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OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Tonmpamar Kanon, 50 mr, TabieTku, MOKPBITHIC ITICHOYHON 000IOYKOH.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolIee BENIECTBO: TOIMpamar.

Kaxxnas Tabnerka, MOKpbITasi INIEHOYHOM 000JI0UKOM, cofepkuT 50 MI TonMpamMara.
BcnomorarenbHbie BelllecTBa, HAJUYUE KOTOPBIX HAJAO YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: KapOOKCUMETHIIKpaxMall HaTpHUs, KPaCUTENb COJTHEUHBIN 3aKaT KEJIThIN (CM. pa3jen
4.3. u pasgen 4.4).

[TonHbll IepedyeHb BCIOMOTAaTEIbHBIX BEILIECTB MIPUBEJIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaGIeTKu, TTOKPHITHIEC TUIEHOYHOM 000I0YKOM.

TabneTku Kpyribie, IBOSKOBBIMYKIIbIE, TOKPHITHIE IJIEHOUYHOW 000JI04KON kentoro npera. Ha
MOTIEPEYHOM pa3pese — 0eJI0ro Ui MoYTH OENIOTo IBETA.

4. KINMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

Onuiencus

B kauecmese cpedcmea monomepanuu

- Yy B3pOCJIBIX TAIMEHTOB C OJMNWIENCHEH, B TOM YHCJIE€ Y TAIMEHTOB C BIIEPBbHIC
JIMAarHOCTUPOBAHHOM AMUJIETICHUEH;

-y nereit ot 3 1o 18 net ¢ anuiencueid, B TOM 4KCII€ Y MAlIMEHTOB C BIIEPBbIE TUarHOCTUPOBAHHOM
DITUJICTICUEN.

B cocmaee xomnnexcnou mepanuu:

- Y B3pOCTBIX MAI[MEHTOB C MapIHAIbHBIMU WM T€HEPATN30BAaHHBIMH TOHUKO-KIOHUYECKUMHU
MPUITAJIKaMU, a TAKXKe IS JIeUeHUs IPUIMaakoB Ha GoHe cuHapoma Jlennokca-I"acto;

- y neret ot 3 a0 18 ner ¢ mapuvalibHBIMU WM T€HEPAIU30BAHHBIMU TOHUKO-KIOHUYECKUMHU
MpUIAJIKaMH, a TAKXKe JUIs JIeUeHUsl MPpUMaIKoB Ha ¢poHe cuHapoma JlenHnokca-I"acTo.

MurpeHnb

[TpodunakTrka MpUCTYIIOB MUTPEHH Y B3pocibiX. [[puMeHeHre Tonupamara Jijisi JI€YeHUS] OCTPBIX
MPUCTYIIOB MUTPEHHU HE U3YUEHO.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexuMm no3upoBanus

I[JISI JOCTHIKCHUS OINTUMAJIBHOTO KOHTPOJIA SMUICOTUUCCKHUX MNPUCTYHOB Y I[eTef/'I 1 B3POCIBIX
ManuCeHTOB PCKOMCHAYCTCA HAYMHATDL JICHCHUC C TpUEMa HU3KUX 103 Mpcrapara € nmoCJaCayronum

MOCTETICHHBIM TUTPOBaHUEM 10 d(PPEKTUBHOM JT03HI.
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Hapuuaﬂbele Uuiu ceHepatu3oBarnHble monwco-mo;tm%@zl;e:nﬁ%%iT(ED!EMIE

CMEPTHOMY OTUETY

;ﬁ'unaldklt't Ha

¢gone cunopoma Jlennokca-I acmo
Ilpumenenue 6 KomOuHayuu c Opy2UMu NPOMUEOCYOOPOICHLIMU NPENnapamamu y 83pOCiblX

nayuenmos
Munumanbaas 3ppextuBHas 103a cocrapisieT 200 mr B ieHb. OOBIYHO CyMMapHasi CyTOYHas /1032

coctasiisieT oT 200 mr g0 400 Mr u npuHUMaeTcs B ABa npuema. HeKoTopsIM manueHTaM MOKET
MOHAA00UTHCS YBEIMUEHHUE CYTOYHOM 1036l 10 MakcuManbHOUM — 1600 Mr. PekomeHnmyeTcst HauaTh
JICYCHUE C HU3KOU JI03BI C MOCIICAYIOIIUM OCTENIEHHBIM TT0100poM 3 dexTuBHON 10361, [Togdop
J103bl HAUMHAIOT ¢ 25-50 Mr, mpuHUMas UX HA HOub B TeueHue | Hexenu. B nanbHelmem c
HEJCNbHBIMA WU JABYXHEAEIbHBIMU HHTEpBAJaMU 103y MOKHO YyBeJIWYUBaTh Ha 25-50 wmr
(100 mr) u mpuHUMaTH €e B 1ABa npuema. [Ipu moadope 1036l HEOOXOIMMO PYKOBOJICTBOBATHCS
KIMHAYECKUM dPPEKTOM. Y HEKOTOPBIX NAMEHTOB 3(PPEKT MOKET OBITh TOCTUTHYT IPHU MPUEME
npermapata 1 pa3 B cytkd. g AOCTMXKCHHS ONTUMAaIbHOrO 3¢ (deKTa JIeYeHUs IpernapaTroM
Tonupamar KanoH He 00513aTeIbHO KOHTPOJIUPOBATH €r0 KOHIEHTPAIUIO B IJIa3Me KPOBHU.
JlaHHbIe pEKOMEHAALINH TI0 103€ TPUMEHUMBI KO BCEM B3POCIIBIM MAIlUEHTaM, BKIF0Yas MOXKUIIBIX
JOJIeH, IPH OTCYTCTBUU y HUX 3a00s1eBaHus 1oveK (cm. pasznaen 4.4.)

Onunencus (6 mom yucie enepgvie OUACHOCMUPOBAHHAS)

Mouomepanus.: obwue nonodicerus

IIpy oTMEHE CONMyTCTBYIOIIUX IMPOTHBOCYIOPOXKHBIX IPENaparoB C LENbI0 MOHOTEpPANIUU
TOMMPaMaTOM HEOOXOIMMO YUYUTHIBATh BO3MOKHOE BIIMSHUE 3TOTO I1ara Ha YacTOTY MPHUIMAIKOB.
B Ttex cnydasx, xorgja HeT HEOOXOIUMOCTH PE3KO OTMEHATh COIYTCTBYIOIKE
IPOTUBOCYOPOKHbIE IPENapaThl IO COOOpaXKEHUIM 0€30IaCHOCTH, PEKOMEH/1YEeTCsl CHUXKATh UX
J103bl TIOCTENIEHHO, YMEHbIIAs /03y CONYTCTBYIOIIUX IPOTUBOAMIMMWIECHTHYECKUX IIPENapaToB
(IIDIT) Ha oiHYy TpeTh KaxK/ible 2 HEJIEH.

[Ipu oTmeHe mpenapaToB, SBISIOMIMXCS MHIYKTOPAMH MHUKPOCOMAJbHBIX (PEPMEHTOB IEUEHH,
OyayT Bo3pacTaTb KOHIIEHTPAlMM TONMpaMaTa B KpPOBU. B Takux cuTyanusx, mpu HaJuduu
KIIMHUYECKUX NOKa3aHuH, 103y npenapara Tonupamar KaHOH MOYKHO CHU3HTS.

Monomepanus: e3pocivie

B Havasie nedyeHns MalKMeHT JTOJHKEH MPUHUMATh 1o 25 mr npenapara Tonupamar KanoH nepen
CHOM B TeueHMe 1 Henenu. 3aTeM 103y MOBBIIIAIOT ¢ HHTEPBaAJIOM B 1-2 Henenu Ha 25 nnu 50 mr
(cyTouHyro 103y AeNAT Ha JBa npueMa). Ecnu nanueHT He NepeHOCUT TaKOH peXUM MOBBIIIEHUS
JI03bl, TO MOYKHO YBETTUYUTH MHTEPBAJIBI MEX]1y TIOBBIILIEHUSIMH J103bI1, JINOO MOBBIIIATE 103y OoJee
wiaBHo. [lpu moabope 10361 HEOOXOAMMO PYKOBOJICTBOBATHCS KIMHUYECKUM S(DPEeKToM.
HavanbHas no3a npu MOHOTEpanuM TOIIMPAMaToOM y B3pocibix cocTaBisier 100 mr B cyTku, a
MakcUMasbHas CyTOuYHas Jo03a He naoipkHa npesbimarh 500 mr. Hekotopble namueHTsl C

pedpakTepHbIMH (OpMaMHU SMUIEHICUU TMEPEHOCAT MOHOTEpaNnHio TONMHMPaMaToM B J03aX 10
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COOTBETCTBYET 3KCMEPTH
ot 30.11.2023 Nz 25:

1000 Mr B cyTku. /laHHBIE pEKOMEHAAIUHU IO nompo@%%@iﬁzg%Hg&

. OO0
" BIPOCTIBIM,

BKJIIOYAs MOKHMIIBIX MALMEHTOB, 03 3a00JIeBaHUI ITOYEK.

Muepens

Pexomenayemas oO1miasi cCyTo4Has j03a Tolupamara sl NMpoGUIIAKTUKHA MPUCTYIIOB MHUTPEHU
coctaiisieT 100 mr, npuHuMaemas B 2 npuema. B Hauasne jieueHus MaueHT T0HKEH MPUHUMATD
no 25 mr mnpenapara Tonupamar KanoH mnepexn cHom B TedeHue | Henenu. 3ateM 103y
YBEJIUYMBAIOT C UHTEPBAJIOM B | Hezeno Ha 25 Mr B cyTku. Eciu manueHT He epeHOCUT TaKoro
peKrMa TOBBIIIEHUS 10361, TO MOKHO YBEJIUYUTH HHTEPBAIBI MEXY YBEIUYCHUSIMH J03bI, TUOO
MOBBINIATh 703y Oonee mmiaBHO. [Ipu mombope m036I HEOOXOIMMO PYKOBOJCTBOBATHCS
KITMHUIEeCKUM d(hpexTom.

Y HEKOTOpBIX NAaIMEHTOB IMOJIOKUTEIBHBIN PE3yJabTaT JIOCTUTACTCS MPU CYTOYHOU J103€
tonupamata 50 mr. B KIMHMYECKUX UCCIIEI0BAHUIX MAllMEHThI MOTy4Yaau pa3juyHble CyTOUHbIE
J103bI TOMMpamata, Ho He 6osnee 200 MT B CyTKH.

Oco0ble IPVIIILI TAIUEHTOB

Tlayuenmol ¢ napywienuem @yHKYuu nouex
[TanvenTamM ¢ yMEpPEeHHOM WM TSXKEIOW MOYEUHOW HEIOCTATOUYHOCTHIO MOXET MOHAI00MThCA
CHW)KEHHE J03bl. PeKOMeHIyeTcs NIpHMEHEHHE IOJOBHHBI, PEKOMEHIYEMON HaudalbHOH U
MOAEP>KUBAOIIEN JTO3bI.
T'emoouanus
ITockonpKy TOmMpamMar yHaiasercs U3 IIa3Mbl KPOBU IPU I'E€MOJIMANIU3€, B JHU IPOBEIACHUS
reMoJuain3a cileAyeT BBOAUTH JONOJHUTEIbHYIO 103y npenapara Tonupamar KaHoH, paBHYIO
IPUMEPHO MOJOBUHE CYTOYHOW N103bl. [lomonHuTENbHAS A03a JI0JKHA OBITH pa3jelieHa Ha JBe
J103b1, IPUHUMAEMBbIE B Ha4aJI€ U I1OCJIE 3aBEPIICHUS POLEAyphl reMoanann3a. JJonomHurenpHas
71032 MOXET BapbUPOBATh B 3aBUCUMOCTH OT XapaKTEPUCTHK 000py10BaHUS, UCIIOIb3YEMOTO MTPH
IIPOBEICHUH I'€MOJUAIIN3A.
THayuenmol ¢ napywenuem @yHkyuu nevenu
[TanmeHTaM C TEYEHOYHOM HEJOCTAaTOYHOCTBIO TONHMpaMar CIeAyeT MNPHUMEHATh C
OCTOPO’KHOCTBIO.

eTH
IIpenapar Tonupamat KaHOH He nOKa3aH K IPUMEHEHUIO Y IeTel MJalie 3-X JIeT.

KOM6MHMD06(IHH(1}I I’lpOWluBOCV@ODODiCHCl}Z mepanusi 'y demell cmapuie 3-x iem

Pexomenayemasi cymmapHasi cyTouHast fo3a npemnaparta Tonupamar KaHoH B kauecTBe cpecTBa
JOTIOTHUTETIFHOU TEpaIiii COCTABISIET OT 5 10 9 MI/KT U MpUHUMaeTcs B ABa npuema. [logbdop
JI03bI HEOOXOIMMO HavaTh ¢ 25 MT (WM MEHEe, OCHOBBIBAsSCh Ha HaYaIbHOM /103¢€ OT 1 10 3 MI/Kr

B JICHb), MPUHUMAsi UX HA HOYb B TeueHHWe | Hexenu. B panpHEWmeM ¢ HEACTbHBIMH WU
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JIBYXHEICIbHBIMIA HHTEPBAJIAMH 703y MOKHO ylseanHBél;lﬂ'lﬁa_llE—%EH‘%{F%HH\I&};"'e'e':"B-' IIBa

npreMa JI0 JIOCTIDKEHHUS ONTUMAIBHOTO KimHU4Yeckoro s¢dekra. I[lpu mondope m03bl
HEOOXOMMO PYKOBOJCTBOBATHCSA KIMHUUECKUM dddextoM. I[logbop m03bI HAYMHAIOT
npenaparoM Tormmpamar Kanon B go3upoBke 25 mr. CyrouHas go3a 10 30 Mr/Kr 0ObIYHO XOPOIIIO
MEPEHOCUTCSL.

Onunencus (6 mom yucie enepgvie OUACHOCMUPOBAHHAS)

Mounomepanus: demu

JletsiM B Bo3pacTe crapiue 3 JIET B IEPBYIO HEJEIIO JICYEHUs CleqyeT JaBaTh TOIMpamar B 103€
0,5-1 mr/kr Maccel Tena nepex CHOM. 3aTeM 703y MOBBIIIAT ¢ HHTEpBaioM B 1-2 Heaenu Ha 0,5—
1 Mr/kr B CyTkH (CyTOYHYIO O3y JENAT Ha JBa mnpuema). Ecim peGeHOK He MEepeHOCUT TaKOi
PEKUM MOBBIIIEHUS J03bI, TO MOXHO MOBBIIIATH 03y 00JIee IIaBHO WM YBEITUYNBATH HHTEPBAIIBI
MEXX/1y MOBBIIECHUSIMHU 103bl. BenuunHa 10361 U CKOPOCTH €€ MOBBILIEHUS JOJDKHBI ONPEEISIThCSA
KJIMHUYECKHM PE3YJIbTaTOM.

