COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 16.06.2025 N2 14832

(NCCNEOOBATENEHOCTE 0006)

NMHCTPYKLUA
IO MEJUIIUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O
IIPEITAPATA

HeiiponTun®

Perucrpammonnbliii Homep: JII1-Ne(000997)-(PT"-RU)
Toprosoe HaumenoBanue: HeiiponTua®
MexayHapoaHOe HEMATEHTOBAHHOE HAUMEHOBaHUe: ra0aricHTHH

JlekapcTBeHHas (popma: KancCyJsl

Cocras

1 xancyia 1o3upoBkor 100 MT cOIEPIKUT:

Heticmsyrowee eeugecmeo. radbarnentun — 100,00 mr;

Bcnomoeamenvnuvle seujecmea. nakto3pl MoHOruapaT — 14,25 mr, kpaxman Kykypy3Hsiid — 10,00 mr,
tanbk — 10,00 Mr; 0b6on0uka kancyn: xenatua — 39,60 mr, Boga — 6,96 mr, Thutana quokeua — 1,44
MT, HaTpus Jaypuiicynbdar — menee 0,10 mr; uepnuna: memnak — 0,075 mr, Turana auokeua — 0,027
mr, uaaurokapmu — 0,021 mr.

1 kancyia 103upoBKoit 300 MT COIEPIKUT:

Heticmsyrowee eeujecmeo. radbarnentua — 300,00 mr;

Bcnomoeamenvhvie sewjecmea. nakto3sl MoHOruapaT — 42,75 mr, kpaxmain KyKypy3Hselid — 30,00 mr,
tanbk — 30,00 mr; obonouka kancyn: xenatua — 64,07 mr, Boga —11,02 mr, Tutana nuokcun — 0,76
MT, KpacUTelb skelie3a okcu I xkenteid — 0,15 Mr, Hatpus naypuncynsdat — menee 0,15 Mr; yvepruna:
memtak — 0,075 mr, Turana nuokcua — 0,027 mr, uagurokapmud — 0,021 mr.

1 xancyia 1o3upoBkoi 400 MT COIEPIKUT:

Heticmsyrowee eeujecmeo. radbanentun — 400,00 mr;

Bcnomozamenvuvie sewgecmsa: nakto3sl MoHOTHApaT — 57,00 Mr, Kpaxman kKykypy3Hbiii — 40,00 mr,
tabk — 40,00 mr; obonouka kancyn: xenatua — 80,01 mr, Boga —13,92 mr, TuTana quokcuy — 1,28
MT', KPaCUTEb JKeme3a OKCHT KenThii — 0,62 Mr, KpacuTeb xene3a okcua KpacHblii — 0,06 mr, HaTpust
naypuncynbpar — menee 0,19 mr; yepnuna: memnak — 0,075 mr, turana auokeua — 0,027 wr,

nHaurokapmMud — 0,021 mr.
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COOTBETCTBYET QRCHEFTHOMY QTYETY

Kancynbl 100 mr: TBepaple HENpPO3padyHbIE >KEIATUHOBBIE Karcysbl pazMepoM Ne3, ¢ KpBILIKOM U

KOpITycoM OeJoro IBera, ¢ HAHECEHHBIMH TONYOBIMH YEpHWIAMH HAIMHUCAMH - Ha KPBIIIKE
«Neurontin®» n «100 mg», Ha Kopryce — «VLEy. 1{ser Hammucu — romy6oit. CoaepskuMoe Karcyi
OCIIBI MK MTOYTH OeJIbIi TTOPOIIIOK.

Kancynsl 300 Mmr: TBepAble HENPO3pAaYHbIE KEJIATHHOBBIE Karcysbl pazmepoM Ne 1, ¢ kpplmkoil u

KOPITYCOM CBETJIO-JKENITOTO I[BETa, C HAHECCHHBIMH TOJTYOBIMH YEPHWIAMH HAIHCSIMHU - Ha KPBIIIKE
«Neurontin®» u «300 mg», Ha kopnyce — «VLEy». Ilper Hagmucu — cepo-romy6oii. Comepikumoe
KarcyJ1 OelbIid MM TIOYTH OEJIbIi TOPOIIIOK.

Kancynst 400 Mr: TBepable HEMpO3paydHbIe KEeTATHHOBBIE Karncyisl pazMepoM Ne 0, ¢ KpbIIKOH u

KOPITYCOM KPEMOBO-OPAaH)KEBOTO IIBETA, C HAHECEHHBIMH TOJTYOBIMH YCPHUJIAMH HAIIHMCIMH - Ha
kpoimke «Neurontin®» u «400 mg», Ha xopmyce — «VLE». LlBeT Hagnmucu — cepo-romy6oil.

Cogepxumoe KaricyJ1 Oelnblii WU MOYTH Oelblil MOPOIIIOK.

(DapMaKOTepaneBaneCKaﬂ rpynma: aHajJbICTUKH, APYTHe AaHAJIbICTUKU M aHTHUIIMPCTHKU,

T a6aHeHTI/IHOI/II[LI .

Koa ATX: NO2BFO1.

DapMaKoJIOrHuecKue CBOMCTBA

Dapmaxoounamuka

TouHbIi MeXaHU3M AeWCTBUS rabaneHTHHA He U3BECTEH.

Xumudeckasi CTpyKTypa rabaneHTHHa aHaJOTH4YHAa CTPyKType Hehpomenuaropa ['AMK (ramma-
AMUHOMACJISTHOM KHCJIOTBI), OJJHAKO MEXaHU3M €ro JEeHCTBUS OTJIMYAETCS OT JAPYTUX AKTHBHBIX
BEIECTB, B3auMojeicTByommx c cuHancamMu ['AMK, Takux kak BanblnpoaTsl, 0apOUTYpaThl,
6en3zoauaszenunsl, uHruOUTOpH ["”AMK-TpancamuHasbl, MHTHOUTOPH! oOpaTHOro 3axBara ['TAMK,
aronuctel ' AMK u nponekapctea TAMK. B uccnenosanusx in Vitro ¢ Me4eHbIM paiou30TONIOM
rabareHTHHOM B TOJIOBHOM MO3Tre KpbIC ObLITM 0OHApYEHbI HOBbIE 00JIACTH CBS3BIBAHUS Iperapara
c OenkamMy, B TOM UYHCJIE HEOKOPTEKC M THUIMIOKAaMI, YTO MOXXET HMETh OTHOLICHHE K
IPOTUBOCYJJOPOXKHON M aHAJIBI€TUYECKOH AaKTUBHOCTH TalaleHTHHa M €ro MpOM3BOJHBIX. BbIIo
YCTaHOBJICHO, YTO MECTOM CBSI3BIBAHHS rabarieHTHHA SIBIIIETCS o-2-0 (anbda-2-1enpTa) cyobeinHuIa
MOTEHIINAI3aBUCUMBIX KaJbI[MEBBIX KaHAJIOB.

B kiMHHMYeCKM 3HAUMMBIX KOHLIEHTpAlMsAX raOanmeHTHH HE CBA3BIBACTCA C  JIPYTHMMHU

pacinpoCTpaHCHHBIMU  PCLCIITOpAMU K JICKAPCTBCHHBIM  IIpCliapaTaM U HCﬁpOMCHHaTOpaM,
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
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NPUCYTCTBYIONIMMH B TOJIOBHOM Mo3re, B 1M uucine [TANMKE, ITAMKS; [fensouasenHoBbMu,

[JIyTaMaTHBIMH, TIUIIMHOBBIMU ¥ N-MeThI-0-acriapTaTHBIMK PELICTITOPAMH.

["abareHTHH B yCIOBHSX IN VItr0 He B3aUMOJICHCTBYET ¢ HATPUEBBIMH KaHAJIAMH, YTO OTJIMYAET €ro
oT (penutonHa u kapbamasenuna. B psige recT-cuctem In Vitro mpuMeHeH#He rabareHTHHA PUBOJINIIO
K YaCTUYHOMY CHIDKCHHIO OTBETa Ha aroHUCT riryramarta N-metuin-D-acnaprar (HM/IA), HO Tonbko
B KOHIIEHTpAIHMH, rpeBbitiatoriei 100 MKMOJIb/JI, 4TO HEJOCTHYKUMO B YCIIOBHSX iN VIVO. B ycrmoBusix
in vitro mpuMeHeHue raOaneHTHHA NPUBOJUT K HE3HAYMTEIIBHOMY CHIDKECHHIO BBICBOOOXKICHHS
MOHOAaMUHOBBIX HelipomeanaTtopoB. BBeneHnue rabameHTHHA KpbicaM MNPUBOAUT K YBEIHUYEHUIO
ckopoctu Metabonuzma 'AMK B HeKOTOpBIX 00JACTSIX T'OJOBHOTO MO3ra, aHAIOTMYHO 3(dexTy
BaJIBIIPOATa HATPHsL, OAHAKO 3 ¢eKT HabIomaeTcss B APYyruxX OTAeNax TrojoBHOro mosra. Cesizb
ONMCAHHBIX Pa3HOOOPa3HBIX AP(PEKTOB radareHTHHA C €ro MPOTUBOCYIOPOKHON aKTUBHOCTBIO €IIIe
MPEJICTOUT YCTAaHOBHUTH. Y >KMBOTHBIX Fa0ameHTHUH JIETKO MPOHUKAET B TKaHb FOJIOBHOTO MO3ra H
MPEIOTBPAIIAeT CyAOPOTH, CIPOBOIUPOBAHHBIE MAaKCHUMAJIbHBIM JJIEKTPOIIOKOM, XUMHUYECKHUMHU
KOHBYJIbCAHTAMHU, B TOM uuncie uHruouropamu cuuresa [[AMK, a Takxke B ciydae T€HETHUYECKUX

MOJIEJIEN CyAOPOKHBIX CUHAPOMOB.

