COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 17.04 2026 N= 7912

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHHOTOIPENAPATA- = U002]

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Karsna, 100 mr, karncyinbl
Katsna, 300 mr, kancybl

Katsna, 400 mr, kancyibl

2. KAUECTBEHHBIN U KOJIUMYECTBEHHbBIN COCTAB

JleiicTBy101II€€ BEUIECTBO: rabarneHTHH

Katsna, 100 Mr, kancyabl

Kaxxnas xancyna cogepxut 100,000 Mr rabaneHTuHa.
BemectBa, HaMuue KOTOPHIX HAJIO YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOIO Mpernapara: JIakto3a (cm.

paznen 4.4).

Katsna, 300 Mr, kancyabl

Kaxxnas xancyna cogepxut 300,000 Mr rabaneHTHHA.
BemectBa, HamMuue KOTOPHIX HAJIO YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOIO Mpernapara: JIakto3a (Cm.

paznen 4.4).

Kamna, 400 Mr, kancyabl

Kaxnas xancyna cogepxut 400,000 Mr rabaneHTHHA.
BemectBa, HamMuue KOTOPHIX HAJIO YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOIO Mpernapara: JIakto3a (Cm.

paznen 4.4).

ITonHbIit MEPCUCHb BCIIOMOT'aTCIIbHBIX BCIICCTB IMTPHUBCIACH B II. 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancymbr.

Karmmua, 100 Mr, kancvyiisl

Tsepabie xxenatuHoBbIe Karncyisl, Ne 3. Kopryc u kpeiieuka kancyssl 6esoro 1sera. Copepxumoe

KarcyJbl: KpI/ICTaJ'IJ'II/I‘-ICCKI/Iﬁ IIOPOIIOK oenoro OBCTA.

Kammua, 300 Mr, kancvyiisl

TBepabie sxenatuHOBbIE Karcybl, Ne 1. Kopnyc u Kpeliiedka KancyJibl )keqaroro 1npeta. Coaep:xumoe

KarlCyJibl: KPUCTATHYECKUH MOPOIIOK OEI0ro 1Bera.
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Katsna, 400 Mr, kancyabl

Teepaple xenatuHoBble Karcynbl, Ne 0. Kopmyc u kpblliedka Kamcyjbl OpPaHXEBOTO IIBETA.

CopepKrMOe KarcyJibl: KPUCTAJUTMYECKUN TTOPOIIIOK OEIoro 1BeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHUIO

[Ipenapar Karsna npumeHseTcs 1o CIEAYOIUM IMOKA3aHUSIM:

e JIeYCHME HEMpONaTHUECKOW 00IM y B3pOCibIX B Bo3pacte 18 et u crapuie. I HeKTHBHOCTD U
0€30IMMacCHOCTh Yy TAIIMCHTOB B BO3pacTe J0 18 JieT He yCTaHOBIICHBI.

e  MOHOTEpamnus MapliualbHBIX CyJ0POr C BTOPUYHOW reHepanu3anueil u 0e3 Hee y B3pOCIbIX U
nereit B Bo3pacte 12 net u crapire. IhHeKTHBHOCTE U 6€301MaCHOCTh MOHOTEPAITHH Y JIeTEH B
BO3pacTte 70 12 JeT He yCTaHOBJICHBI.

® Kak JIOMOJHUTENHHOE CPEACTBO IMPHU JICUEHUU MapIHAIbHBIX CYJAOpPOr C BTOPUYHOU
reHepanusaiyeil u 6e3 Hee y B3pOCHbIX U JeTeil B Bo3pacTe OT 3 JeT u crapiue. bezonacHocTh
1 3(pPeKTUBHOCTD TOMOTHUTENHHON Tepanuu rabareHTHHOM Y JIeTell B Bo3pacTe 110 3 JIeT He

YCTaHOBJICHBI.
4.2. Pesxum 103MpOBaHus U cNIOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

Hetiponamuueckas 601b y 83pocivix
Hauanphas no3a cocrasnsger 900 Mr B CyTKH B TpH pUeMa paBHBIMH J103aMU; IPU HEOOXOIMMOCTH,

B 3aBUCHUMOCTH OT 3((eKTa, 103y MOCTENEHHO YBEINYUBAIOT 10 MaKcuManbHOU — 3600 mr/cyT.

Jleuenne MoxHO HauumHaTh cpazy ¢ 1036l 900 mr/cyT (mo 300 mMr 3 pa3a B CyTKH) UM MOKHO
YBEJIIMUUBATh 03y nocreneHHo 10 900 Mr B CyTKH B TE€YEHHE MEPBBIX 3-X JHEH IO CleayroLIeH
cxeme:

1-i1 IeHBb: 300 mr 1 pa3 B cyTkwH,

2-1i IEHb: 1o 300 mr 2 pasa B CyTKH,

3-ii AeHb: 1o 300 mr 3 pasa B CyTKH.

Iapyuanvusie cyoopoeu
[Ipu snmnenicuu 00pIHO TpeOyeTcs ATUTenbHOE JiedeHue. J[o3a nmpemnapaTa mpu STOM ONPEAESIeTCS
JeJanuM BpauoM B 3aBUCHUMOCTH OT HHAWBUIYATbHOM TNEPEHOCHUMOCTH M 3(PHEKTUBHOCTH

npernapara.
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Bspocnvie u demu 6 6o3pacme cmapwe 12 nem

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

DddextuBnas qo3a — ot 900 qo 3600 mr B cyTku. Tepanuio MokHO Havath ¢ 1036 300 Mr 3 pasza B
CYTKH B IIEPBBIN JIEHb WIH YBEIWYUBATh MOCTENEHHO 10 900 Mr mo cxeme, ONMCAaHHOM BbIIIE (CM.
noapazaen «Hetiponamuueckas 601b )y 63pocavix»). B mocnenyromeM, B 3aBUICUMOCTH OT OTBETa
MalMeHTa Ha TEePaIrio M MEPEHOCUMOCTH Tperapara /103a MOXeT ObITh moBbimieHa Ha 300 mr/cyT
Kaxaple 2-3 paHA, MakcuManbHO 10 3600 Mr/cyT. Y HEKOTOPHIX MalMEHTOB MOXET OBITh
1enecoo0pa3HpIM 0oJiee MEIJICHHOE MOBBIIMICHHE 03bl. MUHUMAIIEHOE BpEeMs, 32 KOTOPOE MOXKHO
MOBBICUTH 103y 10 1800 mr/cyt, coctaBinser 1 nenens, 2400 mr/cyT — 2 Heaenu, a s JOCTHXKCHHS
MaKCUMaJIbHOW CcyTOuHOH 110361 3600 Mr/cyT HEoOX0oaMMO HE MeHee 3-X Henenb. B IiuTenbHBIX
OTKPBITHIX KIMHUYECKUX HMCCIEAOBAHUAX ObLIa OTMEYCHA XOpOIIas NMEPEHOCUMOCTh Iperapara B

no3ax 110 4800 mr/cyt. OOmmias cyTouHas 103a JO/DKHA OBITh pa3/ielieHa Ha TPU IprueMa.

MakcuMalTbHBIN HHTCPBAJI MCKAY A03aMU HC HOOJDKCH IPCBbLIIIATH 12 yacoB BO wH30eKaHHE

BO300HOBJIECHHS CyJopor.

Oco0ble rpynIbl MalueHTOB

Haquenmbz 8 MANCEIOM COCMOAHUU
VY namnueHTOB B TSKEIOM COCTOSIHUH, HAIIpUMEp, B CJIy4dac MMOHM)KEHHOM MAacChl TCJIa, IIOCIIC
TPAaHCIUIaHTAUU OPraHOB U T. A., 03y CIICAYCT MOBBIIATH MCIJICHHEC, 0o HCIIOJIb3YsI MCHBIINEC

710361, THOO J1esasi O0JIbIIIEe HHTEPBAJIBI TIEPE]T TOBBIIICHHEM J1035I.

Tayuenmor nodxcunoz2o 6o3pacma
BcrnenctBue BO3pacTHOrO CHUKEHUS (YHKLMHU MMOYEK MOXKMIIBIM IMallMeHTaM MOXKET TpeOoBaTbcs
KOppeKIUH 10361 (6onee moapoOHas nHpopmanus B tabmune 1). CoHnmBocTh, nepupepuyeckue

OTCKU U aCTCHHUA Y TTOKHUJIBIX MMAIMMCHTOB MOT'YT BCTPCYATHCS Halle.

Hauuenmbz C NOYEYHOU HeOOCMAamo4HOCHbIO
ITanmenTaM ¢ MOYEYHOM HEAOCTATOYHOCTHIO PEKOMEHAYCTCA CHUKCHHUEC JO3bL rabareHTHHA

corjiaCHO Ta6.HI/II_Ie 1.

Tabnuua 1. Pexxum 103upoBaHus y MaldeHTOB € MOYEYHONU HEAOCTATOYHOCTHIO.

Knupenc kpeatuHuHa (MJ1/MHH) Cyrounas no3za (mr/cyT)*
>80 900-3600
50-79 600-1800
30-49 300-900
15-29 150%*-600
<] Sw* 150%*-300

* CyTOUHYIO 103y ClieAyeT Ha3HAdaTh B TPH MPUEMA.
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** Hasznaugatot 1o 300 Mr depe3 JicHb.

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

**% Y ManueHToB ¢ KIMPEHCOM KpeaTHMHHHA <15 MJI/MHH CyTOYHYIO 103y HEOOXOIMMO YMEHBIIATh NPOIOPIIMOHAIBEHO
KJIMPEHCY KpeaTHHHHA (HalpuMep, MalUeHT ¢ KIMPEHCOM KpeaTHHHHA 7,5 MII/MHH JIOJDKeH IPUHUMATH MOJIOBHHY J103bI,
KOTOPYIO NOJY4Ya€T NAIIUCHT C KIIMPEHCOM KpCATUHUHA 15 MJ'I/MI/IH).

Tayuenmul, Haxoosuuecs Ha 2emoouanusze

[TanimeHTam, HaXOASIIMUMCS Ha TeMOUAIN3€e, KOTOPhIE paHee He MPUHUMAJIU Ta0aleHTHH, ITpenapar
peKoMeHIyeTcs Ha3HayaTh B Hacklmaromei 1o3e 300-400 mr, a 3ateM npumeHats ero mo 200-300 mr

ocie KaXXIblX 4 4 reMoquain3a.

