockonbky pa3Butue ocioxHeHuil npu Ttepanuu ['KC 3aBuCHT OT 103bI U JAJIUTENIBHOCTH
IIPUMEHEHHUs IIpernapara, ciieyeT HHIUBUAYaIbHO JJIs Ka)KI0T0 MAalMEHTa OLIEHUBATh COOTHOLICHHE
M0JTB33a/PHUCK M IPUHUMATH PEIICHHE O J03€ U [UTUTEIBHOCTH TPUMEHEHHS TIpEeTapaTta, a TAk’Ke O TOM,
OyZeT JI 3TO eXKEeIHEeBHAs Tepamnus WIn KypCcoBOl IPHEM.

ITpu tepanmuu 'KC crnenyer nmpuMeHSITh HAMMEHBINTYIO 3P QPEKTUBHYIO 103y Ipermaparta C IeIbIo
JY4YlIEro KOHTPOJISI COCTOSHUSI mHanueHTa. [Ipy BO3HMKHOBEHHWH BO3MOXXKHOCTH CHHM3UTH 103y
rpenapara, 3T0 CJIEIyeT AeJaTh NOCTENEHHO.

Acmupun u gpyrue HIIBII cienyer mpumeHsATh ¢ OCTOpOXKHOCTBIO onHOBpeMeHHO ¢ ['KC
(cm. paznmen 4.5).

Coobmanoch 0 ciy4asx pa3BUTHs CHUMIATO-aJPEHAIOBBIX KPU30B (B TOM 4YHCIE C JIETAJbHBIM
HCXO/IOM) Yy TAaIMEHTOB C (EOXPOMOIMTOMOMN, MONydaBImUX cucteMHyro tepanuio ['KC. VYV
NAIMEHTOB C MOAO3PEHHEM Ha (EOXPOMOLMTOMY WJIM C MOATBEPKIAEHHbIM 3aboseBanuem ['KC
ClIelyeT MPUMEHSTD TOJIBKO MOCTIE TIIATEIbHON OLEHKH COOTHOLICHUS PHCK/TIONB3a.

B noctpeructpanoHHoM nepuoie coodmanoch o cuHapome nusuca omyxonu (CJIO) y mauueHToB
CO 3JIOKAYECTBEHHBIMM HOBOOOpa30BaHUSMH, BKJIIOYAsl TIe€MaTOJOTHYECKHE 3JI0KaYECTBEHHbBIC
HOBOOOPA30BaHUS U COJMJHBIE OINyXOJH, mocie npuMmeHeHus cucteMHbix I'KC oTnenbHO uiau B

8



o

ot 05.05.2026 N= 3033

KOM6I/IHaLII/II/I C IpyruMU XUMHUOTCPAIICBTUUCCKUMU CDCHCTB&MH!::I:IIE%ITE JEEIJE'&%I{:,D%%I;{IGI{/I

COOTBETCTBYET KCNEPTHOMY OTYETY

CJIO, Takme Kak TMAaIMEHTHl C OIMYyXOJSMH C BBICOKOH CKOPOCTBIO Tpojudepanuu, OOJBIIOoN
onyxoneBoﬁ MAacCOM M BBICOKOU YYBCTBUTCIIBHOCTBIO K MIUTOTOKCHUYCCKUM arcHTam, JOJIZKHBI
HaXOJUThCS TOJ TUIATEIbHBIM HAOMIOACHHMEM M TMPUHUMATh COOTBETCTBYIOIIME MEpHI
IIPEIOCTOPOKHOCTH.

BcnomorarenbHble BelllecTBa

Hampuu

JlaHHBIN JIEKapCTBEHHBIN MpemnapaT coAepKUT MeHee 1 Mmoib (23 Mr) Hatpus Ha oAuH (JIAKOH, TO
€CTbh, 110 CYTH, «HE COAECPKUT HATPUS.

eTH
JleTsiM mpemapar cieiyeT MPUMEHATh TOJBKO MO aOCOJIOTHBIM MOKa3aHUAM (OCOOCHHO B ciydae
JUTUTEIIbHOW TEPaTim).

CrnenyeT TIATENIBHO KOHTPOJIUPOBATH POCT U PA3BUTHUE JIE€TEH, MOIYHAIOIIUX JUIUTEIbHYIO TEPAIIUIO
I'KC. VY nerelt, nonyyaromux giautenabnyto Tepanuto 'KC ¢ mpuMeHeHneM eKeTHEBHBIX J103, MOKET
HaOIIOAaThCS 3a/iep’KKa pocTa. B CBSA3M ¢ 3TUM MOA0OHYIO CXeMy JICUEHHsI CIIEeyeT UCIOIb30BaTh
TOJIBKO JIJIs1 HanboJiee Cephe3HBIX MOKA3aHUM.

HoBopoxxaenHsle u 1eTH, Haxonsamuecd Ha jiuurensHoi Tepanuu ['KC, Bxoasr B rpynmy pucka
Pa3BUTHSA MOBBIILIEHHOIO BHYTPUYEPEIIHOIO JaBIICHHUS.

Bricokue 10361 I'KC MOryT BBI3BIBaTh NAHKPEATHUT Y AETEH.

4.5. BzaumoaeiicTBue ¢ JPYrHMHM JIEKAPDCTBEHHBIMM IpenapataMd W JApyrue BHJbI
B3aMMOJAeHCTBHS

IM'uapoxopTtuzon Meradommsupyerces 11B-runpoxcucreponnneruaporenasoit tuna 2 (118-HSD2) u
nzodpepmenTom cucrembl muroxpoma P450 — CYP3A4. Uzodpepment CYP3A4 karanusupyer
6p-ruapoxkcunupoBanue ['KC, uro sBmseTcs Kiaro4deBBIM dTanmoM - ¢as3el meTaboauszma
sHAOreHHbIX U cuHTeTHdecknx ['KC. MHorue npyrue coeMHEHHs TaKKe SBISIOTCA CyOcTpaTamu
m3opepmenta CYP3A4; HekoTOpble M3 HUX H3MEHSIOT METAa0OJM3M TIIOKOKOPTHKOHIOB IyTEM
WHAYUHUPOBaHUSA (TIOJIOKUTENBHON PErysiun) uin uHruouposanus nsodepmenta CYP3A4.

Hneubumopuol uzogpepmenma CYP3A4

MoryT CHUXKaTh IEYEHOUHBIH KIIMPEHC U MOBBIIATh KOHLEHTPALIMK THAPOKOPTU30HA B ia3zme. [lpu
OJTHOBPEMEHHOM TIpUMEeHEHHH uHruomropa mzodpepmenta CYP3A4 (Hampumep, KETOKOHA30Ia,
UTpPaKOHAa30ja, KIAPUTPOMHUILIMHA U IPeHI(PyTOBOrO COKa) MOXKET MOTPEeOOBATHCS CHUKEHHUE J103bI
THIPOKOPTU30HA BO N30€KaHUE CTEPOUTHON TOKCUYHOCTH.