Kaunuueckas s¢hpexmusnocms u 6e30nacHocms

B pamkax KIMHMYECKOTO HCCIEAOBAaHUS abIOBAHTHOW TEpaluu NapUUalIbHBIX CYAOPOKHBIX
NpUCTYNOB y JeTell B Bo3pacte OoT 3 a0 12 jer ObUIO NPOJEMOHCTPUPOBAHO HAIUYHE
KOJIMYECTBEHHBIX, HO CTATUCTUYECKH HETOCTOBEPHBIX Pa3IMUUi 110 YAaCTOTE CHUKEHUSI KOJIMYECTBA
npuctymnoB Ha 50 % B rpymnmne rabaneHTuHa 0 CPAaBHEHMIO C Ipymnmnoil mianeo. J{onomHuTeNbHbINH
aHaJIU3 4acTOThI OTBETA HA TEPAIUIO B 3aBUCUMOCTH OT BO3pacTa (IIpH pacCMOTPEHUH BO3PACTa Kak
HETPEPHIBHON MEPEMEHHON WIIM TIPH BBIICTICHUN JBYX BO3PAaCTHBIX moArpymnm: 3-5 et u 6-12 ner)
HE BBISIBUJI CTATUCTHYECKH JIOCTOBEPHOTO BIMSHUSA BO3pacTa Ha 3()()hEeKTUBHOCTh TEpaIHH.

Pe3yanaTH JAaHHOTO JOMOJHUTCIIbHOT'O aHalIn3a NpCACTABJICHBI B Ta6J'II/II_Ie HUWXKCE.

Otser (ynyumenue Ha >50 %) B 3aBHCHMOCTH OT JICYSHHUS M BO3pAcTa,
nomysius MITT*
Bo3pacrthas rpymnmna [Tname6o ["abanenTH 3HaveHue 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
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*MoauduuupoBanHas TONYJSUUs B | 3aBUCUMOPTH : [T [HAZRATCHINEO| (nedeHys) (MITT)

ompenensiiach Kak COBOKYIHOCTh BCEX IMAlIMEHTOB, PaHIOMHU3UPOBAHHBIX B TPYIITY
UCCIIeyeMOM Tepaluy U UMEBIIUX MMOJJIeKAIME OLICHKE JHEBHUKH CYAOPOKHBIX PUCTYTIOB
3a TEpHoJ JUIMTEILHOCThIO 28 JHEH B paMKaX HMCXOAHOM W JABOWHOW ciernoi a3

HCCICa0BaHUsI.

DapmakoKkuHemuxa

Bcacvisanue

[Tocne nmpuema BHYTpb MakCcMMallbHasi KOHIIEHTpausl rabarneHTuHa B IIa3Me KPOBU JOCTUTAETCS B
TedeHne 2—3 9acoB. buomocTymHOCTh rabarneHTHHA UMEET TeHICHIINIO K CHIDKCHHUIO C YBEIIMYCHUEM
JI03BI TIpermapaTa. AGCOMOTHAS OHOJOCTYITHOCTh P TprUeMe Karicyst 103upoBku 300 Mr coctaBisieT
npubnu3utenbHo 60 %. Iluma, B TOM 4YHcle ¢ BBICOKMM COJAEPKAHHEM JKUPOB, HE OKAa3bIBaeT
KIIMHUYECKH 3HAUMMOTO BIMSHUSI Ha TapaMeTpbl (apMaKOKHHETHKU Ta0areHTHHA.
dapMaKOKHHETHKA radarieHTHHA He U3MEHSETCS [P MHOTOKPAaTHOM Ipueme mpemnapara. Hecmorps
Ha TO, YTO B paMKax KIMHHYECKHX HCCIEIOBAHUN KOHIICHTpAIUs Ta0aleHTHHA B IIa3Me KPOBH
0OBIYHO BapbHpoOBasia B AuarnazoHe 2 MKr/mi — 20 MKI/MJI, OHa HE MO3BOJISJIAa IPOTHO3UPOBATh HU
s dexTrBHOCTH, HU Oe30macHOCTh npenapara. [lapamerpsl (hapMaKOKMHETHKU MPECTABICHBI B
TadnuIre.

Tab6nuia - Coansie cpeanue (CV, %) mapamerpsl papMakOKHHETUKHU TabarieHTUHA B PABHOBECHOM

COCTOSAHUH ITPpHU MHOTOKPATHOM MMPHUEME C UHTCPBAJIIOM JO3UPOBAHUSA JJIUTCIIBHOCTHHO BOCEMb YaCOB.

[Tapamerp 300 mr 400 mr 800 mr
(bapMaKOKUHETUKA (N=7) (N =14) (N=14)
Cpennee % CV Cpennee | % CV | Cpennee | % CV
Crmax (MKT/mu1) 4,02 (24) 5,74 (38) 8,71 (29)
tmax (9) 2,7 (18) 2,1 (54) 1,6 (76)
T1/2 (a) 52 (12) 10,8 (89) 10,6 (41)
AUC (0-8) (mxreu/mi) 24,8 (24) 34,5 (34) 51,4 (27)
Ae% (%) JlanHble JlanHble 47,2 (25) 34,4 (37)
OTCYTCTBYIOT | OTCYTCTBYIOT

Cmax — MaKCHMaJTbHasI KOHIICHTPAITHS B IJIa3Me KPOBH B COCTOSIHUM YCTOWYHBOTO PAaBHOBECHSI.
tmax — BpeMs focTuxkeHUsT Crmax.
T1/2 — nepuox monyBbIBEICHUS.
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AUC (0-8) — miomaap moj KpuBo 3aBI/ICI/IL\100TI/I KOHI{ERTPAITIY (BHNdIME [KPUBH, OF, BpeMeHn B

PaBHOBECHOM COCTOSIHUM B niepuost ot 0 10 8 yacoB mocie npuema rnpemnapara.
Ae% — nons npenapara, STMMUHUPOBABIIETOCS C MOYOM B HEM3MEHEHHOM BU/E 3a nepuof ot 0 110

8 yacosB 1ocne ImpueMa mnperaparax, B IpoeHTax oT HpHHHTOﬁ JO3BI.

Pacnpeoenenue

["abarieHTHH He CBS3BIBACTCS C OENKaMHM IIa3Mbl KPOBH, M €r0 OOBEM pacClpe/Ie]ICHUs] COCTABIISCT
57,7 1. Y NanMeHTOB ¢ SMWICNICHEW KOHICHTpalus rabaneHTHHA B CIHHMHHOMO3TOBOHM JKHUIKOCTH
(CMXK) cocraBusier mpuban3utensHo 20 % 0T MUHUMAJIbHOW PaBHOBECHOM KOHIIEHTPALIUMH B TIJIa3Me
KpoBHU. ["abaneHTHH BBIIEISAETCS B TPYTHOE MOJIOKO.

buompancgopmayus

OTCyTCTBYIOT IaHHbIE O MeTaboyiM3Me rabaleHTHHA B OpraHu3Me 4YelioBeka. ['a0armeHTHH He
BBI3BIBACT HMHIYKIMH HECHeNM(PUUECKNX OKCHIA3 II€YCHH, OTBETCTBEHHBIX 3a METaboIn3M
JIEKapCTBEHHBIX CPEJICTB.

Buigeoenue

["abarieHTHH BBIBOJUTCS B HEM3MEHECHHOM BHUJE HCKIFOYUTEIBHO ITyTEM IMOYEYHOW SKCKPEIIHH.
[Tepnon nomyBbIBeIeHNs TabaleHTHHA HE 3aBUCHT OT MPUHATON JI03BI 1 COCTABIISIET B CPETHEM OT S5
110 7 4acos.

VY HOXWIBIX JIMI ¥ MAaUEHTOB C HapylIeHneM (YHKLUUHU MOYEK KIMPEHC rabarneHTHHA U3 MJIa3Mbl
KpoBU cHMKaerca. KoHCTaHTa »IUMHHALMM, IUIa3MEHHBIA KIMPEHC U TOYEYHBIH KIMPEHC
rabaneHTuHa MPSMO TPOIIOPIHUOHATBHBI KIIMPEHCY KpEeaTHHUHA.