JlJis MalMeHTOB CO CHIKEHHOW (YHKIIMEHW MOYeK, MPOXOMASAIIUX JAHANU3, MO KUBAIOIIAs 1032
rabarneHTHHA JO0/HKHA TOIOUpPaThCs B COOTBETCTBUHM C PEKOMEHIALMSIMH, IPEICTABICHHBIMU B
tabnuue 1. B gomonHeHue K mojanep:kuBaromied Tepamnuu pekomennayerca mnpuem 200-300 mr

rabaneHTHHa Mocie KaKI10i 4-4acoBOM MPOIEAYPHI TUATU3a.
CTHU

Jlemu 6 so3pacme 3-12 nem

Havanpnas no3a mpemapata BappupyeT oT 10 go 15 MI/Kr/cyT, KOTOpYIO Ha3Ha4yarOT PaBHBIMU
7n03aMu 3 pa3a B JI€Hb M THOBBIIAIOT 10 3()()EeKTUBHONW NPUOIM3UTEIBHO B TEYCHHE 3-X JHEH.
DddexTuBHas m03a rabaneHTHHA y AeTeH B BO3pacTe S5 JIET U cTapiie coCTaBisieT 25—35 Mr/kr/cyt
paBHBIMHU JJ03aMH B 3 ipueMa. D dexTrBHas 103a rabaneHTHHA Y IeTel B Bo3pacTe oT 3-X A0 5 JeT
coctaBisieT 40 MI/Kr/cyT paBHBIMH ja03aMH B 3 mpuema. OTMeueHa XOpolias MepeHOCUMOCTh
npenapara B go3ax g0 50 MI/Kr/CyT Mpu AJTUTEIHLHOM NPUMEHEHWH. MaKCUMalIbHBIM WHTEpBAI

MeX1y IPUEMOM J103 IpernapaTa He JOJKEH MpeBbImaTh 12 4acoB BO M30ekaHuE BO30OHOBJICHUS
CYyZl0pOT.

Her HeoO6X0IUMOCTH KOHTPOJIMPOBATh KOHIEHTpALUIO rabaneHTHHa B Iu1a3Me KpoBH. OH MOXET
MIPUMEHSTHCSI B KOMOMHAIIMY C APYTUMU NIPOTHUBOCYIOPOKHBIMU ITpernapaTamMu 0€3 yueTa U3MEHEHUS
€ro KOHIEHTpPAIMH B IUIa3Me KPOBH MJIM KOHLIEHTPALMK APYIMX IMPOTUBOCYAOPOKHBIX ITPENApaToOB

B CBIBOPOTKE.

Cnoco0 mpuMeHeHus

[Ipenapar Karsna Ha3Ha4arOT BHYTpPh HE3aBHCHMO OT MpHUeMa MUIIH. Eciu HE0OXOIUMO CHU3HTH
7103y, OTMEHUTH IIpernapaT Wid 3aMEHUTh €r0 Ha aJIbTEPHATHBHOE CPEICTBO, 3TO CIEAYET JAENaTh

MOCTETIEHHO B T€YEHNE MUHUMYM OJTHOW HEIeIH.
4.3. [IporuBonOKa3aHus

FI/IHep‘I}’BCTBI/ITCHBHOCTB K ra6aneHTHHy HniImMm K J'IIO6OMy U3 BCIIOMOI'aTCJIbHBIX BEC€IICCTB,

MEePEUYNCIICHHBIM B TToApaszaene 6.1;
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CVI/II_II/II[aJILHBIC HNACH U ITIOBCACHUC

COO6H_[3.JIOCB (0) CyUIUMAAJIbHBIX  MBICIISIX W IHOBCACHUHM Yy  IMAUCHTOB, MoJIy4yaBIINX
IIPOTHUBOIUICIITUICCKHE Cpe€acTBa 10 HECKOJIbKHM IIOKa3aHUAM. Mera-aHanu3
PAaHAOMHU3IHUPOBAHHBIX HJ'IaHC60-KOHTp0HI/Ipy€MBIX I/ICCJ'ICI[OBaHI/Iﬁ IMPOTHUBOSIMUICIITUYCCKUX CPEACTB
MMpOACMOHCTPHUPOBAI HEOOJBbIIOE IOBBIIICHUE pUCKa TMOABJIICHUA CYUIUIAIBHBIX MBICTIEH U
IIOBCACHHUA. MexaHu3M MOBBIIICHHS pUCKa pasBUTUA CYULUIAAIBHBIX Hﬂeﬁ HCHU3BCCTCH.
Ha6moz[anncr> ClIydyan CyHlIuIaJIbHBbIX MBICIIEH U IMMOBEACHU Yy MNMALIMCHTOB, MMOJTY4YaBIIHUX JICUCHUEC

rabarneHTHHOM B XO/I€ MOCTPETUCTPAMOHHOTO TpUMeHeHus (cM. pazzen 4.8).

B CJIydac IMOSBJICHUSA NPU3HAKOB CYHMIHMIAJIbHBIX MBICIIEH HIIH IIOBECACHHUA ITallMCHTaM (I/I Junam,

OCYILIECTBIISAIONIMM yXO/J 3@ MALlUEHTaMH) CIIeyeT OOpaTUThCA K Bpauy.

HaI_II/ICHTOB, MOJIyHarouIruX 3TH 1Ipenaparsl, CJIACAYCT TIIATCIIBHO Ha6J'IIO,I[aTB Ha MpCAMCT IMOSABJICHUS
IMPU3HAKOB CYUIIUAIIBHBIX MBICJIEH U MOBCACHUS, a TAKIKE CICAYCT paCCMOTPETH H606XOI[I/IMOCTL
MMPOBCACHUA COOTBCTCTBYIOIICTO JICUCHUA. B CJIydya€ IIOABJICHUA CYUIHAAJIbHBIX MBICIIEH M

MOBCACHUS CICAYCT paCCMOTPETh BO3ZMOKHOCTD ITPEKPALICHUA TCPAIIUU ra0aneHTHHOM.

OcTpblil HaHKPEATUT

B CJIydac pa3BUTHUA OCTPOr'0 IMaHKpEaTUTa Ha (I)OHC npuema Fa6aHeHTI/IHa, CIIeayCT pacCMOTPETh

OTMEHY mpenaparta (cM. pazaen 4.8.).

Cynoporu

XoTs CUHAPOM «KOTMCHLD», COHpOBO)KI[B.I-OH.[HfICH Pa3BUTHEM CYHOPOT, IIPU JICHCHUU rabaneHTHHOM
HE€ OTMCYCH, PC3KOC MPCKPAIICHUEC TCpAIIUU IMPOTUBOCYAOPOKHBIMU IPCIIaApaATaAMU Y MAUCHTOB C

SMUJIETICUEN MOXKET MPOBOIIMPOBATH PA3BUTHE AMIICITHUECKOTO cTaryca (cM. pazaen 4.2).

Kak v mpu npumMeHeHMM APYTUX MNPOTHBOSMMIIEITUYECKUX IpernapaToB, Ha (OHE MpPHUMEHEHUs
rabareHTHHA MOYET OTMEUYaThCsl yBEJIMYEHHE YacCTOThl CyAOPOT HIIM MOSIBIEHHE APYroro THUIIA

CYZOpOT.

Tak KEC, KaK U B CJIydae C ApYTMMH aHTUKOHBYJIbCAHTAMMH, IMOIIBITKKM OTMECHUTH BCC COIMMYTCTBYIOIIUEC
IMPOTHUBOINUIICIITUICCKHUE IIpCIIapaThl, gTOOBI HAYaTh MOHOTEPAITHUIO rabaneHTUHOM B cirydac
pe(bpaKTepHOCTI/I K JICUCHUIO Yy MNAUCHTOB, NMPUHHUMANONIUX HCCKOJIbKO AHTUKOHBYJIbCAHTOB, B

OCHOBHOM HC€ 3aKaHYMBAKOTCA YCIICXOM.

Cuntaercsa, 4ro rabaneHTUH HEd()PEKTHUBEH NpU MEPBHUUHBIX T'€HEPAIM30BAHHBIX MPHUIAJIKAX,
Hampumep, adcaHcax, U J1ake MOXKET YCHJIMBATh TaKue MPUIAJKH Y HEKOTOPBIX MalleHToB. B cBs3n

C 3TUM NPUMCHATH rabaneuTHH Yy NanucHTOB CO CMCIIAaHHBIMU IPUITaIKaAMHU, BKIIOYad a6caHCI>I,
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CIIEYET C OCTOPOKHOCTHIO.

ITarmenTsl moxmIOro Bo3dpacra (65 JerT u crapiie)

CucremaTH4ecKne WCCIEAOBaHUS TAIMEHTOB B Bo3pacTe 65 JIeT W crapiie, NPUHUMAIOIINX
ra0arneHTHH, He TIPOBOAMINCH. B JBOWHOM CIllerIOM HMCCIIeIOBaHUH NPUMEHECHHUS Ta0arneHTHHA TIPU
HEBPONATUYECKON OOJIM y MAlMEHTOB B BO3pacTe 65 JIeT U crapiie Halmonanack 0oiee BbICOKas
9acTOTa COHJIMBOCTH, MEPUPEPHUSCKUX OTEKOB M ACTEHUU 110 CPABHEHUIO C TTAIIMCHTaMHU B BO3pacTe
miaame 65 nmer. 3a UCKIIOYEHHEM JTHX Pe3yJbTaTOB MPU KIMHMYECKOM OOCIICOBAHWH JTAHHOU
TPYIIIBl MTAMEHTOB OBUIO MOKa3aHO, 4TO MPoduib MOOOYHBIX 3()(HEKTOB Y HUX HE OTIIMYAJICS OT

OCTaJIbHBIX.

3noynorpebieHue U 3aBUCUMOCTD

B 0a3ze gaHHBIX MOCTPETUCTPAIIMOHHBIX HAOMIOJNCHUA HWMEIOTCS COOOIICHHS O Ciydasx
3NM0YMOTpeOsIeHUsT TpernapaTtoM U 3aBUCMMOCTH OT Hero. Kak u B cimyuae nmo0oro mpemnapara,
BIUSIIOLIETO Ha IeHTpanbHylo HepBHyI0 cucteMmy (LJHC), Bpayam crienmyeT TIIaTenbHO U3y4aTh
aHaMHe3 TAIMCHTOB Ha MPEAMET 3JIOYMOTPEOJICHUs MpernapaTaMd W HAIWYUS TICUXUYCCKUX

HapyILICHHUM.

Craenyer cobmofaTh OCTOPOXKHOCTb IIPU PACCMOTPEHUH BOIPOCA O NPUMEHEHUHU rabaneHTHHA y
MAIMEeHTOB, 3JIOYNOTPEOISIOMUX MCUXOAKTUBHBIMU BEIIECTBAMM B HAcTOsIlee BpeMs HIU B
aHaMHe3€, M KOTOpble€ MOTYT OBbITh MOJBEpPKEHbI 00Jee BBICOKOMY PHUCKY 3JI0YNOTpeOsIeHus

ra0areHTUHOM.