Hnoyxkmopwt usogpepmenma CYP3A4

MoryT MoBBIIIATH TEYCHOYHBINA KIMPEHC M CHIKATh KOHIIEHTPAIMH THAPOKOPTH30HA B 1ia3me. [pu
OJTHOBPEMEHHOM TpuMeHeHuu uHAykTopa uszodepmenta CYP3A4 (mampumep, pudamMmnuimHa,
kapOama3zenuHa, ¢eHoOapOuTana w (EHUTOWHA) MOXKET IOTPEOOBATHCS TIOBBIINICHUE O3B
THJIPOKOPTU30HA JIJISl IOCTUKECHUSI HEOOXOIMMOTO OTBETA.

Cyocmpamul uzoghepmenma CYP3A4

[Tpu Hamumuuu apyroro cyoctpara mzopepmenta CYP3A4 neyeHOUHBIN KIMPEHC THAPOKOPTU30HA
MOXKET M3MCHSTHCS, UTO TPEOYeT COOTBETCTBYIOIICH KOPPEKIUHU J03bl. CyIIecTByeT BEPOSTHOCTD
TOTO, YTO HEKEJAaTeIbHbIC SBJICHUS, CBI3aHHBIC C IPUMEHEHHUEM JIF0OOOT0 U3 3TUX JICKAPCTBEHHBIX
CPEJICTB TI0 OTEIHHOCTH, MPU UX OJTHOBPEMEHHOM IPUMEHEHUH OYIyT BCTPEUYATHCS Yallle.

Odexmul, obycnosnennvie ne usogpepmenmom CYP3A4
Hpyrue B3aumoieiicTBus u 3P PEKThI, KOTOPHIE MOTYT BO3HUKATH IIPH OJTHOBPEMEHHOM MTPUMEHEHHU
THPOKOPTU30HA, OTIMCAHBI B Ta0muIe | Hioke.
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3HAYUMBIX JICKAPCTBEHHBIX B3aUMOACUCTBUN WK 3()h(PEKTOB HAPOKOPTU3IOHA.

Tadauna 1. BaxHble JieKapCTBeHHble  B3aMMOAEHCTBHSA MM  B3aMMOJCHCTBHSA C
BenecTBaMu/3(p(peKThl THIPOKOPTHU30HA

Kaace HJIH Tiun | B3aumoneiicrene/apdexr
JIEKApPCTBEHHOI'0 CpPe/ICTBa
— JIEKapCTBEHHBbIH npenapar
WM BellecTBO
AHnTubakTepuanbabie cpenctsa | Muruburop nzodepmenta CYP3A4

- U30HUA3H]
AHTHOMOTHKH, WNupykrop m3odpepmenta CYP3A4
MPOTUBOTYOEPKYJIE3HbIC
CpencTBa

- pudamouuH
AHTHKOATYJISIHTBI I'KC oka3plBaloT pa3NU4HOE BIUSHHE HA AHTArOHUCTHI
(mepopaibHbIe) ButamuHa K (Hampumep, BapdapuH, alleHOKyMapoJi,

- AnTaronuctsl BuTamMuHa K | ¢urynaIuon). MiMerotcest cooOIeH st Kak O MOBBIIICHNH, TaK U 00
yMEHbIIEHUN J(PQPEKTUBHOCTH ATUX aHTHKOATYISHTOB MPHU
onnoBpeMeHHoM mnpuMeHeHun ¢ ['KC. Takum oOpaszom, st
COXpaHEHUS HEOOXOAMMOIO aHTUKOAryJIsIHTHOTO dddexTa
HE00X0IMMO KOHTPOJIHMPOBATH IMOKA3ATENIM CBEPTHIBAHHS KPOBH.

[IpoTuBO3NIMIIENITHYECKHE Wupykrop u cyoctpaT nzopepmenta CYP3A4
CpelcTBa
- kapbamazenuH
[IpoTuBOAMIMIIENTHYECKHE Nunyxrops! uzodpepmenta CYP3A4
CpencTBa
- (eroGapOuTAT
- peHnTOMH
H-xonuHonutuku I'KC moryT BnusiTh Ha 3p(HEKTUBHOCTh aHTUXOJIUHEPTUUSCKUX
- HEpPBHO-MBIIIICUHbIE CPEICTB.
0JIOKATOPBI 1) Umerotcst cooOmieHnss 0 pa3BUTUU OCTPOM MHUOMNATHU TPHU

OJIHOBPEMEHHOM  MNpuMeHeHun Bbicokux A03 [KC wu
H-X0nMHONMUTHKOB, TaKMX KaK HEPBHO-MBIIICYHbIE OJIOKATOPBI
(cM. momonHUTENbHYIO WHGpOpManuio B pazgene «OcoOble
yKazaHus», « BiusHue Ha CKeJIeTHO-MBIIIEYHYIO CUCTEMY» ).
2) Nmetrotes coobmiennst 00 antaronuctudeckom dddexre 'KC
Ha OJIOKMPOBKY HEPBHO-MBIIIEYHON Nepenauyu IpernapaTaMu
MIAHKYPOHUI M BEKypOHUH. DTOro B3aUMOJEHCTBUS MOXKHO
OKUJAaTh U B OTHOIIEHHWU BCEX KOHKYPHPYIOIIMX OJOKAaTOPOB
HEPBHO-MBIIICYHOH TPOBOIUMOCTH.
Nuru6urops! xomuascrepassl | [KC  moryt  ymenbmath  3(PQPEKTUBHOCTP HWHTHOWTOPOB
XOJIMHACTEPa3bl IpH JICUCHUU MUacTeHuU (myasthenia gravis).
['unornukemMuveckue [Tockonbky I'KC MoryT yBenIuuuBaTh KOHLEHTPAIUIO TIIFOKO3bI
npemnapaTsl B KpPOBH, MOXET TMOTpeOOBaTbCcs  KOPPEKIMS  JO3bI
TUNOTTIMKEMHYECKUX MPEenaparos.
[TpotuBOpBOTHBIE IpenapaTtsl | MHruOuTops! u cyocTpaTsl n3odepmenta CYP3A4
- alpernuTaHT
- (ocanpenuTaHT
[TpotuBorpudkoBsie cpeactBa | Murubutopsl u cydctparsl nzodepmenta CYP3A4
- UTPAKOHA30J1
- KETOKOHA30J1
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IIpoTBOBUPYCHBIE CpECTBA
- UHTUOUTOPBI
pOTEas3bl BUY

Wurnburopsr u cyocrparsl nzopepmenta CYP3A4

1) Uaruburops! npoTeasbl, TakKue Kak MHIAUHABUP U PUTOHABUD,
MoryT noBbimate KoHeHTpanuu ['KC B nminazMe KpoBH.