PexomenyeMblil [uana3oH 703 [IPpM MOHOTEpANMU TOMpamMaToM Y JIeTed B BO3pacTe crapiie 3
aer cocraBisger 100400 mr/cyrku. JleTssiM ¢ HEZaBHO IMArHOCTUPOBAHHBIMH IapIHATbHBIMH
IpUIIaJAKaMU MOXHO Ha3zHauyaTh 10 500 MI B CYTKH.

Cnoco0 IIPUMCHCHUA

HpenapaT IMPUHUMAIOT BHYTPb, BHC 3aBUCUMOCTHU OT IMPUECMaA MMUIIH.

4.3. IlpoTuBoONOKa3aHUSs

- T'unepuyBCTBUTENHHOCTh K TOMUpPAMaTy WU JIOOOMY W3 BCIOMOTATElIbHBIX BEIIECTB,
MEPEUUCIIEHHBIX B pazjene 6.1;

- Jlerckwuii Bo3pacT 1o 3-x JeT;

- [Ipumenenue Tonupamata 111 Ipo(GUIAKTHKY MPUCTYIIOB MUTPEHU MPOTHUBOIIOKA3aHO B IEPHO/T
OepeMEHHOCTH, a TaKKe Yy JKEHIIMH C COXPaHEHHBIM JETOPOJIHBIM TOTEHIIMATIOM, He

HCIOJIB3YIOMUX HAACKHBIC METOAbI KOHTPAIICTILINH.

4.4. OcoOble yKkazaHMsl U1 MepPbl NPeI0CTOPOKHOCTHU NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

[Ipr mouyevHO M NMEYEHOUHOW HEAOCTaTOUYHOCTH, HedpoypoiuTHaze (B T.4. B aHaMHe3€ U B
CEMEITHOM aHamMHe3€e), TUIepKaIbLIUYypUH.

Oco0ble yka3anus

Bue 3aBucMMOCTH OT HalM4us B aHaMHE3E KOHBYJIbCUBHBIX IIPUITAJIKOB W SIUJICIICUH,
MPOTHUBOSMWICIITUICCKUC TIpCHapaThbl, BKIOYAd MW IMpclapar ToanaMaT KaHOH, CJIcayer
OTMEHATH IOCTCIICHHO, YTOOBI CBECTH K MHHHUMYMY BO3MOXHOCTH IIOBBIIICHHUSA YaCTOThI

npunaakoB. s ymeHbieHus: 1036l Ha 25—-50 Mr ucnonb3yroT npenapat Tomupamatr Kanon B
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COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 30.11.2023 M2 25267
JIO3UpOBKE 25 Mr. B KIMHWUYECKHX HCCIIEeIQBAHUIX ( QIIOI?:)T;I-l %Q}Eﬁ[—gﬁg I:'ﬁla':" '56—:166""1;& C

HEZEJIbHBIMU UHTEPBAJIaMHU JJIsl B3POCIIBIX IPU T€paMM MUIEHCUU U Ha 25-50 Mr y B3poCIIbIX,
nonyyvaromux 100 Mr TonupaMata B CyTKH U TPOPHUIAKTHKA MUTPEHH. Y JIeTei B KIIMHUYECKUX
UCCJICJOBAHMSX TONMpPaMaT IIOCTEIIEHHO OTMEHSIN B TCUEHUE 2—8 HEZECIb.
Ecnn no MeIunuHCKMM IOKa3aHUsM HeoOxoJuma OblcTpas OTMeHa mpemnapara Tomupamar
KaHoH, TO peKOMEHAYETCS OCYILECTBIATh COOTBETCTBYIOLINI KOHTPOJIb COCTOSIHUS MMAllUEHTA.
Kak u B ciiyyae npuMeHeHHs ApYTUX MPOTUBOSIMWIECITUYECKUX IIPENAapaToB, Y HEKOTOPBIX
NAlMEHTOB, NMPUHUMAIOIIUX TONMpPAaMaT, HAOJI0AaeTCsl MOBBIIIEHHE YacTOThl MPHUIAIKOB WU
HOBBIC THIIBI NPUNAAKOB. J[aHHOE SIBIEHUE MOXKET SBJIATBHCS IOCIEICTBUEM IIE€PENO3UPOBKH,
CHI)KEHUSI KOHLEHTPALIMM COBMECTHO IPHUMEHSEMBIX HPOTHUBO3MUICHTUYECKUX IPENaparos,
porpeccupoBaHmsl 3a00JIeBaHUS WM MapagoKcanbHOTo 3 dexra. CKOPOCTh BHIBEACHUS Yepe3
IOYKU 3aBUCUT OT ()YHKLMH MOYEK U HE 3aBUCUT OT Bo3pacTa. Y OOJBHBIX C YMEPEHHBIM HIIU
BBIPQ)KEHHBIM HapylIeHHMEeM (YHKIMH MOYEK Ui JOCTHIKEHHs YCTOHYMBBIX KOHIIEHTpauuil B
1a3Me MokeT noHaioouthes ot 10 1o 15 nuel, B orianune ot 4—8 aHel y O0JIbHBIX ¢ HOPpMaIbHOU
(GyHKIMEH MoYexk.
Kak u npu mobGom 3aboneBaHuMH, cxeMa mog00pa J03bl JOJDKHA OPHEHTUPOBATbCS Ha
KJIMHUYECKHH 3(PQeKT (T.e. CTeNeHb KOHTPOJUPOBAHUS NPUNAAKOB, OTCYTCTBHE MOOOYHBIX
3¢ (}HEKTOB) U YyUUTHIBATh TO, YTO Y OOJIBHBIX C HapylIeHUEM (PYHKLUU [MOYEK I YCTaHOBIICHUS
CTaOUJIBPHOM KOHUEHTpAllMM B IIa3Me JJs KaXJI0M 103bl MOXET MOHAA00UThCs Oosee
IIPOJOJKUTEIILHOE BpEMSI.
[Ipu Tepamuum TomMpamMaToM BO3MOXKHO BO3HHUKHOBEHHE OJIMTOTHpo3a (YMEHbIIEHHOE
MOTOOT/IEJICHUE) M AaHTUApPO3a. YMEHbIIEHHE IMOTOOTAENEHUs U runeprepmus (MOBBIINICHUE
TEMIIEPATYpbl TE€la) MOTYT BO3HUKHYTh Yy JETE€H, MOJBEPKEHHBIX BO3AECHCTBHUIO BBICOKOU
TeMIepaTypbl OKpyXKarouiehd cpeapl. B 3Toil CBA3M mpH Tepanuy TONMHPAMATOM OYE€HBb BAXKHO
aJIeKBaTHOE TOBBIIIEHNE 00beMa NOTPeOIIEMON )KUJIKOCTH, CIOCOOHOE CHU3UTh PUCK PAa3BUTHS
HeppoInTHAa3a, a TakkKe M0O0UHBIX 3()h(PEeKTOB, KOTOPBIE MOTYT BO3HUKHYThH O] BO3JEHCTBHEM
(U3MUeCKUX Harpy30K WM MOBBIIIEHHBIX TEMIIEpaTyp.
Paccmpoiicmea nacmpoenus oenpeccus
[Tpu neyeHun TonmupaMaToM HAOIIOAAETCS MOBBIIIEHHAS YaCTOTa BOSHUKHOBEHMS pPacCTPOMCTB
HACTPOEHUS U JENPECCUHU.
CyuyuoanvHvie nonvimku
[Tpu nprMeHEeHNN MPOTUBOAMMIIEITUYECKUX IPENapaToB, BKIoYas npemnapat Tonupamat Kanow,
YBEJIMUUBAETCSI PHUCK IOSBICHUSA CYMIMAAIBHBIX MBICIEH M CYyHIUJAIBHOTO MOBEACHHA Y

NaIMEeHTOB, MPUHUMAIOLINX 3TH Ipernaparhl Mo JIIOOBIM U3 MOKa3zaHHi. Mera-aHanu3 mokaszal
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COOTBETCTBYET 3KI
ot 30.11.2023 N2

‘nac ABA HOGCTE 0002
YBEJIUYECHUE PHUCKOB IIOSBJIIEHUS CYULIMIAIbHEIX HBJ'I'Q—IPIH"@'@,&”?T@!)—”:}I{E[[‘ tbgHe'l TIprema

MY OTYETY

POTHBOAMIIEIITUYECKUX CPENICTB 10 cpaBHeHUIO ¢ 0,24 % ManueHToB, MoJy4yaBIIuMH IJIaeoo.
B nBoiHBIX clemnbIX KIMHUYECKUX HCCIENOBAHUSAX, 4acTOTa Pa3BUTHS SIBJICHHM, CBA3aHHBIX C
CYyHLIUJIOM (CyHIUAaIbHbIE MBICIH, TONBITKH CYUIIM]IA, CYHLIU]), cocTaBisia 0,5 % y maiueHTos,
MOJTy4aBIIMX Tormupamar (y 46 marueHToB u3 8652), 4To mpuMepHO B 3 pasa BhIIIIE, IO CPABHEHHIO
C mareHTamu, noiaydasimmu miane6o (0,2 %; y 8 uenosek u3 4045). Onun caydait cynnuaa Ot
3apuKCUpOBaH B JIBOMHOM CJIETIOM HCCIICAOBAHUM OUIOISPHOTO PACCTPOWCTBA Y IMALMEHTA,
MOJTy4aBUIET0 TOMUpPaMaT.

Takum oOpa3zom, HEOOXOJUMO KOHTPOJIMPOBATH COCTOSHHUE MAIMEHTOB C II€JIbI0 BBISABICHUS
IIPU3HAKOB CYMIMJAIbHBIX MBICICH M Ha3HayaThb COOTBETCTBYyMoIee JieueHue. Heobxomumo
PEKOMEHIOBaTh ManuMeHTaM (M TMPU HEOOXOTUMOCTH JIUIAM, YXKWBAIOUIMM 32 IMallUCHTAMH )
cpady ke oOpamarbCsi 3a MEIUWLHUHCKONW TOMOIIBI0 B Cly4ae TOSIBICHUS MPU3IHAKOB
CYULIUJANBHBIX MBICIICH WM CYUIIUATBHOTO MTOBEICHUS.

Taoicenvie KodicHble peakyuu

VY nanueHToB, IPUHUMABIINX TONHMpamar, ObUIM 3apETUCTPUPOBAHbI TSKENbIE KOXKHBIE pEAKLIUN
(cungpom CtuBenca-/[xoncona (CCJl) u Tokcuueckuit anuaepmanbueiid Hekpoiau3 (TOH)) (cm.
paznen 4.8.). BONpIIMHCTBO TakuWxX Ciy4aeB HaOJIIOAIOCh Yy MAIUEHTOB, OIHOBPEMEHHO
NPUHUMABIINX JApPYTUe JEKapCTBEHHbIE Ipenaparhl, CBA3b KOTOphIX ¢ pazButueM CCI u TOH
u3BecTHa. Heckonbko citydaeB ObUIH 3aperuCTpUpPOBaHbl y MAlMEHTOB, MOIYYaBIIMX TOMHpPaMaT
B KauecTBe MoOHOTepanuu. PexkomeHnyercss HMHGOPMUPOBATH MAIMEHTOB O BO3MOXHBIX
CUMITOMAXx TSDKEJBIX KOKHBIX peakuuil. [Ipu mogo3penun Ha pazsurue CCJ nnu TOH npuem
npenapata Tonupamat KaHoH J1oykeH ObITh PEKpaliieH.

Hegpponumuas.

Y HEKOTOpPBIX MAlMEHTOB, B 0COOEHHOCTH, C MPEAPACIIOI0KEHHOCTBIO K He(POIUTHAZY, MOXKET
MOBBICUTHCS PUCK 00pa30BaHMs KaMHEH B MOYKAX U MOSBIEHHS CBA3aHHBIX C HUM CHMIITOMOB,
TaKMX Kak TMOYeYHas KOJWKa, 00Jib B MOYke, 00 B OOKy. UTOOBI YMEHBIIUTH STOT PHCK,
HEO0OXOUMO aJIeKBaTHOE MOBBILIIEHHE 00beMa moTpediseMoil xuakoctu. dakropamMu pHcKa
pa3BUTH HeponuTHa3a SBIAIOTCA: HedponauTHas B aHamHe3e (B T. 4. B CeMEHHOM) U
runepKanbuuypus (cM. pasaen 4.4. - Memabonuyeckuil ayuoos u e2o nocreocmesus). Hu onun us
9TUX (aKTOPOB HE ompeaensieT GOpMUPOBaHMS KaMHel Ha (oHEe mprema Tonupamarta. [loBeICUTH
PHUCK BO3HHMKHOBEHHS HE(pOJIMTHA3a MOXKET CONMYTCTBYIOIIAsl Tepanusi JpyrMMHU Mpenaparamu,
KOTOpbIE CIIOCOOCTBYIOT €r0 pa3BUTHIO

Hapywenue ¢pynxyuu novex
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MY OTYETY

C MOYEYHOM HEIOCTATOYHOCTHIO (KIIMpeHC KpeaTuHuHA <70 MII/MUH). DTO CBA3aHO C TEM, YTO Y
TaKHUX NallMeHTOB KIMPEHC Mpernapara NOHUKEH.

Hapywenue ¢ynkyuu neuenu

VY nanueHtoB ¢ HapylmieHMsMH (yHKuuMu nedeHu npenapaT Tomupamar KanoH cieapyer
IIPUMEHSTH C OCTOPOKHOCTBIO N3-3a BO3MOXHOI'O CHM)KEHMSI KIIMPEHCa 3TOro Mpenapara.
Muonus u cunOpom 6mopuUdHOLL 3aKPLIMOY20JIbHOU 2NAYKOMbL

IIpy npuMeHeHMM TomMpamaTa OIKCAaH CHHAPOM, BKIIOYAIONIMI OCTPYIO MHOIHIO C
CONYTCTBYIOIIEH BTOPUYHOW 3aKPBITOYTOJbHOM TJIayKOMO#l. CUMITOMBI BKJIIOYAKOT OCTPOE
CHIDKEHHE OCTPOTHI 3peHHs W/Wiu 00ib B riasy. llpum odrampmMonormueckoM 0o0CIeI0BaHUA
MOXET OOHapy)XMBAaThCS MHOIUS, YIUIOIIEHHE TMepeaHe Kamepsl TIJla3a, TUIEpeMUs
(MOKpacHeHHe) TIJIa3HOTo 50JI0Ka, OTCIOWKAa XOpUOMJAIBbHOW O0OJOYKM TJa3a, OTCIOMKa
IIUTMEHTHOTO JIMUTEINS KJIETYaTKH, MAaKyJspHbIE IIOJOCKHM M IOBBILIEHHE BHYTPHUIJIA3HOIO
JaBJl€HUs. OTOT CHHAPOM MOXET CONPOBOXKIATHCS CEKPELMEe >KUIKOCTH, MPUBOAALICH K
CMEIIEHNI0 XpYCTaJIMKa M paayXHOW OOOJOYKM BIEpel C pPa3sBUTUEM BTOPUYHOMN
3aKpPBITOYTOJIBHOM IJ1ayKOMBI.