HaI_II/IeHTBI, MOJIy4aromIume ra6aHeHTI/IH, JOJIDKHBI HaAXOJUTHCA I1I0J H8.6J'IIOI[CHI/IGM Ha TMpeaMET
BBISIBJICHUS MTPHU3HAKOB U CUMIITOMOB 3n0yn0Tpe6neHH51 rabareHTHHOM (paBBI/ITI/Ie YCTOI‘/’I‘II/IBOCTI/I K
TCpannn Fa6aHeHTI/IHOM, HEOOOCHOBAHHOE ITOBBIIICHHE A03bI, CTPEMIICHUC HE00OCHOBAHHO

MOJIyYUTh IIpEnapaT) Wik 3aBUCUMOCTH OT HETO.

CUMOTOMBI OTMEHBI

[Tocne mpekpareHus KpaTKOCPOYHOTO W JJIUTENBHOTO JICYEHHUS Tab0ameHTHHOM HaOII0dalnCh
CUMIITOMBI OTMCHBI. CI/IMHTOMBI OTMCHBI MOFYT BOSHHKHYTB BCKOpe I10CJIC HperaIIleHI/ISI an/IeMa,
00bI1YHO B TeueHne 48 yacos. Hanbonee yacto orMeyaeMble CHMIITOMBI BKIIOYAIOT OECIIOKOMCTBO,
0ECCOHHMUILY, TOIIHOTY, 0OJH, MOTIUBOCTh, TPEMOpP, TOJOBHYIO 0O0Jb, ACTPECCHIO, HEHOPMAIBHOE

CaMOYyYBCTBUEC, I'OJIOBOKPYKCHUC U HCAOMOT'aHUC.

DRESS-cuaapom

Ha ¢one npuema npoTHBOANIIENITHYECKUX MTPENapaToB, B TOM YKCIie rabaneHThHa, coo0Iaioch o
CIIyyasiX Pa3BUTHUS TDKENBIX >KU3HEYTPOXKAIOUIMX PEaKIHMi TUIIEPUYBCTBUTENBHOCTH, TaKUX Kak

JICKapCTBEHHAsl CHINb C COIMYTCTBYIOIIEH 303uHO(PUIMe u cucteMHbiMu cumnromamu (DRESS-

6
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cuaapoM) (cm. pazmen 4.8). HeoOxomumo MOMHHUTE_O TOWIQI;JE[%E&%TEM%%TBA%%I&

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

TUIEPYYBCTBUTEIBLHOCTH, TAKUE KaK MOBBIMICHHE TEMIIEPATyphl Tena, JuMdaaeHomaTus, MOTyT
pa3BHUBAThCS JaXK€ B OTCYTCTBUU KOXXHOW CBINMKM. B cilydae TMOSIBICHUS MOJOOHBIX CHMIITOMOB
HEO0OXOAMMO MTPOBECTH HEMEJICHHOE 00cieJoBaHre narueHTa. Eciy He HalIeHO IPYTUX MPUYHH,

KpOM€ MPUMECHECHUSA ra6aneHTHHa, IIPUMCEHCHHUC IIpeIiapara CJICayEeT OTMCHUTD.

Anadunakcus

[Ipuem rabameHTHHA MOXET IMPHBECTH K pa3BuTHiO aHaduimakcuu. Cleayrone CUMITOMBI H
IIPU3HAKY OTMEYAJIU B CIIy4asiX pa3BUTHs aHa(uIakcuy Ha poHe pruema rabarneHTHHA: 3aTpy/AHEHUE
IBIXaHUS, OTEK I'y0, ropia U sI3blKa, TaKK€ OTMEYAIOCh BBIPAKEHHOE CHUKEHHE apTepUalIbHOTO
JaBlieHHs, TpeOyloliee CpPOYHOrO MEIUIIMHCKOTO BMemarenbeTBa. Crenyer mpeaynpeauThb
MAIEHTOB O TOM, YTO MPH PAa3BUTUHU MPHU3HAKOB MM CHMIITOMOB Pa3BUTHA aHA()UIAKCHU CIEAyeT

MIPEKPATUTh IPUEM IpenapaTa U 0OpaTUTHCS 32 METUIIMHCKOM moMoIibio (cM. pa3aen 4.8.).

.]Ia6ODaTODHBIe TCCThI

[Ipu coBMeCTHOM MNpPUMEHEHMH TalbaleHTHUHA W APYTHUX MPOTHUBOCYIOPOKHBIX CPEICTB ObUIH
3apETHCTPUPOBAHBI  JIOKHOMOJIOKUTCILHBIC PE3yJIbTaThl TPU OINpEACICHUU Oelka B MoO4Ye C
IIOMOIIBIO TecT-Monocok Ames N-Multistix SG®. Jlns onpenenenus 6elka B Mode PEKOMEHTyeTCs

MOJIB30BaThCs OoJiee CHCI_II/I(i)I/IqHHM MCTOJAOM IPCHUITUTAIIN Cy.]'[L(i)OCEU'IHI.[PIJ'IOBOfI KHCJIOTOH.

Bausaue ma [THC

Bo Bpewms nedenust rabaneHTHHOM HAOII0AAUCh CIIy4an FOJIOBOKPYKEHUS U COHJIUBOCTH, KOTOPBIE
MOTYT YBEJIWYMBATh BEPOSITHOCTh IOJyYEHHUS CilIydailHOW TpaBMbl (Ipu mageHuu). B
MOCTPETUCTPALIMOHHOM IEPUOJIE TAKXKE COOOINANOCh O CIy4asX CIyTaHHOCTH, MOTEPU CO3HAHUS U
HapylLIeHHUs] YMCTBEHHOH AestenbHoCTU. [1oaTOMY nanueHTaM cieayeT peKOMEeH10BaTh COOMI0AATh
OCTOPO’KHOCTh JI0 Te€X TMOp, MOKa WM HE CTaHyT H3BECTHBI BO3MOXHBIE 3()(EKTh 3TOro

JICKApCTBCHHOT'O IIperapara.

OaHOBpEMEHHOE NIPUMEHECHNE ONMOMAHBIX aHAJbI'€THKOB M JIPYIMX JICKAPCTBEHHBLIX ITPENapaToB,

noaasagronmx [THC

[Ipu omHOBpEMEHHOM MPUMEHEHHUH C OTIMOUTHBIMHU aHAJIbIETUKAMHU MOYKET OTMEUYAThCS TTOBBIIICHUE
KOHIIEHTpalluu TrabaneHTHHa B TUIa3Me KPOBU. B CBsI3W C ATHM MallMEHTHI, KOTOPHIM Tpedyercs
MPOBEACHUE OJHOBPEMEHHOM Tepaluu ¢ JIEKapCTBEHHbIMU NIpenaparamu, noaasistomumu [HHC,
BKJTFOYAsT OTTMOM/IHBIE aHAIBT€TUKH, HYK/IAIOTCS B THIATEILHOM HaOIIOJICHUN Ha TIPEAMET Pa3BUTHUS
npusHakoB yraeTenus [{HC, Takux kak COHIMBOCTB, ceAaIus U yrHeTeHUe QYHKITNH AbIXaHus. J{03b1
rabaneHTHHA WKW OJHOBPEMEHHO TMPUMEHSEMBIX mMpemnaparoB, nofasistonmx [[HC, Bxmouas
OMHMOUIHBIE AHATIBI'€THKH, TOJKHBI OBITh, CHIXKEHBI COOTBETCTBYIOIIUM 00pa3oMm (cM. pasnen 4.5.).

Crnenyet coOmtoaaTh OCTOPOKHOCTh MPH HA3HAYEHUH Ta0arieHTHHA OJJHOBPEMEHHO C OMHOUIaMU B
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 17.04 2026 N= 7912

csi3u ¢ puckoMm yrHereHus [HHC. B mnonynsiuvoHHOM '&8@%@@%%&%@&&&%

HCII0JIb30BAaHUEM KOHTPOJIBHOM TPYNIBl Y MAIMEHTOB, MPUHUMAIOUIUX OMHUOUbI, OJJHOBPEMEHHOE
Ha3HAYCHUE OMHUOUIOB M Ta0aneHTHHA OBUIO CBS3aHO C TIOBBIIICHHBIM PUCKOM BO3HHUKHOBEHUS
CMEpTENbHBIX MCXOJIOB, CBSI3aHHBIX C MPUMEHEHHWEM OIHMOUIOB, MO CPABHEHUIO C MPUMEHEHUEM
TOJIBKO OITUOUJIOB (CKOppeKTHpoBaHHOE oTHoIeHue mancoB [cOIL], 1.49 [95 % U, 1.18 no 1.88,

p <0,001]).

CoBMECTHOE OpUMCHCHHUE C aHTalluaaMu

["abaneHTHH pekoMeHayeTCsl MPUHUMATh PUMEPHO Yepe3 2 yaca Mociie mprueMa aHTaluaa.

JKeHIMHAEI penpoAYKTHBHOTO BO3] acra/ KOHTpaLCIIIMA

[IpumeHeHne rabaneHTHHA B MEPBOM TPUMECTpE OEPEMEHHOCTH MOXKET IPUBECTU K PAa3BUTHIO
TSKEJBIX BPOXKJIEHHBIX IIOPOKOB Y HEPOXKIECHHOTO pedeHKa. ['abaneHTHH He ClielyeT IPUMEHSTh BO
BpeMs OEpEeMEHHOCTH, 3a UCKIIIOUEHHEM TeX CIy4yaeB, KOTJa OKuAaeMas 1oJib3a JJisi MaTepu SIBHO
IIPEBBILIAECT BO3MOKHBIN PUCK U1 TU10/a. JKEHIIMHBI pENPOAYKTUBHOIO BO3pacTa BO BpeMs JICUEHHUs

MpernapaToM AODKHBI IPUMEHSTH 3 (EKTUBHBIE METO/IbI KOHTPAICTIINH (CM. pa3zaer 4.6).

eTH
Bnusinue nnurensHoi Tepanuu (6onee 36 Hexenb) rabarneHTUHOM Ha CHOCOOHOCTH K OOY4YEHHIO,
WHTEJJIEKT M pa3BUTHE pebeHKa O0CTaTOuYHO He u3ydeHo. CreayeT OIEHUTh COOTHOIICHHE

BO3MOXHOTI'O pHCKa M ITOJIB3bI IIPHU HA3HAYCHHUN HHHTGJ’IBHOﬁ TCpaIiunu.

BcnomMorarensHble BElIecTBa

ITpenapat KatsHa copepxut akto3y. JlaHHBIN JIeKapCTBEHHBIN Mpenapar He cielyeT NpUuHUMAaTh
MAIUEHTaM € PEIKO BCTPEUAIOUIEcsl HACIEICTBEHHON HENEPEHOCUMOCTBIO TalaKTO3Bbl, JIAKTa3HOU

HEJIOCTAaTOYHOCTHIO MJTH TITFOK030-TaJaKTO3HOU MajbaOCcopOIuei.