["abareHTHH ynanseTcs: U3 IIa3Mbl KPOBHU MpH TeMoauanu3se. [lanuentam ¢ HapymeHneM (yHKIHN
MOYEK WM HaXOSAIMMCS Ha TeMOAMAIN3e PEKOMEHTyeTCsl KOPPEKIHs 103kl Mpenapara (CM.pa3aen
«Criocob pruMEeHEHHS U T03bD»).

dapMakOKMHETHKA rabarneHTHHa y JeTed u3yvanach y 50 310poBbIX T0OPOBOJIBIEB B BO3pacTe OT
1 mecsma no 12 nmer. B mienom, KoHmeHTpanus rabaneHTHHA B TUTa3Me KPOBH JIETEH crapiie 5 JieT
aHAJIOTUYHA TAKOBOW Y B3POCIIBIX ITPH IPUMEHEHUH TIPeTapara B SKBUBAJICHTHOH J103€ HA OCHOBAaHUH
pacyeTa MI/KI Macchl Telna.

B pamkax uccnenoBanus ¢papMakOKMHETUKH Y 24 3710pOBBIX AeTell B Bo3pacte oT 1 10 48 mecsieB
napameTpsl skcnoszunuu npenapata (AUC) Obutn npubnusurensHo Ha 30 % Huke, Cmax — HUXKe, a
KJIMPEHC — BBIIIE TPH pacdyeTe Ha EIUHHUIly MacChl Tela IO CPaBHEHHIO C JOCTYITHBIMU

OHY6J'II/IKOB3.HHBIMI/I AAaHHBIMU IO KUHCTUKE IIpCIiaparta y JIeTel B BO3pPAacCTC CTapuic 5 71er.
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COOTBETCTBYET QRCHEFTHOMY QTYETY

bronoctynmHOCTh rabarneHTHHA CHUXKACTCSA C YBEIWYCHHEM MPUHSATOW JO3bI, YTO BJICUET 3a COOOM
HEJIMHEWHOCTh TapaMeTpoB (apMaKOKHMHETHKH, KOTOPbIE BKIIOYAIOT B pacdeT I[OoKa3aTelb
ouonocrynHoctu (F), nanpumep Ae%, CL/F, Vd/F. ®apmakokuHeTHKa 3MMMHUHALMK (TTapaMeTphbl
napameTpoB, He Bkirovaronue F, takue kak CLr u T1/2) mydie onuckIiBaeTCcst THHEHHONW MOJIEINbIO.
PaBHOBeCHBIC KOHIICHTpAIIUHU TabaneHTHHA B TJ1a3Me KPOBH SIBIISIOTCS MPEACKa3yeMbIMU Ha OCHOBE

JAaHHBIX 11O KMHCTUKC TP OJHOKPATHOM IIPUCMC.

IHoka3anusi K NpUMeHEeHUI0

Jleuenne HelpomaTudeckoil 00JM y B3pOCHbIX B Bo3pacte 18 ser u crapme. DPPEeKTHBHOCTh U
0€30MacHOCTh Yy MalMEHTOB B BO3pacTe 10 18 jieT He yCTaHOBJICHBI.

MoHoTepanus napiaiIbHbIX CyI0pOT C BTOPUYHOM T'eHepaiu3aiueil u 0e3 Hee y B3pOCIbIX U JIeTel B
Bo3pacte 12 net u crapuie. IpGeKTUBHOCTh U O€30MaCHOCTh MOHOTEpANHHU y AeTeil B Bo3pacTe 10 12
JIET HE YCTAHOBJICHBI.

Kak nonosHuTeNnbHOE CpeACTBO IPU JICUEHNUN NTAPLUATIBHBIX CYJJOPOT ¢ BTOPUYHOMN I'eHepann3aluen
u 0e3 Hee y B3pOCHBIX U JeTed B Bo3pacTe 3 neT u crapuie. besonmacHocTs U 3(h(HEKTUBHOCTD

HOHOHHHTCHLHOﬁ TCpalnu rabareHTHHOM y z[eTeﬁ B BO3paCTC MCHEC 3 ner He YCTaHOBJICHBI.

HpOTI/IBOHOKaE)aHHH
FI/IHep‘IYBCTBI/ITCJILHOCTB KT a6aHeHTI/IHy HJIKX BCIIOMOT'aTCJIbHBIM KOMITIOHCHTAM IIpeIiapara.

I[e(l)I/ILII/IT JIaKTa3bl, HCIICPECHOCUMOCTD JIAKTO3bI, INTFOKO30-TAJIAKTO3HAA Manba6cop6un;1.

C 0CTOPOXXHOCTHIO

IToyeuHast HEMOCTATOYHOCTh (CM. pa3aci «Cmnoco6 MMPUMCHCHUSA U )IOBBI))).

IIpumenenue npu GepeMeHHOCTH M B IEPUO/I TPYAHOI0 BCKAPMJIMBAHHUS

Obwuti puck, 00ycno6nIeH bl Snunencuel U NPOMUEOINUIENMUYECKUMY NPenapamamu

Puck poxxneHuss nered ¢ BpOXKIECHHBIMM AHOMAIMSMHU Yy MaTepeil, KOTOpble MNPOXOIAT JIEUEHHE
NPOTUBOCYZIOPOKHBIMU TIpeMapaTramMy, YyBenuuuBaeTca B 2-3 paza. Yame Bcero HaOmogaercs
pacuienuHa BepxHel I'yObl U HeOa, MOPOKU pa3BUTHUS CEPlIEYHO-COCYAUCTON CHUCTEMBI U J1e(EeKThI
HepBHOU TpyOKu. [Ipu 3TOM nprieM HeCKOIBKUX MPOTUBOCYI0POKHBIX IIPENapaToB MOXKET OBITh CBS3aH
¢ OOJBIIMM PHCKOM HOPOKOB Pa3BUTHUS, YEM B cllydae MOHoTepanuu. [loaTomy, ecim 3T0 BO3MOXKHO,

CJICAYCT MPUMCHATh OJUH U3 IIPOTHUBOCYAOPOKHBIX ITPCIIAPATOB. >KCHH_[I/IH8.M ACTOPOAHOTO BO3pacCTa, a
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
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TAKOKE BCEM JKEHIIMHAM, Y KOTOPBIX BO3MOXKHQ[|(HACTYIUICHAE, T O¢PEMEHIOTTI])()CAeayeT

HPOKOHCYJIbTUPOBATHCS Y KBATU(UIIMPOBAHHOTO CIICIMANUCTA. B ciyyae eciy KEHIIMHA TUIaHUPYET
OEpeMEHHOCTh, CIIEAYeT elle pa3 OLEHUTh HEOOXOAMMOCTb MPOJIODKEHUS HPOTHUBOCYIOPOKHOM
tepanuu. [Tpu 3TOM NpOTHBOCY IOPOXKHBIE IPENAPaThl HE CIELYET OTMEHATh PE3KO, TaK KaK 3TO MOXKET
BECTU K BO30OHOBJICHHUIO IPUIAJKOB C TSXKEIBIMM IOCIEACTBUAMM AJIs1 MaTepu U peOeHka. B penkux
Cllyyasix y JIeTei, MaTepu KOTOPBIX CTpaJaroT SIHJIETICHel, Ha0Moaanach 3aepxka pa3sutus. lpu
3TOM HEBO3MOKHO OIPEEIUTD, CBA3aHA JIU 3aJEPKKa Pa3BUTHUS C TEHETUUECKUMHU WM COLMATIbHBIMU

daxTopamu, 00JI€3HBIO MaTEPH WM POTUBOCYAOPOKHON Teparnuei.

Pucxk, obycroenennulii cabanenmunom

["abGanenTHH NpoHUKAET yepes mialeHTty. [Ipu npumeHennn rabaneHTuHa co001AIOCh O BPOXKIEHHBIX
NOpPOKax pa3BUTUS U  HEONArompusATHBIX MCXOJaX OEpeMEHHOCTH, OJIHAKO, aJeKBaTHbIC
KOHTPOJIMPYEMbIE HCCIIEIOBAaHUS NPUMEHEHUs MpenapaTa y OEpeMEeHHBIX KEHIIMH OTCYTCTBYIOT, U
HEBO3MOXXHO CJIeJIaTh OJHO3HAYHOE 3aK/IIOYEHHE O CBSI3U IadaleHTHHA C IOBBIIIEHHBIM PHUCKOM
BPOXKICHHBIX aHOMAJIHMK WM APYTHX HEOIAaronpHATHBIX UCXOAAX PA3BUTHS MPU NMPHUMEHEHUH €ro BO
BpeMsi OepeMEeHHOCTH. PUCK pa3BUTHS BPOXKAEHHBIX aHOMAIMN B 2—3 pa3a BO3pPAcTaeT y IMOTOMCTBA
KEHIMH, TIOJYYaBUIMX JICYCHUE MPOTHBOSIMWICNITUYECKUMHU JIEKApCTBEHHBIMU CpeicTBamMu. B
HKCIEPUMEHTaX Ha >KMBOTHBIX ObUIa IMOKa3aHa TOKCUYHOCTh IIperapara B OTHOUIEHWH Iutona. B
OTHOILIEHUY BO3MO>KHOT'O PHUCKA Y JIIOJIel JaHHBIX HET.