CuMnTOMBl OOBIYHO MOSBIAIOTCS dYepe3 1 Mecsl Mocje Hayana NPUMEHEHHUs Ipernapara
Tonupamar KanoH. B oTiinume OT NmEepBUYHON OTKPBITOYTOJIBHOW TJIAyKOMBI, KOTOpas pPEIKO
HabOmo1aeTcst y 60abpHBIX 710 40 JieT, BTOpUYHas 3aKpbITOYTrOJIbHAsI TJIayKoMa HaOJto1aeTcs pu
IIPUMEHEHNN TONMpaMaTa KakK Yy B3pOCHbIX, Tak M y Aered. IIpy BO3HMKHOBEHMM CHHIPOMA,
BKJIIOUAIOLIETO MHOIMUIO, CBA3AHHYIO C 3aKpbITOYTOJBHOW TIJIayKOMOM, JIEYEHHE BKIIIOUAET
IpeKpamieHue npuema npenapara Tonupamar KaHOH, Kak TOJBKO J€Yalluid Bpad COYTET ITO
BO3MOXXHBIM, M COOTBETCTBYIOIIME MEpbl, HAlpaBiICHHbIE Ha MOHWKEHHE BHYTPHUIJIA3HOTO
napyieHus. OOBIYHO 3TH MEpbI IPUBOJAT K HOPMAIU3allui BHYTPUTTIA3HOTO AABICHMSL.
[ToBbIIEHHOE BHYTPUTIIA3HOE JIaBJICHUE JH000H ITOIOTUN IPH OTCYTCTBUH a/1€KBATHOTO JICUSHHS
MOJKET IPUBECTU K CEPbE3HBIM OCIIO’KHEHUSM, BIUIOTH /10 TIOTEPH 3PEHUSL.

[Ipy Ha3HaueHUM TONMpaMara MalUeHTaM ¢ 3a00JIeBaHMAMHU IJIa3 B aHAMHE3€ HEOOXOAUMO
OLICHUTH OTHOIIEHHUE 0KUJAEMOM MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHS.

Heghexmul nons 3penus

JledexTsl moms 3peHus HaOI0AaauCh y MallMeHTOB, IPUHUMAIOIIKUX TONHpaMar, He3aBUCUMO OT
HaJIMYUSl Y HUX TOBBIIIEHHOTO BHYTPUIJIA3HOTO AaBlieHUs. B Xojie KIMHNYECKUX HCCiIel0BaHU
OOJIBIIMHCTBO TAKUX CIy4aeB UMEIH 0OpaTUMBIM XapakTep, U Ae(eKThl Mo 3peHust ucue3ain
1ocjae OTMEHbI Tepamuu TonupaMaToM. [Ipy BO3HMKHOBEHHHU MPOOJIEM CO 3PEHHEM BO BpeMs
IIpreMa ToMpamara CiIeayeT paCCMOTPETh BO3MOKHOCTD ITPEKPALLEHUS TEPAIUU.

Memabonuueckuii ayuoos u e2o nocieocmaust

C.7m3 25



COOTBETCTEYET 3KI
oT 30.11.2023 M2

[Ipu mpumeHEeHHWH TomMpamara MOXKET BO3HHKATh rﬁﬁ%%én])%%é&é{%tl}lfe

MY OTYETY

ChRales o

IeUIUTOM aHUOHOB, META0ONMYECKUN aruao3 (HalmpuMmep, CHIDKCHHE KOHIEHTpPAlUU
TUAPOKApOOHATOB B IUTa3ME HIDKE HOPMAIBLHOTO YPOBHS TMPH OTCYTCTBHHM PECIUPATOPHOTO
ankanosa). [logo6HOe CHIKEHHE KOHIICHTPAIMH THAPOKapOOHATOB CHIBOPOTKU KPOBH SBIISETCS
CIIeICTBUEM HUHruOUpyomero »s@dekra TomupamaTa Ha I[OYEYHYIO KapOoaHruapasy. B
OOJIBIIMHCTBE CIIYYaeB CHIDKEHUE KOHIICHTPAIMH THAPOKApPOOHATOB MPOUCXOAHWT B Hayale
npreMa Ipernapara, XOTs JaHHBIH 3(PQPEKT MOKET MPOSBUTHCS B JIOOOM IMEPHUOJE JICUCHUS
tonpamaToM. CTENeHb CHIKEHUS KOHIEHTpaluu oObIUHO ciabasi Wik yMepeHHas (cpeaHee
3HaYEHHUE COCTaBJISET 4 MMOJIB/J IPU UCIIONIB30BAHUU Y B3POCIBIX MAIleHTOB B 03¢ Bbiiie 100
MI' B JICHb M OKOJIO 6 MI' B JIeHb Ha KI' MacChl Teja MPU KCIOIb30BAHUM B MEIUATPUUYECKON
npakTtuke). B peakux ciydasx y MalMeHTOB OTMEYAJIOCh CHUIKEHHWE KOHIICHTPALUU
ruapokapOoHaToB Hibke ypoBHs 10 MMounb/i. HexoTtopble 3a001eBaHus WU CIIOCOOBI JICUEHUS,
mpeapacroiaraone K pa3BUTUIO aluao3a (Hampumep, 3a00JeBaHUSl IMOYEK, TSKENbIe
pecriupaTopHble  3a00J€BaHUs,  OSMIJICNTUYECKHH  CTaTyc, JAuapes, XUPYPrHUYECKUe
BMEIIIATEIHCTBA, KETOTCHHAS TUETA, IPUEM HEKOTOPBIX JICKAPCTBEHHBIX MPENapaToOB) MOT'YT OBITh
JOTIOTHUTEIBbHBIMU  (DaKTOpaMH, YCHIMBAIOIIUMHU  THIPOKapOOHAT-CHIDKAOIUNA 3¢ ekt
TonMpamara.

XPpOHUYECKU, HEICUEHBIM META0OIUYECKUN allA03 MOKET yBEIIMYMBATH PUCK HEPPOIUTHA3ZA
uin  HedpokanpimHo3a (cMm. pasmen 4.4. - Hegponumuaz). Y neredl XpOHUUYECKUN
MeTabOMMYECKU alua03 MOXKET MIPUBOIUTH K 3aMeIICHHIO pocTa. DP¢eKT TonupamaTa Ha pocT
1 BO3MOXHBIE OCJIOKHEHUSI, CBA3aHHBIE C KOCTHOM CUCTEMOM, HE M3YHYaJIUCh CUCTEMATHUYECKH Y
B3pOCJIbIX. BbUIO TIpOBEEHO O/IHOJNIETHEE OTKPHITOE MCCIEOBAaHUE CPEAM MALUEHTOB JETCKOIO
BO3pacTa ¢ HEJABHO JMArHOCTUPOBAHHOW WJIM BIEPBBIE BBISBICHHOW AMUJIEIICHEN I OLICHKH
BIIMSIHUS TOIIMpaMaTa, B CPABHEHUU C JIEBETUPALIETAMOM Ha POCT, Pa3BUTHE U MUHEPATU3AINIO
kocteil. [Ipomomkaromnuiicss poct HaOmromancs B 0o0eMX Tpymdmax JeueHus, HO B TPYIIIE,
MPUHUMABIIIEH TONMUpaMaT, HaOII01aJI0Ch CTATUCTUYECKH 3HAYMMOE CHMIKEHUE CPETHET0JI0BOTO
W3MEHEHUSI MAacChl TEJIa U MUHEPAIBHON TUIOTHOCTH KOCTHOM TKaHH, 110 CPaBHEHUIO C IPYIIIOHN,
MPUHUMABIIIEH JIeBETUpalleTaM. AHAJIOTHYHAs TEHICHIUS TakKe HaOIoqanace s pocTa U ero
CKOPOCTH, HO HE ObLJIa CTATUCTUYECKH 3HAUNMOU. VI3MEeHeHUs, CBSI3aHHbBIE C POCTOM, HE OBUTH HU
KJIIMHUYECKW 3HAYUMBIMU, HU TPUBOSIIMMH K OTMEHE WJIM MPUOCTAHOBKE JiedeHus. Henb3s
WCKIIIOYATh M JPYrHue COMyTCTBYHOIMHME (aKTOPhl. B CBSA3WM C BBIMIEU3IOKEHHBIM, TIPH JICUCHUN
TOMHPaMaTOM PEKOMEHAYETCS TPOBOIUTH HEOOXOAMMBIE UCCIIEIOBAHUS, BKIIOUAsl OMPE/eICHNe
KOHIIEHTpAllMd TUAPOKApOOHATOB B CHIBOPOTKE. B ciydae TOSIBICHHS CHUMITOMOB
MeTabOIMYeCcKOro amuao3a (Hampumep, TIy0OKoe KycCMayseBCKOe JbIXaHWE, AWCITHOD,

aHOpEKCHs, TOIIHOTA, pPBOTA, TIOBBIIICHHAs YTOMIISIEMOCTh, TaxUKapAus WIH apUTMUsA)
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MY OTYETY

BO3HMKHOBEHUH METa0OIMYECKOT0 ali103a U €ro MEePCHCTUPOBAHUHM PEKOMEHIIYETCS CHU3UTh
J103y WM NIPEKPATUTh IIPUEM TOIHpaMaTa.

Hapywenue xoecnumusnvix ¢hyrnkyuii

Hapymienre KOrHUTUBHBIX (PYHKIHHM IPU STUIETICUU UMEET MHOTO(MAKTOPHYIO IPUPOAY U MOKET
ObITh  BBI3BAHO NEPBONPUYMHON  3a00JE€BAaHUS, HENOCPEACTBEHHO SHWICHCHEH  WIN
IIPOTUBORIMUIIENTUYECKON Tepanueil. Y B3poCibIX NAalMEHTOB, NPUHUMAIOUIMX TONHpamar,
OTMEUAIIUCh CIIy4au HapYUICHUS KOTHUTHUBHBIX (YHKIIHM, TpeOOBaBIINE CHUXKEHHS J103bI WUIIU
npekpaieHus tepanuu. JlaHHple MO BIUSHUIO TOIMpamMara Ha KOTHUTUBHbIE (DYHKIUU y JeTeit
HEJIOCTAaTOYHBI, U €0 3()(HeKThI TPeOYIOT AaTbHEUIIETO N3YUCHHUS.

T'unepammonuemus u sHyearonamus

[Tpu npuMeHeHuu TonrpamMaTa OTMEYaIOCh Pa3BUTHE TUIIEPAMMOHHEMHH C SHIIearonaTuen uiu
6e3 Hee (cMm. pasnen 4.8.). Puck pa3BuTHs runepaMMOHHEMHH IPH MPUMEHEHHH TONHpamMara
SIBIISICTCS JT0303aBHCUMBIM. | nniepamMmmMoHuemusi 6oJjiee 4acTo OTMEUYAETCsl NMPH OJHOBPEMEHHOM
IPUMEHEHUU TolNMpamaTa M BaJblIpoeBOM KHCIOThl (cM. pasgen 4.5.). KiunmHnueckumu
CUMITOMaMHU THIIEPAMMOHHEMUYECKON SHIE(hATONaTUN YacTO SBISIOTCA PE3KOE HApYIIECHHE
CO3HAHWS W/WIM KOTHUTHBHOW (yHKUMHM U Jeraprus. B  OonbIIMHCTBE Cily4aeB
rUIepaMMOHHEMHYECKasl HIle(anonaTus perpeccupyer Npu OTMEHE Tepanuu. Y MHalleHTOB C
pa3BUBILIEHCS JieTaprueidl WIM W3MEHEHUSIMH MEHTaJbHOIO CTaTyca HEsICHOIo TeHe3a,
NOJYYaoIUX TONMpamaT B BUAE€ MOHOTEpAanMM WJIM B COCTaBE KOMOMHUPOBAHHOM TepamuH,
PEKOMEH/IOBAHO  NPUHMMAaTh BO  BHUMAHUE  BO3MOXXHOCTb  THIIEPAMMOHHEMHYECKON
SHIIe(ATONaTHH U ONPEACTUTh YPOBEHb aMMHUAKa B KPOBH.

HKenuwunvt 0emopooHo2o 803pacma

[Tepen HauanoM JIeYEHUS TOMUPAMATOM JKEHIIIMHAM, C COXPaHEHHBIM JETOPOJHBIM ITOTEHIINATIOM
clieflyeT TNPOBECTH TECT Ha OEpeMEHHOCTh U HCIOJIb30BaTh BBICOKOA(P(PEKTHUBHBIE METOJIbI
KoHTpauenuuu. [lanmenTka 10KHa OBITh HOTHOCTHIO MPOMH(OPMUPOBAaHA O PUCKAX, CBSI3aHHBIX
C TIpHUMEHEHHEM ToIlupaMara BO Bpems OepemeHHocTu. I[IpuMeHeHue Tommpamara IS
NpOopMIAKTUKN MPHUCTYIIOB MUTPEHU INPOTHUBONOKA3aHO B MNEpHOJ OEpEeMEHHOCTH, a TakXke Y
JKEHIIUH C COXPAaHEHHBIM JAETOPOAHBIM MOTEHIMAIOM, HE HMCIIONb3YIOIIUX HAJEKHBIE METOIBI
KOHTpALIETIUH.

Tonupamar MOXET NPUYMHUTH Bpel IUIOAY NpHU MPUMEHEHHH y OEpEeMEHHBIX IKEHIIHH.
CymiecTByeT MOBBIILIEHHBIM PUCK NPEKIEBPEMEHHBIX PpPOAOB M IPEKIEBPEMEHHOTO
pOJIOpa3pEIIEHNs, CBA3aHHBIM C MCIOIb30BAaHUEM IPOTUBOAIMWIECITUYECKUX IPENApaToB,

BKJIIOUas mpenapat Tonupamar KaHoH.
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JOJKHBI HCIIOJI30BAaTh HAJICKHBIE METOJbI KOHTpaueniuu. [lpu JIe4eHun W KOHCYJIbTAIUU
JKEHIIUH, OO0JaNalomuX JIETOPOJHBIM MOTCHIIMATIOM, JICUalllMid Bpad JIOJDKEH B3BECUTH
COOTHOILIEHUE TMOJIb3bI M PUCKA JICUEHUS U PACCMOTPETh AJIbTEPHATUBHBIC BO3MOKHOCTH JICUCHHUS.
Ecnu npenapat Tonupamar Kanon npumensieTcst Bo BpeMsi 0€peMEeHHOCTH, WU €CIIU MalueHTKa
3a0epeMeHena B Iepro/] IpueMa 3TOro Mpernapara, ee CieayeT NpeAyIpeanTh O MOTeHINAIBHOM
pHUCKe 1J1s TUIoAa.

