70 N4 INTE K O
OT 23 U5 _2ULb IN- C

OBILASI XAPAKTEPHCTHKA JTEKAPCTBEHHOTO'IPEAAPATA"

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

[Tapaneramon-AKOC, 10 mr/mu, pacTBop Jutst HHQY3HM.

2. KAYMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolliee BEIIECTBO: MapareTaMo.

JlaHHBII JIEKapCTBEHHBIN TpenapaT coaepKuT MeHee 1 Mmob (23 mMr) HaTpus B 1 Mi1 pacTBOpa, T. €.

II0 CYTH HC COACPIKUT HATPHUA.

Kaxnprit M1 pactBopa cogepxut 10 Mr mapaneramorna.

ITonubrit IEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPUBCICH B PA3/CJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop i ungy3ui.

[Ipo3paunas OecuBeTHas! WM CO CIETKa KOPUUHEBATHIM OTTEHKOM KHUIKOCTh.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusl K NPUMEHEHHUIO

[Tapaneramosn-AKOC noka3aH Kk IpUMEHEHHUIO Y B3pOCIbIX U JIeTel B Bo3pacTe oT 1 Mecsaua 1o 18

JICT.

Jleuenne ocTpoil 0OJM CpEeIHEW CTENEeHW BBIPAXKEHHOCTH (OCOOEHHO B TOCIIEONEPAIHOHHOM
MEePHOJIE) U KPAaTKOCPOUHOE KYMHUPOBAHUE JTMXOPATKU Y B3POCIBIX U JETEH, KOr/a BHYTPUBEHHOE
NMPUMCHCHUC KIIMHUYCCKU OIMPpaBAaHO HUJIM ITPU HEBO3MOXXHOCTU BBEACHUA APYTYUMH ITYyTAMU.

4.2. Pe:xum 103MPOBaHNS M CI0CO0 MPUMeEHEeHUs!

PexxuM 1o3upoBaHus

HenpennamepeHHOe MNpEBBIIEHUE PEKOMEHIOBAHHBIX JI03 MOXET IIPUBECTU K CEPbE3HOMY
HapyleHu0 (QYHKIIUU TE€YeHU, B TOM uucie ¢ ¢aTaibHbIM ucxonoM. [Ipu ompeneneHun m03bI

CJICOyCT TaKXC YUUTBIBATH UHAWBUAYAJIBHBIC

(baI(TOpLI pUCKa IeIaTOTOKCUYHOCTH,

MNPUCYTCTBYIOIIKUEC Y IMalOWEHTA: IMCEYCHOYHYIO HCI0CTATOYHOCTD, XpOHI/I‘IeCKI/Iﬁ AJIKOI'OJIN3M,

XPOHHUYCCKUC HAPYHICHUA MU TAaHUA, 00€3BOKMBAHME.

2103131 PACCUUTBIBAIOTCA UCXOOA U3 MACCHhI TCJIa IMalucHTa.

Macca TeJia /lo3a napaneramoJia Ha MunuMaiabHblii (MakcumajabHast
MmamueHTa 0/IHO TPUMEHEHH e WHTEPBAJ MEXK1Y |CyTOYHas q03a*
(pactBop 10 mMr/mur) npueMamMu
> 50 kr Ir, 1 e 1 dmakon (100 mm)4 yaca He Gonee 4 r
110 4 pa3 B CyTKH
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>33 kr — <50 kr 15 mr/kr, 1. e. 1,5 mu/kr go 4dwaca <—60—MT/KT, HO HE

pa3 B CyTKH oosee 3 1
> 10 kr — <33 kr 15 mr/kr, 1. e. 1,5 mur/kr go 44 gaca _

pas B CyTKH < 60 wMrI/kr, HO He

Oosee 2 T

<10 kr ** 7,5 Mr/kr, 1. €. 0,75 mu/kr go4 daca <30 MI/KT,

4 pa3 B CyTKH MaKCHMaJIbHas

CyTo4YHass Jg03a — He
oostee 30 Mr/kr

* MakcuManbHas CyTO4YHas J03a C YUCTOM IIpHEMaA BCEX IIPEIapaToB, COACPNKAIIUX IMapancTaMOI
WJIK IIpornaneTramMolI.

** Be30macHOCTh U B(I)Q)GKTHBHOCTL npcerapara 1Jis1 HCAOHOIICHHBIX z[eTeﬁ HC YCTAHOBJICHBI.

QOco0ble rpynisl MalueHTOB

Iayuenmul nosicunozo eospacma
Koppekunu 10361 U1 OKUIIBIX MALIUEHTOB HE TpeOyeTcsl.
Ilayuenmol ¢ Hapywenuem ynKyuu novex

[Tpu TsKENBIX HAPYHICHUAX (PYHKIUH 1MOYeK (KIMpeHe KpeaTnHuHa < 30 MJI/MHH) HHTEPBaJ MEKIY
BBEJICHUSAMU NpenapaTa JJOJKEH COCTABIIATh HE MeHee 6 4acoB.