B cnywasx, o KOTOpPBIX HMMEIOTCS COOOILEHHMS, HENb3s C YBEPEHHOCTBIO TOBOPUTH O TOM,
CONPOBOXKJAETCS MM HET NMPUMEHEHHEe rabdarneHTHHa BO BpeMs O€peMEHHOCTH IMOBBIIICHUEM pPHUCKa
MIOPOKOB Pa3BUTHSI, BO-TIEPBBIX, U3-3a HAIWYMSI COOCTBEHHO SIUJIETICHH, BO-BTOPbIX, U3-32 IPUMEHEHUS
JPYTUX IPOTUBOCYAOPOXKHBIX MPETIapaToB.

JlanHble, TOJIy4YeHHblE B XOA€ HAOMIOJATENbHOTO HCCIEIOBAaHHs, BO BpeMs KOTOPOro W3
aJIMUHUCTPATUBHBIX U MeAULMHCKUX peecTpoB anuu, Gunnsuaum, Hopeeruu u LlBermu perynspHo
cobupanuchk cBeieHus o 6osee 1700 GepeMEeHHBIX KEHIIUH, TPUHUMABIINX rabaneHTuH, He YKa3bIBAIOT
Ha CYLIECTBEHHOE IOBBIIIEHUE PHCKOB TMOSBIECHUS TSDKEIBIX BPOXKIEHHBIX TOPOKOB Pa3BHUTHS,
HEeOJIaronpuATHBIX MCXOJOB POJIOB WM HApYLICHUs Pa3BUTHS HEPBHOW CHCTEMBI B MOCTHATAJILHOM
NepHo/ie B Cllyyae MPUMEHEeHHUs radarneHTrHa BO BpeMs OepeMEeHHOCTH.

B crannapTHoM MeTaaaHanu3e CKOPPEKTHPOBAHHBIN KodpuimeHT pacnpoctpaneHHocTH (CKP) u 95%
noBepuTenbHbIA uHTEpBat (W) ams TsKenbIX BpOXKISHHBIX MOPOKOB Pa3BUTHS Y J€Tel, Ubu MaTepu
NOJTydasiy rabareHTHH BO BpeMsl IEPBOr0 TPUMECTpa OEPEMEHHOCTH M0 CPABHEHHIO € )KEHILIMHAMU, He

NIOJTy4YaBIIMMH TIPOTUBOAIMIIEITHYECKHE npenapathl, coctasui 0,99 (0,80-1,23).
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 16.06.2025 N2 14832

B nemomM He ObUIO MOMYy4YEHO CTATUCTUYECKM 3SHAFMMBIX [ MRHELIX] - CBUARTEIHGTBYOMHIX O

MEpPTBOPOXKACHUH, HU3KOW Macce Tena JUIsd TeCTAl[MOHHOTO BO3PAcTa, HU3KOM KOJIMYECTBE OAIJIOB I10
mkane Anrap u Mukpouedamuu. B ciyuae poxxnenus pedenka ¢ Huzkoi maccoit Tena CKP cocraBun
1,21 (1,02-1,44), a B ciryuae npeskaeBpeMeHHbIx pogoB — 1,16 (1,00-1,35).

B nccnenoBanuu ¢ yuactuem sietel, ogBeprimxcs BO3IHCTBHIO ITpenapara BHyTpHYTPOOHO, He ObLIIO
BBISIBJICHO JI0KA3aTEeJILCTB HAJIMYMS TIOBBIIIEHHOTO PUCKA HAPYIIEHUS] HEHPOIICUXMYECKOTO Pa3BUTHS, K
KOTOPOMY OTHOCSITCS cUHApoM neduimra BHUManus u runepaktuBHoctu (C/IBIY), paccrpoiictBa
ayTHCTHUYECKOT'O CIEKTPa U HAPYIIEHUS MHTEIUIEKTYaJIbHOTO PAa3BUTHS.

Coo0anoch 0 CHHAPOME OTMEHBI Y HOBOPOXKICHHBIX, KOTOpBIE MOJBEPrajIuCh BHYTPUYTPOOHOMY
BO3/eiicTBIIO TabaneHTrHA. [Ipy npuMeHeHny rabarneHTHHa BMECTE C ONHOHMIHBIMU TIPErapaTaMi BO
BpeMsi 0EpEeMEHHOCTH MOYKET TIOBBICHTBLCSI PUCK Pa3BUTHUS CHHPOMA OTMEHBI Y HOBOPOXK/ICHHBIX.

B wuccrnenoBaHusXx Ha JKMBOTHBIX ObLIa BBISBICHA PENPOAYKTHBHAs TOKCHMYHOCTh IIpernapara.
['abaneHTHH He cllefyeT NMPUMEHSTh BO BpeMsl OEpPEeMEHHOCTH, 3a HCKJIIOYEHUEM CIIy4yaeB, KOrja

npeamnojaracMas 1mojib3a JJjis1 MaTCpu OoNpaBAbIBACT BO3MOJKHEIH PUCK AJId 1J1044.

I'pyonoe sckapmnueanue
["abGaneHTHH BBIBOAUTCS C TPYAHBIM MOJIOKOM, BIIMSIHUE €r0 Ha BCKapMIIMBAeMOro peOeHKa HEU3BECTHO,
II09TOMY BO BpeMsl KOPMJIEHHs Ipyabi0 HelpoHTuH® ciieyer Ha3HayaTh TOJIBLKO B TOM CiIydae, eCiu

MoJib3a MJIsk MaTCpU ABHO IIEPCBCIINMBACT PUCK JJI MITIaICHIIA.

DepmunvHocms

B uccnenoBaHusax Ha )KUBOTHBIX HE OTMEYAIM BIUSHUS T a0aricHTHHA Ha (l)epTI/IJ'ILHOCTB.

Cnoco0 npumMeHeHHsl M 103bI

Heiipontun® Ha3Ha4aOT BHYTPh HE3aBHCUMO OT IpYeMa MWLM, EciM HeOoOXOAMMO CHHM3WTH 03y,
OTMEHHUTh IPENapaT Wik 3aMEHUTH €r0 Ha aJIbTEPHATUBHOE CPEICTBO, 3TO CIEAYET JIE1aTh TOCTEIIEHHO
B TEUEHWE MUHUMYM OJJHOI HEAETH.

Hetliponatuyeckas 00J1b Y B3POCJIBIX

Havanmpnas mo3a cocraBmsier 900 mr/cyT B TpW mpuemMa paBHBIMH J03aMH; NMPU HEOOXOJUMOCTH, B
3aBUCUMOCTH OT 3(p(peKTa, 103y MOCTENEHHO YBEINYMBAIOT 10 MakcuMalibHON — 3600 Mr/cyT.
Jleuenne MOXHO HaunHaTh cpazy ¢ n03bl 900 mr/cyt (mo 300 mr 3 pa3a B CyTKH) WJIM MOXHO

YBEJIMYMBaTh 103y NnocTeneHHo 10 900 Mr B CyTKM B TEUEHHE MEPBBIX 3-X THEW IO CIEAYIOLIEN CXEME:
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COOTBETCTBYET QKCNEPTHOMY OTYETY
ot 16.06.2025 N2 14832
1-i1 nens: 300 mr mpermapata 1 pa3 B cyTk (NOCNEOOBATENEHOCTE 0006)

L L

2-i1 IeHb: 1o 300 mr 2 pasa B CyTKHU
3-ii ieHb: no 300 mr 3 pa3a B CyTKH.

[MapianbHEIe CYIOPOTH

[Tpu snunencuu oObIMHO TpedyeTcs AMUTeNbHOE JieueHue. Jlo3a mpenapaTa Mpu 3TOM ONpeeNseTcs

JIeYaIuM BpavuoM B 3aBUCIMOCTH OT MHIMBH/ Ty aJIbHOMN MEPEHOCUMOCTH U 3()(HEKTUBHOCTH Iperapara.

B3spocnvie u demu 6 6o3pacme cmapwe 12 nem: 3¢ppextuBHast 103a — ot 900 1o 3600 mr/cyT. Tepamnuto
MOHO HayaTh ¢ 1036l 300 Mr 3 pa3a B CyTKHM B NIEPBBIN JIEHb WM YBEJIIMYUBATH MTOCTENEHHO 10 900 mr
10 CXeMe, OIUCAHHOM BhIlIe (cM. nozpasnaen «Helponaruueckas 6076 y B3pocibixy»). B mocnenyromem
71032 MOKET OBITh MOBBIIIEHA MakCHUMaIbHO 70 3600 Mr/cyT (pa3meneHHbIX Ha 3 paBHBIX MpHEMA).
OrmeueHa xopolas IePeHOCUMOCTh Tpernapata B 1o3ax 10 4800 mr/cyT. MakcUMabHBI HHTEPBAT
MEXIy J03aMHU MPH TPEXKPAaTHOM IpUEME MpernapaTa HE JOJDKEH MpeBbIaTh 12 4 Bo u3bexaHue
BO300HOBJICHUS CYAOPOT.