Ycunennoe numanue

Ecnu nanuenT tepsier Maccy Tena npH JiedueHuu npenaparoM Tonupamar Kanon, To Heo6xoaumo
PaccMOTpPETh BOIIPOC O 11E€I€CO00Pa3HOCTH YCUIIEHHOTO MUTAHUS.

BcnomMorarensHble BEecTBA

Kapboxcumemunxkpaxman nampus

Jannslit npenapat coaepxut 13,80 Mmounb HaTpust Ha 103upoBKy S0 Mr. Heo0xo1umMo yuyuThIBaTh
MalyeHTaM, HaXOAAIIUMCS Ha TUETE C OTPAaHUYCHUEM MOCTYIUICHUS HATPHSI.

Kpacumenv conneunviii 3axam scenmolii

[Ipenapar coaepXuUT KpacUTelb COJHEYHBIM 3akaT >kenthii E110, KOTOpbIA MOXET BBI3bIBATH
aIepru4eckue peakiuu.

4.5. B3aunMmojeilicTBMe C JAPYrHMH JIEKAPCTBEHHBIMM TMpenapatamMu W JApyrue BHJbI
B3aHMO/AeliCTBUA

Bausgnue TonupamMara Ha KOHIEHTpaIlUM APYTUX ITPOTHBOSIMMUICITHUECKHUX TIPEapaToB (H:)H)

OpnHoBpeMeHHbIH npuém Tonupamara ¢ apyrumu 1311 (penuronn, kapdamazenut, BaablpoeBas
KHCIIOTa, (peHoOapOuTall, MPUMHIOH) HE OKa3bIBaeT BIIMSHUSA HA 3HAYCHHUS MX PaBHOBECHBIX
KOHIEHTpallui B IUIa3Me, 32 HCKJIIOYEHHWEM OTAENIbHBIX MallMeHTOB, Y KOTOPBIX J100aBlieHHE
TonupaMara K (PeHUTOMHY MOJKET BBI3BATh MOBBIIICHHE KOHIEHTPALUUU (PEHUTOMHA B IIa3Me
KPOBU. DTO MOXeET OBITh CBSI3aHO C YTHETEHHEM crenuduyeckoil moauMoppHOi H30(pOopMbI
depmenta cucremsr nutoxpoma P450 (CYP2C19). [TosroMy KakaoMy IamueHTy, KOTOPBIH
NPUHUMAET (PEHUTOMH, U Y KOTOPOTO pa3BUBAIOTCS KIMHUYECKHE MPHU3HAKU WM CHUMIITOMBI
TOKCHUYHOCTH, HEOOXO/IUMO CIIEJIUTh 32 KOHIIEHTpalueil (peHnTonHa B 1ia3mMe KpOBH.

B wuccnenoBanun (papMakoKMHETHKH y OOJIBHBIX SHWIENCHed [1o0aBleHHE TolupaMara K
JaAMOTPUIKUHY HE BIMSIIO HA PABHOBECHYIO KOHIIEHTPALIMIO MTOCIETHET0 MpH J03axX Tolupamara
100400 mr B cyTku. B mporecce 1 ocie OTMEHBI JTaMOTPHDKIHA (CpeIHsst 103a 327 MT B CYyTKH)
paBHOBECHAs KOHIIEHTPALMsl TONUpamMaTa He U3MEHsIach.

Boszaetictsue apyrux 1911 Ha xoH1teHTparmio npenapara Tommupamar Kanon

DeHUTONH U KapOaMa3enuH CHIKAIOT KOHIEHTPAllMU ToMMpaMaTra B Iia3Me KPOBU.
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MY OTUETY

noTpedoBaTh M3MEHEHHs J03bl mocienHero. Jlo3y cieayer noiaOupaTh, OPUCHTHPYSACh Ha
JOCTIKEHUE HEOOXOAMMOro KimHudeckoro 3ddekra. JJobapneHne wim OTMEHa BaIBIIPOCBOU
KHCIJIOThI HE BBI3BIBACT KIIMHHUYCCKH 3HAYMMbIX U3MEHEHHI KOHIICHTPAI[MH TOITUpaMara B Iia3Me
U, CJIeIOBATENIbHO, HE TpeOyeT n3MeHeHus 1036l npenapara Tonupamar KaHoH.

Pe3ynbTaThl 3THX B3aMMOICHCTBHI CyMMHUPOBAHBI B CIEAYIOIIEH Tabnuie:

Jobasaenne ITII1 Konuenrpanus ITI1I1 KoHuenrpanus ronupamara
DeHUTONH o *E 148%
Kapb6amazemun > 140%
Banbnpoesas kucnora - Y
®denobapbuTan > HU
IIpumunon — HU

> =0rcyrcTBue d3ddekra

** =[ToBbIIIEHUE KOHIIGHTPALUH Y €AMHUYHBIX OOJIBHBIX
|= CHnxeHue KOHICHTpAIMH B TUIa3Me

HH = He uccnenosanach

I[DVTI/IG JICKAPCTBCHHBIC B3aHMOI[eI>'ICTBH$I

Hucoxcun: B WCCIENOBAHWU C HCIOJIH30BAHUEM OJHOKPATHOM 03Bl IUIOMIAAb IO KPUBOU
«xoHueHTpanus — Bpemsi» (AUC) auroxcuHa B miasMe Npu OJHOBPEMEHHOM MpreMe TomrupaMaTa
ymeHbInanach Ha 12%. Kinandeckas 3Ha4MMOCTh 3TOT0 HaOmoieHus He sicHa. [Ipu HazHaueHun
Wi oTMeHe mpemapata Tomupamar KaHOH marpeHTaM, NPUHUMAIONIMM JUTOKCHH, 0coboe
BHUMaHWE HEOOXOAMMO YISIIUTh MOHUTOPHPOBAHHUIO KOHIICHTPAIMH TUTOKCHHA B CBIBOPOTKE.
Cpeocmesa, yenemaruwue yeHmpanvhylo Hepsuyio cucmemy (LJHC): B paMkax KIUHUYECKUX
WCCJIETIOBAHUM TOCJEICTBUS COBMECTHOTO BBEACHMS TONMUpPaMara C aJIKOTOJIEM WM APYTUMHU
BemecTBamu, yrHetaromumu ¢yakinuun [[THC, ne usyuyanuch. PexomeHnmyetrcs He NMpPUHUMATh
TOMHMpPaMaT BMECTE C alKOrojeM WM JPYTUMHU IpenapaTaMy, BBI3BIBAIOIINMH YTHETCHUC
¢bynkun [THC.

36epoboii  npoovipsasnenHblld: TPU COBMECTHOM Ipueme Impenapara Tonupamar Kanon wu
npenapaToB Ha OCHOBE 3Bepo0osi mpojabipsiBiaeHHOro (Hypericum perforatum) koHieHTparus
TOMHMpaMaTa B TUTa3Me MOXET CHIDKAThCS U, Kak CJelcTBHe, dP(EKTHBHOCTE Iperapara Takxke
MOJKET IMMOHU3NUTHCA. KIIMHWYIeCcKue NCCIIeIOBaHMsI B3aMMOICHCTBHS TOITMpamMaTa v IpernapaToB Ha
OCHOBE 3Bep000sI MPOABIPSBICHHOT0, HE IIPOBOMIIHCH.

IlepopanvHvle koumpayenmugvl. B HCCIEJOBAHWU JIEKAPCTBEHHOTO B3aMMOJACUCTBHUS C
MepOPATLHBIMA KOHTPAICNITHBAMK, B KOTOPOM HCITOJIB30BAJICSI KOMOMHHPOBAHHBIN Ipernapar,
cojepxaniuii HopatuctepoH (1 mr) u astuHWICTpaanon (35 Mkr), Tonupamar B go3ax S0—-800 mr

B JICHb HE OKa3bIBaJI CYIIIECTBEHHOTO BIMAHUSA Ha 3()(HEKTUBHOCTH HOPITUCTEPOHA, U B 033X 50-
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CHIDKEHHE YPPEKTUBHOCTH 3THHIIIICTPAINO0JIa HAOII0AaI0Ch pH Ao03ax Tonupamata 200-800 mr
B JeHb. KiuHuYeckas 3HAYMMOCTb ONMCAHHBIX M3MEHEHHUW HE sCHA. PHCK CHUXeHus
3¢ (EeKTUBHOCTH KOHTPALIENITUBOB M  YCWJIEHUE <«IIPOPHIBHBIX» KPOBOTEUEHHUH JOJKEH
YUUTBIBATbCSl y MNAIMEHTOB, NPUHUMAIOLIUX IE€pOpaibHbleé KOHTPALENTUBBI B COYETAaHUHU C
npenaparoM  Tomupamar Kanon. IlanmeHTKkam, NPHHUMAKOIMM —3CTPOTEHCOAEPKALLNE
KOHTPAIICTITUBBL, HEOOXOJUMO coo0marh O JOOBIX H3MEHEHHMSX B CpPOKax M XapakTepe
MeHcTpyalui. D) ()EeKTHBHOCTE KOHTPALIEITUBOB MOKET OBbITh CHM)KEHA JlaXke IIPU OTCYTCTBUU
«IIPOPBIBHBIX» KPOBOTECUCHUH.

Jlumuii: 'y 310poBBIX H00poBoJbIeB HaOmomanock cHwkenne AUC nurtus wva 18 % mpum
OJIHOBPEMEHHOM TipriemMe Tonupamata B qo3¢ 200 Mr B cyTku. Y MaIlMEHTOB C MaHMAKaIbHO-
JIETIPECCUBHBIM TICMX030M IpPUMEHEHHEe Tonupamara B no3ax A0 200 mr/cyT He BIMsUIO Ha
(bapMaKOKMHETHKY JIUTUS, OJTHAKO, TpHU Oosiee BhIcOKUX a03ax (10 600 mr/cyt) AUC nutus Obuia
noBblieHa Ha 26 %. Ilpy OJHOBpEMEHHOM IPUMEHEHMM TONUpaMara U JIUTUS CIEAyeT
KOHTPOJIMPOBAaTh KOHLIEHTPALIUIO ITOCIETHETO B IJIa3M€E KPOBHU.

Pucnepuoon: uccnenoBaHus JIEKapCTBEHHOIO B3aUMO/ICHCTBHUS, IPOBEICHHBIE C OJTHOKPATHBIM U
MHOTOKpPAaTHBIM BBEJIEHHEM TOIHMpamara 3JI0pOBBIMH JOOpOBOJIBLIAMM M TAlMEHTaM C
OMMOJSPHBIM ~ PacCTPOMCTBOM, Jajld OJMHAKOBbIE pe3yibTaTbl. llpu o0mHOBpeMEHHOM
npuMeHeHnn Ttomupamara B jgo3zax 100, 250 wmm 400 mr B cyrkm AUC pucnepumona,
IIPUHUMAEMOTO B 103aX 1—6 MI' B CyTKH, CHUKAETCsl COOTBETCTBEHHO Ha 16 % u 33 %. IIpu aToM
(apMaKkOKUHETHKA 9-THUIPOKCUPUCIIEpUAOHA HE M3MEHsIach, a CyMMapHas (apMaKOKHHETHKa
AaKTHUBHBIX BEUIECTB (pUCHEpPUIOHA U 9-THIPOKCUPUCIEPUIOHA) M3MEHAJIACh HE3HAUUTENbHO.
M3MeHeHne cucTeMHOro BO3JEHCTBUS pUCTIEpUAOHA/9-THAPOKCUPHUCTIEPUIOHA U TOMpaMaTa He
ObUIO KJIMHMYECKH 3HAUYMMO, M 3TO B3aUMOJEWCTBUE BPSJl JH MOXET HMMETh KIMHMYECKOE
3HAYEHUE.

T'uopoxnopomua3zuo: nekapcTBEHHOE B3aUMO/IEHCTBHE OLIEHUBAIOCH HA 37I0POBBIX JOOPOBOJIBIIAX
IPU pa3ieIbHOM M OJJHOBPEMEHHOM MPUMEHEHUH THApoXjiIopoTrasuaa (25 mr kaxabie 24 yaca)
u Tonupamata (96 Mmr kaxnasie 12 yacoB). Pe3ynpTaTbl HCCIEIOBaHHMM IMOKa3aliH, YTO IPH
OJIHOBPEMEHHOM IIpHMEME TONMpaMara M TUAPOXJIOPOTHA3UAA IPOUCXOAUT YBEIUUYEHHUE
MakcuMaibHOW KOHIEHTpanuu (Cmax) Tomupamara Ha 27 % u AUC tonupamara Ha 29 %.
KimHMueckas 3Ha4MMOCTh 3THX MCCIIEIOBaHWW He BbIsIBIeHA. HazHaueHue ruipoxiaopoTuasnuia
naryeHTam, IPUHUMAIOLINM TOITUpaMaT, MOXKET MOTpeOOBaTh KOPPEKTHUPOBKH 03I TOITMPaMaTa.
PapMaKOKMHETUYECKUE MapaMeTpbl TUAPOXJIOPOTHA3UAA HE IOJBEPrajlnch 3HAYUMOMY
U3MEHEHHIO TIpU CONYTCTBYMOWIEH Tepanuu TonupamaroM. KimHudeckue wuccienoBaHus

IMoKasajJin YMCHBIICHHUC KaJlusd B CBIBOPOTKE KpPOBH IIOCIIC IIpUEMa ToIllMpaMaTra WA
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TUAPOXJIOPOTHA3UIA C TOTUPAMATOM.

Memeopmun: JI€KapCTBEHHOE B3aUMOJICHCTBUE OILIEHUBAJIOCh HAa 3JIOPOBBIX JOOPOBOJIBIIAX,
MOJy4yaBIIMX MeETHOPMUH WM KoMOMHaAIuioo MeTrpopmMuHa U TOomupamara. Pe3ynpTaTsl
UCCJIEIOBAaHUM TMOKa3ajih, 4TO IMPU OJAHOBPEMEHHOM IpuUeMe TomupamMara U MeTdopMHUHA
npoucxoauT yBenudeHnne Cmax 1 AUC merdopmuna Ha 18 % u Ha 25 % COOTBETCTBEHHO, TOT/IA
KaK KJIMpeHc MeT(hopMrHa IPU OJJHOBPEMEHHOM Ha3HAYCHHUHU C TOUpaMaToM cHuxaics Ha 20 %.
Tonupamar HUKaK He BIUSLT Ha BpeMst JocTHKeHUs! Cmax MEeTQopMUHa B 11a3Me Kposu. Kiupene
TomupaMaTa MpH OJHOBPEMEHHOM MPUMEHEHUH C MeTPOpMUHOM CcHIKaercsi. CrerneHb
BBISIBJICHHBIX M3MCHCHHMH KJIHMpeHca He wu3ydeHa. KiMHWYecKkass 3HAYMMOCTh BO3JECHCTBUS
MeThopMUHA Ha (apMaKOKHMHETHUKY TOlHMpamaTa He sicHa. B cirydae mo0aBiieHUS MM OTMEHBI
npenapata Tonupamar KaHoH y manueHTOB, MOMy4YalOUMX METQOPMUH, CIIEAyeT HUCCIEeI0BaTh
COCTOSTHUS TTAIIUEHTOB, OOJIBHBIX CaXxapHbIM TUA0ETOM.