Ilayuenmol ¢ HapyweHnuem QyuKyuu nevexu

VY nmanueHToB ¢ HapylieHUsAMH (YHKIIMK TIEYEHW CYTOYHAs J03a MapaieraMmoyiia JO0JDKHA OBITh
CHIDKEHA WJIM JIOJKEH OBITh YBEIMYEH MHTEpBal MEXAy NpueMaMu mpemnapara. MakcumalbHas
CYTOYHas J103a He JOJbKHA IpeBbimaTh 60 MI/Kr (He 6osee 2 I/CyTKH) B CIEAYIOLUX CIydasix:

- Y B3pOCIIBIX ¢ BecoM MeHee 50 kT;

- IIpHU XPOHHUYCCKUX 3a00JIEBaHUAX TEYECHU WU KOMITICHCUPOBAHHBIX 3a00JIeBaHUSX IIEYEHU B
aKTUBHOM CTaJuU y B3pPOCIBIX, B 0OCOOCHHOCTH MPU MEYCHOYHON HETOCTATOYHOCTH JIETKOM HIIN
CpeIHEN CTETNEHU TAKECTH;

- cunapoM Xwisbepa (cemeiiHas runepOMIupyOuHeMus);
- Y MalMeHTOB C XPOHUYECKUM aJTKOTOITU3MOM;
- TIpM HapyLICHUSX MUTAHUS (HU3KHE 3a11achl IEYCHOYHOT'O IITyTaTHOHA);
-y NalUeHTOB ¢ 00€3BOKUBAHUEM.
eTH

[Ipu BBeaeHMHU MpenapaTa AETSIM U MOJAPOCTKaM (PJIakoH C MpenapaTtoM Helb3sl MOABEIINBATh Kak
MH(Y3HUOHHBIN COCY B CBS3U C HEOOJIBIINM 00bEMOM BBOJIMMOTO Mperapara.

Bo u36exxanune ommOOK mpu pacdeTe A03 I AeTei ¢ Maccoi Tena meHee 10 Kr pexoMeHayeTcs
yKa3bIBaTh 00beM ISl OTHOKPATHOTO BBEJCHHS B MIJUTHIUTPAX (MII), IPU 3TOM Y TaHHOW TPYTIITHI
MalMeHTOB BBOJUMBIA 00BEM JiekapcTBeHHOTO mpemapara Ilapameramon-AKOC, pactBop st
uH(py3ui, 10 Mr/mi, He JOKEH MPEeBBIIaTh 7,5 MJI Ha OJIHY HH(Y3HIO.

J1y1s TOro 4TOOBI OTMEPUTH 103y Mpernapara ¢ y4eTOM Macchl Tesla pedeHKa 1 HE00X0AUMOro o0bema,
CIIelyeT UCIOIB30BATh MINPHIIBEI 00beMoM 5 Mut win 10 mit.
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Cnoco0 mpuMeHeHus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

BuyTpuBeHHas ogHOKpaTHas HHY3HS B TeueHHe |5 MUHYT.

WHcTpyKimu 1m0 mpoBeneHHI0O HMHQY3MH W IPUTOTOBICHHIO WH(Y3MOHHOTO  PacTBOpPA
JIEKapCTBEHHOI'0 IIperapara rnepesi IpuMEHEHHEM CM. B pazzene 6.6.

[IpemapaT Henb3s cMmelmuBaTh B OJHOM (iakoHe Al MHQY3Ud C APYTHUMH JIEKapCTBEHHBIMH
npenaparamu.

4.3. IIpoTuBONOKA3aAHUS

e [unepuyyBCTBUTEIHHOCTD K MapaleTaMoJy WM MpolaleraMosia TUAPOXIopuay (IposieKapcTBO
napaieraMmolia) Ui JJI000My BCIIOMOTaTEIbHOMY BEILIECTBY, IEPEUNCICHHOMY B paszene 6.1.

e Tskenas medyeHOUYHAss HEJAOCTATOYHOCTh WIIM JICKOMIIEHCHPOBAHHBIC 3a00JICBaHHS IEUEHU B
AKTUBHOU CTaJuU.

e [lepuon HOBOpOXAEHHOCTH (10 1 Mec).
4.4. OcoOble yka3aHus U MePbl NPEJI0CTOPOKHOCTH NIPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

e TsDKENas MoveyHas HeIOCTATOYHOCTH (KJIMpeHC kpeaTuHuHa < 30 MJ/MUH),

e 100pOKadecTBEHHBbIC THIEPOMIMpyOMHeMun (B T.4. cuHAapoMm JKwibOepa, BHUPYCHBIN
TernaTuT, aIKOrOJIbHOE MOPAKEHHE MIEYECHH),

® XPOHUYECKHUU AIKOTOJIU3M,

® XpPOHHYECKOE HEJOCIaHue,

® aHOpEKCHs,

e Oynumus,

® KaxeKcus,

® TUIOBOJEMMS,

e 00€3BOKUBAHME,

® [epuOJ TPYJHOr0 BCKapMIIMBAHUA,

® TIOKHJIOM BO3pAcCT,

e eUIUT TITIOK030-6-hocdaTaeruaporeHaspl.

Oco0ble YKa3aHusg

JlaHHBII JIeKapCTBEHHBIN MpenapaT coepUT MeHee 1 MmoJb (23 Mr) HaTpus B 1 M pacTBopa, T. €.
10 CYTH HE COJIEP>KUT HATPUS.

PCKOMCH,Z[YCTCH MEepeBOa ManucHTa Ha HepOpaHLHBIﬁ puem 066360HI/IBaIOIJ_II/IX InpemnapaTroB, Kak
TOJIBKO ITOABJIACTCA TaKasi BO3MOXHOCTD.

Puck pasBUTHS O4YEHb CEPHE3HBIX IOPAKEHUM II€YEHU BO3PACTACT IPU  IIPEBBILICHUU
PEKOMEHI0BaHHBIX 7103 (B TOM YHCIIE IIPH OJJHOBPEMEHHOM MpUMeHeHuH npemnapara [lapareramon-
AKOC u npyrux npenapaToB, CoAepKalliX MapaneTaMmoll U MpomnaneTaMmon), a TaKkke y HalueHTOB
C XpOHMUYECKUM aJKorou3mMoM. KilnHnyeckue CUMITOMBI M IPU3HAKY OPAKEHUS IIeUeHU (BKITI0Yast
MOJIHUEHOCHBIM  TIE€NaTUT, II€YCHOYHYK)  HEJOCTATOYHOCTb,  XOJECTATUYECKUU  TEIaTuT,
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JOCTHTAIOT MAKCUMyMa OOBIYHO uepe3 4—6 JHEi.