Hemu 6 sospacme 3—12 nem: HadabHas 103a npenapara Bapbupyet ot 10 10 15 Mr/Kr/cyT, KOTOpYIO

Ha3HAYAIOT PAaBHBIMH J1I03aMH 3 pa3a B JICHb M MOBBIIAIOT A0 YPPEKTUBHON NPHOIU3UTENBHO B TEUCHUE
3-x mHeil. DddexTuBHas n03a rabaneHTHHA y JeTed B BO3pacTe 5 JIET W crapliiue cocTapiser 25-35
MI/KI/CyT paBHbIMU JJ03aMH B 3 ipremMa. D QekTrBHas 03a rabareHTuHa y JeTeil B Bo3pacte oT 3-X J10
5 ner cocrapnsier 40 MI/Kr/cyT paBHBIMHU J03aMH B 3 mpuema. OTMeueHa Xopouasi IepeHOCUMOCTb
npenapata B 103ax 70 50 MI/KI/CyT Ipu JJIUTEIbHOM NpUMEHEHUN. MaKkCUMaTbHbINA UHTEPBAT MEXKIY
NpUEMOM JI03 Npernapara He JIOJDKeH IpeBbIaTh 12 yacoB Bo M30exaHne BO30OHOBIIEHHS Cy/10pOT.
Her HEoOXOIMMOCTH KOHTPOJMPOBATH KOHLIEHTpALMIO rabarneHTuHa B IUia3Me KpoBU. OH MOXeT
NPUMEHSTHCS B KOMOMHAIMY C IPYTUMH TPOTHBOCYAOPOKHBIMH TIperapaTaMu 0e3 ydeTa W3MEHEHUS
€ro KOHILICHTPAIMH B IJIa3Me KPOBU HJIM KOHIEHTPAIMH JPYTUX MPOTHBOCYIOPOKHBIX MPEMapaToB B
CBIBOPOTKE.

HauueHmbl 6 MAINCEIOM COCMIOARUU

vy MAaOUCHTOB B TSXKCIOM COCTOSAHUH, HAIIpUMEP, B ClIydac TIOHMKEHHON MAacChl TCla, IIO0CIIC
TpaHCITaHTaOuKW OPraHoB U T.A., A03Y CICAYET IMOBLIIIATE MEIJICHHEC, 0o HCIIOJIB3YysI MCHBIIUE 103bI,
1100 JAciaas OoJIBIIIE HUHTCPBAJIbI IICPC/] ITOBBIICHUCM J103bI.

Ilpumenernue y nodicunblx nayueHmos (6 gospacme cmapuie 65 Jzem)

BCJ'IG)ICTBI/IG BO3pAaCTHOI'O CHMIKCHUA q)YHKI_H/H/I IIOYCK ITOXKUJIBIM ITAIITUCHTaAM MOXKCET Tpe6OBaTBCSI
KOppeK1us 10361 (0omee moapoOHas nHpopmarums B Tabmurie 1). CoHnmmBoCTbh, nepudeprudeckue

OTCKH U aCTCHUSA Yy TOKUJIBIX IMAMUCHTOB MOTI'YT BCTPEYATHCA HalllC.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 16.06.2025 N2 14832
I10060p 00306l npuU nNoueuHoli HEDOCMAMOUHOC (MOCNEOOBATENEHOCTE 0006)

L

ITanmenTaM ¢ MOYEYHON HETOCTAaTOYHOCTHIO PCKOMCHAYCTCSA CHUIXCHUC TO3bI ra0areHTHHA COIJIaCHO

Tabmuue 1:
Knupenc kpeatununa (m/mun) | CyTtounas go3a (mr/cyT)™
>80 900-3600
50-79 600-1800
3049 300-900
15-29 150°-600
<158 150°-300

A CyTouHyIo 103y Cle/lyeT Ha3HAYaTh B TPU IIPHEMA;
b5 Hasnauaror no 300 Mr uepe3 jieHb.
BY nanuentos ¢ kiupencoM kpeatununa < 15 MiI/MUH CyTOUHYIO J03y HEOOXOAUMO YMEHbILATH
HPONOPIMOHAIBHO KIMPEHCY KpeaTHHHHA (HAaIpUMeEp, MAlMeHT C KIMPEHCOM KpeaTMHUHA
7,5 MI/MUH JOJDKEH TOJTy4aTh MOJOBUHY JI03bI, KOTOPYIO TOIYYaeT MaMeHT C KIMPEHCOM
KpeaTnHuHA 15 MII/MUH).
Pexomenoayuu ons nayuenmos, Haxoo0awuxcs Ha 2emoouanuse
[Tanmentam, HaXOAAIUMCS Ha TEMOANANIN3E, KOTOPHIE paHee He NPUHUMANU TabaleHTHH, Ipenapar
pexoMeHayeTcs Ha3HauaTh B Hackimaromeil 1o3e 300—400 mr, a 3atem npumensts ero o 200-300
MT TIOCJIE€ KaXKIbIX 4 4 TeMOINaIn3a.
Jlns manyMeHToOB CO CHIKEHHON (DyHKIMEH ModYek, MPOXOAAIIMX AWANIN3, MOJICPKUBAONIas 1032
rabamneHTHHa JOJDKHA ITOJ0OMPAThCS B COOTBETCTBHHM C PEKOMEHAAIMSIMHU, TPEJICTaBICHHBIMH B
Tabmuue 1. B nmomonHeHwe K momiepkuBaromiei Tepanuu pexomenayercs npuem 200-300 mr

rabarneHTHHa ToCIe KK 101 4-4aCOBOM MPOIEAYPHI TUATU3A.

IloGouHoe AeiicTBHE

[To6ounbie ¢ dexTrI, HAOMOTaEMbIe B KIMHUYECKUX HCCIEAOBAHUAX y TAIMEHTOB C AMUJICTICHEH
(mpu TmpUMEHEeHUH TraballeHTHHA B KadeCTBE MOHOTEpAllMd WM B KOMOWHAIIMM C JAPYTUMH
MPOTUBOCYJIOPOKHBIMH TIperapaTaMu) WM HEBPONMATHUECKUMU OOJSIMH, TPEICTABICHBI HIDKE H
pacrpesieNieHbl 0 CUCTEMaM OPraHoOB M 4yacToTe. Kareropus 4acToThl OMpeensiach ClIeayonum
obpazom: odeHs gacto (>1/10); vacto (ot >1/100 mo <1/10); Hewacto (ot >1/1000 mo <1/100); peaxo
(ot >1/10000 mo <1/1000); ouens peako (<1/10000). Ecau xaTeropust 4acToThl ObljIa pa3InyHOM B

Pa3HbIX UCCIICAOBAHUAX, TO H060‘{HOMy 3(1)(pCKTy prucBanBajiacChb 0oJiee BBICOKAS KaTeropus.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 16.06.2025 N2 14832

[ToGounbM dddexTam, 0 KOTOPBIX COOOIIEIOCH B |[IOMNGCEE] | IHMEHEH ist-| MIPETIRpATH) [r1oce

pEerucTpalyu, MPUCBOCHA KAaTErOpHsl YacTOTHl «HEM3BECTHO» (YAaCTOTy HENb3sl pacCUMTaTh Ha
OCHOBaHUHW UMEIOIINXCS JTAHHBIX).

B kaxpaom paznene mo uyactore nmoOouHble 3((EKTbl MpEeACTaBICHbl B TMOPSAKE yYMEHbIICHUS
CEPbE3HOCTH.

Hugpexuyuonnvie u napasumapHsle 3a6071€6aHUA: O4eHb Yacmo - BUPYCHbIE MH(MDEKUIUU; yacmo -
MTHEBMOHUSI, WH(EKIHS AbIXaTeIbHBIX IMyTeH, WHQPEKIHsS MOUYEBBIBOASAIIMX ITyTeH, IPYTHUe BHJIBI
UHQEKIUH, CPETHUIN OTHUT.

Hapywenusa co cmoponsl Kpogu u 1umpamuyeckoii cucmempl: yacmo - JeUKONCHUS; HeU38eCmHo -
TPOMOOIMTOIICHUSI.

Hapywienusa co cmoponsl UMMYHHOU CUCEMbl: Heudcmo - AICPTHYECKHE PEaKIMH, BKIFOYast
KPanuBHUILY; Heu38ecmHO - TUNEPUYYBCTBUTEIBLHOCTb, BKJIIOYAs CHUCTEMHbBIE PEaKIMU, TaKUe Kak
JMXOPAJIKa, BHICHIIIAHUS, TETAaTUT, JTUM(paJICHONATHS, 203UHOMUINS U JPYyTHE.