2) I'KC moryT ycminBaTh METa00IM3M HHTHOUTOPOB MPOTEA3bI
BHY, 4T0 NpuBOIUT K CHUKCHUIO UX KOHLICHTPALUU B IUIa3Me
KpPOBH.

WNuruburtopsl apomarasbl

AMUHOTTTYTEeTUMHI-UHIYLIUPOBAaHHAS ~ Cymnpeccus  (PyHKIUH

- aMUHOTJIyTETUMU]L Ha/IMTOYEYHUKOB MOXKET YCYryOIsTh 3HIOKPUHHbIE U3MEHEHUS,
BbI3BaHHbIE JUINTENbHBIM IpuMeHeHneM ['KC.
brokarop KanblueBblx | MHruburtop u cyoctpat uzopepmenta CYP3A4
KaHaJIOB
- JWITHA3EM

CepaevHble TIIMKO3UIBI
- TUTOKCUH

IIpu opunoBpemenHom npumenenun ['KC ¢ cepaeunbimu
IJINKO3HUJIaMU BO3MOJKHO TOBBIIIEHNE PUCKA PAa3BUTHsI ApUTMHUI

WIA TOKCHYHOCTH CEpJCYHBIX TJIMKO3UIOB Ha  (oHe
TUIIOKaIMeMuU. Y  BCEX  NAUUEHTOB,  MPOXOAAIIMX
KOMOWHUPOBaHHYIO  TEpalui0  JaHHBIMH  IIperaparami,

HeO6X0)II/IMO THIATCIIBHO KOHTPOJHUPOBATL KOHUCHTPAIUIO
OJICKTPOJHUTOB B ChIBOPOTKEC KPOBU, B HaCTHOCTU KOHICHTPAIIUIO
KaJIus.

DCTPOTEHBI (BKITIOUAS
opajbHBIE  KOHTPAIEHTHUBBI,
COJIeprKallie 3CTPOreHbI)

Nuru6urop u cyberpat nzopepmenta CYP3A4

DCTPOreHbl MOTYT yCUITUBATh 3P PEKTHI THAPOKOPTHUIOHA Ty TEM
IMOBBIIICHWA KOHICHTPAIMU TPAaHCKOPTHHA H, KaK CJIICACTBHC,
CHIDKCHHSI KOJIMYECTBA THIPOKOPTH30HA, KOTOPBI MOXET
moJIBeprarbest MeTabosm3my. MoskeT moTpeOdoBaThCs KOPPEKITUS
J03bl THUIPOKOPTH30HA, €CIU Ha (OHE ero NpPUMEHCHHUS B
CTaOMIBHOW J103¢ TMAIMEHT HAYMHACT WM TPeKpamacet
MPUMEHEHHE YCTPOTCHOB.

['petindpyToBsIif COK

Nurn6urop nzodpepmenta CYP3A4

NmMmyHOOenpeccanT HNuru6urop u cyderpat nzopepmenta CYP3A4

- LIMKJIOCTIOPUH OpnoBpemeHHoe npuMmeHeHue ukiocnopuHa U I'KC moxer
MPUBECTH K TMOBBIIICHUIO KOHIEHTPAllMU B IUIa3Me€ KpPOBU
OJHOTO WM O0OMX JEHCTBYIOIIMX BEIIECTB IMPENaparos,
MO3TOMY  BEPOSITHOCTh  BO3HHKHOBEHMSI  HEXEIaTeIbHBIX
peakuuii (HP), cBsI3aHHBIX C TPUMEHEHHUEM KaXXIOro U3
IIpernapaToB B KaueCTBE MOHOTEpANHH, MOTYT BOSHHKATh Yallle.
[Ipy OJHOBPEMEHHOM MPUMEHEHMH 3THUX MPENnapaTroB OBLIH
3aperucTPUPOBAHBI CIyYal BO3HUKHOBEHHUSI CYI0POT.

NMMyHOETpecCaHThl Cy0ctpats! uzodepmenra CYP3A4

- muksogochamug

- TAKPOJIMMYC

AHTHOAKTEpUAIEHBIC CPECTBA
TPyMIBl MAaKPOIUIOB

- KIITAPUTPOMHUIINH
DpUTPOMUIIMH

HNuruburops! u cyoctparsl uzodpepmenta CYP3 A4

AnTHOAKTEpUaIbHbIE CPEICTBA
Ipynmbl MAaKPOJIUI0B

Wuru6urop nzodpepmenta CYP3A4
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- aCITUPHH B BBICOKHX J03aX
(areTHIICATUIIAIIOBAs KHCIIOTA)

- TPOJICAHIOMULIMH
Hecreponnnsie 1) Ilpu ongHoBpemenHoMm mpumeHenun I['KC ¢  HIIBII
IIPOTUBOBOCTIAJINTEIILHBIE MOBBIIIAETCS PUCK JKEITYIOYHO-KHUIIEYHOIO KPOBOTEYEHUS H
npemnapats! (HIIBIT) MOSIBJICHUS 5I3B.

2) I'KC moryT yBennuuBaTh KJIMPEHC acIUpHUHA IIPU MpUeMe
MOCJTIETHETO B BBICOKMX /103aX, 4YTO MOXKET NPUBECTH K

CHIDKEHUIO KOHIIGHTpAllMM CalMIUIaTa B CHIBOPOTKE KpPOBH.
IIpexpamenue tepanun ['KC moxkeT npuBecTH K NOBBILICHUIO
KOHLEHTPAllUU CalMIUIaTa B CHIBOPOTKE KPOBH, YTO MOXKET
YBEJIMYUTH PUCK €r0 TOKCUYECKOTI0 BO3ACHCTBHSL.

IIpu Haznauenun I'KC coBmMecTHO ¢  mpenaparamu,
CHIDKAIOIIMMHU KOHLIEHTPALMI0 KajJusi B KpoBU (TO €cThb
IMypEeTUKAaMH) HEOOXOAMMO TIIAaTeIbHOE HAONIOICHHE 3a
MAMEHTaMH, IIOCKOJIBKY  CYIIECTBYET PHCK  Pa3BUTHS
TUMNOKaNueMuu. Takxke PpUCK Ppa3BUTHS — THUIOKAJIUEMUU
MOBBIIIAETCS NpH ofHOBpeMeHHOM npuMmeHeHnn ['KC c
amporepuriuHoM B, KcaHTHHaAMU WM OeTa-2-arOHUCTaMHU.
bbun 3aperucTpupoBaHbl Cily4dau, B KOTOPBIX OJHOBPEMEHHOE
MIPUMEHEHHE amdorepuuHa B u THIPOKOPTU30HA
COIIPOBOKAANIOCh B JajibHEiIIeM rumneprpodueil Muokapaa u
XPOHHUYECKOH CepJIeUHOI HEJIOCTATOUHOCTBIO.