[Ipu npueme npenapara Ilapaneramon-AKOC moryT pa3BuUBaThCA CEpbE3HbIC KOXKHBIE PEaKIUH,
TaKue KaK OCTPBIA T€HEepaTu30BaHHBIN 3k3aHTeMaTo3HbIl myctyne3 (AGEP), cuanpom CtuBenca —
JI>KOHCOHA, TOKCUYECKUN SIUIAEPMAJIBHBIA HEKPOJIM3, KOTOPHIE MOTYT NPUBOJIUTH K JIETAIbHOMY
ucxony. IlanueHTs! 10JKHBL ObITH TPOMH(GOPMUPOBAHBI O MPU3HAKAX CEPHE3HBIX KOKHBIX PEAKIIHMA.
[Ipuem mpemnapara JOKEH OBITH MPEKPAIICH MPU MEPBBIX MPOSBICHUSAX KOXKHBIX PEAKIUN WM
JOOBIX MHBIX MMPU3HAKAX TUIIEPUYBCTBUTEILHOCTH.

Bo usbexxanue pucka IMepero3MpOBKM HE PEKOMEHIYETCs OJHOBPEMEHHBIH IMpHEM IIpernapara
[Tapaneramon-AKOC u npyrux npenaparoB, cOAepKallldX MapaneTamoi WK mponaneramon (Kak
OTITyCKAaeMBIX 10 PEeleNTy Bpaya, TaKk U Oe3perenTypHBIX).

Hckaxaer PE3YJIbTAThl KOIMYECTBCHHOI'O OIIPEACTICHUSA COACPKAHUA MOYEBOI KHCJIOTHI B IIJIa3Me.

4.5. B3aumojeiicTBHe ¢ JAPYrHMM JIEKAPCTBEHHBIMM TNpenapataMu W Jpyrue BHUIbI
B3aNMMOJAEHCTBUSA

[IpoGeHenuy MmMo4TH B JiBa pa3a CHUXKAET KIMPEHC Iapaneramojia, MHTUOUpYys MpoLEecC ero
KOHBIOTAIMH C TIIOKYPOHOBOU KUCIOTOM. [Ipu oTHOBpeMEHHOM MPUMEHEHUH CIIEYET PACCMOTPETh
BOIIPOC O CHM)KEHUHU J103bI ITapalieTaModia.

HHayKTOphl MUKPOCOMAJIbHBIX (hEPMEHTOB MEeUYeHU (HarpuMep, 3TaHoJ, 6apOuTypaThl, H30HUA3U,
pUGaMIUIIH, AHTUKOATYJISIHTBI, 3UI0BYIMH, aMOKCHIIWJITUH + KJIaBYyJIaHOBAsi KUCIIOTA, (DEHUTOUH)
YBEJIUYMBAIOT MPOAYKIHIO THAPOKCUIMPOBAHHBIX AKTHBHBIX META0OJIMTOB, YTO OOYCIOBIMBAET
BO3MO>KHOCTb Pa3BUTHSI TSXKENBIX NHTOKCUKALUN IPU HEOOJIBIINX M1EPEA03UPOBKAX.

DeHUTOUH CHMNXKACT 3(1)(1)6KTI/IBHOCTB napanertamMosia MW YBCJIWMYHMBACT PUCK  PA3BUTHUA
IeNaTOTOKCHYHOCTH. HaHI/IeHTaM, IMPpUHHUMAIOIUM (1)€HI/ITOI/IH, cJIeayer n30erarhb MNPHUMCHCHUA
ImapaneTaMoJia B BBICOKUX J03aX U/WIIA B TCUCHUE AJIATCIIBHOTO BPEMCHU.

HGO6XOI[I/IMO KOHTPOJIHUPOBATH COCTOAHMEC TAaKHWX IMHMAIUCHTOB Ha MPEAMCT PAa3BUTHA IPU3HAKOB
ICMaTOTOKCHUYHOCTH.

OTaHoJI CIOCOOCTBYET Pa3BUTHIO OCTPOrO MAaHKPEATUTA.

WHruburopbl MUKPOCOMANbHBIX (EPMEHTOB TMe4yeHH (B T. Y. UUMETHAMH) CHIDKAIOT PHUCK
TreraTOTOKCHYECKOTO JEeHCTBHS.

JlnuTtenbHOE MpUMeHeHue 0apOUTypaToB cHUXKaeT 3(h(PEeKTUBHOCTH Mapaleramora.

I[J'II/ITeJ'II)HOG COBMCCTHOC IIPUMCHCHUC nmapangeramMoJia n APYyrux HECTCPOUAHBIX
OPOTHUBOBOCIIAJIMTCIBHBIX MPCIIAPATOB (CaJ'II/IHI/IJ'IaMI/II[) IMOBBIIIACT PUCK PA3BUTUSA aHAJbI€TUYECKON
He(bponan/m M IOYCYHOI'0 ManruJIAPpHOr0 HEKPO3a, HACTYIIJICHUS TCpMHHaJIBHOfI cTaaun IMOYCIHOM
HEAOCTATOYHOCTH.

O,ZIHOBpeMeHHOG JJUTEIIBHOC TMPUMCHCHHUE IIapaleTaMojia B BBICOKHUX 1O03aX W Ccatuyuiamos
MOBBIIACT PHUCK Pa3BUTHUS paKa INOYKHU WU MOYCBOI'O ITY3bIPs. CaJ'II/II_[I/IJIaMI/L[[ YBCIIUYIUBACT ICPUO]
IMOJIYBBIBCICHU A IapancramMolia.