4.5. B3aumoneiicTBUSI € JAPYIrMMH JIEKAPCTBEHHBIMH MpenapataMM M Jpyrue BH/bI

B3aNMOIeHCTBHUA

HmeroTcss cooOleHnss O CIOHTAHHBIX ClOydasx, a Takke M0 HWHGOpMAlMKU U3 JTUTEpaTypHBIX
HMCTOYHUKOB BO3MO)KHO YTHETEHHE JIbIXaHUS, CUMIITOMBI CEJJallIl U CMEPTh, CBSI3aHHBIE C TPUEMOM
raGaneHTHHA MpU OJTHOBPEMEHHOM HAa3HAUYEHUU C JIEKAPCTBEHHBIMU ITpernapaTamMu, MOoAaBIISIOMUMU
I[THC, Bkimtouas ONMOMHBIE aHAJIBIETUKU. B HEKOTOPBIX M3 3THX CIIy4aeB aBTOPHI CUMTAIH, YTO
OJTHOBPEMEHHOE TNpUMEHEHHE TrabaneHTHHA C ONUOUIAMHU SBIAETCS O0CO00H mpobiemMol y
ocnabJeHHBIX TMAlMeHTOB, Yy TMAalKWEeHTOB IOXWIOr0 BO3pacTa, y MAalMeHTOB C CEPbe3HBIMU
COIyTCTBYIOIIMMHU PECIUPATOPHBIMU 3a00JIEBAHUSMH, y TAIlMEHTOB, KOTOPBHIM OJHOBPEMEHHO
Ha3HAYaeTCsl HECKOJIbKO JICKAPCTBEHHBIX IMPENaparoB, U y MAIMEHTOB, KOTOPBIE 3JI0YMOTPEOIISIOT

IICUXOAKTHUBHBIMH BCIIICCTBAMU.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 17.04 2026 N= 7912

[Ipun npumenennun 600 mr rabameHTHHa 4yepe3 2 vada nocne'ﬂ%@%ﬁ&ﬁgﬂ%'ggﬂ%Tﬁ' C'ﬁsll—jl‘f-"{:

MIPOJIOHTUPOBAHHBIM BBICBOOOXAeHHEM MO0 60 MI OTMeyaeTcs yBETHMYEHHE CPETHEro 3HAYCHUs
IUIOIIAAM 1O/ KpuBOW «koHUeHTpanus-Bpems» (AUC) rabanentuna Ha 44 % 1o cpaBHEHHIO C
MOHOTepanuell rabaleHTHHOM, YTO aCCOLUHUPYETCS C yBEIMYCHHEM O0JIEBOTO MOpora (XOJI0I0BOM
npeccopHblii  Tect). KimHnm4eckoe — 3HaueHHME  OTOrO  W3MEHEHUS HE  YCTAHOBJICHO,
(apMaKOKMHETUYECKHE XapaKTEPUCTHKU MOPPHHA MIPH 3TOM HE MU3MEHSUTUCh. [1o6ounbIe 2P PeKThI
MoppHUHaA TPU COBMECTHOM IpHEeMe C rabarneHTHHOM HE OTIMYAIUCh OT TAKOBBIX NpPU INpPHEME
MopduHa coBMeCTHO ¢ rmane6o. CTeneHp B3aUMOAEHCTBUS JaHHBIX MPENapaTroB B JIPYTUX J03aX

HEHU3BCCTHA.

BzanmopeiicTBrs MexX Ty rabanieHTHHOM | (heHoOapOuTanom, HeHUTOMHOM, BaJbIIPOCBOI KHCIOTON
u kapOamazenuHoM He oTMmeueHo. dDapmakokMHETHMKa rabaneHTHHA B PABHOBECHOM COCTOSHUU
OJIMHAKOBA Y 37I0POBBIX JIHOAEH U NAIMEHTOB, MOIYYaOLINX IPYTHe IPOTUBOCYA0POKHbIE CPECTBA.
OnHOBpeMEHHOE NMpUMEHEHHe rabaleHTHHa ¢ NepopabHBIMU KOHTPALENTHBAMHU, COAEPKAILUMU
HOPATUCTEPOH W/WIM STHHWIICTPAINON, HE COMPOBOKAACTCS M3MEHEHUSMHU (hapMaKOKHHETUKU

000UX KOMIIOHEHTOB.

OI[HOBpeMeHHOG IMPUMCHCHUC rabamneHTHHa C aHTaluaMHu, COACPIKAIMMHA ATIOMUHUH U MaFHHﬁ,

COIIPOBO’KAAETCS] CHUKEHHEM OMOJIOCTYITHOCTH rabarneHTHHa IpUMepHO Ha 24 % (cM. pa3znen 4.4.).
[IpoGenenu He BIMSIET HA TOYEUHYIO AKCKPEUIO rabaneHTHHA.

He6onbmoe cumxenne (14 %) modyeyHoi skckpenuu rabaneHTHHA IpPU OJHOBPEMEHHOM IpHeMe

HUMETHANHA, BEPOATHO, HC UMCECT KIIMHUYCCKOT'O 3HAYCHU .

[Ipu ogHOBpeMeHHOM MpUMeHeHHH HampokceHa (250 mr) u rabGaneHTtuHa (125 mr) ormeyanoch
noBbIieHre abcopOumu rabdanentuHa ¢ 12 go 15 %. ['abaneHTWH HE OKa3bIBAE€T BIUSHHUS Ha
(hapMaKOKMHETHUYECKHE IMapaMeTphl HANpOKCEHA. YKa3aHHbIE JO3bI IpEnaparoB MEHBIIE
MUHUMAIbHBIX TepaneBTudeckux. OJHOBpEMEHHOE MPUMEHEHUE JAAHHBIX MPEnapaTtoB B OONBIINX

A03axX HE NU3y4aJIOCh.

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTH

Obwuti puck, 06ycroe1enHblll Snunencueti U npoOMmueoINUIENMU4eCKUMU npenapamamu

Puck poxneHus nerell ¢ BpPOXKAECHHBIMM AHOMAIMUSAMHU Yy Marepei, KOTOpbIE NMPOXOJAT JICUYEHHE
MIPOTUBOCYIOPOKHBIMH TIpenapaTtaMu, yBelauuuBaercs B 2-3 pasza. Yame Bcero HaOmromaercs
paciienuHa BepXHel I'yObl U Heba, MOPOKH Pa3BUTHUS CEPAECYHO-COCYIUCTON CHCTEMBI U 1€(EKThI

HEpBHOU TpyOku. Ilpu 3TOM mpueM HECKOJIBKUX MPOTUBOCYIOPOKHBIX MPENapaToB MOXET OBITh
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CBSI3aH C OOJIBIIUM PHCKOM IOPOKOB Pa3BUTHSI, YEM [B cnqugﬂ;bﬁﬁggé%gi%ﬁT%gjfgﬁgT@cﬂ&@rb

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

BO3MOXKHO, CJIEAYET MPUMEHATh TOJIBKO OJMH M3 IPOTUBOCYAOPOXKHBIX IpernapaToB. JKeHIInHaM
JETOPOJHOTO BO3pacTa, a TaKK€ BCEM JKEHIIMHAM, Y KOTOPbIX BO3MOYKHO HAaCTYIUICHHE
OepeMEeHHOCTH, ClleAyeT IPOKOHCYIbTUPOBATHCS Y KBAIM(UIIMPOBAHHOTO crienuanucTa. B cioyuae
€ClIi JKEHUIMHA IUTaHUpPYeT OepeMEeHHOCTh, CJeNyeT elle pa3 OLEHUTh HEOOXOAMMOCTh
IIPOTUBOCYIOPOKHOM Tepanuu. IIpu 3TOM NpoOTHUBOCYAOPOXKHBIE MPENapaThl HE CIEAYET OTMEHATH
PE3KO0, TaK KaK 3TO MOXKET BECTH K BO30OHOBJICHHUIO MPHUMAIKOB C TSHKEIBIMHU MOCIEACTBUSAMH IS
Matepu U pebeHka. B penkux ciydasx y JeTeil, mMarepu KOTOPBIX CTpalaloT SIUJICTICHEH,
Habmo1anach 3ajepkka pa3BuTus. IIpu 3TOM HEBO3MOXXHO OIpENeINTh, CBA3aHA JH 3aJlepiKKa
pa3BUTHUA C TEHETMUYECKMMM WM COLMAJIbHBIMU  (pakTOpamu, OOJIE3HBIO MaTepu WM

IIPOTUBOCYIOPOKHOU Tepanuen.

Puck, obycnosnennviii cabanenHmurom

'abaneHTHH mnpoHHMKAeT uepe3 IutaneHTy. [Ipm npuMeHeHuM TrabameHTHHAa COOOIIANOCH O
BPOKICHHBIX MIOPOKAX PAa3BUTHS M HEOJIArOMPUATHBIX UCX0/1aX OEPEMEHHOCTH, OJHAKO aJICKBATHBIC
KOHTPOJIUPYEMbIE€ MCCIICIOBaHUS IPUMEHEHHUS TpernapaTa y OepeMEHHbIX )KCHIIUH OTCYTCTBYIOT, U
HEBO3MOXKHO CJieJlaTh OJHO3HAYHOE 3aKIIOUYEHHE O CBSI3U Ta0aleHTHHA C TOBBIIICHHBIM PHUCKOM
BPO>KJCHHBIX aHOMAJIMI WK APYTUX HEOIArOMPHUATHBIX UCXOaX Pa3BUTH IPU IPUMEHEHHUH €TI0 BO
BpeMs OepeMeHHOCTH. PHCK pa3BUTHS BPOXKIECHHBIX aHOMAIHI B 2—3 pa3a BO3pacTaeT y MOTOMCTBA
KEHIIUH, TOJY4YaBIIUX JICUCHHE NPOTUBOIUICHTHYCCKUMH JICKAPCTBEHHBIMH CpeicTBaMu. B
HKCIIEPUMEHTaX Ha >KUBOTHBIX ObllIa TMOKa3aHa TOKCUYHOCTH MperapaTa B OTHOILIEHUH Iona. B

OTHOIICHHWHU BO3MOXKHOTI'O PUCKA Y Hmﬂeﬁ, JaHHBIX HET.

B clIydadax, O KOTOPBIX HMCIOTCSA COO6HICHI/I$I, HCJIB3d C YBCPCHHOCTBIO TOBOPUTL O TOM,
COIMPOBOXKAACTCA NI HECT IPUMCHCHHC ra0arneHTHHA BO BpEMs 6epeMeHHOCTI/I ITOBBIIICHUEM pUCKaA
IIOPOKOB pa3BUTUA, BO-IICPBBIX, H3-3a HAJIWYUA COOCTBEHHO OIUJICTICUH, BO-BTOPBIX, MH3-34a

NMPUMCHCHUS JPYTUX NPOTUBOCYAOPOKHBIX ITPEIIApaTOB.