Tuoenuma3zon: neKapcTBEHHOE B3aMMOJICHCTBHE OLIEHUBAIOCHh Ha 3J0POBBIX JOOPOBOJIBIAX MTPH
pa3ienbHOM M OJIHOBPEMEHHOM INMPUMEHEHHH THOTJIMTAa30Ha M TOMUpaMara. bbulO BBISIBICHO
ymenbiienne AUC nuornurazona Ha 15 %, 6e3 usmenenust Cmax penapara. ITH U3MEHEHUS He
OBLIM CTaTUCTUYECKH 3HAYUMBIMH. {7151 aKTUBHOTO THAPOKCUMETA00IUTa MUOTIUTA30HA TAKKe
0b110 BBIIBIICHO CHIDKEHUE Cmax 1 AUC Ha 13 % m Ha 16 % COOTBETCTBEHHO, a JJIsi aKTHBHOTO
KeToMeTa0oIHuTa ObIIO BBIABICHO CHIDKEHHE U Cmax, 1 AUC Ha 60 %. KnmnHndeckas 3Ha4nMOCTh
THX JAaHHBIX HE BBIACHEHA. [IpW OJHOBpPEMEHHOM MPUMEHEHHH MalMeHTaMH Tpernapara
Tonupamar KaHoH M mHMorimMrasoHa, CielyeT HCCIENOBAaTh COCTOSHUS TMAIlMEHTOB, OOJNBHBIX
CaxapHbBIM JUAOETOM.

T ubenknamuo: ObII0 MPOBEECHO UCCIIEIOBAHKE JICKAPCTBEHHOTO B3aUMOJICHCTBUS 1T U3YUCHUS
dbapMakOKMHETHKH TiarOeHKIaMuaa (5 Mr B CyTKH) B PaBHOBECHOM COCTOSIHUU, TIPUMEHSEMOTO
M30JIMPOBAHHO WM OAHOBPEMEHHO ¢ TomupamaroM (150 Mr B cyTku) y OOJIbHBIX CaxapHbBIM
nuaberom 2 tuna. I[Ipu npumenenun tonupamara AUC rnumbeHknamuaa cHuxkanach Ha 25 %.
Taxxke OblTa CHMKEHAa CHCTEMHAsl DKCIO3MIMS - 4-TpaHC-TUAPOKCU-TIUOCHKIAMUIA U 3-IIHC-
TUAPOKCUTTUOCHKIIaMUIa, COOTBeTCTBeHHO Ha 13 % m 15 %. I'mubeHxiaMuj He BIUSI Ha
(dbapMaKOKMHETHKY TOMHpamMaTa B PAaBHOBECHOM COCTOSHUU. [Ipym Ha3zHaueHHWH TomHMpamaTa
ManydeHTaM, TOJYYAIINM TIHOCHKIAMHU, WIM Ha3HAYCHWH TJIMOCHKIaMHUIAa TMalueHTaM,
MOJTYJarOIIUM TOTMUPaMar, CIeAyeT TIIATEeIbHO KOHTPOJIUPOBATH COCTOSHUE IMAallMeHTa st
OIICHKH TEUEHHS CaxapHOTo JauadeTa.

Jlpyeue npenapamei: OAHOBpPEMEHHOE NpuMeHeHue mnpenapata Tonupamar KaHoH
npenapaTamMy, IpeapacroiaraloniuMu K HepoIuTHa3y, MOXKET MOBBIIATh PUCK 00pa3oBaHUs

KamMHell B moukax. Bo Bpems neuenus mpenaparoM Tommpamar Kanon ciemyer umsberaTh
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BBI3BaTh (PU3MOIIOTHYECKHE U3MEHEHHS, CIIOCOOCTBYIOIINE HEDPOIUTHARY.

Banvnpoesas kucroma: KoOMOMHUPOBAaHHOE IPUMEHEHUE TONIMpaMara U BaJbIIPOEBOM KUCIIOTHI y
MAIMEHTOB, XOPOILO MEPEHOCSAIIMX KaXKIblii mpernapar B OTAEIBHOCTH, COIPOBOXKIACTCS
runepaMMoHueMuel ¢ sHuedanonartuei win 6e3 Hee. B OONBIIMHCTBE CIy4yaeB CUMITOMBI U
MPU3HAKK HMCYE3aI0T MOCJIe OTMEHBI OJHOro W3 mpemnapatoB (cM. pazzaensl 4.4. u 4.8.). Ora
HeOJaronpusTHas peakuuss HE BbI3BaHa (HapMaKOKWHETHUYECKUM B3auMojeicTBueM. llpu
COBMECTHOM IIpHEME TOIHMpamara M BaJbIIPOEBOW KHUCIOTHl MOXET BO3HUKATh THUIOTEPMUS
(HempenHaMEepEeHHOE CHIDKCHHE TemrepaTypbl Tena Huxke 35 °C) B codeTaHMH C
TUIepaMMOHHEMHEN WM K€ HE3aBUCUMO. [laHHOE sSIBIeHHE MOXET BO3SHUKATh KaK [10CJIe Havaja
COBMECTHOI'O IpUeMa BaJbIIPOEBOI KHUCIOTHI U TONMpaMaTa, TaK U NpU YBEIUUYEHUU THEBHOMN
JI03BI TOMHpamarTa.

Aumuxoazynaumuuvle cpeocmeda, aHmazoHucmsl sumamuna K: oqHOBpeMeHHOE MPUMEHEHUE C
AQHTUKOAryJssHTHBIMM CpPEJICTBAaMH, aHTaroHucTamMu BuTamuHa K MoxxeT mnpuBoauth K
ymenblieHnto MHO (MexayHapoaHOro HOpMajau30BaHHOTO COOTHOLIEHUs). Bo Bpems Tepanuun
TOMHPAMaTOM PEKOMEH]IyeTCs Yallle TPOBOAUTH KOATYJISIIUOHHBIE TECTHI.

LononnumenvHuvle UCCIe008aHUs 1eKAPCMEEHHO20 83aUMOOeliceuys. sl OLICHKH MOTEHIIHATBEHO
BO3MOXXHBIX BAapUaHTOB JIEKAPCTBEHHOI'O B3aUMOJECHCTBUS MEXIYy TONUPAMATOM M JIPYyTrUMHU
nexapcTBeHHbIMU npenaparamu (JII1) Obut mpoBeeH paj KIMHUYECKUX HCCIIeI0BaHUM.

Pe3y.HBTaTBI 3TUX B3aUMOACUCTBUMN CYMMHUPOBAHLBI B CJ'IC,I[YIOH_ICﬁ Ta6J'II/II_[eI

Jodasasiemsrii JIIT Konuenrpauus JIII * KoHuenrpanus
Tonupamara’
AMUTPUNITHINH YBenmudyenne Cmax 1 AUC meTabomnmra
0 HE MCCIIEeZI0BATIOCh
HopTpunTwinHa Ha 20%
JuruaposproraMux
> <«
(mepopasIbHO ¥ MOJKOKHO)
I"anonepuaon Yeennuenne AUC merabonuta Ha 31% HE MCCIIEJI0BATIOCh
IIponpanomo:n yBenmueHue Cmax Ha 9% u 16%,
VBennuenue Crax 1015 yBemnuenue AUC na 9% u 17%
4-OH npompanoinona Ha 17% (mst mpompanonona 40 mr u 80 M
(Tonmpamara 50 mr) Kaxzble 12 u
COOTBETCTBEHHO)
Cymarpunran
> HE HCCIIeJ0BAIOCh
(IepopalibHO M TTOJIKOKHO)
[Muzoruden > -
Hunrunazem Ymenbmenne AUC muntuazema Ha 25% u
YMEHbIICHUE JIe3aleTIIITHA3eMa Ha yenmmuenne AUC Ha 20%
18% u <> mis N-guMeTuaguITHA3EMA
Bennagakcun o PN
dnyHapu3uH Yeenuuenne AUC na 16 % -
(50 mr kaxbie 12 u)?

! ppIpaxena Ha % OT 3HAUCHMIT MAKCUMAJILHON KOHIEHTpalyH B miasMe kposu 1 AUC npu MoHOTepanuu;

<> OTCYTCTBHE U3MEHEHHI MakCUMaJIbHOW KOHIeHTpaluu B ruiazme KpoBu u AUC (< 15% 0T HCXOAHBIX AaHHBIX);

2 Ipu MHOTOKpaTHOM HpUEMe OJHOro (uyHapusuHa Habmopanoch ypeaudenue AUC Ha 14%, uTo MOXeT ObITh
CBSI3aHO C HAKOIUICHUEM IIpernapaTa B Mpolecce JOCTHKEHHSI PABHOBECHOTO COCTOSHHSL.
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4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTB

Tonupamar nposBIIsAI TEPATONEHHBIE CBOMCTBA y MBIIIEH, KPBIC ¥ KPOJIMKOB. Y KPBIC TOIIHpaMar
IPOHMKAJI Yepe3 MlalleHTapHbIl 6apbep.

JlaHHble yueTa perucrpa 6epeMeHHOCTEN CBUIETENILCTBYIOT, UTO Yy MIIQJICHIIEB, IIOJJBEPraBIIUXCs
BO3/ICICTBUIO TONMpamaTra BHYTPUYTPOOHO B TEYEHHE IEPBOIO TpUMECTpa OEpEMEHHOCTH,
MMEETCS] TIOBBILIEHHBIN PUCK Pa3BUTHUSL BPOXKJIEHHBIX ITOPOKOB pa3BUTHs (HAIIpUMEpP, YEPEIHO-
JMLEBble Ne(EeKThl, TAKME KAaK pacllenHa IyObl uiau Heba, TMIIOCTaus U aHOMAIUK Pa3BUTUA
pasIMYHBIX CHUCTEM OpraHuM3Ma) M HapyIIEHUH pa3BUTHS HEPBHOM CHUCTEMbI (HampuUMep,
paccTpOMCTBa AayTHCTUYECKOIO CIEKTpa M YMCTBEHHAs OTCTAJIOCTh). YKa3aHHbIE IOPOKU
pa3BuTHs ObUTM 3aUKCHPOBAHBI KaK IPH MOHOTEpAllMHM TOMHWPAMAaTOM, TaK W TPU €ro
IPUMEHEHUH B paMKaxX KOMOWHUpOBaHHOH Tepanuu. CieayeT paccMOTPETh albTEepHATHBHbBIE
BO3MO>KHOCTH JICYEHMsI JUIS JKEHIIUH C COXPAHEHHBIM JETOPOJHBIM IOTEHLHaIoM. Bo Bpems
T€paluy TONHMPAMATOM JKECHIIMHBI C COXPAaHEHHBIM JCTOPOJHBIM IIOTEHIIMAIOM JOJIKHBI
UCIIOJIb30BaTh HAJIEKHBbIE METO/Abl KOHTpalenuuu. llanmmeHTky cieayeT mnpeaynpeauTs o0
U3BECTHBIX PUCKAX HEKOHTPOJIUPYEMOH SMUIeNCUu JUIsl 06peMEHHOCTH U MOTEHIUAIbHOM PUCKE
OT TIpUMEHEHUs Mpenapara s Ioga. Ecioum JkeHIIMHA MJIaHUpYeT OepeMEeHHOCTb,
PEKOMEHIYeTCsl 10 3a4aThs pPACCMOTPETh aJbTEPHATUBHBIE BAPUAHTHI JiedeHHs. B ciydae
NPUMEHEHUs TolHMpamaTa B IEPBOM TpPUMECTpe OEpEMEHHOCTH CJIEyeT BECTH TIIATEIbHbBIN
[IPEHATAIbHBI MOHUTOPHHL.

JlaHHBIE OTHOTO M3 PeecTpoB OepeMEHHOCTEH MOKa3aaH, YTO MPHU MOHOTEpANHH TOMMPAMATOM
YaCTOTa BO3HUKHOBEHMsI 3HAYUTENIBHBIX BPOXACHHBIX IIOPOKOB PA3BUTHS YBEIMYHMBACTCS
npuMepHO B 3 pa3a [0 CpaBHEHHWIO C TPYNIOW CpaBHEHUS, HE IPUHUMAaBIIEH
IIPOTUBOSIMIICIITUYECKHE ITPEnaparsl.

Kpome Toro, mokasaHo, 4TO PUCK pPa3BUTHUS TE€PATOTE€HHBIX APHEKTOB, aCCOLUMHUPOBAHHBIX C
IIPUEMOM  NIPOTUBOSIMMIENTUYECKHX  NPENapaTroB, BbIIIE B ClIy4ae  NPUMEHEHUS
KOMOMHHMPOBaHHOW Tepaluu, 4eM B cllydyae IpUMeHeHuss MoHoTepanuu. Puck Habmoaancs npu
npueMe BcexX 103, U CoO0Ianoch, 4To 3()(EeKThl 3aBUCAT OT J03bl. Y KEHIIUH, MOTYYaBIINX
TONHpaMaT, y KOTOPBIX ObIT PeOEHOK € BPOXKJICHHBIM IOPOKOM pAa3BHUTHSA, IMO-BUANMOMY,
CYIIECTBYET MOBBIIICHHBIH PUCK Pa3BUTHSA Malb(OpMaIuy MPHU MOCIEAYIOINX OepeMEHHOCTAX
npu npueme Ttonupamara. CyllecTByeT IOBBIIIEHHBIM PHUCK MPEKIECBPEMEHHBIX POJOB U
MIPEXKIEBPEMEHHOIO0 POJOPA3PEILEHNUs, CBA3AHHBIX C MCIIOJIb30BAHUEM IIPOTUBOIIUIIEITUYECKUX
[IpenaparoB, BKJIKOYas TOUPaMar.