IIpenaparsl, CHIDKAIOLIHE
KOHIEHTPALMIO KaJIUs B KPOBU

4.6. ®epTUIBHOCTH, 0€PEMEHHOCTb U JAKTAUMS

bepeMeHHOCTB
Tak Kak aJeKBaTHBIX KOHTPOJHUPYEMBIX KIMHHUYECKUX HCCICIOBAHUN 1O MPUMEHEHUIO

T'MJIPOKOPTU30HA B IIEpUO] OEpEMEHHOCTH HE NMPOBOANIOCH, TpuMeHsTh npenapat Cony-Kopred B
nepuoJi OEPeMEHHOCTH CJIeyeT TOJIbKO MOCIIE TIIATEIBHON OLEHKH COOTHOLICHMS MOJIb3bI U PUCKA
JUI MaTepH U IUI0J1a.

I'KC nerxo mpoHHKAOT 4epe3 IIAeHTy. B peTpoCIeKTHBHBIX KIIMHIHYECKUX HCCIIEOBAHUSIX OBLIO
BBISIBJICHO YBEIIMUYEHUE CIIy4YaeB POXKIAECHUA JACTCH C HU3KOM MAacCoM Tejla y MaTepel, MOoJIy4aBIInX
I'KC B nepuon GepemeHHOCTH. PHCK pa3BUTHS TUHOTPOGUH SBISIETCS 10303aBHCUMBIM M MOXKET
ObITb MMHUMHU3UpPOBaH C mnomoulbto cHwkeHus 1o3bl ['KC. Jletw, pokaeHHbIE OT MaTepew,
MOJyYaBIIMX BO Bpems OepeMeHHOCTH 3HaunTenbHbie 10361 ['KC, mOMKHBI TIIATETHEHO
00cI1e10BaThCs U1 BBISIBICHUS IPU3HAKOB HAAMTOYEYHUKOBOM HE0OCTATOUYHOCTH.

Bmustane I'KC Ha Teyenue u uCXoj poJoB HEM3BECTHO.

OTmedanuce cirydau pa3BUTHS KaTapakThl y HOBOPOKIEHHBIX, MATEPHU KOTOPBIX MOJIyYaJIy TEPAIIUIO
I'KC Bo Bpemst 0epeMEHHOCTH.

Jlakrauus
Kak u apyrue I'KC, ruapokopTH30H MPOHUKAET B IPYJHOE MOJOKO U MOXKET MOJABISITh POCT,

MOJABJIATH  SHJOTCHHYI)  CEKPCIHI0  TJIFOKOKOPTHKOCTEPOMIOB WM  OKasbIBaTh JIPYroe
HEOIaronpusiTHOE ICUCTBHE.

B cBsi3u ¢ MOTEHUMANbHBIM PUCKOM Pa3BUTHUSL CEPHE3HBIX HEXKENATEIbHBIX peakiuil y pedeHka
HEO0OXOIUMO TIPHHSITH JTHO0 O MPEKPAIICHUN TPYTHOTO BCKApMITUBAHUS, THOO 00 OTMEHE Teparuiu
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npenaparom Cony-Kopred, mpunumas BO BHUMAaHHE I10JIb3Y rﬁ%al%%%ﬁg%huﬁjﬁ; %%é;'{;c.b

" II0JIB3Y TEPAIIUU JIA )KCHIITUHBI.

DepTUIBLHOCTD

B uccnenoBanusx Ha )KUBOTHBIX Ha ¢oHe npuMeHeHus1 [ KC otMeuanu HapyieHne GepTHIBHOCTH.
I'KC Morytr yBenuuuMBaThb WM YMEHbIIATh MOJBM)KHOCTH M KOJMUYECTBO CIIEPMATO30UIOB Y
HEKOTOPBIX NAlUEHTOB.

4.7. BiusiHue Ha CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMH CpeACTBAMHM M padoraTth ¢
MeXaHM3MaMH

HecMmotps Ha To, 4TO HapylieHus 3peHus sBisA0oTCA peakuMu HP, manuenTam cieayer nposiBisiTh
OCTOPOXKHOCTH IPU YNIPABICHUH TPAHCIIOPTHBIMH CPEACTBAMH U MEXAHU3MaMH.

4.8. He:xenaTenbHbIEe peakuuu

Tabau4uHoe pe3roMe HEXXENATEIbHBIX PEAKIIUA
[Mepeuncnennpie Huxe HP Tunuunet muist Bcex cucteMubix ['KC, 1 ux BKITIOYCHHE B JaHHYIO TaOIHUITY
HE 03HavaeT, uTo onpenencHHas HP HaGnronanack mpu nmpuMeHEHUH UMEHHO ATOTO Tperapara.

CHCTeMHO-OPraHHbII KJIacce Yacrora HeM3BeCTHA
(Ha OCHOBAHUH MMEIOLIMXCS TAHHBIX
OLICHUTH HEBO3MOKHO)
Hngpexyuu u unsazuu OnmopryHucTUYECKHEe MHPEKIINH, HHPEKITNH,
MacCKHpOBaHHE WHDEKINH, AKTHUBAIIUS
CKPBITHIX MH(MEKIUH (BKIIFOYAsT PEaKTHBAIIMIO
TyOepKkyesa)
Jlobpoxauecmeennvle, 310xkauecmeenuvie u | Capxoma Kamommm
HeymouHeHHble HO08000pa308aHus (8Ku04as
KUCmbl U NOIUNDL)
Hapywenuss  co  cmoponvr  kposu  u | JIeWkonuTo3
JUMpamuyecKkol cucmemul
Hapywenus co cmoponvl ummynnou cucmemol | Peakuium MOBBIIIEHHONW YYBCTBUTEIBHOCTH,
aHa(pUIaKTHYECKHE peaxiumu,
aHa(UIAKTOMIHBIC PEAKIIUU
DHOOKpUHHbLE HAPYULeHUS] PasButne  cunapoma  Uunenko-Kymwunra,
M10/1aBJICHUE TUIOTaTaMO-TUNIOpU3apHO-
HAAMOYEUYHUKOBON OCH, pa3BUTHE CHHIPOMA
«otmensl ['KCy», 3azmepkka pocta y AeTew,
HapylIeHHE TOJEPAHTHOCTH K TIIIOKO3€,
MOBBILIEHUE MOTPEOHOCTH B MHCYJIMHE WIH B
MepopaIbHBIX TUMOTIIMKEMHYECKHUX
mpernapaTax y TIalKdEeHTOB C CaXapHbIM
nnabeToM, CHW)KEHHE TOJEPaHTHOCTH K
YIJIEBO/IaM, TUPCYTHU3M, cUMIaTo-
aJipeHaNOBble  KpU3bl Y  TMAIMEHTOB C
(heoXpOMOITUTOMOI
Hapywenus memabonuzma u numanus 3aznepkka HaTpus B OpraHM3Me, 3aJepiKKa
AKHUJKOCTU B OpraHU3Me, TMIOKaJTUEMUYECKHMA
aJKanos, TUCITUATIUACMUSI, JTUTIOMATO3,
MOBBIICHHBIA  aNMeTUT (KOTOPBI MOXKET
NPUBECTH K TIOBBIIIEHUIO MAacChl Tena),
IIPOSIBJIEHUE JIATEHTHOI'O CaxapHOro auadeTa,
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(Ha OCHOBAHUH MMEIOLIMXCS TAHHBIX
OLICHUTH HEBO3MOKHO)