JlanHbIe, TMOJydYeHHBIE B XO0J€ HAOMIOMATeTFHOTO WCCIAEAOBaHUS, BO BpEMs KOTOPOTO U3
aIMUHUCTPATUBHBIX M MeAUUUHCKUX peectpoB J[lanuu, @unnsuauu, Hopeermn u IlIBeruum
perynsipHo cobupanuchk cBefeHus o 6omnee 1700 6GepeMeHHBIX KEHIIIMH, TPUHUMABIINX rabarneHTHH,
HE YKa3bIBAaIOT Ha CYLIECTBEHHOE IOBBIIEHUE PUCKOB MOSBICHUS TSKEIBIX BPOXKICHHBIX IIOPOKOB
pa3BUTHS, HEOJATOMPHUATHBIX HMCXOJOB POJIOB WJIM HAPYIICHUS Pa3BUTHS HEPBHOW CHCTEMBI B

IMOCTHATAJIBHOM IIEPHUOAC B CITydac IPUMCHCHUA rabarneHTHHa BO BpEMA 6epeMeHHOCTI/I.

B crangapTHOM MeTaaHanu3e CKOPPEKTUpOBaHHBIN KoapduuueHT pacnpoctpanenHoctu (CKP) u
95% noBepurenpHblil nHTEpBaN () 115 TAXKENbIX BPOKIACHHBIX IOPOKOB Pa3BUTHUSA Y JETEH, YbU
MaTepu MNoJy4yajlu rabalneHTHH BO BpEMs NEPBOIO TPUMECTpa OEpEeMEHHOCTH IO CPAaBHEHHIO C
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KCHIMMHaMHU, HC IMOJIyUYaBIIMMU MMPOTHUBOIIMUIICIITUICEKHE HDG%‘H&%IH,EC%%EILE b_!bbl &3?8-5213,59; J

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

B memom He OBUIO TOMYyYEHO CTATHCTUYECKHM 3HAYMMBIX JIAaHHBIX, CBHJIETEIBCTBYIONIUX O
MEpPTBOPOKIACHNH, HU3KOM Macce Telna [ TeCTallMOHHOTO BO3pacTa, HU3KOM KOJIMYECTBE OasIOB 1O
mikane Anrap u Mukpouedanuu. B cirydae poxxnenus pedbenka ¢ Hu3koi maccoit Tena CKP cocraBumn

1,21 (1,02—1,44), a B ciaydae npexaeBpeMeHHbIX pogoB — 1,16 (1,00—1,35).

B uccnenoBanuu ¢ yyactuem JeTei, MOABEPrIINXCS BO3ACHCTBUIO MpernapaTa BHyTPUYTPOOHO, HE
OBUTO BBISIBICHO J0KA3aTENIbCTB HAIMYMS MOBBIIIEHHOTO PUCKA HAPYIICHHUS HEUPOIICUXHYECKOTO
pa3BUTHA, K KOTOPOMY OTHOCSITCS CHUHApPOM Aeduumra BHMUMaHus u runepaktuBHoctu (C/BI),

paCCTpOﬁCTBa AYTUCTHYECKOI'O CIICKTPAa U HAPYIICHU MHTCIIJIICKTYAJIbHOI'O pa3BUTHU .

Coo01anoch 0 CHHAPOME OTMEHBI Y HOBOPOKICHHBIX, KOTOPHIE MOJABEPTaINCh BHYTPUYTPOOHOMY
BO3/eHCcTBUIO TabaneHTrHa. [Ipu npumMeHeHun rabaneHTHa BMECTE ¢ OMUOMIHBIMU TIpenapaTaMmu
BO BpeMs OEpEeMEHHOCTH MOKET MOBBICUTHCS PUCK Pa3BUTHSI CUHAPOMA OTMEHBI Y HOBOPOXKICHHBIX.
B wuccnemoBaHusix Ha JKMBOTHBIX Obla BBISBIIEHA PENPONYKTUBHAsS TOKCHYHOCTH MperapaTta.
['abaneHTHH HE ClIeAyeT MPUMEHSATh BO BpeMs OSPEeMEHHOCTH, 32 MCKIIOYCHHEM CIIy4aeB, KOTa
MpearoaaraeMas 1noJjib3a Juisi MaTepy ONPaBIbIBAET BO3ZMOKHBIN PUCK VIS TUI0/1A.

JlakTanus

["abaneHTHH MPOHUKAET B TPYJHOE MOJIOKO 4elloBeKa. BiusiHue rabaneHTHHA Ha HOBOPOXKJIECHHBIX
(meteit), HAXOASAMIMXCA HA TPYJIHOM BCKAPMJIMBAHUHM HEW3BECTHO, MOATOMY BO BpEMs KOPMIICHHS
rpynbto npenapar KataHa cieayer Ha3HadaTh TOJBKO B TOM CITydae, €CJH MOJb3a Il MAaTEPH SBHO

NEpCBCHINBACT PUCK IJId MJIAICHIIA.

DepTHIbHOCTD

B HUCCIICAOBAHUAX HaA ) KMBOTHBIX HE OTMEYaJIU BJIIMAHUC rabareHTHHa Ha q)epTI/IJ'II)HOCTI).

4.7. BaussiHue Ha CIOCOOHOCTH YHnpaBJI€HUSAI TPAHCHOPTHBLIMH CpEACTBAMHU H paﬁoTaTb C

MEXaHM3MaMu

Bo BpeMA IpUCMa Ipcrapara Karona ManMeHTaM HE€ PCKOMCHAYCTCA YIPABJIATHL TPAaHCIIOPTHBIMU
Cp€aACTBAMHU HUJIN IMOJB30BATHCA MOTCHIUAJIBHO OITACHOM TEXHHUKOM A0 MOATBCPKIACHUA OTCYTCTBUSA

HETaTUBHOI'O BJIMAHHA IPEIiapaTta Ha BBIIIOJHCHHUE OTUX (1)}’HKIII/II71

labanmenTHH BIMSIET Ha L[HC U MOXCET BbI3BATH TOJIOBOKPYXKCHUC, COHJIIMBOCTb, CIIYTAHHOCTH
CO3HAHUSA, ITOTCPIO CO3HAHUA WU APYTHUC CUMIITOMBI CO CTOPOHBI HHC ﬂame npu HE3HAUYUTEIIbHOM
nim YMepeHHOﬁ BBIPAXCHHOCTH OTH HECXKCIIATCIIbHBIC 3(1)(1)6KTI)I MOTYT OBITH MNOTCHIINAJIBHO
OIMMaCHbIMKU JJI1 TMALMUCHTOB, YIIPABIAIOIMINX TPAHCIOPTHBIMU CPCACTBAMH MM JAPYTUMU
Mexanu3Mamu. OcoOCHHO BeJIMKa Takas BCPOATHOCTL B HA4aJIC JICUCHUA HJIM ITOCJIC IOBBIMICHUSA

no3bl npemnapata Karsna.
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4.8. HexkesaTe/ibHbIe peakuuu

Pesrome mpoduiist 0e300acHOCTH

)
LI L

TBETCTEYET 3KCMNEPTHOMY OTUETY

ot 17.04 2026 N= 7912

(MOCNEOOBATENEHOCTE 0002)

Tabnuynoe pesrome HewHcenamenbHuIX peakyull

B Ttabnuie mpencraBieHbl HeXeJIaTeNbHBIE PEaKIUU MO cUCTeMHO-opraHHbIM kiaccam (COK) u

qacCTOTC. BHYTpI/I Ka)I(,HOﬁ YaCTOTHOH I'pYyIIIbl HEXKCIATCIBbHBIC PCAKIIUN PACIIOJIararoTCA B IOPAIAKE

yObIBaHMS BbIpa)KEHHOCTH. YacToTa pa3BUTHUs OIpeneseTcs Kak: o4eHb yacto (> 1/10), gacro (=

1/100, HO < 1/10), HEewacto (> 1/1000, Ho < 1/100), penko (> 1/10000, vHo < 1/1000), oueHs peako (<

1/10000) u yacToTa HEeM3BeCTHA (Ha OCHOBAaHUW UMEIOIIUXCS JAHHBIX OIIEHUTh HEBO3MOIKHO):

CucremHo- Ouennb Yacro Heuacrto Peanko | Ouensn Yacrora
OpTaHHbIi qacTo (=1/100, Ho < (=1/1000, vo |(=1/10000,| penxo | Hen3BecTHA (Ha
KJ1acc =1/10) 1/10) <1/100) HO <1 OCHOBAHHH
<1/1000) | 10000) | wumeroIIUXCS
JAHHBIX OLEHUTh
HEBO3MOKHO)
Ungpexyuu  u|Bupycupie |IIHeBMOHUS,
UHEQ3UU nHbeknmnn | HHQEKIHs
JIBIXaTeIbHBIX
yTei,
HHPEKIHS
MOYEBBIBOJIS
IUX IyTEH,
JpyTUE BUIBI
WHPEKIHH,
CPEJHUNA OTHUT
Hapywenus co JlelikoneHus [TpomOoruTOTIEHUS
CMOPOHYL
Kposu u
aumpamuieck
ol cucmembl
Hapywenus co Anneprudeckue ['MIepuyBCTBUTEND
CMOpOHbl peaxiu, HOCTb, BKITFOUAs
UMMYHHOLL BKJTFOYAs CHUCTEMHBIE
cucmembl KpanuBHUILY peaKIym, TaKkue
KaK JTUXOpajKa,
BBICHITTAHUS,
rernaTur,
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5
PO3UHODMITHS 1
mpyTre
Hapywenus AHOpeKcHs,
Memabonuzma MTOBBIIIICHHE
U nUMaHus amnmeTnTa
Hcuxuueckue BpaxneoHocTh, | YXyameHue CyununanbHbie
HapyweHus CIIyTaHHOCTh MICUXUYECKOTO MBICITH,
CO3HaHM4, COCTOSIHMS, TaJUTIOLIMHALINA
Jenpeccus, 3MOLIMOHAJIbHAS
OECITOKOMCTBO, |Ta0MILHOCTE
HEPBO3HOCTb,
HapylIeHUue
MBIIIJICHUA
Hapywenus co | CounuBocTts, | Cymopory, I'unokunesus IToTeps Hpyrue
CMOpOHbL TOJIOBOKPYKe| THTIEPKHHE3HS, CO3HAHHA HapyIICHHAS
HEepBHO HHUE, TU3apTpHs, (mampumep,
cucmemvl aTakcus aMHe3us, XOpeoaTeTos,
Tpemop, JIUCKUHE3HS,
OeccoHHHIIA, JIACTOHHS)

roj0BHas 00JIb,
HapylIeHHE
YYBCTBUTEJILHO
CTH
(mampumep,
MapecTe3nH,
TUIecTe3ns),
HapyIlICHHUE
KOOPIMHAIINH,
HHCTArm,
yCHUIICHUE,
ocrabiacHue
HAIu
OTCYTCTBHE

pedexcos

Hapywenus co
CMOPOHYI

opeaHna 3penus

Hapymenne
3peHus (Takue

Kak,
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B T— (MOCAEQDEATENBROC T 00U2)
JTATIIOTIHSI )
Hapywenus co Bepturo [IIym B ymax
CMOpOHbL
opeawna ciyxa u
aabupunma
Hapywenus co Omryienue
CMOpOHbI cepaueoueHus
cepoya
Hapywenus co CuMnTOMBI
CMOpOHbI Ba30/IMIIATAIINY,
cocy0o8 apTrepuaibHas
TUTIEPTEH3US
Hapywenus co Oppiika,
CMOpOHbL OpOHXWUT,
ObIXamenbHol (hapuHTHT,
cucmembl, Kallenb,
op2anos pUHHUT
2pyoHOU
KlemKu u
cpedocmenus
Hapywenus co 3amop, [MankpeaTut
CMOpOHbl napes,
HCENYOOUHO- CyXOCTh
KUUeuHo2o CIIM3UCTOHN
mpaxma 000JI0YKH
MOJIOCTH PTa
WJIH TJIOTKH,
JHCIIETICHS,
METEOPHU3M,
TOLIHOTA,
pBOTa,
0O0JIb B JKUBOTE,
3a00s1eBaHus
3y0OB,
TUHTUBUT
Hapywenus co I'enarur,
CMOpOHbL KENTyxa
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 17.04 2026 N= 7912