ITo cpaBHEHUIO ¢ IPyNION MAaMEHTOB, HE MPUHUMAIOIINX IPOTUBOIIUICIITUHYECKUE IIPETIapaTshl,

JaHHble Yy4yeTa OepeMeHHOCTeW NpU MOHOTEpalliyd TOMUPAMATOM CBHJIETENBCTBYIOT 00
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MY OTUETY

pPEerucTpoB OEpeMEHHOCTEH TOKa3al yBEIMYEHHE OTHOCHUTEIBHOTO YHCIIA MIIAJCHIIEB,
HEZ0pa3BUTHIX JJI CBOEro recraiuoHHoro Bospacra (HI'B: onpenensiercst kak Macca tena npu
poxxaeHun Huke 10-ro HpOLEHTWNISI ¢ KOPPEKTUPOBKOW IIO TIECTALlMOHHOMY BO3pacTy M
cTpaTuuKanyell Mo MHody), Cpeau MIIAJEHLEB, MOABEPraBLUIMXCS BO3AEHCTBHIO TONMpamara
BHYTpuyTpoOHO. HI'B Habmogaercs mpu npuMeHEeHUH JIIOOBIX 7103, C 10303aBHCUMBIM 3 (eKkToMm.
Pacnipoctpanennocts HI'B  Qombliie cpeam JKEHIIMH, MOJNyYaBIIUX OoJiee BBICOKHE O3Bl
TonupaMamaTa Bo BpeMs OepemeHHocTH. Kpome Toro, pacrnpoctpaneHHocts HI'B cpeau
KEHIUH, KOTOpbIe IPOJOJIKAIN IIPUMEHEHHE TOUpamMaTa B MO3JHUX CPOKaxX OEpeMEHHOCTH,
00JIbI1IE IO CPABHEHUIO € )KEHILMHAMU, KOTOPBIE IPEKPATUIIN €0 IPUEM J0 TPETHEr0 TPUMECTPA.
Housrocpounsle nocneacrsuss HI'B He onpenenensl. IIpuunHa yMeHbIIEHHsI MacChl Tejla IpU
poxaenuu u HI'B He ycraHoBieHa.

[Tpumenenue npenapara Tonupamar KaHoH npu 6epeMEeHHOCTH y )KEHILMH C HEKOHTPOJINPYEMOM
SNUJIENICUEN ONPABAAHO JIMIIb B TOM CiIy4ae, KOIZa MOTCHIMAJIBHAs I0JIb3a OT IPUMEHEHUS
npenapara Juis MaTepy MPEBBIIIACT BO3MOXKHBIM pUCK Wi ioha. Ilpumenenue Tonupamara ais
IpOoGUIAKTUKU MPUCTYIIOB MUTPEHU IMPOTUBOINOKA3aHO B HEpUOJl OEpEeMEHHOCTH, a TaKXkKe Y
JKEHIIMH C COXPAaHEHHBIM JETOPOAHBIM IOTEHIMAIOM, HE HMCIONb3YIOIINUX HAIEKHBIE METOABI
KOHTpaUEHIuu.

[Tpu neyeHUM U KOHCYIbTALMU JKEHILIUH, 00JaJal0UX JETOPOJHBIM MOTEHIIUAIOM, JICHAIUi
Bpay JI0JKEH B3BECUTh COOTHOILICHUE I10JIb3bl U PUCKA JICUEHHS U PACCMOTPETH AJIbTEPHATUBHBIE
BOo3MOXxHOCTH JedeHus. Ecnu Tonupamar KaHoH mpumeHsiercss BO BpeMsi OepeMEeHHOCTH, WU
€CJIM MalMeHTKa 3a0epeMeHena B Iepuo prueMa 3TOoro npenapara, ee ciaeayeT NpeaylnpeauTb o
MOTEHIMAIIBHOM PUCKE JUIS II0JIA.

JlakTanus

OrpaHuyeHHOE YKCI0 HAOMI0EHUH 3a MallMeHTaMU MO3BOJISIET MPEANONIOKUTh, YTO TONHpaMaT
SKCKPETUPYETCS C TPYAHBIM MOJIOKOM Y *keHIIKH. Coo0111ao o Juapee U COHIMBOCTH Y TPYIHBIX
JIeTeH, YbM MaTEePH MOIYy4aroT Je4eHne TonupamaTom. [loatomy Bpad AOIKEH NIPUHATH PELICHHE
00 0TKa3e OT rpyTHOI'0 BCKAPMIIMBAHUS HJIM O MIPEKPALLIEHUH [TpreMa IIpernapaTa ¢ y4eTOM MOJIb3bI
IPYJIHOTO BCKapMJIMBaHUS Uil peOeHKa M Ba)KHOCTH IpUeMa JIEKAPCTBEHHOT'O CpEICTBa IS
MaTepH.

DdepTUIbHOCTD

[Tpu uccnenoBaHuM y )KUBOTHBIX He ObIJIO OOHAPYKEHO BIMSHUS TONMpPaMaTa Ha (epTUIBHOCTb.
D¢ ekt TonmupamaTa B OTHOIIEHUH (HEPTUIBHOCTH Y JIIOJIEH HE YCTAaHOBJIEH.

4.7. BausiHde HA CNOCOOHOCTH YNPABJISATHL TPAHCHOPTHBIMHM CPeICTBAMH H PadoTaTh C
MeXaHUu3MaMHu
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COHJIUBOCTb,

TOJIOBOKPYKEHHE U JIpyrue CUMITOMBI. OH TakKe MOKET BBI3BATh HApyIICHUE 3pEHUs. DTU
HEOJIArONPUATHBIE SBJICHHUS MOTYT MPEICTaBISITh OMACHOCTH JUIsl OOJIBHBIX, YIPABIISIFOIIAX
ABTOMOOMIIEM U JIBIKYIIMMHUCA MEXaHU3MaMH, 0COOEHHO B IEPUO/, [TOKa He OyJIeT yCTaHOBIIEHA
peaxiusi 60JIHHOTO Ha Mpemnapar.
4.8. HexkenaTe/ibHbIE peaKINU

Pesrome npoduiist 6e3onacHocT

Haubonee vacTeiMM HexelaTeNbHBIMU peEaKUUAMU (YacToTa KOTOPbIX Oblia Gonee 5 % wu
IpeBbllIajia TAKOBYIO B TpyMIe Iuianedo mo KpaHed mepe Uis OJHOTO M3 MOKa3aHWi B XOJe
KOHTPOJIUPYEMBIX KIMHUYECKUX UCCIICIOBAHUM TOMMpaMaTa) sIBISIOTCS: aHOPEKCHs, ITOHMKEHNE
anrmeTuTa, 3aMeIJICHHOE MBIIIICHHE, ienpeccust. Hapyenns sKcpeccuBHOM peyn, 0eCCOHHUIIA,
HapYIICHUS KOOPAMHALIMU JBUKEHUM, HApYIIEHUE KOHIIEHTPAllMi BHUMaHUs, TOJIOBOKPYKEHUE,
IU3apTpus, JUCTEeB3Us, THUIECTE3Us, 3aTOPMOXKEHHOCTh, HAPYIICHUS MaMATH, HUCTarM,
napecTe3us, COHIMBOCTh, TPEMOP, JUILIONHUS, HEYETKOCTh 3PEHHUS, TUapesi, TOUTHOTA, YCTAIOCTh,
Pa3IpaXUTEIHHOCTh U MIOHWKEHNE MACCHI Tea.

Pe3roMe HekenaTenbHBIX PeaKIUN

HexxenaTenbHble peakiuu MPUBEICHBI C paclpesielieHueM M0 YacTOTaM M CHCTeMaM OpIaHOB.
YactoTy HexenarenbHBbIX PEaKIMi Ki1accu(UUUPOBAIU CIEAYIOIIUM 00pa3oM: OYEHb YacTo
(>1/10), wacto (>1/100, <1/10), Heuacto (>1/1000 u <1/100), penxo (>1/10000 u <1/1000), oueHs
penko (<1/10000, Bkitouasi OTAENbHBIE CIy4ad) U YacTOTa HEM3BECTHA (YaCTOTY HEBO3MOXHO
OILICHUTH MO0 UMEIOIIUMCS TAHHBIM).

Hnghexyuu u uneazuu: 04€Hb 4acTO: HA30(PapUHTUT™.

Hapywenusi co cmoponvl Kpoeu u aumgpamuueckol cucmemvl. YacTO: aHEMHs; HEYacTo:
neiikoneHus, TuMQaaeHonaTus, TPOMOOIUTONEHHS, Y03UHO(DUITUS; PEIKO: HEUTPOTICHHST .
Hapywenus co cmoponvl uMMYHHOU cucmeMvl. 4YacTO: TUIEPUYBCTBUTEIBHOCTh; 4YacTOTa
HEW3BECTHA: aJUIEPTUIYECKUN OTEK™, OTeK KOHBIOHKTHBBI .

Hapywenus co cmoponvl memabonusma u numanus. 9acTo: aHOPEKCHUsl, TOHWKEHHUE alllleTUTa,;
HEYacTO: METaOOIMYECKUH allu03, TUIIOKAINEMUSs, TOBBIIICHUE allETUTa, TOMUIUIICHS; PEIIKO:
TUIEPXJIOPEMUYECKUH alli103, TUIIEPAMMOHUEMUS, TUTIEpAMMOHUEMUYecKas dHIledanonarus.
Ilcuxuueckue HapywieHua: OYEHb YacTO: JENPECCHs; YacTo: 3aMeJICHHOE MBIILICHUE,
OecCOHHMI]a, HapyIIEHUs OSKCIPECCUBHOM peuyd, TpeBOra, CIYTaHHOCTb  CO3HAHUA,
JI€30pUEHTAINS, aTPECCUBHBIEC PEAKIINH, HAPYIIEHUSI HACTPOEHUsI, BO3OYKIEHUE, IMOLIMOHAIIbHAS
JTa0MIIBHOCTB, ACTIPECCUBHOE HACTPOCHUE, THEB, HAPYIIIEHNE MTOBEICHHS; HEUacTO: CyUIU1albHbIe
MBICITH, TIONBITKM CYyMIIMJA, Ta/UTIOLMHALMK, TICUXOTUYECKHUE PACCTPONCTBA, CIyXOBBIE

TaJllIrOOUHalOW, 3PUTCIIBHBIC TaNIIOWMHAOWKW, alaTvs, 3aTPpyJHCHHasd pPCEub, HAPYIICHHA CHA,
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siiopudecKkoe HACTPOCHHE, TApAHOWs, TepceBepamysi MBIIIICHUS, TaHUYECKHE aTakKH,
MJIAKCUBOCTb, HAPYIICHHE HABBIKOB UTEHHWS, HAPYIICHHE 3aChIllaHUs, YIUIOUIEHUE SMOIUH,
MaTOJIOTUYECKOE MBIIUICHUE, MOTepsl JUOUI0, BSUIOCTh, MHTPACOMHHYECKOE PacCTPOMCTBO,
pPaccessHHOCTh, pPaHHHUE TMPOOYKIEHUS M0 yTpaMm, NaHUYECKHE peaklUH, MPUIOTHATOE
HACTPOEHHE, aHOPTa3MHUs; PEIKO: MaHHs, TAHMYECKOE PACCTPOICTBO, UyBCTBO OE3BICXOHOCTH ™,
TUTIOMaHUSI.

Hapywenuss co cmopoHvl HepeHOU cucmeMvl: OYEHb 4YACTO: TMapecTe3Ud, COHJIUBOCTD,
TOJIOBOKPYKEHHUE; YacTO: HapylIeHHe KOHIEHTpallud BHUMaHUs, HapyIICHUE TaMsITH, aMHE3Us,
KOTHUTUBHBIE PACCTPOMCTBA, HAPYIICHUE MBIILIICHUS, IICKXOMOTOPHBIE HapYIIEHUs, CY0POTH,
HapyllleHWe KOOPJIWHAIMKM JBWKECHUM, TPEMOp, 3aTOPMOXKEHHOCTb, THUIIECTE3Hsl, HHCTArM,
JUCTEB3US, HApYIIICHNE YyBCTBa OanaHca, IU3apTPHsl, HHTCHIIMOHHBIN TPEMOD, Cealusl; HeUacTo:
YTHETEHHOE CO3HaHWE, TOHUKO-KIIOHMYECKUE MPUMAIKH 1Mo Tuly «grand maly, HapyieHue nosus
3peHHs, CJOXKHBIE  TapluaibHble  TPHUMAAKWA, HAPYIICHHE  pPEYd, TMCHUXOMOTOpHas
TUIIEPAaKTHBHOCTh, OOMOpPOK, CEHCOpPHBIC HApYIICHHSI, CIIFOHOTEYCHUE, THUICPCOMHUS, adasus,
MOBTOPSIONIASCS peub, TUMOKUHE3Us, AUCKUHE3Us, MOCTYPaJbHOE TOJOBOKPYKEHHUE, HU3KOE
KayeCcTBO CHA, OUIYLICHUE >IKEHUS, MOTeps YYBCTBUTEIBHOCTHU, MApOCMHUs, LepeOpanbHbIN
CHUHJIPOM, IU3ECTE3UsI, TUIIOTEB3US, CTYIIOP, HEYKITIOKECTh, aypa, areB3us, nucrpadus, nuchaszus,
nepudepudeckas HelponaTusi, Ipe0OMOPOYHOE COCTOSIHUE, AUCTOHMS, OIIYIICHUE “‘Mypariex”
MO0 TeNy; PEIKO: ampakcus, HapylIeHHE LUPKATHOTO PUTMA CHA, THUIEPECTE3Us, TUIIOCMUS,
AQHOCMUS1, ICCEHIIUATIBHBIA TPEMOpP, AKMHE3US, OTCYTCTBHE PEAKIMI Ha pa3ApaKUTEIH.
Hapywenus co cmoponvl opeana 3penus: 4acTo: HEUETKOCTb 3PEHMsI, JUIUIONUS, HapyLICHHE
3pEHHsI; HEYACTO: YMEHBIICHHE OCTPOTHI 3PEHHS, CKOTOMAa, MHOMUSA®, CTpaHHBIC ONIYIICHUS B
rnazax®, cyxocTh a3, cBeToOOs3Hb, Onedapocmasm, MOBBINIEHHOE cle30TeueHue, (hoTormcus,
MUJpUa3, MpecOUONHs; PEaKO: OJHOCTOPOHHSS CIENOTa, MpeXoisias CJernoTra, TiIaykoMma,
HapylieHne aKKOMOJIAlIMK, HapyIIeHWe 3PUTETBHOTO TPOCTPAHCTBEHHOTO BOCIPHUSTHSA,
MeplareiabHash CKOTOMa, OTE€K BeK™, HOYHas ClenoTa, aMOJHMOINus; YacToTa HEW3BECTHa:
3aKpBITOYTOJIbHAS TJIayKoMa*, MaKyJIonaTHs *, HapyIICeHUs MMOABHKHOCTH Tia3a*.