Hapywenus co cmopoHnsl 00meHa 6euiecme u NUMAHUA: 4acmo - AHOPEKCHS, TOBBIILICHNE alIIEeTHTA.
Hapywienusn ncuxuxu: uacmo - BpaXAcOHOCTh, CITyTAHHOCTh CO3HAHHUS, JCTPECCHs, OCCTIOKOMCTBO,
HEPBO3HOCTb, HAPYIIEHUE MBIIUICHUS, Heuacmo - YXyIIIeHHe TICUXUYECKOrO COCTOSIHUS,
SMOLIMOHABHAS TAOUIIBHOCTD, Heu38eCmHO — CyUIUIANbHbIE MBICIIH, TAJLTIONWHAIUH.

Hapywenus co cmoponvl HepeHOIU cUCHEMbl: OYeHb 4Ydcmo - COHIMBOCTB, TOJIOBOKPYXKECHHE,
aTaKCHS; ¥acmo - CyJIOPOTH, THIICPKHHE3US, TU3APTPHSL, AMHE3US, TPEMOP, OCCCOHHUIIA, TOJIOBHAS 00T,
HapyIlIeHHe YyBCTBUTENHLHOCTH (HAllpUMeEp, MapecTe3WH, TUIECTe3us), HapyIIeHHE KOOpAWHAIIWH,
HUCTarM, yCUJIeHue, ociallieHue I OTCYTCTBHE pedIeKCOB; Heuacmo — TUTIOKHMHE3US; peoKo - IOTepst
CO3HAHUS, HeuzeecmHo - NPYTUe HAPYIICHWS JBIKCHHUS (HAIPUMEp, XOpeoaTeTo3, TUCKUHE3HUS W
JTUCTOHHSA).

Hapywenusa co cmoponwl opzana 3penusn: yacmo - HapylleHHe 3peHus (Takue Kak, aMOIHOIus,
JTUTUTOTIHS ).

Hapywenusn co cmoponvl opzana ciyxa u 1a0upunmuble HAPYWEHUA: 4acmo - BEPTUTO, HeU38eCMHO
- IIlyM B yIIIax.

Hapywenus co cmoponsl cepoya: Heuacmo - OUIyIICHUE CeplleOneHus.

Hapywienus co cmoponsl cocy0o8: yacmo - CAMIITOMBI Ba30AUJIaTaIlNH, apTeprabHast TUIIEPTEH3HSL.

Hapywenusa co cmoponsl OvixamenvHoil cucmemul, 0p2aHo8 2pyoHOIl K1emKU U cpeooCmeHus:
yacmo - OJIBIIIKA, OPOHXUT, (PapUHTHUT, Kallleb, PUHHT.

Hapywienus co cmoponwl Xcely0OYHO-KUUIEYHO20 MPAKma: yacmo - 3amop, auapesi, CyXOocCTb

CIIM3UCTON 00O0JIOYKH IOJIOCTH pTa WKW TJIOTKH, JUCIICIICUA, MCTCOPU3M, TOIIHOTA, PBOTA, 001b B
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ot 16.06.2025 N2 14832
’KUBOTE, 3a00JI€BaHKs1 3yOOB, TMHTUBHT; Heuzse¢muo - MaHRPea at. [ OBEATENEHOCTE 0006)

COOTBETCTBYET QRCHEFTHOMY QTYETY

Hapywenusa co cmoponsl neuenu u j#ce1ie6bi600AuuUx nymei: Heu36ecmHo - FelaTuT, XKeaTyXa.
Hapywenua co cmoponbt Kodcu u nOOKOIHCHbIX MKAHeN: 4acmo - OTEK JIMLIA, MypIrypa (4aiie BCero
€€ OIUCHIBAIM KaK KPOBOINOJITEKH, BO3HUKABIINE NPU (PU3NYECKON TpaBME), KOJKHAsS ChIllb, aKHE, 3y
KOXKH; Heuacmo — anoneuus; neuseecmuo - cuHIpoM CTHBeHca-/[)KOHCOHA, aHIMOHEBPOTUYECKUI
oTeK, aHapwiakcus,  MyJbTU(GOpPMHAsE JpUTEMa, JICKAPCTBEHHAsh KOXHAs Chlllb, BKJIIOYAs
H03MHO(HIIUIO ¥ CUCTEMHBIE peakluu (cM. pa3aen «Ocobble yKa3aHus»).

Hapywenua co cmoponsl cKelemno-molieyHoll U COeOUHUMENbHOI MKAHU: YaCMO - MUAITUH,
apTpayirus, 600k B CIIMHE, TOAEPTUBAHUS MBIIILL; Heu36eCmHO - PadI0MHONIN3, MUOKIIOHYC.
Hapywenua co cmoponsl nouexk u mouesvble00Au{uUx nymeil: Heuzeecmuo - HEJICp)KaHHe MOYH,
ocTpasi MoYeyHasi HeJ0CTaTOYHOCTb.

Hapywenua co cmoponvl nonogvix O0p2aHoe u MOJOYHOIU Jicene3vl: 4acmo — VMIIOTEHLUS,
Heu36ecmHo - yBEIIMYEHUE B 0OBEME MOJIOYHBIX JKelle3, I'MHEKOMAacTHs, IMO0JIoBas IUCHYHKUHUS
(BKJIOYAst U3MEHEHMSI TMOUI0, HAPYLIEHUS! IAKYJISIIUN U aHOPra3MHUIO).

Obugue paccmpoiicmea u HAPYWIEHUA 6 MeCe 66€0EHUA: OYEHb YACMO - YTOMIIIEMOCTb, TUX0PaKa;
yacmo - nepuepudecKre OTEKH, HapyLLIeHUE MTOXOKH, aCTEHHsI, 00JIb PA3IMYHOM JIOKaIHU3aluu, odlee
HEJIOMOT'aHUE, TPUMIIONOI00HBIN CUHAPOM; Heuacmo - TeHEPaTM30BaHHbINA OTEK, MAJCHUS; HeU36eCmHo
- CHHJIPOM OTMEHBI (Haubosee 4acTo OTMEYAIHCh CIEAyomue mooo4yHbie 3(EKTh: OECIOKONCTBO,
OeccoHHUIa, TOIIHOTA, 00N Pa3IMYHON JIOKAIU3allMU U IOBBIIIEHHOE NTOTOOTAEIEHNE), O0JIb B TPYAH.
3aperucTpupoBaHbl Caydad BHE3almHOW HEOOBSICHUMOW CMEPTH, CBs3b KOTOPBIX C JICUCHHEM
rabarneHTHHOM He YCTaHOBJICHA.

Jlabopamopnvie u uncmpymenmanvbHvle OAHHbBlE: YACMO - CHUKEHHE KOHIIEHTPALUH JIEHKOLUTOB,
MOBBIIIIEHHE MacChl Tea, Heuacmo - TIOBBIIIEHWE aKTUBHOCTH allaHMHAMHHOTpaHcdepassl,
acrapraTaMMHOTpaHc(epasbl ¥ KOHLIEHTpaLUK OWIMpyOrHa B I1a3Me KPOBH, THIIEPIIIMKEMHUS; peOKO -
TUMOTIMKEMHs  (IPEUMYIIECTBEHHO Y TAlMEHTOB C CaXapHbIM JUa0eTOM); HeuzeecmHo -
THIIOHATPHEMHUS, TIOBBIIIICHHE aKTHBHOCTH KpeaTHH(HOCHOKUHAZHI.

Tpasemol, unmoxcukayuu u 0C10MHCHEHUA MAHURYAAYUIL: 4aCMO - TPABMBI, IEPETOMBI, CCaJIUHBI,

CBsA3aHHBIC C ITIaACHUSIMU.

NmeroTcs cooOlieHust 0 pa3BUTHH OCTPOro MaHKpeaTuTa Ha poHe Tepanuu rabaneHTuHoM. [IpuunHuas
CBSI3b C TA0ATICHTUHOM OCTaeTCsl HEsICHOH (cM. pazzen «OcoOble yKazaHusD»).
Hmerotcst cooOIIeHHs 0 CITy4yastx MUOIIATHH C TIOBBIIIIEHHEM aKTUBHOCTH KPEATUHKUHA3bI y MAIlUEHTOB

C TCpMHH&J’IBHOﬁ cTaauel IIoYeUHOM HEOOCTAaTOYHOCTH, HAXOJAIIUXCA HAa TEMOINAIN3C.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 16.06.2025 N2 14832
Ciy4an HHQEKIMH JbIXaTENbHBIX My TEH, CPEHEr0 OTUTA; OPOHXUI W CHIOPOT Ohiil QTN¢HEHKITOIBKO

B KIIMHUYCCKUX HMCCIICIOBAHUAX. KpOMe TOI'0, B KIMHUYCCKUX UCCICA0OBAaHUAX C006IlIaHOCB 0 ClIydasx

arp€CCUBHOIO IMOBCACHUS U THIICPKUHE30B Y I[€T€I>'I.