5 e ey e ey e ey Ly

nedeHu u

JHCenyesvle0osl

MEHOC TE 0002)

wux nymei
Hapywenus co Orex H1a, Asonerus Cunzpom
CMopoHbl mypItypa (Jaiie CruBeHca-
KooICcU u BCEro ee JxoHCOHA,
NOOKOIHCHDIX OTIHCHIBAJIN KaK AQHTHOHEBPO-
mKaHeti KPOBOTIOATEKH, TUYECKUH OTEK,
BO3HHKABILIHE aHaduakcus,
pu pu3ndeckoi MyJIbTU(GOPMHAS
TpaBMme), puTeEMa,
KOYHasl ChIIlb, JIeKapCTBEHHAS
aKHe, KOXHasl ChIIlb,
3y KOXHU BKJTIOYast
303UHODUIIUIO U
CHUCTEMHBIE
peaxiuu
(DRESS-
CHUHAPOM) (CM.
paznen 4.4)
Hapywenus co Muanruu, Pabmpomuonms,
CMOpOHbL apTpairus, MHOKJIOHYC
MbIUUEYHO, 00JIb B CIIWHE,
KOCHHOU u [IO/IePTUBAHUS
COCOUHUMEIbH MBILIIL]
ou MKaHu
Hapywenus co Henepxxanue
CMOpOHbL MOUH,
nouex u ocTpas HoYeyHast
MOUeBbIBOOsAY HEJI0CTaTOYHOCTh
ux nymeu
Hapywenus co NmvnoTtenuus YBenuuenue B
CMOPOHYL o0Bbeme
PenpooyKmueH MOJIOYHBIX JKEJe3,
ol cucmemvl u THHEKOMAacCTHS,
MOTOUHBIX MOJIOBast
Jcenes TUCHYHKIHS
(BrITIOYAS
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

ot 17.04 2026 N2 7912
tROCREADBATERRHOCT0002)
JIMOHU0,
HapyIICHHAS
IAKYISIHANA U
AHOPTa3MHIO)
Obwue Yromisae [Tepudepudec |['enepanm3oBan CHHIPOM OTMEHBI
Hapyuienusi U |MOCTb, KHUE OTEKH, HBIN OTEK, (maubonee yacTo
peaxyuu 6|MuXopaAKa |HapylIeHHUE TaJCHHUS O0TMEUAJIUCh
Mecme MOXOJIKH, CIeyIonre
68edeHus acTeHus, MoOOYHBIC
00Jb pa3TUYHON 3G PeKTH:
JTOKaJIU3alNH, OECIIOKOMCTBO,
oOree OeccoHHMIIa,
HeJIOMOTaHue, TOIIHOTA, 00K
TPUIIIONOA00HB] pa3IuIHOM
U CUHIpOM JIOKaJU3aluy U
MTOBBIIIICHHOE
ITOTOOT/ACIICHHE),
00Jb B TPyAH.
3apeructpupona
HBI CTy4au
BHE3AITHOM
HEOOBSICHIMOM
CMEpTH, CBS3b
KOTOPBIX C
JICYCHUEM
ra0areHTHHOM HE
yCTaHOBJICHA
JlabopamopHn CHmxeHne IToBbilieHne I'unornuke I'unonarpuemus,
ble u KOHIICHTPAIMK | aKTUBHOCTH MHUs MOBBIIIICHHUE
uHCmpymenma JIEHKOITUTOB, aJlaHMHAMHUHOTPA |(TpeuMyIIe aKTUBHOCTH
JIbHble OaHHble MTOBBIIIICHHE Hcdepassbl, CTBEHHO Y KpeaTnHPOochOoKH
MAacChI TeJa acnapTaTaMHHOT |TaIlMeHTOB Ha3bl

pancdepasbl 1
KOHIIEHTPALIH
OunupyOunHa B
I1a3Me KpoBH,

TUICPIIIUKEMUA

C CaxapHbIM|

uabeTom)
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

ot 17.04 2026 N= 7912

P

Tpasmor, Tpasmss, (OCHEQDEATENEHOCTE 0002
UHMOKCUKAYU MEPEIOMBI,

u u CCaJIuHEI,

OCNOJICHEHUSL CBSI3aHHEBIC C

npoyeoyp TTajicHueM

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKHHﬁ

HNmeroTcs COO6H_[CHI/IH O pa3BUTHHU OCTPOro IMaHKpEaTuTa Ha q)OHe TEparnu Fa6aHCHTI/IHOM, OJHAaKO

MPUYMHHO-CJIEICTBEHHAs CBS3b ¢ raballeHTHHOM OCTaeTcsl HesicHOU (cM. pasnen 4.4.).

HNmeroTcs COO6IJ.I€HI/I$I 0 ClIydadX MHUOIIaTUMU C TMOBBIICHUCM AKTUBHOCTHU KPCATUHKHUHA3LL Y

MALMEHTOB C TEPMUHAIBHOM CTAIUEH MOYEYHON HETOCTATOYHOCTH, HAXOASAIIMXCS HA TEMOAUAIIU3E.

Hemu

Cnyqan I/IHCbCKI_II/II/I AbIXaTCIbHBIX HYTCﬁ, Cp€aHCro OTHTaA, 6pOHXI/ITa H Cyaopor OBLIM OTMEYEHBI
TOJIBKO B KIIMHUYCCKUX HCCICOOBAHHUAX Y I[CTGI\/JI. KpOMe TOT'0, B KIMHHUYCCKHUX HCCICOOBAHHUAX

COO0IIAJIOCH O CIIy4asX arpeCCUBHOTO MOBECHUS U THIIEPKUHE30B Yy JAETEH.

COO6H.I€HI/IG O IMOA03PEBACMBIX HCKCIATCIIbHBIX PCAKIIMAX

Baxxno coo0miare O MOAO3pEBAaEMBIX HEXKEIATENbHBIX PEAKIUSX TOCIe PEerucTpaluu
JIEKApCTBEHHOT'O Tpernapara ¢ IeIbl0 00€CIeueHHs] HEeNPEePhIBHOTO MOHUTOPHHTA COOTHOIICHUS
«T10J1b3a-PUCK» JIEKAPCTBEHHOT0 IIpenapara. MeIuuHCKUM pabOTHUKAM PEKOMEHIyEeTCs COO01IaTh
0 JOOBIX TMOJ03PEBAaEMbIX HEXKENAaTeIbHBIX pPEaKIUsIX JIEKApCTBEHHOTO Tperapara uepes
HAI[MOHATIbHBIE CHCTEMBI COOOIIEHUS O HEXKeNaTeNbHBIX peaklUiX ToCyAapCTB—UJICHOB

EBpazuiickoro 5KOHOMHU4ECKOT0 COK3a.

Poccuiickas @enepanus

®denepanpHas cinyx0a o Hag30py B cdepe 3npaBooxpaneHus (Pocsnpasuaazop)
Anpec: 109012, r. MockBa, CnaBsiHckast mionianib, 1. 4, ctp. 1.
Tenedon: +7 800 550-99-03

OnekTpoHHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B uH(pOpMaIIMOHHO-TENEKOMMYHHUKAIIMOHHO cetn «HTepHeT: https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHMOTOMEI

[Ipu opHOKpatHOM mpuemMe 49 T TabaneHTHHA HAOMIOMATUCH CICAYIOIINE CHUMIITOMBI:
TOJIOBOKPY’KEHHUE, IBOCHUE B TJ1a3aX, HAPYLIEHUE PEYM, COHIIMBOCTb, IIOTEPSL CO3ZHAHUSA, COCTOSIHUE
3aTOPMOYKEHHOCTH M AUapesl JIETKOW CTENEHH, KOTOPBIE IMOJIHOCTBIO MCUYE3alId MPU MPOBEACHUU

CUMIITOMaTUYECKOHN TEPAIHH.
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CrnenyeT yuyuThIBaTh, YTO MOCTIE MPUEMa BHICOKHX /103 ra6aneﬁ%:;;%%iia-gmI:éflglgc-gc_"bpﬁﬁ‘agr—ﬁ-'e

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

B KMIIICYHUKCE.

IIpu nepeno3upoBke radaneHTHHOM BO3MOYKHO Pa3BUTUE KOMBI, OCOOEHHO IPH OJHOBPEMEHHOM

MPUMEHEHUHU JPYTUX JIEKAPCTBEHHBIX MpenaparoB, nogasstomumx [{THC.

B pamkax SKCIIEpUMEHTOB Ha MBIMIaX M KpbICaX, KOTOPHIM IIpenapaTr BBOAMJICS B J103aX 10
8000 mr/kr, HE ynaloCh YCTAaHOBUTH 3HAYECHHUE JIETATbHOH J03bI TabaleHTHHA TMPU MEPOPaATHHOM
BBeZieHUU. [IpH3HAKM OCTPOH TOKCHYHOCTH Yy >KMBOTHBIX BKJIIOYAIM AaTaKCHUIO, 3aTpyIHEHHE

AbIXaHWs, IITO3, THIIOAKTUBHOCTH NJIN B036y}K,Z[CHI/IC.

JleueHue
HecmoTpst Ha TO, 4TO Ta0ameHTUH MOXKET BBIBOJIUTHCS NPH TEMOJUATN3€, MUMEIONIUICS OIBIT
IMOKA3bIBAET, YTO OOBIYHO MOJO0HONH HEOOXOAMMOCTH HE BO3HHKAeT. llalmeHTaM C TSHKEIOoH

MMOYCYHOM HEOAOCTAaTOYHOCTBIO MOXKET OBITH MOKAa3aH reMoaualims.