TMIIEPTPUX03, BTOPUYHAS HAJIOYEUHUKOBAS
HEJ0CTaTOYHOCTh  (O0COOEHHO B  NEPUOA
cTpecca TPaBMBI, OIIEPATUBHOTO
BMeEIIATENbCTBA I 3a0o0JieBaHus),
OTpULIATENIbHBIA  a30TUCTBIM OajlaHC H3-3a
KaTaboamn3Ma OEJIKOB, NaTOJIOTHYECKOE
pacmipenenenue >xkupa (JryHooOpasHOE JIHIIO,
TYYHOCTb TYJIOBUIIIA)

Tcuxuueckue Hapywernus

AddexTuBHOE  paccTpOHCTBO  (BKIIOYAS
JENPECCHUIO, siidoputo, apPeKTUBHYIO
Ta0UIIBHOCTb, 3aBUCHMOCTh oT

JIEKapCTBEHHOI'O IpernapaTa, CyULIUAAIBHOE
MBIIIJICHUE), TCUXOTUYECKOE PACCTPOHUCTBO
(BkiItO4yass MaHMIO, Opel, TaJUIIOLUHALIMUA U
mU30(PPEHNI0), TICUXUYECKOE PACCTPONCTBO,

HU3MCHCHUC JIMYHOCTH, CITyTaHHOCTDb
CO3HaHUs, 0€eCIOKOMICTBO, nepenaspl
HaCTPOEHUs,  HEAJCKBAaTHOE  IIOBEJCHHE,
OeccoHHUIIA, pa3IpaKuTeNIbHOCTB,
KOTHUTUBHOE PACCTPOMCTBO

Hapywenus co cmoponvl HepeHoti cucmemvl OnuaypanbHbIl  JIMIIOMAaTO3,  ITOBBIIICHHE
BHYTPHUYEPEITHOTO JaBJICHUSL,
N00pOKauecTBEHHAs BHYTpHUEpEIHas
TUIIEPTEH3NS, CyZIopory, aMHe3us,

TOJIOBOKPY>KEHHUE, TOJIOBHas 00jb, HEBPUT,
HEHWponarTwusi, MapecTe3un

Hapywenus co cmoponsl opeana 3penus

IlenTpanbHasi cepo3Hass XOPUOPETHHOIATHS,
KaTapakTa, riaykoma, 9K30(TANIBM,
MIOBBIIIICHUE BHYTPUIJIA3HOTO JIABJICHUS C
BO3MOYKHBIM TTOBPEXICHUEM TJIA3HOTO HEpBa,
nepdopaiuss  pPOroBUIBI WM CKJIEPHI,
obocTpenne o(pTaIbMOIOTUIECKIX BUPYCHBIX
WJTU TPUOKOBBIX 3a00JI€BaHUIA

Hapywenus co cmoponvl opeana ciayxa u
aabupurma

Bepruro

Hapywenus co cmoponul cepoya

XpoHuyeckasi cepJieuHas HeZJ0OCTaTOYHOCTb (Y

MPEaPaCIIONOKEHHBIX MalUEeHTOB),
Opaaukapaus, apuTMHs, OCTAaHOBKa CEpAlla,
runeprpodudeckas MHOIIATUS (y

HEJIOHOILIEHHBIX JIeTel), pa3pbIB CEPACUHOU

MBILIIBI  [IOCJE HEAABHO MEPEHECEHHOTrOo
uH(papKTa MHOKapaa
Hapywenus co cmopoHbl cocy00é Tpom0603,  aprepuanbHas ~ THIEPTEH3US,

apTepuaibHas THUIOTCH3UsA, TPOMOOIMOOIHs
JIETOYHOH apTepuu

Hapywenus co cmoponvl  OvixamenvHotl | 'aCIMHT-CHHAPOM, HKOTA

cucmembvl, Op2aHO8 2pYOHOU  KIemKu U

cpedocmenust

Hapywenus  co  cmoponvl  owcenydouno- | llentuueckas  sA3Ba (c BO3MO>KHBIM
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OLICHUTH HEBO3MOKHO)

KUWe4Ho020 mpaxkma npoboIeHuEM u KPOBOTEUYCHHEM),
nepdoparus KHIIIKH, KEIyJ0UHOe
KPOBOTEYEHHE,  MAHKpeaTuT,  330(arur,

B3JIyTHC JXKHUBOTA, 0ONb B J>KMBOTE, IUapes,
JIACIIETICHS, TOIITHOTA

Hapywenus co cmoponul Kodicu u noOK0JCHbIX | AHTHOHEBPOTUYECKHH ~ OTE€K, THPCYTHU3M,
mxaneu MIETEXUH, SKXUMO3bI, aTpO(Ust KOXKH, IpUTEMa,
TUIEPTHIPO3, KOXKHBIE CTPHH, CBIb, 3V,
KparuBHUIIA, aKHe, KOJKHast
TUIOITUTMEHTALIN, MAaHHUKYJIUT,
AIUICPTUYCCKHIA JCPMATHUT, CyXas YelryiuaTast
KO’Ka, ICTOHYEHHE BOJIOC HA T'OJIOBE, MKCHUE
WU TIOKajibiBaHWE (0COOCHHO B 00JacTu
MPOMEXHOCTH)  TOCIIE  B/B  BBEACHHSA

npermnapara, MMATMEHTAIHS KOXKH,
«CTEpUIIBHBIN abciieccy

Hapywenuss co  cmoponvi  mwviweynot, | MpllieuHas c1abocCTh, MHaJIrus,

KOCMHOU U COCOUHUMENbHOL MKAHU «CTEpOWIHAS)  MUOINATHS, PabJIOMHUOIU3,
MBIIIIEYHAst aTpodus, 0CTEOIopO3,
OCTEOHCKPO3, TMATOJIOTHYECKUAE IEPEIIOMBI
JUTHHHBIX KOCTEH, HelpornaTuieckas
apTponaTus,  apTpairus,  aCENTHYECKUU
HEKpO3 TOJIOBKH IIJICUEBOM M OCIPCHHOM
KOCTH, KOMHpGCCI/IOHHLIC HepCHOMBI