Hapywenus co cmoponwvl opeana ciyxa u 1adupunma: 4acto: BEpTUro, 3BOH B yIlIaX, O0JIb B yXe;
HEYacTo: IJIyXO0Ta, OJHOCTOPOHHSS TIyXOTa, HEHpOCEHCOpHasl IIyXoTa, IUCKOM(OpPT B yXe,
HapyIlIeHUE CIIyXa.

Hapywenusa co cmoponwvl cepoya: Hedacto: OpajuKapaus, CUHyCHas OpaJuKapaus, OUlyIleHue
cepaeOneHus.

Hapywenuss co cmopousvi cocyoos. HEUYaCTO: THUIIOTEH3Hs, OPTOCTaTHYeCKas TUIOTEH3US,

MIPUIMBBI, TOPSYNE MPIIIUBBL, peako: GeHoMeH PeiiHo.
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YacTO: OJIBIIIKA, HOCOBOE KPOBOTEUEHHE, 3aJ0KEHHOCTh HOCA, PUHOpEs, Kallenb*; He4acTo:
OJIBIIIKA TPH (PU3HUECKON HArpy3Ke, TUIIEPCEKPenrs B IPUAATOUHBIX M1a3yXax HOCa, TUC(HOHUS.
Kemyoouno-kuuieunvie HapyuieHus . O4eHb YacTO: TOUIHOTA, IMapesi; 4acTo: pBOTa, 3amop, 00Jb B
SMUTacTpalibHOM 00J1acTH, TUCHencHs, 00JIb B )KUBOTE, CYXOCTh BO PTY, AUCKOM(OPT B KETYIKE,
HapyILICHUE YyBCTBUTEIBHOCTH B POTOBOM IOJIOCTH, TaCTPHUT, AUCKOM(OPT B KUBOTE; HEUACTO:
MAHKPEATHT, METEOpU3M, TacTpod3odareanbHbiii pedaiokc, 00Jb B HIKHEH YacTH KHUBOTA,
CHI)KEHHE YYBCTBUTEIHHOCTU B POTOBOM MOJIOCTH, KPOBOTOUMBOCTh JIECEH, B3AYTHE KHUBOTA,
TUCKOMGOpPT B  SIUTacTpalibHOM  00JacTh, YyBCTBUTENBHOCTH B 00JAacTU JKUBOTA,
THIEepCcaIuBanys, 00JIb B POTOBOM MOJIOCTH, HENPUSATHBIHN 3a1ax 30 pTa, IIOCCOAUHUS.
Hapywenus co cmoponvl neuenu u s#cenueguleo0sawjux nymeu. PEIKO: TelNaTUT, NEeYeHOYHAs
HEJIO0CTAaTOYHOCTb.

Hapywenus co cmoponsl Kodicu u nOOKONCHbIX MKAHell: 9acTo: allONelusl, ChIllb, 3y/; HEYacTo:
AHTUAPO3, HAPYIIEHHE YYBCTBUTEIHLHOCTH B 00JIaCTH TvIa, KpanuBHUIIA, spuTeMa,
TeHEPATM30BAHHBIN 3y/1, MaKyJIsIpHAs CHIIlb, HAPYIICHHE MUTMEHTAINN KOXKH,  aJUIEPTHUeCKUi
JIEpMaTUT, MPUNYXJOCTh JuIa; Hewyacto: cuHapoM CrtuBeHca-Jl>xoHcoHa®, momumopdHas
spureMa*, U3MEHEeHUe 3amaxa KoKW, MapaopOUTANIbHBIM OTEeK*, JIOKATM30BaHHAS KPANUBHUIIA;
YaCTOTa HEU3BECTHA: TOKCHUECKUH AMUACPMAIIbHBIN HEKPOJIHU3 ™.

Hapywenus co cmoponvl Muluieunou, ckelemHou U coeOuHumenbHou MKAHU.: 9acTo: apTparusl,
MBIHICYHBIC CIIa3Mbl, MUAJITUA, MBIIICYHBIC CyAOPOTH, MBIIIICUHAs CJ'I3.6OCTB, CKEJIETHO-MBIIIeYHas 00JIb B
l"pyI[HOﬁ KJICTKE; HEYACTO: MPUITYXJTIOCTb CyCTaBOB*, CKOBAHHOCTb MBIIIII, 6o B 60Ky, YCTAJIOCThL B
MbIIAx; pEAKO: HHCKOMq)OpT B KOHEYHOCTAX *.

Hapywenus co cmopoHbl nouex u Mouegblo0Awux nymeii. 4acto: HepoIuTHa3, MOJUIAKUYPUS,
JU3YpUs; HEYacTO: 000CTpeHre MOUYEKaMEHHOM 00Jsie3HH (KaMHU B TIOYKax), HEAEpKaHUE MOUU
NIPY HANPSDKEHHUH, TeMaTypHs, He/Iep>)KaHNe MOYH, YaCThIE TO3BIBBI K MOYEHCITYCKaHUIO, TOYeUHas
KOJIMKa, 6011 B 00JIaCTH MOYEK; peiko: 000CTpeHne MOYeKaMEeHHOH 00Jie3HN (KaMHH B YpeTpe),
MOYEYHOKAHAJBIIEBbIH allu103*; 0ueHb peaKo: HeQpOKaIbIIUHO3™.

Hapywenus co cmoponsi penpo0yKmueHou cucmembvl U MOJOUHBIX Jicele3: HEYacTO: HIPEKTUIIbHAS
TUCHYHKIIHS, CeKCyanbHas TUCHYHKIUS.

Obwue HapyweHus u peakyuu 8 mecme 6e0eHuUs . OUY€Hb YacTO: YCTAIOCTh; YacTO: MOBBIIIIEHHAS
TeMIIeparypa Tella, aCTeHUs, pa3ApaXXKUTEIbHOCTb, HAPYILIEHHs MTOXOAKH, IIJI0X0€ CAMOYYBCTBUE,
0eCIOKONUCTBO; HEYACTO: TUIIEPTEPMHUS, KaxKIa, TPUIIIONOA00HBIH CUHAPOM™, MEeJTUTEIbHOCTbD,

IIOXOJIOJaHHEC KOHGQHOCTeﬁ, YYBCTBO OIIBAHCHUS, OINYIICHUEC 6GCHOKOﬁCTBa; PEAKO: OTCK JIMLA.
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Jlabopamopuvie u uHcmpymeHmanbHvle OAHHbIE: ouent HaACTO - CH A Macci -I;E'n%; Yakro:

YBEJIMUEHUE MACChl Tela*; HeUacTo: KPHUCTAJUTYPHs, aHOMAIBHBIA pe3ylbTaT TECTa «TaHICM-
MOXO0/IKa», JIGHKOTIEHUS, TOBBIINICHNE aKTUBHOCTH TIEYCHOYHBIX (DEPMEHTOB B CHIBOPOTKE KPOBHU;

PEAKO: YMEHBIICHHUE COJICP)KAHMS THIPOKAPOOHATOB B KPOBH.

Hapywenus coyuanvnoeo ¢hynkyuonupoarus: HE4acTo: HApyIIeHUE CIIOCOOHOCTH K 00YUYCHHIO.
* - HexenaTellbHas peakluMs 3aperuCTPUpPOBaHAa B IOCTPETUCTPALMOHHOM IMEPUOJE U3
CIIOHTAHHBIX cooOmeHuii. YacTora paccuMTaHa Ha OCHOBAaHUM JAHHBIX KIMHUYECKHX
HUCCIIENOBAHUMN.

Oco0pl€ IrpyIIbl DALMEHTOB

Jlemu.

Hwxe npuBeneH CHUCOK HEXKENATEIbHBIX PEAKLUUNA, KOTOpPBIE B XOAE€ KOHTPOJIHMPYEMBIX

KJIMHUYECKUX MCCIICIOBAHUI PErHCTPUPOBAIIUCE Y IeTel B 2 U OoJiee pa3 vallle, 4eM y B3POCIIbIX:
MOHM)KCHHUE allleTHTa, MOBBINICHUE aNleTUTa, TMIECPXIOPEMHUYECKUI ali103, THIIOKATHEeMUs,
HapymcHu MOBECACHU A, arpCCCUBHBIC PCAKIINH, allaTUA, HAPYIICHUEC 3aChIIIaHUs, CYUTIUJAJIbHBIC
MBICJIM, HApYHICHUC KOHLCHTPAIlMKM BHHUMAHHWA, 3aTOPMOXKXCHHOCTH, HAPYUWICHUC HUPKAJHOIO
puTMa CHa, HU3KOE Ka4eCTBO CHA, MOBBINICHHOE CJIC30TECUCHHE, CHHYCOBas OpaJuKapIusl, TII0X0e
CaMOYyBCTBHE, HAPYIICHHS TOXOIKH.

Hwxe npuBeneH CHUCOK HEXKENATEIbHbIX pPEaKIHU, KOTOphIE B XOAE€ KOHTPOJIMPYEMBIX
KIIMHUYECKUX I/ICCJ'IC]IOB&HI/Iﬁ PETUCTPHUPOBAINCE TOJIBKO Y }ICTCﬁZ 303I/IHO(1)I/IJ'II/I$I, IMICUXOMOTOPHAaA
THIIEPAKTHBHOCTh, BEPTUTO, PBOTA, THUIEPTEPMUS, MUPEKCHUs, HAPYIICHHUE CIOCOOHOCTH K
00y4eHHIO.

Coo0111eHne 0 MoI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

Baxxno cooOmate 0 TOM03PEBACMBIX HEXKENATENbHBIX PEAKIUAX TI0CIe PErucTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«0Nb3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeauiuHCKUM paOOTHUKAM pPEeKOMEHAYEeTCs
co00IaTh O JIOOBIX TO/I03PEBAEMBIX HEKENATEIBHBIX PEAKIMAX JICKAPCTBEHHOTO IMperapara
YCpe3 HAIMOHAJIBHBIC CUCTCMbI COO6H1€HI/I$I 0 HCKCIATCIbHBIX PCAKIUAX TOCYydapCTB — YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus,

®denepanpHas cayx0a mo Haa30py B chepe 3npaBooxpanenus (Pocsnpasruanzop),

Anpec: 109012, r. MockBa, CiiaBsiHCKasl TUIOIIaab, 1. 4, cTp. 1.

Tenedon: +7 (800) 550-99-03

e-mail: pharm@roszdravnadzor.gov.ru;

Caiit: ttps://www.roszdravnadzor.gov.ru.

4.9. Ilepeno3upoBka
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(NOCNEQCBATENEHOCTE 0002)

CHUMOTOMBEI

[Ipu3Haku ¥ CUMIITOMBI TIepe03UPOBKH npemnapata Tonupamar KaHoH: Cyqoporu, COHIUBOCTbD,
HapyILIEHUsS PEYU U 3PEHUs, TUIUIONUS, HAPYUICHUS MBIIUICHHUS, HApPYLUIEHUsS KOOPIUHAIUU
JIBUKCHHM, JIETaprusi, CTyNop, apTepuanbHas THIIOTeH3Us, 00Jb B JKUBOTE, FOJIOBOKPY)KEHHE,
BO30YyXKJeHHEe U Jenpeccus. B OonpIIMHCTBE cilydyaeB KIMHUYECKHE TMOCIEICTBUS HE ObLIN
TSDKEJIBIMU, HO OBUTH OTMEYEHBI CMEPTENIbHBIE CITydan MOCIe ePe03UPOBKH C UCIIOJIb30BAHUEM
CMECH HECKOJIBKUX JIEKAPCTBEHHBIX CPENICTB, BKIItOUas Tonupamar. [lepeno3upoBka Tonupamara
MO>KET BBI3BATh TSDKEJIBIM MeTabOMIecKui aruao3 (cM. pasnen 4.4.).

N3BecTeH ciyyail nepeao3upoBKH, KOTAa NAlMEHT OPUHSI 03y Tonupamara oT 96 no 110 r, yto
MIOBJICKJIO 3a c000it KoMy, ipoaosnkaBmyrocs 20-24 vaca. Criyctst 3—4 1HS COCTOSTHUE TAIIMCHTA
BEPHYJIOCH B HOPMY.

Jledyenue

B cnydae nepeno3upoBku npuem npenapata Tonupamat KaHoH crneayeT mpekpaTuTh, Ha3HAYUB
CUMITTOMATHUYECKYIO TIOIJICP>KUBAIOIIYIO TEPAIIUIO 10 TEX IMOP, MOKa KIMHUYECKasi TOKCHYHOCTh
He Oy/IeT CHM)KCHA WJIH YCTpaHeHa.

OddexTuBHBIM cnOcOOOM BBIBEACHHUS TONMUpaMara K3 OpraHu3Ma SBISETCS TeMOAHAIU3.

ITarmuentam PCKOMCHAYCTCA aICKBATHOC IOBBIIIICHUEC obobeMa HOTpC6HHeMOﬁ KHUIKOCTH.

5. DPAPMAKOJIOTMYECKUE CBOHMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOIicTBA

(I)apMaKOTepal'[eBTl/l‘leCKaﬂ rpymnma: HpOTI/IBOSHI/IHeHTI/I‘IeCKI/IC CpeaAcCTBa, Apyrue
MMPOTHUBOSIMUICTITUICCKUC CPEACTBA.

Koa ATX: NO3AX11

Mexanusm geiicTBus

Tonupamar SBJISIETCS NPOTUBOAIMIICIITUYECKAM IIPENAPATOM, OTHOCIIIMMCA K  KJaccy
cynb(haMaT-3aMeIeHHBIX MOHOCAaXapUIOB.

Tomupamar ONOKMpYET HATpUEBBICE KaHAIbl W TIOJABIAECT BO3HMKHOBEHHE TOBTOPHBIX
MOTEHITMAIOB JIEUCTBHS HAa (JOHE TTUTEITHHOU JEMOJISIpU3aIlid MEMOpPAHBI HEHPOHA.

dapmakoauaamuyeckue d3PHeKTol

TonupamaTr mOBBILAET AKTUBHOCTH Y-aMMHOMAcissHOM kuciotel (I'’AMK) B oTHomeHun
HekoTopeix mnoaTtunoB ['AMK-penentopoB (B Tom uucie I'’AMKa-peuentopoB), a Takxke
MOAYJIUpPYET aKTUBHOCTh caMux ["AMKAa-penentopoB; npensTCTBYeT aKTHBAlMM KaWHATOM
yyBcTBUTEIbHOCTH moatumna kamHat/ AMIIK (a-aMHHO-3-TUIPOKCH-5-METHUIH30KCa301-4-
IIPOIIMOHOBAsE KUCJOTA) - PELENTOpOB K IIyTamary, He BiIMseT Ha akTuBHOCTb N-merun-D-

acmaprata (NMDA) B otromrenunn moaruna NMDA-perienropoB. Otu 3 ekt Tomupamara
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SBJISIFOTCSL JO303aBUCUMBIMHU MPH KOHIEHTPAIUH npen'aB%a'—EE*H}'ra@ﬁ %l;”:ﬁ I'Nﬁ'(l\)l_o_ﬂlﬂsl /:'['0' '200

MKMOJIb, ¢ MUHUMAJIbHOIM aKTUBHOCTBIO B Npezenax oT 1 MkMouib 10 10 MKMOJIb.