OnHOBpeMEeHHOE MpHUMEHEHHE Taparieramoiia B Bujae MH(y3uil (4 r/cyTkH, HE MeHee 4 CyTOK) U
KyYMapyHOB, BKJouas BappapuH, MOKET NPHUBOJUTH K HE3HAUUTEIbHOMY HW3MEHEHHIO
MEXIyHapoaHoro HopmanuzoBaHHoro otHomenus (MHO). Crnenyer xontpoiupoBate MHO Bo
BpeMs JIEUEHHs U B T€UCHHE HEeJleNIn Tocie nMpekpalieHus nudy3uil napameramora.

CﬂellyeT CO6HIOI[3.TB OCTOPOKHOCTb IIpU OAHOBPCMCHHOM IMPUMCHCHUH IIapancramojia C
CbJ'IVKJ'IOKCaHHJ'IJ'II/IHOM BBU/JY IMOBBIIICHHOI'O pHYCKa METa00INIECKOT0 anuao3a C BBICOKOM aHUOHHOU
pa3HI/ILICI>'I, 0COOEHHO Yy NanueHTOB C (I)aKTOpaMI/I pucka pa3sBUTHA HEAOCTATOYHOCTU TJIYTATHOHA,

4
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PexoMeH10BaHO TIIATETFHOE HAOTIOACHHE C MBI BBISIBIICHUS MPU3HAKOB HAPYIIEHUI KUCIOTHO-
IIeJIOYHOTO OanaHca, a MMEHHO METa0OJMYECKOro aluio3a C BHICOKOW aHUOHHOW pasHUIIeH
(HAGMA), Briito4ast cojiep>kaHue 5-0KCOMpoIuHa B MOYE.

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTD U JJAKTALMS

bepemeHHOCTD

Knunuyeckuii ompIT BHYTPUBEHHOTO NPHUMEHEHHUs Iapaleramona y OepeMEHHBIX OrpaHUYeH.
OnHako 3MUIEMHUOJIOTUYECKUE JTAaHHBIE TEPOPATBHOTO MPUMEHEHHUs HE BBISBWINA HEXeJaTeIbHbIX
0004HBIX 3(PPEeKTOB y OepeMEeHHBIX U Yy IJ10/1a/HOBOPOKIACHHOr0. OXHUaaeMble TaHHbIC BIUSHUS
napaimeraMmolia Mpu MPUMEHCHHH BO BpeMsi OCpEMEHHOCTHM HE TOKA3alld IOBBIIMICHUS PHUCKa
BO3HHUKHOBEHHUS MTOPOKOB Pa3BUTHS ILI0/IA.

Penpooykmusnsie uccireooéanus BHYTPUBCHHBIX ()OPM IapaneraMmosia HE MPOBOAMINCH Ha
AKHUBOTHBIX. OJJHAKO MOJ0OHBIE UCCIIEOBAHUS NapaleTaMosia i MepopaJbHOro MPUMEHEHUs He
MOKa3aJIi Pa3BUTHUS PETOTOKCUIECKUX MOOOYHBIX 3D (PEeKTOB.

Tewm He menee npenapat [lapaneramon-AKOC cienyetr npuMeHATh BO BpeMsi 0epeMEHHOCTH, TOJIbKO
€CJIM OKMJlaeMas T0JIb3a MPEBBIIIACT BO3MOXKHBIA PUCK ISl MaTEpH M Tuioja. PexomeHaoBaHHbIE
JI03bI U ATUTEIILHOCTD NMPUEMa TOJIKHBI CTPOTO KOHTPOJIUPOBATHCS.

JlakTamnms

HpI/I npueMe IapancTamMojyia BHYTPb €ro HEOOJIbIINE KOJHUYECTBA IKCKPCTHUPYIOTCA B TI'pPyAHOC
MOJIOKO. [losiBiIeHME CBIITM OBIIO OTMEUEHO y IIeTef/'I, YbU MATCPU MPUMCHAIN ITapalcTaMOJI B ICPUO]
IpyaAHOIO BCKapMJIMBAHUS.

Tem HEe MeHee napaneTaMos MOXET NPUMCHATHCA B IICPUOJ I'PyAHOTO BCKapMJIMBAHHWA, OJHAKO
CJIeayeT CO6J'II'OI[3.TB OCTOPOXKHOCTD IIPpH IpHUEME IIpeIiapaTa B 3TOT ICPUOL.

4.7. Bausinue Ha CHOCOOHOCTDH YHpaBJisAiTb TPAHCHOPTHBIMU CpeEACTBaAMH M paﬁoTaTb C
MEXaHU3MaMHU

[Tapamieramost He BIUSET HA CHOCOOHOCTH YIPABJIATH TPAHCIOPTHBIMU CPEJCTBAMH U MEXaHU3MAMH,
TpeOYIOIMMH MOBBIIIEHHONW KOHIIEHTPAIUX BHUMAaHHMS.

4.8. HexkesaTeibHbIE peakuu

Pe3roMe HexxenaTeabHbIX PeAKIIUA

Knaccupukanus yactoTel pa3BuTuUsi 1NOOOUHBIX 3(P¢eKToB, pekoMeHayemas BcemupHoit
opranusanuei 3npasooxpanenus (BO3):

oueHb yacto (> 1/10);

gacro (> 1/100, o < 1/10);

Hedacto (> 1/1 000, o < 1/100);

penko (> 1/10 000, Ho < 1/1 000);

oueHb peako (< 1/10 000);

4acTOTa HEM3BECTHA (HA OCHOBAHUH MMEIOIINXCS TAaHHBIX OIIEHUTHh HEBO3MOYKHO).

Hapywenus co cmoponwvl kposu u aumgamuueckoti cucmemvl: 09€Hb PEIKO — TPOMOOIIMTOIICHHSI,
JIEUKOTIEHUSI, HEUTPOIIEHUS.
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THIIEPYyBCTBUTEIBHOCTH, aHA(UIAKTUYECKUI 0K, aHapunakcus, otek KBuHke.