MO3BOHKOB,  pa3pbIBBl  CYXOXWIHHA (B
0COOEHHOCTH AXMJIJIOBA CYXOXKHUIINSA)

Hapywenua co cmoponwr penpodyxmuenotl | Hapymenue MEHCTPYaJIbHOTO IMKJIa,

cucmembul U MOJIOUHBIX Jicenes aMeHOpesi,  CHIKCHHE  KOJIIMYeCTBA M|
MIOJIBIYKHOCTH CIIEPMAaTO30HI10B

Obwue mnapywenuss u peaxyuu 6 mecme | MemieHHOE 3a)KHMBJICHUE paH,

66e0eHUs nepudepudeckuit OTEK, yCTallOCTh,
HE/JIOMOTaHHE, DPAa3BUTHE PEAKIMH B MeECTe
UHBEKINN

Jlabopamopnvie  u  uncmpymenmanvhvle | CHIDKEHHE TOJEPAHTHOCTH K  YTJIEBOJAM,

oaHHble MOHMKCHNUE KOHILIEHTPAIlMM Kalusi B KPOBH,
MOBBIIICHNE KOHIIEHTPAIMU KB B MOYE,
MIOBBIIIICHHUE aKTUBHOCTH

alTaHMHAMUHOTpaHC(epassbl,
acrapTaTaMHUHOTpaHCdepa3bl W IEIOYHOM
docdarasbl B CHIBOPOTKE KPOBH, TOBBIIIICHHE
KOHIICHTPAllMK ~ MOYEBUHBI B KpPOBH,
MOJABJIICHUE pEaKUuil TpU  TPOBEICHUH
KOXHBIX P00

CooOuienne 0 MoJ03PEBAEMbIX HE)KEIATEIbHBIX PEAKIUAX

BaxHo coo011aTh 0 moJo3peBaeMbIX HEXKENaTeIbHBIX PEaKLUsIX MOCIE PErUCTPALUK JIEKAPCTBEHHOTO
mperapara ¢ Imenblo o0ecredeHus HENpPephIBHOTO MOHUTOPHHIA COOTHOIICHHS «IIOJIb3a — PHCK»
JIEKapCTBEHHOTO TMpernapara. MeIuIMHCKMM pabOTHUKaM pPEKOMEHIyeTCs COooOIaTh O JIHOOBIX
MO/I03PEBAaCMbIX HEXENATeNbHBIX PEaKIMAX JIEKapCTBEHHOTO TMperapara dYepe3 HalWuOHAJIbHBIC
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O9KOHOMHYECCKOI'0 COr03a.

Poccuiickas @edepayus

®denepanbHas ciyx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS

Anpec: 109012, r. Mocksa, CrnaBstHCKasl Iiomaap, 1. 4, ctp. 1

Ten.: +7 800 550 99 03

OnextpoHHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
Caiit B HH(GOPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHOM ceTH « THTepHeT:
http://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

Knunnueckuit cunapom octpoii nepenoszuposku I'KC He onmcas.

Creunpuyeckoro aHTHAOTa MPHU NEPETO3UPOBKE HE MMEETCS; MPUMEHSETCS MOAJIEpKUBAIOIIEe U
CUMIITOMATUYECKOE JICUCHUE.

['MApOKOPTU30H BBIBOAUTCS MPHU JUATH3E.

5. DPAPMAKOJIOTHYECKHE CBOVCTBA
5.1. ®apmakoguHAMUYECKHE CBOMCTBA

®apmakoTepaneBTuueckas rpynna: KopTukoctepouibl CHCTEMHOTO IEHCTBUS; TIIIOKOKOPTUKOMIBI.
Kon ATX: HO2AB09

MexaHu3M JIeUcTBUS U hapMakoTuHaMu4Yeckue 3P h ekt
I'KC, ecrecTBeHHBIC U CHHTETUUYECKHE, PEJCTABISIOT COO0M aIpeHOKOPTUKOCTEPOUIBI.

EcrectBennnie ['KC (THApOKOPTHU30H U KOPTHU30H), TAKkKe 00I1a/1al01IHe CIIOCOOHOCTHIO yIePKUBATh
COJIU, UCTIOJIb3YIOTCS B KQUeCTBE 3aMECTUTENLHOM Tepanuu MpU COCTOSHUAX, COMPOBOKIAIOIINXCS
NeUIUTOM TOPMOHOB KOpPBI HAIMOYEYHHKOB. WX CHHTETHYECKHUE aHAJIOTH B OCHOBHOM
HCIOJIb3YIOTCS B CBSA3HM C UX MPOTHBOBOCHAIUTENBHBIM JEUCTBUEM IPU 3a00JIEBAHUSAX PA3TUUYHBIX
CHUCTEM OpPTaHOB.

l'unpoxkopTu3oHa  HaTpusli  CyKIMHAaT  OKa3bIBaeT  Takoe  kKe  MeTadolM4Yeckoe U
IIPOTUBOBOCTIAJIUTENILHOE JIEMCTBUE, YTO M I'MAPOKOPTH30H. IIpu mapeHTepallbHOM BBENCHHU U B
HKBUMOJISIPHBIX KOJIMYECTBAX OHMOJOTHYECKAass aKTHBHOCTh ATHUX ABYX COCIMHEHWI AKBHUBAJICHTHA.
[ToBbllIeHHas! BOAOPACTBOPUMOCTH M'MJIPOKOPTU30HA HATPHSI CyKIIMHATA (3(upa) AaeT BO3MOXKHOCTh
HEMEJJICHHO OCYIIECTBIISITh BHYTPHUBEHHOE (B/B) BBEIEHHE BBICOKHX 03 THUIPOKOPTH30HA B
HeOOJIBIIOM 00BEME PACTBOPHUTENS, YTO OKa3bIBAETCS OCOOCHHO IOJIE3HBIM B CiIydasx, KOT/a
HE00X0IUMO OBICTPO 00ECHeUNTh BBICOKYIO KOHILIEHTPAIMIO THAPOKOPTH30HA B KpoBH. [leiicTBre
I'MJIPOKOPTU30HA HATPUS CYKLIMHATa HAOMI0AaeTcs yKe B TeueHue | yaca rnocie B/B MHbEKLNH; IPU
3TOM MPOJOJKUTEIBHOCTD €r0 AEUCTBUS BapbUpPYET.