Ilepeno3upoBka

[Ipu onmHokpatHOM mpueme 491 rabaneHTHHA HAOMIONANHCH  CICAYIOIIUE CHMIITOMBI:
TOJIOBOKPY>KEHHUE, JBOCHUE B IJla3aX, HAPYLIEHHUE PEUYU, COHIMBOCTb, MIOTEPS CO3HAHHUS, COCTOSTHUE
3aTOPMOKEHHOCTH WM JMapes JIETKOM CTENEHH, KOTOPBIE MOJHOCThIO MCYE3AIU IMPU IPOBEIACHUU
CHUMITOMATUYECKOMN Tepamnuu.

CrnenyeT yuyuThIBaTh, YTO MOCIIE MPHUEMa BBICOKHMX /103 Ta0alleHTHHA, YMEHBIIIAETCS €r0 BCACHIBAHHE
B KHIIICUHHKE.

[Ipu mepeno3upoBKe rabalieHTHHOM BO3MOXXHO Pa3BUTHE KOMBI, OCOOCHHO TPH OJHOBPEMEHHOM
MIPUMEHEHUHU JPYTUX JIEKAPCTBEHHBIX NpenapatoB, noaasistonmx [[HC.

Hecmotpss Ha TO, 4TO TabameHTUH MOXKET BBIBOAUTHCS MPU TEMOIUAIHN3E, MMEIOIIUICS OIBIT
IIOKA3bIBAeT, 4YTO OOBIYHO ITOJOOHONW HEOOXOOMMOCTH HE BO3HHKAeT. l[lanMeHTaM C TSDHKEIoH
MMOYEYHON HEMOCTATOYHOCTHIO MOKET OBITh MMOKAa3aH IeMOJHATIN3.

B pamkax 3KCIiepuMEHTOB Ha MbIIIAX ¥ KpbIcaX, KOTOPBIM ITpenapart BBOAMICS B 103ax 10 8000 Mr/kr,
HE YJaJ0Ch yCTAaHOBUTH 3HAYCHUE JIETAJIBHOM 103bI rabaleHTHHA TPU TEPOPATHHOM BBEIACHHHU.
[Ipr3Haku OCTpPO TOKCMYHOCTH Y KUBOTHBIX BKJIKOYAJIM aTAKCUIO, 3aTPYJAHEHUE NIBIXaHUS, MTO3,

THUIIOAKTHUBHOCTD HUJIN BO36y)KI[eHI/IC.

B3aumopeiicTBHe ¢ IpYyruMHM JIeKAPCTBEHHBIMH CpPeICTBAMHU

Hmerorcss cooOlleHHsT O CIIOHTaHHBIX Cllydasx, a Takke Mo HMH(QOpMalUM M3 JINTEPaTypHBIX
VCTOYHUKOB BO3MOXKHO YTHETEHHUE ABIXAHUS, CHMIITOMBI CEJallUM U CMEPTH, CBSI3aHHBIE C IPUEMOM
rabaneHTuHa Ipy OJTHOBPEMEHHOM Ha3HAueHHHM C JIEKapCTBEHHBIMH IpenapaTaMu, NOJaBISIOLIMH
I[MHC, Bkirouas ONMOMAHBIE AHAIBIETHKHA. B HEKOTOPBIX M3 ITHUX CIy4aeB aBTOPBI CUUTAIN, YTO
OJIHOBPEMEHHOE TpHMEHEHUEe TabaleHTHMHa C ONHOUJaMH SBIsieTcs 0co0oil mpoliemMolt 'y
0ca0JIeHHBIX MALUEHTOB, Y MOXUJIIBIX MAIMEHTOB, Y MAIUEHTOB C CEPbE3HBIMU COIYTCTBYIOIUMHU
pecrupaTopHbIMU 3a00JI€BAHUSAMHE, Y MALUEHTOB, KOTOPHIM OJHOBPEMEHHO HAa3HAYaeTCsl HECKOJIBKO
JIEKapCTBEHHBIX CPEJICTB, U Y MAIMEHTOB, KOTOPbIE 3JI0yNIOTPEOIISIFOT ICUXO0AKTHUBHBIMH BELIECTBAMH.
[Ipu npumenennu 600 Mr rabameHTHHA 4Yepe3 2 yaca mocjie nmpuema MopdHUHA B BHJE KarCyll C
IPOJIOHTUPOBAHHBIM BBICBOOOXKIeHHEM 0 60 MI oTMeuaeTcs yBenuueHue cpenHero 3Hauenns AUC

rabamenTuHa Ha 44 % mo CpaBHCHUIO C MOHOTepaHHCﬁ Fa6aHCHTI/IHOM, 4TO acCcouruupyeTrca C
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 16.06.2025 N2 14832
yBEIMYEHHEM OOJIEBOTO Topora (XoJ010BOH| mpeccopibii TeeT)} KM HmGeKae) BHAMEHIE I TOro

U3MEHEHHUS HE YCTaHOBJEHO, (apMaKOKMHETHYECKHE XapaKTePHUCTUKU MOp(UHA IMPH 3TOM HE
u3MeHsuinch. [loGounble 3¢dexTs MOpdHuHA NMPH COBMECTHOM IIpHEME C TabarneHTHHOM He
OTJIMYAINCh OT TAKOBBIX NPH IpuemMe Mop(puHa cOBMECTHO ¢ mane0o. CreneHb B3auMoJeHcTBUsA
JAHHBIX IPenapaToB B APYTUX J03aX HEU3BECTHA.

BsaumogeiictBust Mexay rabaneHTHHOM U (heHoOapOUuTanoM, EHUTOMHOM, BaJIBIIPOEBOM KUCIOTOH U
Kap0aMaszenuHoM He oOTMedeHo. (DapMaKOKMHETHKa TabaleHTHHAa B PaBHOBECHOM COCTOSIHUH
OJIMHAKOBA Y 3/10POBBIX JIFOJIEH U MAIMEHTOB, MOJIyYalOLUX Jpyrie MPOTUBOCY IOPOXKHBIE CPECTBA.
OnHOBpeMEHHOE NPUMEHEHHE rabarneHTHHa C I[epOpabHBIMU KOHTPALENTHBAMM, COJEpPKALUMU
HOPITHCTEPOH W/WIIM STUHHIICTPAINOI, HE COMPOBOXKIACTCS N3MEHEHUSIMU (hapMaKOKHHETHKHA 000MX
KOMITOHEHTOB.

OnHOBpeMEHHOE NpUMEHEHUE TabaleHTHHA C aHTalUIaMU, COJACP)KAIUMU aJIOMUHMA M MarHui,
COIPOBO’XK/IAETCS CHI)KEHHEM OMOJIOCTYITHOCTH rabaneHTuHa npuMepHo Ha 24 % (cM. pazaen «Ocobble
YKa3aHUs»).

[TpoGenerw 1 He BIHMSET HAa MMOYSYHYIO SKCKPEIHIO TabaneHTHHA.

HeGonbmoe cHmwkenue (14 %) moyeyHoil sKckpenuu rabaneHTHHAa NpU OAHOBPEMEHHOM IIpHEMe
IUMETHU/IMHA, BEPOSTHO, HE UMEET KIIMHUYECKOI0 3HaUEHMS.

[Ipu onHOBpeMEHHOM NpUMEHEeHHM HarmpokceHa (250 mr) u rabamentuHa (125 mr) ormeuanoch
noBbllieHHe adbcopOimu radaneHTuHa ¢ 12 % no 15 %. ['abaneHTHH He OKa3bIBaeT BIMSHUSA Ha
(apMaKOKMHETHUYECKUE TTapaMeTphl HAITPOKCEHA. Y Ka3aHHBIE J03bI [TPENapaToB MEHbIIIE MUHUMAJIbHBIX

TCPAIICBTHYCCKUX. OI[HOBpeMeHHOG MPUMCHCHNEC NaHHBIX IIPCTIapaTOB B OOJIBIINX A03aX HEC U3y4aJIOCh.

Oco0ble ykazanust

Cyuyuoanvhule uoeu u nogeoenue

CooOmanocb O  CyWIMIANBHBIX  MBICISX W TOBEJCHUM Yy  MAlMEHTOB,  IOJIy4YaBIINX
MPOTUBOAMICITUIECKUE CPENICTBA TT0 HECKOJIBKUM TMOKa3aHUsAM. MeTa-aHali3 paHIOMH3UPOBAHHBIX
TUIAIIe00-KOHTPOIMPYEMBIX  FICCIIEOBAHNI TIPOTHBOAMIICITUIECKIX CPEACTB MPOJEMOHCTPHUPOBAT
HEeOOJIbIIIOE TOBBIIICHUE PHUCKA TMOSBICHUS CYMLIUJAIBHBIX MBICIEH M TOBeleHHsA. MexaHu3M
MOBBILICHUS PUCKA Pa3BUTHA CYWIIMIATBHBIX HIeH Hen3BecTeH. Habmoaanuch ciyvyan CyriuaaibHbIX
MBICIIEi W TIOBEJCHWS y TMAIMEHTOB, IMOJYyYaBIIMX JICYCHHWE TalaleHTHHOM B XOJe
MOCTPErUCTPAIIMOHHOTO pUMeHeHus (cM. paszen «[1obo4uHoe nelicTBHEY).