Hapywenus co cmoponwl cepoya: 04eHb peliko — TaXUKapIUs.

Hapywenus co cmopoHul cocy0o8: peiaKo — MOHWKEHNUE apTePUAIbHOTO JaBIICHHSL.

Hapywenus co cmoponul siceny0ouno-KuuieuHo2o mpaxkma: 4acToTa HEM3BECTHA — TOIIHOTA, PBOTA.

Hapywenus co cmoponsl neuenu u s#ceniesvigo0aujux nymeti: PeIKO — MOBBIIICHUE aKTUBHOCTH
MEYCHOYHbIX (EPMEHTOB, KaK IMpaBWiIo, 0e3 pa3BUTUSA JKEITYXH; 4YacToTa HEU3BECTHA —
MOJIHUEHOCHBIN TeMaTUT, HEKPO3 MEUYCHH, IEYCHOYHAsI HE0CTATOYHOCTh, MOBBIILIEHUE aKTUBHOCTH
MEYEHOYHBIX (PEPMEHTOB.

Hapywenusa co cmoponsl Koy u NOOKOJICHbIX MKAaHell: OUYCHb PEJKO — IIOKPAaCHEHHE KOXKH, 3y,
ChIIIb HAa KOXKE€ U CIM3UCTBIX (OOBIYHO 3pUTEMATO3HAs WM YPTUKapHas); 4acTOTa HEU3BECTHA —
OCTpBI T€HEepaIN30BaHHbIN SK3aHTeMaTo3HblN nyctyies3 (AGEP), cunnpom CruBenca — J[>koHCOHa,
TOKCHUYECKHUH SMUAepPMATIbHBIN HEKPOJIU3.

061/1/;1/16 Hapywerusa u peakyuu 6 mecme 66e0eHUsL. PEAKO — HEAOMOI'aHUEC, 4aCTOTa HCU3BECTHA —
00JIE3HEHHOCTD U YYBCTBO KXKCHUS B MECTC BBCACHU IIpCIIaparta.

Coo011enune 0 MoI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIINIAX

BaxHo coo0marh O NOJO3pEBAacMbIX HEXKEJIATENbHBIX PEAaKUUAX I[OCIe PErucTpanuu
JIEKapCTBEHHOI'O IIperapara C LEeIbl0 O0ECHeueHUs HENPEPbIBHOIO MOHUTOPHHIA COOTHOIIEHUS
«T10JIb3a — PHUCK» JIEKAPCTBEHHOro Mpenapara. MeAUUUMHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
coo0mIaTk O JIFOOBIX MOI03PEBAEMBIX HEXKEIATEIBHBIX PEaKIUIX Ha JIEKAPCTBEHHBIN IpenapaT yepes
HallMOHAJIbHBIE CUCTEMbl COOOLIEHHS O HEXKeJaTelIbHbIX peakUUsIX ToCylapCTB-4ICHOB
EBpazuiickoro 5KOHOMHUYECKOTO COKO3a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHeHUS

Anpec: 109012, r. MockBa, CnaBstHCKas IJI0IIa/1b, 1. 4, cTp. 1

Tenedon: +7 800 550-99-03

DnextponHas mouta: pharm@roszdravnadzor.gov.ru win npr@roszdravnadzor.gov.ru

Caiit B MH(OPMaLMOHHO-TEIEKOMMYHHUKAITMOHHOMN CeTH «MHTepHeT:!
https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

HpI/I NEepeaAO03UPOBKE BO3MOKHO HAPYHICHUC Q)yHKHI/II/I NCYCHU (BKJ'IIO‘Ia}I MOJIHUEHOCHBIH I'CIIaTuT,
MEYCHOYHYIO HEAOCTATOYHOCTD, XO0JIECTaTHICCKUI I'eraTurT, I_[I/ITOJ'II/ITI/I'-IGCKI/Iﬁ FeHaTI/IT), 0COOEHHO y
ITOXWJIBIX IMalUCHTOB, neTeﬁ, IalMCHTOB C 3a00JIeBaHUSIMU MEYCHHU, MAUCHTOB C XPOHUYCCKUM
AJIKOTOJIM3MOM, MAOWCHTOB C HAPYIICHHUAMH IIUTAHUA, @ TAKXKCEC Yy IMMAUCHTOB, IMPUHHUMAIOMIUX
HHAYKTOPbI MHUKPOCOMAJIbHBIX (I)epMCHTOB neyeHu. B YKa3aHHBIX BBIIIC CIIy4YasAX MOKCT OBITH C
JICTAJIbHBIM HCXOJ0M.

Knuanueckas KapTUHa OCTpOfI NEPpCAO3UPOBKHU PA3BUBACTCA B TCUCHUC 24 4 mocie npuemMa
ImapaneTamMoJia.

CHUMIITOMBI

KenynouHo-KHIIIEeYHBIE pPAaCCTPOHCTBA (TONIHOTA, PBOTA, CHIDKEHUE AamNIeTHTa, OIIyIICHUE
auckoMdopTa B OpIONTHON MOJOCTH, abIOMUHANIbHASL 00Jb), OJIETHOCTh KOKHBIX MOKPOBOB. [lpu
OJTHOMOMEHTHOM BBEJCHUHU B3pOCIbIM 7,5 T W Oosee miu nersm Oosiee 140 MI/Kr mpOMCXOAUT
[UTOJIU3 TEMATOIMTOB C TMOJHBIM M HEOOpAaTUMBIM HEKPO30M TIEYEHHU, Pa3BUTHEM MEYCHOYHON
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

U JeTaabHOMY ucxony. Yepes 12—-48 yacoB mocie BBeeHHUS apaieTaMoiia OTMEYAeTCs IIOBBILIICHUE
AKTUBHOCTH IME€YEHOYHBIX TPaHCAMUHA3, JAKTATIErHIpOreHa3bl, KOHIEHTpauuu OuwinpyOuHa u
CHUKEHUE COJIepKaHuUsl TPOTPOMOUHA.