I'KC BbI3BIBaIOT BBIpaXKEHHbIE M pa3HOOOpaszHble MeTabonuyeckue 3¢dexrsl. Kpome Toro, onu
W3MEHSIOT UMMYHHBIA OTBET OpraHU3Ma Ha pa3IM4HbIC pa3IpaskUTENH.

AXTHUBHOCTB MCTUJIHIPCAHU30JIOHA HATpUusd CYKHHHATA OTHOCHUTCJIBHO TUAPOKOPTU30HA HATPUA
CyKOquHaTa COCTaBJISCT 5K 1, 0 4€M CBUACTCIILCTBYCT CHMIKCHUC KOJIMYCCTBA 303I/IHO(1)I/IJ'IOB IOCJIC
B/B BBCICHU. 9T0 COTJIaCyCTCA C OTHOCHUTEIbHOM aKTUBHOCTBIO NEpOPAJIbHOTO MCTUIIIIPCIHU30JIOHA
U TUAPOKOPTHU30HA.
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(NOCNEOCBATENEHOCTE 0002)

5.2. apmakoknHeTHYECKHE CBOHCTBA

dapMaKOKHHETHKA THAPOKOPTHU30HA Y 3TOPOBBIX MY>KUYHH, IPUHUMABIIUX YIaCTHE B UCCIICIOBAHHH,
HE JIMHEHHA MMOCJIe OJTHOKPATHOTO B/B BBEACHUS THIPOKOPTHU30HA HATPUS CYKIIMHATA B 03¢ Oosee
20 MT'; COOTBETCTBYIOIINE (HDapMAKOKHHETHUYCCKHE IMapaMeTpbl THIPOKOPTH30HA IPEICTABICHBI B
TaomIe 2.

Taouuna 2. CpenHue 3HavyeHusi papMaKOKHHETHYECKUX NMapaMeTPOB 'MJIPOKOPTU30HA MOCJIe
OJTHOKPATHOT0 BHYTPHMBEHHOI'0 BBe/ICHUS

310poBbie B3pociibie My:KUMHBI (21-29 jeT; N = 6)

Ho3za (mr) 5 10 20 40

OO6uwmit yYpOBEHBb

BO3ICHCTBIA (AUCo; | 410 (80) 790 (100) (13418(())) (22269(()))

HT * 9/MJT)

Knupenc (CL; ma/mun/m?) 209 (42) 218 (23) 239 (44) 294 (34)

O0beM pacrmpenencHust B 208 6.0

PaBHOBECHOM cocrosianu | 20,7 (7,3) 4 3) 4 ’1) 37,5 (5,8)

(Vdss; L) ’ ’

E)epnoz[ MOJTyBBIBeIeHUS (t1/2; 13 (0.3) 13 (0.2) 1,7 0.2) 1,9 (0.1)
AUCo«~ — mnomaar nojx (papMakOKMHETUYECKOW KPHUBOW C HYJIEBOM OTMETKH BpPEMEHHU [0
OECKOHEYHOCTH
AbGcopbuus

ITocne omHOKpAaTHOTO B/B BBEACHHUS TUAPOKOPTH30HA HATpUA CyKnMHaATa B fo3e 5, 10, 20 u 40 mr
3JI0pPOBBIM MYXXYMHAM CpEJHUE IHMKOBbIE KOHLEHTpAalMM, M3MepeHHble yepe3 10 MUHYT mocie
BBEJICHUSA 10361, cocTaBwiu 312, 573, 1095 u 1854 Hr/mi coOTBETCTBEHHO. [ HPOKOPTH30HA HATPUS
CYKIIMHAT OBICTPO BCACKIBAETCS MTPU BHYTPUMBIIIIEYHOM (B/M) BBEJICHHUH.

Pacnpenenenue

['uIpoKOPTH30H MIMPOKO paclpenenseTcss B TKaHAX, MPOXOIUT 4Yepe3 reMaTo3HuedamndecKuii
Oapbep U MPOHUKAET B rpyAHOE MoJoko. OO0beM pacrpeneneHus THAPOKOPTU30HA B PABHOBECHOM
COCTOSIHMH BapbupyeT mpudau3utenbHo oT 20 10 40 1 (Tabnaumna 2). [mapokopTU30H CBSA3BIBACTCS C
TPAHCKOPTUHOM (TJIMKOIPOTENHOM, KOPTHUKOCTEPOUICBA3BIBAIOIIUM TII00YIMHOM) U aJb0yMHHOM.
Casi3pIBaHME THAPOKOPTU30HA C OEIKaMU IJIa3Mbl Y YeJIOBEKa COCTaBIsET MpUMeEpHO 92 %.

Buotpanchopmanus

IM'uapokopTu3oH (T.€. KopTH30I) MeTabomm3upyercs hepmentom 11B-HSD2 no kopTuzona, a nanee
- 10 JUTUAPOKOPTH30HA U TeTparuApokoptuzoHa. K mpyrum mMeraboimuTam OTHOCSATCS
TUTHAPOKOPTU3ON,  SO-IAUTHAPOKOPTH30J, TETPATHIPOKOPTH30I W SO-TETParuapOKOPTH30I.
Koptu3on  moxker  ObITh  TpeoOpa3oBaH B KOPTU30J  TIOCPEACTBOM  pEaKIud  C
11B-ruapoxcucreponaneruaporenason tuna 1 (11p-HSD1).

I'uapoxopTu3oH Takxke Merabonmsupyercs ¢ nomombio CYP3A4 no 6B-ruapokcukopTH3ona
(6B-OHF); nons 6B3-OHF Bapbupyet B auanasone 2,8-31,7 % oT 00111ero KoJim4yecTBa METabOIUTOB,
JIEMOHCTPHUPYSI TEM CaMbIM 3HAYUTEIbHYIO MEXHHIUBUAYAIbHYIO BapHaOeIbHOCTb.

OIMMUHAIMS
BriBenenrie BBEIEHHOW J103bl MPAKTUYECKW 3aBepiiaeTcss B TedeHue 12 yacoB. BriBenpenue

TUIPOKOPTU30HA HATPHsI CYKLIMHATA MPU B/M U B/B BBEIEHUU IPOUCXOAUT OJUHAKOBO.
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6. PAPMAIIEBTUYECKHE CBOMCTBA (MOCHELOBATENBHOCT 0002)

6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB
JInodunuzar:

Harpus qurunpodocdara moHOTHIpAT
Hatpus ruapodocdat 6e3B0aHbIH

Harpus ruapokcuyg

PactBopuTensb:
BOJA I NHBEKIUH

6.2. HecoBMecTHUMOCTD

JlaHHBIN JIEKapCTBEHHBIH TNpemapar He CIeIyeT CMEIIUBaTh C APYTHMH JICKapCTBEHHBIMH
IpenapaTamu, 3a UCKJIFOUEHUEM YIIOMSIHYTHIX B paszaene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHEeHUA)

4 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUH
Xpanuts pu Temieparype Huxe 25 °C.