5. PAPMAKOJIOTHYECKHWE CBOMCTBA

5.1. ®apmakoanHaMHuYecKHne CBOCTBA

q)apMaKOTepal'IeBTI/I‘-IGCKaﬂ rpynma: aHaJbICTUKH, JAPYTruc€ aHaJJbI'CTUKW W aHTHUIIMPCTUKU,
Fa6aHCHTI/IHOI/I,Z[BI.

Kong ATX: NO2BFO01.

MexaHu3M eicTBUs

TouHBbIi MexaHU3M JIeCcTBUS rabareHTHHA HE U3BECTEH.

Xumuueckasi CTpyKTypa rabarneHTHHA aHaJOTW4YHa CTpyKType Heipomeauaropa 'AMK (ramma-
aMMHOMACJISTHHOM KHCIIOTBI), OJIHAKO MEXaHM3M €ro JNEHCTBUS OTIMYAETCs OT JAPYI'MX aKTHBHBIX
BelIeCTB, B3auMozeicTByromux ¢ cuHancaMu ['AMK, Takux kak BajbnpoaTsl, 0apOUTypaThl,
6ensonuazenunbl, uHrUOUTOpEl ["AMK-Tpancamunaszbl, nHrHOUTOpPH 0OpaTHOrO 3axBata I'”AMK,
aronuctsl '”AMK u nponekapcrBa 'AMK. B nccnenoBanusix in vitro ¢ MEYEHBIM PaIUOU30TOIIOM
rabareHTHHOM B TOJIOBHOM MO3T€ KpbIC ObUIM OOHApY>KeHBI HOBbIE 00JIaCTH CBSI3bIBAHUS IpenapaTa
c OenkamMu, B TOM 4YHCIE HEOKOPTEKC W THIIMOKAMII, YTO MOXET HMETh OTHOUIIEHHE K
MIPOTUBOCYIOPOKHOM M aHAJIbIeTHYECKON aKTHBHOCTH Ta0aleHTHMHAa U €ro MPOU3BOJIHBIX. BbLIO
YCTQHOBJICHO, YTO MECTOM CBsI3bIBaHMs TabamneHTHHa sBIsgercs o-2-0 cyObenauHuna

MNOTCHIHAJI3aBUCUMBIX KaJIbIIMCBBIX KaHAJIOB.

B kImHWYECKH 3HAYMMBIX KOHICHTpauAX rabamneHTHH HE CBA3BIBACTCI C ApyruMu

pacnpocTpaHEHHBIMU pELENTOpaMU K JIEKApCTBEHHBIM IpenaparaM M HeWpoMeauaTtopam,
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ot 17.04 2026 N= 7912

MPUCYTCTBYIOIIMMHU B TOJIOBHOM MO3T€, B TOM YHCJ[E FAMIP';' I;‘AE/I%@;E' %J}'é%ﬂ.?e%ﬁd %'1—1'\7}'1;'1

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

rilyraMaTHbIMU, I'TMIIUHOBBIMU U N-MGTI/IH-D-aCHapTaTHBIMI/I peuciTopamu.

B otnnune ot henuTonHa U kapbamasenuHa rabaneHTUH B YCIOBHSX in Vitro HE B3aUMOJICHCTBYET C
HaTpUEBBIMU KaHalnaMu. B psne Tecr-cucreM in vitro NpUMEHEHHE rabarneHTHHA MNPUBOJIMIO K
YaCTUYHOMY CHM)KCHHUIO OTBETA Ha aroHUCT riayramara N-metmi-D-acniaprat (HM/IA), HO ToJIbKO B
KOHIIGHTpauuy, mnpesbinaoomeii 100 MKMONIB/JI, YTO HEJOCTH)KUMO B YCIOBHUAX N VIVO.
B ycnoBusix in vitro nmpuMeHeHue rabaneHTHHA TMPUBOJUT K HE3HAYUTEIBHOMY CHIDKCHHIO
BBICBOOOK/ICHHMsI MOHOAMHUHOBBIX HeilpoMeauaTopoB. BBeneHne rabaneHTrHa KpbicaM IPUBOIUT K
yBeJnn4eHuto ckopocti MetabonuzMa '”AMK B HeKOTOpBIX 001aCTAX FOJIOBHOIO MO3ra, aHAJIOTUYHO
a¢dekTy Banbpoara HaTpHs, OMHAKO dPPEeKT HAOIIOJACTCS B APYTUX OT/AEIaX TOJOBHOIO MO3Ta.
CBs3b ONMHMCaHHBIX pPa3HOOOpa3HbIX d3(dekToB rabaneHTHHA € €ro MPOTHBOCYIOPOKHOU
aKTUBHOCTBIO €lIe NPEJCTOMT YCTAaHOBUThb. Y JKUBOTHBIX rabaleHTHUH JIETKO IMPOHHKAeT B TKaHb
rOJIOBHOI'O MO3Ta U MIPENOTBPALAET CYJOPOTH, CIPOBOLIMPOBAHHBIE MAKCUMAJIBHBIM JIEKTPOILLIOKOM,
XMMHAYECKUMH KOHBYJIBCAHTaMH, B TOM uuciie uHruouropamu cuareza 'AMK, a Taxke B ciydae

TCHCTUYCCKUX MOIIGHGﬁ CYAOPOKHBIX CHHAPOMOB.

Kimmanueckas 3dbdekTUBHOCTE U 0€30I1aCHOCTE

B pamkax KIMHHYECKOTO HCCIEI0BaHMs aJblOBAaHTHOM Tepanmuy MNapLHUAIbHBIX CYAOPOKHBIX
MIPUCTYIOB y JIeTell B Bo3pacTe oT 3 10 12 neT npoaeMOHCTPUPOBAHO HATHUNE KOJIUYECTBEHHBIX, HO
CTaTUCTUYECKU HEJIOCTOBEPHBIX PA3IMUMUN MO YaCTOTE CHUKEHHS KonyecTBa npuctymnoB Ha 50 % B
rpymne rabaneHTHHa 110 CPaBHEHUIO ¢ TPYNIOH m1ane6o. /[onosHuTenbHbIN aHAIN3 YaCTOThl OTBETA
Ha Tepamuio B 3aBUCUMOCTH OT Bo3pacTa (MpU pPacCMOTPEHHMH BO3pacTa Kak HENpepbIBHOM
MEPEMEHHON WM NPHU BBIIECICHUU JIBYX BO3PACTHBIX MOArpymi: 3—5 yeT u 6—12 j1er) He BbIABUI
CTaTHUCTUYECKH JIOCTOBEPHOTO BIIMSHHUSA BO3pacTa Ha 3 (HEKTUBHOCTh TEPAIUU.

Pe3yJIBTaTBI JAaHHOT'O JOTIOJHUTEIBHOI'O aHaJIn3a NMPEACTABJICHLI B Ta6J'II/II_Ie 1.

Tabmuma 1. Oteer (ynyumenue Ha > 50 %) B 3aBUCHMOCTH OT JICYCHHS] M BO3pacTa, MOMYJISIUs

MITT*

Bo3spacrnas rpynna Inanedo I'abanenTun 3HaueHue p
<6 ner 4/21 (19,0 %) 4/17 (23,5 %) 0,7362
6 - 12 ner 17/99 (17,2 %) 20/96 (20,8 %) 0,5144

*MOHI/I(i)I/IHI/IpOBaHHaH nonyJsiusa B 3aBUCUMOCTH OT HA3HAUCHHOT'O JICUCHUS (MITT) OIpeaAciidiaCh KaK COBOKYITHOCTb
BCEX MAIMCHTOB, PAHAOMU3UPOBAHHBIX B I'pyHITY HCCHGHyeMOﬁ TCepanri U UMEBHINX MOJICKAIINEC OLUCHKE THECBHUKHU

CyIIOPOKHBIX MPUCTYTIOB 3a MIEPHOJ JUTHTEIEHOCTHIO 28 THEH B paMKaX UCXOHOW U IBOWHOM clienoH (a3 HCCIIeIOBaHUS.

5.2. apmakoknHeTHYECKHE CBOIICTBA
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 17.04 2026 N= 7912

(MOCNEOOBATENEHOCTE 0002)

AOGcopOrus

[Tocne mpuema BHYTph MakcUMalibHas KOHIEHTpalus (Cmax) rabameHTHHA B TUIa3ME€ KPOBH
JO0CTUTaeTCs B TeueHue 2—3 yacoB. buomoctynmHocTh rabarneHTHHA UMEET TCHISHITUIO K CHUKCHHIO
C YBEJIMYCHHUEM JI03bI IIperapara. AGCOI0THAs OMOIOCTYITHOCTD IPU ITpHeMe Kancys 103upoBku 300
MrI cocTaBisieT npuobauszurenabHo 60 %. [Tumia, B TOM 4ucie ¢ BHICOKMM COJIEp:KaHUEM KHPOB, HE
OKa3bIBaCT KJIMHWYCCKU 3HAUMMOTO BIMSHUS HA apaMeTpsl (PapMaKOKWHETUKU rabareHTHHA.

dapMakoKMHETHKA rabarieHTHHA HE U3MEHSIETCS ITPH MHOTOKpaTHOM IpueMe mpemnapara. HecMoTps
Ha TO, YTO B paMKax KIMHUYECKHUX MCCIEIOBAaHUMN KOHIIEHTpauus rabarneHTHHA B IJIa3Me KPOBH
0OBIUHO BappbUpOBaja B Juana3zoHe 2 MKr/mi — 20 MKI/MJI, OHa He T03BOJIsjIa MPOTHO3UPOBATH HU
3¢ (eKTHBHOCTh, HU Oe30macHOCTh mpenapara. [lapamerpsl (apMaKOKMHETHKHU IPEICTABICHBI B

Tadaue 2.

Tabnuna 2. CBoanble cpennue (CV, %) mapameTpsl hapMaKOKMHETHKH rabareHTHHA B PaBHOBECHOM

COCTOAHHUU ITPHU MHOT'OKPATHOM IIPUEMC C HHTCPBAJIIOM JO3HPOBAHUA JJIMTCIbHOCTBIO 8 Jacos.

IMapameTtpbi 300 Mmr (N=7) 400 mr (N =14) 800 mr (N =14)
(papmakoxkuHeTuky Cpednee % CV Cpeonee % CV Cpeonee % CV

Crnax (MKT/MIT) 4,02 (24) 5,74 (38) 8,71 (29)
Tmax (9) 2,7 (18) 2,1 (54) 1,6 (76)
Tix2 (a) 5,2 (12) 10,8 (89) 10,6 (41)

AUC (0-8)
(oir va) 24,8 (24) 34,5 (34) 51,4 (27)

JlaHHbIE JlanHbIe
Ae% (%) OTCYTCTBY | OTCYTCTBY 47,2 (25) 34,4 37)
10T 10T

Cinax — MAaKCHMaJIbHasi KOHIIEHTPAIMS B IJIa3M€ KPOBU B COCTOSIHUM YCTOMYMBOTO PaBHOBECHS,

Tmax — BpeMsi AOCTHKEHUSA Crax;

T1/2 — IepuoJ OTyBBIBECHUS;

AUC (0—8) — muiomaap moa KpUBOM 3aBUCHUMOCTH KOHLIEHTpAIMK B IUIa3ME€ KPOBU OT BPEMEHU B
[PABHOBECHOM COCTOSTHUU B niepuos1 ot 0 10 8 4acoB mocJe npuema npemnapara;

Ae% — o mpernapara, JIMMHUHUPOBABIIETOCS C MOYOIl B HEM3MEHHOM BHjI€ 3a nepuoj ot 0 10 8

JaCOB MOCJIC IIpHEMa Iperapara, B IpOUCHTAX OT HpHHHTOfI JO3bI.