Kimmanueckne cuMnTOMBI HOBPEKACHUS IEYEHU MPOSABISIOTCS Yepe3 2 CyTOK MOCIIe IEPEI03UPOBKU
mpermapara u JOCTUTAIOT MaKCUMyMa Ha 4—6-i1 1eHb.

Jleuenue
e HemeaneHHas rocuTaaIn3amms;

e OmnpeneneHne KOJINIECTBEHHOTO COEPKaHMS MTapalieTaMoIa B I1a3Me KpOBH Iepe]] Ha4aaoM
JIe4eHHs B KaK MOXKHO 00JIee paHHHE CPOKH I10CIIE NEPEI03UPOBKH;

e Bgenenue nonaropoB SH-rpymnm u npeamecTBEHHUKOB CHHTE3a INTyTaTHOHA — METHOHWHA U
N-auermnuucrenHa — B reuenue 10 4 nocne nepeno3upoBku. Heo0xoauMocCTh B IPOBECHUN
JIOTIOJTHUTEIIFHBIX TEPANleBTUYECKUX MEPONPUATHI (JanbHelIee BBeIEHUE METHOHIHA, B/B
BBE/ICHUE AlIETWILUCTEHHA) ONpeessieTcsl B 3aBUCMMOCTH OT KOHIIEHTPALMKU Hapaleramosa
B KPOBH, a TAK)K€ OT BPEMEHH, MPOLIEAIIEIO ITOCJIE €r0 BBEICHNUS,

e CuMITOMaTHYECKOE JICUCHHE.

ITeyeHOYHBIE TECTHI CJICAYCT IPOBOJAUTH B HAYAJIC JICUCHUA U 3aTCM KaKJbIC 24 yaca. B 00nbIINHCTBE
CJIy4acB aKTUBHOCTb MNCYCHOYHBIX TpaHCAMHHA3 HOPMAJIMU3YCETCA B TCUCHUC 1-2 HEACID. B oucHp
TAKCIIBIX CJIIYYUasaX MOKCT HOTpe6OBaTBC$I nepecaaka rcuCHu.

5. PAPMAKOJIOTMYECKHUE CBOHCTBA
5.1. dapmakoIHHAMHYECKHUE CBOMCTBA

dapMakoTepareBTHYeCKas TPYIa; aHATbI€TUKH; IPYTHE aHATBICTUKA U aHTHITHPETUKHU; aHWIIHIBL.
Kox ATX: NO2BEO1

MexaHu3M OeicTBUs

HapaueTaMon o6naz[aeT O6C36OHI/IBaIOH_[I/IM, JKapOIOHMKAaroInum JIEHCTBHEM.

Obesbonusaioujee delicmaue Tapaleramosa HacTynaer B TeueHue 5—10 MuH nocie Havana uHQy3uu
U JOCTUTaeT MakcuMyMa uyepe3 1 yac; JIMTenbHOCTh AecTBUs OT 4 10 6 u.

JKapononuoicarowee deiicmsue naparieramMosia HacTymnaet B Teuenue 30 MuH nocie Hayajia nHQY3uH;
JUINTEIBHOCTh ACUCTBUSI HE MeHee 6 .

Tounblif MexaHu3M 00€300JIMBAIOLIETO W >KApPOMOHMKAIOLIET0 JEeWCTBUS Mapaleramosia He
yctaHoBJeH. [lo-BuanMomy, OH BKJIIOYAET B ce0sl LIEHTPaAJIbHBIN U epudeprudeckuii KOMIIOHEHTHI.

dapmakogmnHamuyeckue 3O HEKThI

W3BectHO, 4TO maparieramon MHruOupyer uukiookcureHasdy | m II mpeumymecrsenno B IIHC,
BO3/ICUCTBYS HA LIEHTPbI O0JIN U TEPMOPETYJIALNU. B BOCIaeHHBIX TKAHAX KJIETOUHBIE TEPOKCHIA3bI
HEHUTPaTU3yIOT BIUSHUE MapaleTamosa Ha IIUKIOOKCUTeHAa3y, YTO 0ObICHSAET MPaKTUYECKH MOJTHOE
OTCYTCTBHE Yy HEro MpOTHBOBOCHAIUTENbHOTO 3(ddekra. OTcyTcTBUE BIMSHUS Ha CHUHTE3
MPOCTarjaHANMHOB B NepupepruecKruX TKaHIX 00yCIaBIMBAET OTCYTCTBHE Yy HETO OTPULIATEIHHOTO
BJIMSIHMS Ha BOJIHO-COJIEBOM OOMEH (3a/1epKKa HaTpHsI U BOJbBI) U CIM3UCTYIO 000JIOUKY KTy 104HO-
KHIIIEYHOTO TPaKTa.

5.2. PapMaKOKHHeTHYeCKHUe CBOMCTBA
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(NOCNEOQCBATENEHOCTE 0007)

AOGcopOrus

Y B3pOCIBIX MPU OJTHOKPATHOM U MTOBTOPHOM BBEICHHH MapalieraMmosia B Te4eHue 24 4acoB B A03aX
10 2,0 T ero (hapMaKOKHHETHUKA HOCUT JIMHEHHBIA XapaKTep.

buogoctymHOCTh MapareraMoia Ipyu BBEACHUH B BUae MHQY3uH B go3e 1,0 T HE oTiiMyaercs Ot
ouonmoctynHoctu 2,0 r mpomaneramoina (comepxut 1,0 r mapameramona). MakcuManbHas
KOHIIGHTpallUs Napalreramosia B Iia3Me KpPOBH JOCTUraeTcs depe3 15 MUH mociie BHYTPUBEHHOM
nH}y3un B go3e 1,0 r u cocrapmsier 30 MKI/MmII.