Kpome Toro, TonnpaMaT yrHeTaeT akTHBHOCTh HEKOTOPBIX M30(hepMeHTOB KapOoaHTuapassl. 1o
BBIPQ)KEHHOCTH 3TOro (hapmakosnoruyeckoro s¢@dexra Tonupamar 3HAYUTEIbHO YCTYNAeT
aleTa3ollaMyly - U3BECTHOMY MHIMOMTOpPY YIOJIBHOM aHIMapasbl, MMO3TOMY 3Ta aKTUBHOCTb

TonmupamMara HE CHUTACTCA OCHOBHBIM KOMITIOHCHTOM €TI0 HpOTHBOBHHHCHTI/I‘ICCKOfI AKTHUBHOCTH.

5.2. dapMaKkoKHUHeTHYeCKHUe CBOHCTBA

AOGcopbuus

Tonupamar BcacbiBaeTcst ObICTpO U 3 PexTuBHO. Ero 6uogoctynHocts coctanisier 81%. [Ipuem
MUY HE OKAa3bIBACT KIIMHUYECKU 3HAUMMOTI'0 AEMCTBUSI Ha OMOJOCTYIIHOCTh TOIMpamara.

Pacnpenenenne

C Oenkxamu 1mna3msl cBs3biBaetcsa 13—17% tonupamara. [locne ogHokpaTHOrO npuéma B 103€ 10
1200 mr cpennmii o0bem pacnpenencHuss coctaBiaser 0,55-0,8 n/kr. Benmnunna oObema
pacmpeneneHusi 3aBHCHT OT MOJia: y JKEHIIMH OH cocTaBisier mpuMmepHo 50% OT 3HaueHUid,
HAOJI0/TAEMBIX Y MYXKYHH, YTO CBS3BIBAIOT ¢ 00JIee BHICOKMM COJIEP)KaHUEM >KHPOBOW TKAHH B
OpraHu3Me >KCHIIIHH.

BI/IOTDaHCd)ODMaHI/IH

[Tocne mpuema BHYTph MeTaboau3upyetcs: okosio 20% ot npuHsaTOM 10361. OgHAKO Y OONTBHBIX,
MOJTYYaOIIUX COMYTCTBYIONIYIO TEPAIHIO MPOTHBOAIIICHTHYECKIMH TIpenapaTaMu, KOTOPbIE
UHAYLHUPYIOT (EPMEHTHI, OTBEYAIOIIME 3a METa0O0JM3M JIEKAPCTBEHHBIX CPEJCTB, METa0OIM3M
Tonupamara nossimaercs 10 50%.

OJIUMUHAINS

W3 mna3mpl, Moun W (ekanmii yermoBeka OBUTM BBIACICHBI W WACHTH(QHIMPOBAHBI HIECTh
NPAaKTUYECKH HEaKTHBHBIX MeTa0oMUTOB. OCHOBHBIM IIyT€M BbIBEIEHUS HEU3MEHEHHOI'O
tonupamara (70%) u ero MeTrabONUTOB SBISAIOTCA MOYKH. [locie mepopanbHOrO BBEACHHS
MIa3MEHHBIN KIUpeHe Tonupamara coctasiser 20—30 mi/MuH.

JInHeNHOCTh (HEMMHEHHOCTS)

dapMaKOKMHETHKA HOCUT JIMHEWHBIN XapakTep, IIa3MEHHBIN KIIMPEHC OCTAETCs MMOCTOSIHHBIM, a
IJIOIAb 01 KpUBOM «koHIIeHTpauus - BpeMs» (AUC) B auanazone 103 100—400 mr Bo3pacraer
MPOMOPIIMOHAIIBHO J03€. Y TAIlMeHTOB C HOPMAJIbHOW (YHKIMEH MOYeK ISl JTOCTHKEHUS
YCTOMYMBOW KOHIICHTPAIIUM B IIJIa3ME€ MOJXKET TOHAAo0uThcs OT 4 mo 8 naHeil. Bemwmumna
MakcUManbHOU KOHIEHTparuu (Cmax) TOCIE MHOTOKpPATHOTO TepopaibHoro mpuema 100 mr
mpernapara JBaXxIbl B JICHb B CpelHEM cocTaBuia 6,76 mkr/mi. [locie MHOTOKpaTHOTO mpuemMa
103 1o 50 u 100 Mr ABaXx bl B I€Hb NEPUO/] MOTYBBIBECHUS TONMpaMara U3 Ija3Mbl B CPETHEM

coctaBuia 21 4.
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IToueunast HeJOCTATOYHOCTE

VY nanueHToB ¢ HapyHICHUSAMH (DYHKIIMM TOYEK CPETHEH M TSHKEIOW CTENeHW IUIa3MEHHBIN U
MOYECUHBIH KIHMPEHC Tomupamarta cHukaercs (kmupeHc kpearunuHa (Kk) <70 mu/muH), Kak
CJIEICTBME BO3MOJKHO IOBBIIICHAE PABHOBECHON KOHIICHTPALMKM TOIIMPaMara B IUIa3Me KPOBH 110
CPaBHEHMIO C MAIlMEHTaMH, UMEIOILMMHU HOpMallbHYI0 (QyHKIMIO oyek. KpoMe Toro, mauueHTam
C HapymeHUsIMH (PYHKUIUHU MOYEK TpeOyeTcst Oosblle BpeMEHH Il JOCTH)KEHUS PaBHOBECHOM
KOHIICHTpallUl Tolupamara B KpoBu. IlanmmMeHTamM cO CpelHed WIM TSDKEIOH I0YE4YHOU
HEJ0CTaTOYHOCTBIO, PEKOMEHAYETCSl IPUMEHEHHE MTOJIOBUHBI, PEKOMEHIOBAHHON HAa4aJIbHOM U
NOAJEP/KUBAIOILIEH T03bI.

Tonupamar 3((eKTHBHO BBHIBOIUTCS W3 IUIA3MBI C TMOMOIIBIO TeMoauanu3a. JlmTenbHbIin
reMOJMAIIN3 MOKET IIPUBECTHM K CHHYKCHHIO KOHLEHTpaluu TONMpaMara B KPOBU HHXKE
KOJINYeCTBa, Tpedyrouerocs i MNOJNAEpKaHUS IMPOTHUBOCYIOPOKHOW aKTHBHOCTH. Bo
n30exaHue ObICTPOro MajieHUs KOHLEHTpAIMM ToIMpamara B IUIa3Me BO BpeMs I'eéMOJUaNN3a,
MOYET MOoTpeOOBaThCSI HA3HAYCHUE JIOTIOIHUTENLHON 103kl npenapara Tommpamar Kanon. [pu
KOPPEKLNHU JO3bI CIECAYET IPUHUMATh BO BHUMAaHUE:!

1) IpoIOKUTENBHOCTS TEMOINAIIN3A,

2) BEJIMYMHY KIIMPEHCA UCIIOJIb3YEMOM CHUCTEMbI FeMOIUaln3a,

3) 3¢ dexTHBHBII MOYEUHBIH KIMPEHC ToNMpaMaTa y NalleHTa, HaXOAsIIerocss Ha reMoInainse.

IIeueHoUHAS HEAOCTATOYHOCTDH

[Ina3MeHHbIH KIIMPCHC TOIMMpaMaTa CHUKACTCSA B CPECAHCM HaA 26 % Yy NaueHTOB C MIEYECHOYHOU

HEOAOCTATOYHOCTBIO Cpe,uHeﬁ WIM TSOKEIOHM CTEIICHH. HOBTOMy MalyeHTaM ¢ II€4eHOYHOM
HEAOCTAaTOYHOCTBIO CICAYCT MPUMCHATH TOIMUpPaMaT C OCTOPOKHOCTBIO.

JInia moyKuJIoro Bo3pacra

Y NoXuIbIX MalMeHTOB 0Oe3 3aboyeBaHMil TOYEK, IJIA3MEHHBIM KIUPEHC Tomupamara He
MEHSETCS.
eTH

DapmakokuHemuxka monupamama y oemei 0o 12 nem

dapMaKOKMHETHYECKUE MMapaMeTPhl TOMUpamaTa y 1eTel, TaK e, KaK y B3pOCIIbIX, TOJIY4arOIINX
ATOT Mpenapar B KaueCTBE BCIIOMOTaTeNIbHON TEPANMU, HOCST JIMHEWHBIN XapakTep, PU ITOM €ro
KJIUPEHC HE€ 3aBUCUT OT JO03bl, & DPABHOBECHBIC KOHIICHTPAIMM B IUIa3Me€ BO3PACTaIOT
MIPOMOPIIMOHAIIBHO TOBBIMICHUIO 103bl. ClenyeT yYuThIBaTh, OJHAKO, TOT (DaKT, 4TO y JeTei
KIIMPEHC TOMMpaMaTa MOBBIIICH, a IEPHO/T €ro MOIyBbIBeIeHUs Ooliee KOpoTKkuid. CrieoBaTenbHO,
MIpU OJIHOM U TOM ke J03€, B pacyeTe Ha | KT Macchl Tesna, KOHIIEHTPALMKU TONHpaMara B Iia3Me
y JeTedl MoryT ObITb HIDKE, YeM Yy B3pOCIBIX. Y JeTel, Kak W y B3pOCIBIX,

MPOTUBORUIIENTHUECKHE TMpEenapaThl, MHIYLIHUPYIOIINE MHUKPOCOMAJIbHBIE (PEPMEHTHI TEUEHHU,
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BBI3bIBAlOT CHUKCHUC KOHHGHTpaHHI;'I TomrpamMara B I1J1a

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIoMoOraTeIbHbIX BellIeCTB

Sapo TabJIeTKH:

Kanblus TuapodocdaTa Turuapar,
KapOOKCHUMETHIIKpaXxMajl HaTpus,

KpaxmaJl KyKypy3HbIU MIPEKETaTUHU3UPOBAHHBIMN,
KPEMHUS TUOKCU]] KOJIJIOUTHBIMH,

MarHus TUApOKCUKapOoHaT (MarHus KapOOHAT TSIKEIbIN),
MarHusi cTeapar,

nosugoH K-30.

CocTaB [I€eHOYHONH 000JI0UKH:

Omnanpait  20A220053 >xenThlid, B TOM 4YHKCJIE: TUIPOI03a (TUAPOKCUIIPONUIIIEIIIION03a);
TUIpoMeNsIo3a (TUAPOKCUIIPONMIMETHIILEIUII0N03a), KpPAacuTedb JKeJIe3a OKCHJ  KEJITHIMH,
KpacHUTelb COJTHEUHBIHN 3aKaT JKEJThIN, TAJIbK, THTAHA TUOKCHUL.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 roxa.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

[Tpu Temneparype He Bbiie 25 °C.

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YTAKOBKH

ITo 7, 10 nnn 30 Ta0a€TOK B KOHTYPHYIO SYEMKOBYIO YITAaKOBKY M3 IIJICHKH [TOJIMBUHUIXJIOPUIHOM,
rwienku [IBX/TIBAX u Gonbru amoMUHHEBOH Ne4aTHON JTaKMPOBAHHOM.

ITo 30, 60 TabneTok B OaHKY MOJIMMEPHYIO JIJIs1 JIEKAPCTBEHHBIX CPECTB U3 MOJIUATHIIEHA BEICOKOU
IUIOTHOCTU C KPBILIIKOM, HaBUHYMBAEMOW M3 MOJMIPONHIIEHA, OOeCleunBaroleil 3anmry oT
JeTed, uau B OaHKY W3 TOJMATUIICHA BBICOKOW IUIOTHOCTH C KPBIIIKOW, HATATHBAEMON W3
MOJMATUIIEHA HU3KON TJIOTHOCTH MJIM B OAHKY M3 MOJIMATUIICHA HU3KOTO JAaBJICHHS C KPBIIIKOH
HATATUBAEMON C KOHTpOJIEM MEpBOTO BCKPBHITUSA, MJIM B OaHKY M3 MOJUATUIIEHTepedTanaTa
KPBIIIKOM, HABUHYMBAEMOM U3 MTOJIMIIPONUIICHA.

ITo 2, 4, 8 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK MO 7 TabJIETOK WK 1O 3, 6 KOHTYPHBIX SYEHKOBBIX
ymakoBoK 1o 10 TabneTok, wim no 1, 2 KOHTYPHBIX SYEUKOBBIX yIakoBKH 1m0 30 TabIeTOK, WK O
1 Ganke mMOIMMEPHOM AJsl JIEKAPCTBEHHBIX CPEJACTB BMECTE C MHCTPYKIMEH MO MPUMEHEHHUIO

IMOMCIIAIOT B ITAYKy M3 KapTOHA.
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6.6. OcoOble Mepbl MPeIOCTOPOKHOCT npn'ﬂI%ﬁ%ﬁ%&%ﬂ?“%%&&@&%ﬁom

JIEKAPCTBCHHOI'0 nmpemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mnmocJjie NMPUMEHECHUSA
JICKAPCTBCHHOI'O Ipemapara u Apyrue MaHUMyJsiiium € nmpemapaTom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanns,

3A0 «Kanondapma npoJaKiny,

141100, MockoBckas 00u1., T.0. [1]&1koBo, r. [1]énkoBo, yiu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54, daxc: +7 (495) 797-96-63.

DrekTpoHHbIH aapec: safety@canonpharma.ru

7.1. IlpencraBuTeJib AepKaTesisi perucTPAllHOHHOIO YAOCTOBEPEeHH s

IIpereH3un HOTDG6HTCHCﬁ HaOpaBJISTh 10 aAPECY.

Poccuiickas ®@enepanus,

3A0 «KanoHpapma MpogaKmIny,

141100, MockoBckast 0011., r.0. lI[&nkoBo, T. [I{énkoBo, yiu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54, daxc: +7 (495) 797-96-63.

OnekTpoHHbIH aapec: safety@canonpharma.ru

8. HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHUS
JITT-Ne(003910)-(PT-RU)

9. IATA NEPBUYHOH PETMCTPALIMM (IMOJATBEPXJIEHHS PETUCTPAILIUMH,
NEPEPEI'UCTPAILIUN)

[lara nepBoii peructpanuu:

05 nexabps 2023

10. IATA HEPECMOTPA TEKCTA

OOmiass xapakTepucCTHKa JieKapcTBeHHOro mpemnapara Tomupamar KanoH pgoctynHa Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHHKaIMOHHOH cetu «HTepHeT» http://eec.eaeunion.org/.
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