Pacnopenenenne

["abaneHTHH He CBA3BIBAaETCS ¢ OeIKaMu IUIa3Mbl KPOBH, U €ro 00BbEM pacHpeesieHHs COCTaBIsIeT

57,7 1. Y TNaIMeHTOB C SMUJICTICHEeH KOHIEHTpaIus rabaneHTHHA B CIIMHHOMO3TOBOM JKUIKOCTH
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cocraBisieT npubauzutenabHo 20 % oT MUHUMaTbHON amoméﬂ&%ﬂ)ﬁi}%@bﬁa—[&g Iﬁﬁi;ig&% 1%85'1;1;'1

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

["abaneHTHH BBIIENISETCS B TPYIHOE MOJIOKO.

Buorpancdhopmars

OTCYTCTBYI-OT JaHHBIC O MeTaboau3Me radameHTHHA B OpraHu3MeE 4YCJIOBEKA. I'abaneHTHH He
BbI3bIBACT HWHAYKIUIO HeCHCI_[I/I(bI/ILIeCKI/IX OKCHJa3 IICYCHHU, OTBCTCTBCHHBIX 3a MeTaboI13M

JICKApCTBCHHBIX CPCACTB.

ONMMUHALMS

I'abanenTun BBIBOAUTCSA B HCU3MCHHOM BHUJIC€ UCKIIIOYHUTCIBHO ITYTEM IMOYCYHOM OKCKpCIHUHU. HCpI/IOII

nonryBeiBesieHus (T12) rabanenTrHa He 3aBUCUT OT MPUHSATON JJO3bI U COCTABIISIET B CpeiHEM 5-7 .

JInHeNHOCTh (HEINMHEHHOCTE)

buogocTymHOCTh TabaneHTHHA CHIDKACTCS C YBEIUYCHHEM MPUHSATON JO3BI, YTO BJIEYET 32 COOOM
HEIMHEWHOCTh TMapaMeTpoB (papMaKOKWHETHKH, KOTOpBIE BKJIIOYAIOT B pacyeT IMOKa3aTellb
ouongoctynunoctu (F), wanpumep Ae%, CL/F, Vd/F. ®apmakokuHeTHKa SIMMHHALUN
(bapmakokuHeTHUECKHE MapaMeTphl, He BiItouaromue F, takme xak CLr u Tip) myume Bcero
OIHMCHIBAIOTCS JIMHCHHON MOJIeNbI0. PaBHOBECHBIE KOHIICHTpAIIMU Ta0allCHTHHA B IIa3Me KPOBU

SIBJIIFOTCA ITPEACKA3YEMbIMU HA OCHOBAHUHN JTAHHBIX 11O KHHCTHUKE IIPU OAHOKPATHOM IIpHUEME.
@apmaKOKuHemuKa 8 0COObIX KIUHUYECKUX cydasx

[TarmmenTsl MOXKMWIOTO Bo3pacta (crapiie 65 JieT) M MalMEeHThI ¢ HapYIIIeHHEM QVHKIINU HOYEK

VY nmanuMeHToB MOXWUIIOTO BO3pacTa M MAllMEHTOB C HapylleHWeM (QYHKIMH MOYeK KIUPEHC
rabarneHTUHa W3 IJIa3Mbl KPOBU CHMKaeTcs. KoHcTaHTa »JIMMUHALIMM, TUIa3MEHHBIA KIHMPEHC U
MOYEUHBIN KIMpeHC rabaneHTruHa MpsiMO MPONOPLUOHATIBHBI KIMPEHCY KpeaTHHUHA.

["aGaneHTHH ynansercs U3 miaa3Mbl KpoBH Npu remojuanuse. [lanuenram ¢ HapyuieHueM QyHKIUH
MOYEK MJIM HaXOALIMMCS Ha TEMOINAIN3€e PEKOMEHYETCsl KOppeKLIUs 036l Ipenapata (CM. pa3aen

42.).

eTH
dapmakoKMHETHKA TabaneHTrHa y aeTel nu3ydanach y 50 370poBbIX JOOPOBOJIBIIEB B BO3pacTe OT 1
Mecsa g0 12 mer. B menom, KoHIIEHTpalus rabarneHTHHa B TUTa3Me KPOBH JIeTel cTapiie 5 JeT
aHAJIOTMYHA TAaKOBOM y B3pOCIBIX IPHU NPUMEHEHUH Ipernapara B 3KBUBAJICHTHON J103€ MPU pacyeTe

Ha | Kr Macchl Tena (MI/Kr).

B pamkax uccienoBanust papmMakokuHETUKU Yy 24 310pOBBIX jAeTel B Bozpacte oT 1 10 48 Mmecsies
napametpsl 3kcnozunuu npenapara (AUC) 6bpun npubiausutenbHo Ha 30 % Huke, Cmax — HUKE, a
KIMPEHC — BBIIIE IIPUM pacyeTe Ha EAMHMIY Macchl Tejla II0 CPAaBHEHUIO C JIOCTYIHBIMH

OITyOJIMKOBAHHBIMU JIaHHBIMH 110 KHHETUKE TIpenapaTa y JIeTei B BO3pacTe cTaplie 5 JeT.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
 oT17.042026N27912
6. DPAPMAIIEBTUUECKHUE CBOICTBA (MOCHELOBATENEHOCTE 0002)

6.1. Ilepeuenb BcnOMoOraTe/ibHbIX BelIECTB

Kammua, 100 Mr, Kancyiabl

COOéprCuMO@ Kancyinwl.

JIAaKTO3bl MOHOTUAPAT,
KpaxMaJ KyKypy3HblH,
TaJIbK;

Kancynua meepdaﬂ JIcenamunosas, pasmep 3.

cocmas 060104KU KANCybl:
tutana quokeun (E171),

KCJIaTHH.

Katsna, 300 Mr, kancyabl

codepafcumoe Kancyiol.

JIAKTO3bI MOHOTHIPAT,
KpaxMas KyKypy3HblH,
TaJbK;

Kancyia meepdaﬂ Acenamurosad, pasmep 1

cocmag 060104KU KANcynvl:
tutaHa auokeun (E171),
KpacuTelb xeneza okcu xxentoiit (E172),

KCJIaTHUH.

Kammna, 400 mMr, Kancyisl

cooeparcumoe Kancyuwl:
JIAKTO3bl MOHOTUAPAT,
Kpaxmal KyKypy3HbIi,
TaJbK;

Kancyia meep()aﬂ orcenamunosas, pasmep 0

cocmag 060104KU Kancyul:

tutana auokcun (E171),

KpacuTelb xene3a okcu xentoii (E172),
KpacuTellb xele3a okcu kpacHselil (E172),

KCJIaTHUH.

6.2. HecoBMecTHMOCTD
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(MOCNEOOBATENEHOCTE 0002)

He npumenumo.

6.3. Cpok ronHocTu (CpoK XpaHeHHs)

3 rona.

6.4. OcoOble MepbI PEIOCTOPOKHOCTH NPH XPAHEHUH.
XpaHuTh IpU TeMiieparype He Boiie 25 °C.

6.5. Xapakrep u coaepkaHue yIaKOBKH.

Kamcynet 100 mr: mo 10 kamcynm B Oimctepe W3 KOMOWHHPOBAHHOTO MaTepuana (TUICHKH

MOJIMBUHUJIXJIOPUAHON M (ONBIH alOMUHUEBOH). J[Ba Onucrepa BMecTe € WHCTPYKLUEH IO

IIPUMCHCHHIO (HI/ICTKOM-BKJ'Ia,I[LIH_IeM) MMOMCIIAKOT B KAPTOHHYIO IMAYKY.

Kancyast 300 mr u 400 mr: mo 10 xarncyn B Gnuctepe U3 KOMOMHUPOBAHHOTO MaTepuaiia (TUIEHKH

MOJUBUHUIXJIOPUIHOW W (onbru  amoMuHueBOH). IlaTh wim gecats ONHUCTEpOB BMeECTE C

I/IHCTPYKL[Heﬁ 110 IIPUMCHCHUIO (J'II/ICTKOM-BKJ'IaI[BIIHCM) MMOMCIIAKOT B KAPTOHHYIO IMAYKY.

6.6. OcoOble MepbI MPETOCTOPOKHOCTH NPH YTHIHU3ALNMH MCIOJb30BAHHOIO JEKAPCTBEHHOIO
npenapara MJIH OTXOA0B, IMOJYYEeHHBIX I0Cjie TPUMEHEHUsl mnpenapara, W JApyrue

MaHUIIYJISIIMA C IIpennapaTromM

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

BEJIVIIO, nexapcTBa 1 kKocMeTHKa 1.1., Pecriyonuka XopBatust
48000, r. Konpusnuna, yiu. Jlanuia, 5,

tenedon: + 385 48 659 011,

dakc: + 385 48 625 271,

3JIeKTpOHHAs mouTa: belupo@belupo.hr.
7.1. IlpencraBureib AepsKaTessi perMCTPALUMOHHOIO YAOCTOBEPECHHS

[Iperen3uu noTpeduTeneit HaNPaBIATH 10 aPECy:

Poccuiickag @enepanusa

[IpeacraButensctBo Komnanuu bBEJIVIIO, nekapcTBa n kocMeTuka 1.1., Pecryonuka XopBartwusi, B

Poccun
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38, 1. 71.72, (NOCNENOBATENLHOCTL 0002)

119330, r. MockBa, JIoMOHOCOBCKHUI MTPOCII.

tenedon: +7 (495) 933-72-13, daxc: +7 (495) 933-72-15,

ANEKTpOHHAs mo4YTa: belupo@belupo.su

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KATETOPUU OTIYCKA 10 PELENTY.

OOmiasi xapakTepuCTHKa JIEKapCTBEHHOro mpemnapara KaTsHa AocTynmHa B €OUHOM peecTpe
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPEACTB EBpazuiickoro SKOHOMHUYECKOTO COK03a U Ha
opunmansHOM caiite YIOJTHOMOYEHHOI'O oprasa (axcnepTHOI OpraHu3aliu)

(https://Ik.regmed.ru/Register/EAEU_SmPC).
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