Pacnopenenenne

O0mweMm pacpeneneHus y B3pocibix coctabisieT 1 /kr. [Tapaneramon ciabo cBsi3biBaeTCs ¢ OeskaMu
wia3mel. [Iporukaer yepe3 remarosHuedannyeckuii 6apbep; depe3 20 MUH mocie BHYTPUBEHHOU
uHOy3uu 10361 1,0 T B CIHHHOMO3TOBOM YKUAKOCTH OOHApYKMBAETCS 3HAUUTEJIbHAS KOHLIEHTPALUs
napaneramosia (0koJo 1,5 MKMOJIb/MIT).

EI/IOTDaHCd)ODMaI_II/IH

VY B3pOCIBIX Mapaneramoil MeETa0OJM3UpyeTcs B OCHOBHOM B TI€UEHHM C OOpa3oBaHHEM
TIIIOKYpOHUZIOB U cynbdaroB. HebGonpimas uwacte (4 %) mnapaieramonia MeTabOIU3UPYETCS
uutoxpoMmom  P450 ¢ oOpazoBaHuMeM ~ aKkTUBHOTO  INPOMEXKYTOYHOro  MeTaldoynTa
(N-areTnn0eH30XMHOHUMUHA), KOTOPbIA B HOPMAJIbHBIX YCIOBHUSAX OBICTPO 00E3BPEKUBACTCS
BOCCTAQHOBJICHHBIM TJIyTATHOHOM M BBIBOJHUTCS MOYKAMH IIOCJIE CBSI3bIBAHUS C LHUCTEHMHOM U
MEpKanTypoBOH KUCIOTON. OHAKO MPH MACCUBHOM MEepPEO3UPOBKE KOJTMYECTBO ITOTO TOKCUYHOTO
MeTaboIMTa BO3pacTaer.

OIMMUHAIMA

[lepuon momyBBIBEZICHNS Y B3POCIIBIX COCTaBISIET 2,7 4, y nerert — 1,5-2 v, o0muii kmupenc — 18 n/4.
Y B3pocibIX apareTaMosl BHIBOJUTCS II1aBHBIM 00pa3oM ¢ Mo4oil; 90 % npuHATON 10361 BEIBOAUTCS
MOYKaMH B TeyeHHe 24 4, B OCHOBHOM B Buje rimokyponuaa (60—80 %) u cynbdara (20-30 %).
Menee 5 % BBIBOAUTCSI B HEU3MEHEHHOM BHJIE.

Oco0bIe T'PYIIIBI TATWUCHTOB

Hauueﬁmbz C NOYEeYHOU HeOOCMamoYHOCbIO

ITpu TspKE10M MOYeYHOI HeAOCTaTOUHOCTH (KiMpeHe KpeaTnHuHa Huke 10—30 mi/MUH) BeIBEIeHHE
mapameraMmosia  HECKOJbKO  3aMelUIsieTcs, a  Hepuoj  IOJNYBBIBEJEHUS  COCTABIISET
2-5,3 4. CKopocTh BBIBEICHHS TIIOKYPOHHIA M Cyilb(haTa y MAIUEHTOB C TSDKEIOW MOYSYHOU
HE/I0CTaTOYHOCTHIO B 3 pa3a HIKE, YEM Yy 3/I0pPOBBIX JOOPOBOJIBIIEB.

Hauueﬁmbz C NeYeHOYHOU HeO0CMamoYHOCMbIO

VY GONBHBIX € HAPYLICHUSAMH (DYHKIIMH IEYeHU He00X0AUMO COOII0IaTh OCTOPOXKHOCTD IPU pHEME
nmapareTraMosnia, TOCKoNbKy uHAYKIusS wu3odpepmenta CYP 2E1 npuBomuT K  yBEIWYECHHUIO
00pa30BaHMs reMaToTOKCHYHOT0 MeTaboIuTa MapaneTaMmora.

J]uua nooaicus10co so3pacma
cDa.pMELKOI(I/IHCTI/IK8. MnapaneTramMoJia y ImoXuWjibIX MAalUCHTOB HC U3MCHACTCA.
C€TH

VY nmereit oTAMUYaeTCs TOJBKO MEPHUOJ MOIYBBIBEICHUS U3 TUIa3Mbl, KOTOPBII HECKOJIBKO KOpPOYE IO
cpaBHeHHUIO co B3pocaeiMu (1,5-2 4). Kpome Toro, y nereit mo 10 mer mapareramols B OOJbIIEH
CTCTICHH BBIBOJUTCA B BUIE cyinbdaTa, a HE TIIOKYPOHHUAA, YTO XapaKTEPHO s B3POCIBIX
narueHToB. [Ipu 3TOM OO0IMMK KJIMPEHC IMapareraMoia U ero MeTabOJMTOB Yy TMAIlMeHTOB BCEX
BO3PACTHBIX TPYII OJUHAKOB.
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6. DPAPMAIIEBTUUECKHUE CBOICTBA (MOCTIEQOBATENEHOCTS 0007)

6.1. Hepeqenb BCIIOMOraTeJbHbIX BECIIECCTB

MaunnuTOn
Hatpus runpodocdara quruapar
Hatpus ruapokcui uim XJa0pucTOBOAOPOAHAS KUCIOTA

Boxa miist uHbeKIuin

6.2. HecoBmecTHMOCTD

He nmpumenumo.

6.3. Cpok roaHocTu (CpoOK XpaHeHusl)

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUHU

XpaHuTh B 3alIMIIEHHOM OT CBeTa MecTe Ipu Temmeparype ot 15 mo 25 °C. He oxnaxnars. He
3aMOpaKUBATh.