6.5. Xapakrep u coaepkaHue YNIAaKOBKHU

100 Mr THAPOKOPTH30HA W 2 MJI PACTBOPUTENS B JABYXBEMKOCTHOM (QuakoHe (Act-O-Vial) u3
OecrBeTHOTO CTeksia kiacca I, ykymopeHHOM AByMmsi TpoOkKamMu W3 OyTHJIOBOTO Kaydyka (OaHa
pa3fenseT 1Be EMKOCTH, pyras 3aKpbIBaeT (pJIakoH CBEPXY), C TIIACTUKOBBIM aKTHBATOPOM ITOBEPX
BEpXHEH TPOOKH.

OnuH nByXBeMKOCTHBIN (rakoH (Act-O-Vial) BMecTe ¢ THMCTKOM-BKIIJIBIIIEM B KAPTOHHOM Mavyke
(BO3MOXHO HaHECeHHE iepdopaluu 11si KOHTPOJISI TIEPBOTO BCKPBITHS).

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NMPH YTHIN3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara WJiH OTXOJ0B, MOJYYEeHHBIX MOcCJe NMPUMEHEHHs JIEKAPCTBEHHOIo Ipemnapara, u
Apyrue MAHUMYJISIUHU € TPenapaTomM

IIpuroToBIICHNE pacTBOpa IMpenapara

[IpenmapaTel AN MapeHTEPaIbHOTO BBEACHHS TEpell MPUMEHEHHEM HEOOXOIUMO TPOBEPSTH
BI/I3yaJ'II>HO Ha npez[MeT N3MCHCHHUS IIBC€TA WJIIN HAJIWUYUA YaCTHII. Cnez[yeT HCIIOJIB30BATh TOJIBKO
MPO3pavHbIil PacTBOP.

JAByxbpeMKOCTHBIH iakoH Act-O-Vial
1. HasxmuTe Ha MIaCTUKOBBINA aKTHUBATOP, YTOOBI PACTBOPUTENH MEPETUIICSA B HUKHIOIO €MKOCTb.

2. OCTOPOXHO MOKAaYMBalTe (PIIAKOH J0 TEX MOP, TOKA JTHOPHIN3AT HE PACTBOPUTCH.
3. Yianure niaacTUKOBBIA AUCK, IPUKPBIBAIOLINHA HEHTP MPOOKH.
4. O6paboTaiiTe ITOBEPXHOCTH MPOOKU AaHTUCETITUKOM.

IIpumeyanue: najbHelINe JeCTBUSA MOKHO NPeANPHHUMATH M0CJIe BHITIOJHEHHUS ITanos 1-4.
5. [Ipokonute UrIoN MEPIEHANKYIISIPHO HEHTP MPOOKU TaK, YTOOBI OB BUACH KOHYHUK UTJIBI.

6. IlepeBepHuTte (h1akoH U HAOEpUTE COOTBETCTBYIOIIEE KOJMUECTBO PACTBOPA.
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JUist B/B Wi B/M MHBEKUMH JabHEHIIEr0 pa3BeicHUs He 1pEbyer U Bl MHGYA T

TOTOBSIT PacTBOP, KaK OMUCAHO BbIIIE. 3aTeM MOIy4YeHHbII pacTBOp A00aBisitoT kK 100-1000 ma 5 %
BOJHOI0 pacTBopa AekcTposbl (uiau 0,9 % pacTBopa HaTpus Xjaopuaa, win S5 % pacTBopa AEKCTPO3bI
B 0,9 % pacTtBOpe HaTpus XJjopuia, eciii OOJIbHOM He HYy)XJIaeTcs B OTpaHHMYEHUU KOJMYECTBa
HaTpusi). Ecnu jxenarenbHO BBECTH HEOOJBIION 00BEM XKHUIKOCTH, MOXKHO 100aBuTh 100-3000 mr
THUAPOKOPTH30HA (B BUAE THUIAPOKOPTHU30HA HATpUs CyKIMHaTa) K 50 M BbIIIENIEPEUHCICHHBIX
pactBopoB. [lomyd4eHHBIN pacTBOp BBOAWTCS HEMOCPEACTBEHHO B/B WM C IMOMOIIBIO BTOPOMA
CUCTEMBI JJIsl IepeIuBaHus HHPY3HOHHBIX PACTBOPOB.

Ecnu pactBOpbl mpemapaTa IpPUrOTOBJIEHBI, Kak yKa3aHo Bbiue, 1o pH=7-8, a
ocMossipHOCTh = 0,36 ocMoutb (ocMomsipHOCTh 0,9 % pactBopa HaTpus xiopuaa 0,28 ocMoIb).

PactBOp uCnosp30BaTh cpasy Mocie IPUroTOBICHMUS.

Bech ocraBmiics ekapcTBEHHBIN Mpenapar U OTXObl CIEAyeT YHHUUYTOXKUTh (YTUIM3UPOBAThH) B
COOTBETCTBUM C TpeOOBAHUSAMHU 3aKOHOJATEIbCTBA TOCYAApCTB — UJeHOB EBpasuiickoro
SKOHOMUYECKOTO COI03a.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Coenunennebie [lTatel AMepuku

[aitzep Unk.

66 Hudson Boulevard East, New York, NY 10001-2192, USA
Ten.: +1 (212) 733-23-23

7.1. [IpencraBuTe b AepKaTesisi PErHCTPAIIMOHHOTO YA0CTOBEPEeHUSA

[Iperen3un notpeduTeneil HAPaBIATH 1O AJPECy:

Poccutickas ®@eoepayus

000 «lpaiizep MunoBarmm»

Anpec: 123112, r. Mocksa, [Ipecnenckas Hao., 1. 10, BL] «bamms na Habepexnoi» (biok C)
Ten.: +7 (495) 287-50-00

®axc: +7 (495) 287-53-00

OnextpoHHas noura: Russia@pfizer.com

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA

JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KATETOPUU OTITYCKa MO PELEenTy.
OOmas xapakTepucTHKa JiekapcTBeHHoro npenapata Cony-Kopred noctymna B equHOM peectpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro SKOHOMMYECKOIO COK3a M Ha

ouIaTbHOM caiite YIOJTHOMOYEHHOTO opraHa (9KCIIepTHO OpraHHU3aI1H )
(https://Ik.regmed.ru/Register/EAEU_SmPC).

19



	PIDOC 0002 RU