6.5. Xapakrep u cofep:kaHue YIaKOBKHU

ITo 100 M1 B IJIaCTUKOBBIE (PIIAKOHBI C 3aMassHHOW TOPJIOBUHOM U3 MOJMATUIICHA HU3KOW TUIOTHOCTH
663 KOJIITadyKka WJIM C 3alllUTHBIM KOJIIIAYKOM H3 IMOJUITUIICHA WJIW IMOJUIIPOIIMJICHA, CO IIKAJION
00BEeMOB Ha OOKOBOW MOBEPXHOCTH WM 0€3 Hee, ¢ KOJBLIOM JepKaTesieM Ha JHE IUIaCTUKOBOTO
(bnakoHa unm 6e3 Hero.

Ha xax1plit (py1akoH HaKJIeUBalOT ATUKETKY.
ITo 1 ¢pnakoHy moMeniaroT B MHAMBUYAbHYIO KAPTOHHYIO MMaYKy BMECTE C JTMCTKOM-BKJIAJIBIIIEM.
U

ITo 1, 10, 20 unu 50 dakoHOB MOMENIAIOT B AMIUKH U3 TOPPUPOBAHHOTO KaPTOHA BMECTE C JIMCTKOM-
BKJIAJIBIIIEM (TSI CTAIlMOHAPOB).

6.6. Ocodble MepbI NPEAOCTOPOKHOCTH NMPH YTHIU3ANMH UCIOIb30BAHHOIO JI€KAPCTBEHHOT 0
npenapara MM OTXOJ0B, IOJYYCHHBIX IOCJ€ NMPUMEHECHHS JIEKAPCTBEHHOIr0 Npenapara, u
Apyrue MAHMIYJISILMHU € pernapaTomM

Wudysuro crexyer mpoBOIUTh HEMEUIEHHO MOCIIE BCKPHITUS (PJIaKOHA; HEUCIIOIB30BAHHBIN OCTaTOK
npenapaTta yHuuroxatoT. [lepen Hauanom nHOy3uu ¢GIIakoH ¢ IpernapaToM CieqyeT BHUMATEIbHO
OCMOTPETH Ha MPEAMET OTCYTCTBUS BUJUMBIX MEXaHUYECKUX YaCTULl U U3MEHEHUS 1IBETA pacTBOpa.

Jomyckaetcst nononHuTenbHoe pazsenenue 0,9 % pacTBopoM xsiopuja HaTpus Wik 5 % pacTBopom
JeKCTPO3bl, AONOJHUTENbHO Ha 1/10 yacTh mepBoHauaabHOro oObema. Pa3BeneHHBIN pacTBOp
ClIeTyeT UCIOJIb30BaTh B TEUEHHUE Yaca Mocje MPUTOTOBIICHNUS, BKIIIOYas BpeMs HHDY3HU.

Jns uHby3un npuMeHsoT uriny auamerpoMm 0,8 MM, KOTOpYIO BBOIAT BO (PIAKOH CTPOro
BEPTHUKAIBHO.

Kak u B cnyuae apyrux pactBopoB amisi uHGY3ui, BO n30exkaHue SMOOIUU My3bIphKaMU BO3/yXa
cienyeT coOI0IaTh 0CO0YI0 OCTOPOKHOCTh, OCOOEHHO B KOHIIE MH(Y3UH, HE3aBUCUMO OT TOTO, B
KaKyr0 BEeHY BBOJHTCS Mpemnapar.
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pacTBope HaTpus xjopuna uwin B 5 % pactBope aekctpo3sl B cooTHomeHnu 1 @ 10 (oquH 00beM
mpernapara B JIEBATH 00beMax pacTBOpa JUIsl Pa3BEeICHUS ), M BBOJUTH MAIIMCHTY B TeYCHUE 15 MUHYT.

Het oco0bix TpeOOBaHUil K yTHIIN3AINH.

7. JEP/KATEJIb PETUCTPAIIMOHHOTI'O YOCTOBEPEHUS

Poccuiickas @enepanus

[Iybnuunoe akuuoHepHoe o0miecTBO «AkuuoHepHoe Kypranckoe o0IIeCTBO MEAUIIMHCKUX
npenaparoB u uzaenuii «Cunre3y (ITAO «Cunresy)

Anpec: 640008, Kypranckas o6:1., r. Kypran, npocniekt Koncturyuum, 1. 7.
Tenedon: +7 (495) 646-28-68
Anpec snekrponnoii moutsl: info@binnopharmgroup.ru

7.1. [IpeacTaBUTEb IEPKATENS] PETHCTPALHOHHOTO Y10CTOBEPEHHS

[Iperen3uu notpeduTeneil HaNPaBIATH 110 aJPECY:
Poccuiickas @enepanns

[TyGnuuyHoe akiuoHepHoe o0mecTBO «AkunoHepHoe Kypranckoe oO0IIECTBO MEAMLIMHCKUX
npenapaTtoB U uznenuit «Cunres» (IIAO «Cuntesy)

Anpec: 640008, Kyprauckas 061., r. Kypran, npocnext Koncrurymuu, 1. 7.
Tenedon: +7 (495) 646-28-68
Anpec snexkrpornoi moutsr: info@binnopharmgroup.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

JITT-Ne(001560)-(PT-RU)

9. KATEI'OPHUs OTITYCKA JIJEKAPCTBEHHOI'O ITIPEITAPATA
JlexapcTBEHHBIH Npenapar OTHOCUTCS K KATETOPUU OTITYCKA MO PELENTY.
OOmiast xapakTepuCcTUKa JiekapcTBeHHoro mnpenapara Ilapaneramon-AKOC noctynHa B eIMHOM
peecTpe 3aperucTpupOBaHHBIX JIEKAPCTBEHHBIX cpe/IcTB EBpazniickoro 3kOHOMHUYECKOI0 COK03a U Ha

oduIMaTEHOM caire YIOJIHOMOYEHHOTO oprana (aKxcTepTHOM OpraHu3alllH)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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