B cimyyae mosiBieHUMs] NPU3HAKOB CYMIIMJATBHBIX MBICICH WM MOBEACHUS MalueHTaM (M Juiam,

OCYHICCTBJIAOIIUM YXOI 34 HaLII/IeHTaMI/I) CJICayeT 06paTI/ITLC$I K Bpauy.

14 w3 19



ot 16.06.2025 N2 14832
[TaneHToB, MOMYYaroNuX 9TU NPEnaparhl, CIEIyeT THFTENEHOHAGIFOAI S [Ha HPSAMET NOMBIcHsA

COOTBETCTBYET QRCHEFTHOMY QTYETY

NPU3HAKOB CYMIUAAIBHBIX MBICICH M MOBEACHHUS, a TaKKe CIEeIyeT PacCMOTPETh HEOOXOJMMOCTb
NPOBEICHUN COOTBETCTBYIOLIETO JieueHUs. B cilyuae NOSABICHUS CyMUIMIATBHBIX MBICICH H
HOBEJCHUS CIIEyeT PAaCCMOTPETh BO3ZMOKHOCTh IPEKPALCHUS TepalluK ra0arieHTHHOM.

Ocmpuii nankpeamum

B ciydae pasBuTusi ocTporo maHkpeaTuTa Ha (oHe mpuemMa rabaneHTHHA, CIEAyeT OLEHHUTH
BO3MOXKHOCTH OTMEHBI Ipernapara (cM. pa3zaen «[lobouHoe nercTBre»).

Cyoopoeu

XOTsl CUHAPOM «OTMEHBI», COIPOBOXKIAFOLIMIACS pa3BUTUEM CYJIOPOT, IPH JICUEHUU Tab0alleHTUHOM He
OTMEUEH, PE3KOe TPEKpaIleHHE Tepanui MPOTHBOCYAOPOXKHBIMU IIpenaparaMu y TMalUueHTOB C
SMMJICTICHEH MOKET MPOBOIMPOBATh pPA3BUTHE SIMWIENTHUECKOro craryca (cMm. paszgen «Crocob
HNPUMEHEHUS U 103bD»).

Kak u mnpu npumeHeHMH JApPYruX HPOTHUBOSMMWICHTUYECKUX NpenaparoB, Ha (oHE NPUMEHEHUs
rabarneHTHHa MOKET OTMEUAThCS YBEIIMUSHNE YaCTOTHI CYIOPOT HIIH MOSIBJICHUE IPYTOTO THITA CyI0POT.
Tak e, Kak U B ClIy4ae ¢ APYTMMH aHTUKOHBYJILCAHTAMH, MOMBITKH OTMEHHUTH BCE COITYyTCTBYIOIIUE
HNPOTUBOAMWIENTUYECKUE IIpenaparbl, 4YTOObl HayaThb MOHOTEPANMI0 TaballeHTUHOM B Cilydae
pedpakTepHOCTH K JIEYEHUIO Yy NAlMEeHTOB, NPUHUMAIOIIMX HECKOJIbKO aHTUKOHBYJIbCAHTOB, B
OCHOBHOM HE 3aKaHYHBAIOTCS YCIIEXOM.

Cunraercs, uro rabaneHTHMH Hed()(EeKTUBEH MpHU NEPBUYHBIX TI'CHEPATU30BAHHBIX IPHIAJKAX,
HarpuMmep, adcaHcax, U AaXe MOXKEeT YCUIIMBATh TaKHe MPUIaJKH Y HEKOTOPBIX MallMeHTOB. B cBs3u ¢
HTUM MIPUMEHATH rA0aNeHTHH y NAllMeHTOB CO CMEIIaHHBIMU MTPUIIAIKaMH1, BKITFOUasi aOCaHCBhI, CIelyeT
C OCTOPOXKHOCTBIO.

Toowcunvre nayuenmoi

Cucrematuyeckue ncciieJoBaHHs MAMEHTOB B BO3pacTe 65 JIeT U cTapiiie, MPUHUMAIOLIUX rabaneHTHH,
HE IPOBOIMIIKCH. B BOMHOM ciiernoM ucciie[oBaH|M MPUMEHEHUsI TabareHTHHA TPU HEBPOIATHYECKOM
00 y TIAIMEHTOB B BO3pacTe 65 JieT U cTapiie HaOmoaanack 0ojiee BBICOKAs 9YacTOTa COHJIMBOCTH,
nepuepruyeckux OTEKOB M aCTEHMHU 10 CPaBHEHMIO C MallMeHTaMH B Bo3pacTe mjaauie 65 jer. 3a
UCKITIOYEHHEM ATUX PE3YJIbTaTOB MPHU KIMHUYECKOM 0OCIIEI0OBaHUH JAHHON TPYIIIbI MAIMEHTOB ObLIO
MOKa3aHo, 4TO Mpoduitb MOOOYHBIX 3(H(HEKTOB Yy HUX HE OTIMYAIICS OT OCTATbHBIX.

Jlemu

Bmusinue mnurensHol Tepanuu (OGonee 36 Henmenb) rabaleHTUHOM Ha CIIOCOOHOCTH K OOYYEHHIO,
MHTEIUIEKT U pa3BUTHE peOeHKa JOCTaTOUHO He n3y4yeHo. ClieyeT OLleHUTh COOTHOIIEHHE BOZMOYXKHOTO

PHUCKa U MOJIB3bI ITPU HA3HAYCHUHN JJIATEIbHON TCpaImu.
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ot 16.06.2025 Ne 14832
3noynompebnenue u sasucumocms (MOCNENOBATENBHOCTE 0006)

L L

COOTBETCTBYET QRCHEFTHOMY QTYETY

B 0a3e naHHBIX TOCTPETUCTPAIIMOHHBIX HAOIIOAEHUH HMEIOTCS COOOLICHHS O Cllydasx
370ynoTpeOJIeHUs] MpenapaToM M 3aBHCHUMOCTH OT Hero. Kak m B ciywae mroboro mpemnapata,
Biausroiero Ha I[HC, Bpauam ciegyer TIIaTeNbHO M3y4yaTh aHaMHE3 IAIMEHTOB Ha HIpPEIMET
3JI0yNOTpedsieHusl IpenapataMd ¥/ Haluyhe ICUXMUYecKuX HapymeHuid. Cremyer coOmonaTh
OCTOPOXKHOCTh TIPU PACCMOTPEHUH BOIpPOCAa O NPUMEHEHMHM TralaleHTHHA Y MalMeHTOB,
3JI0yNIOTPEOIISIFOIINX ICUX0AKTUBHBIMH BELIECTBAMU B HACTOALLEE BPEMSI MIIM B aHAMHE3E, U KOTOPBIE
MOTYT OBITh ITOJIBEPKEHBI 00JIe€ BBICOKOMY PHCKY 3J710yNOTpeOIeHHs ra0alleHTHHOM.

[TaumenTsl, nodydvaromue rabaneHTHH, IOJKHBl HAXOAWUTHCS 07 HAOMIOJEHHEM Ha IpeaMeT
BBISIBJICHUSI IPU3HAKOB U CUMIITOMOB 3JIOYNIOTpeOIeHNs TabaneHTUHOM (pa3BUTHE YCTOWYUBOCTH K
Tepanuy TrabaleHTHHOM, HEOOOCHOBAHHOE TOBBIINIEHHE JO3bI, CTpEeMJICHHE HEOOOCHOBAaHHO
HOJIYYHUTb IIPEnapar) Uil 3aBUCUMOCTH OT HETO.

Cumnmombl ommenwl

[Tocne mpekpamieHusi KpaTKOCPOYHOTO W JJTUTEIBHOTO JICYCHHs Ta0alleHTHHOM Yy HEKOTOPBIX
NAMEHTOB HAOJI0JaJINCh CUMIITOMBI OTMEHBI. CUMIITOMBI OTMEHBI MOTYT BO3HUKHYTh BCKOpE 110CJIE
IpeKpalleHus npuema rabaneHTHHa, oObluHO B TeueHue 48 yacoB. Hambonee yacto ormedaembie
CHUMIITOMBI BKJIFOYAIOT O€CIIOKOHCTBO, OECCOHHUILY, TOLTHOTY, 00JIH, IOTJIMBOCTh, TPEMOP, TOJIOBHYIO
0071b, Ienpeccrio, HEHOPMAJIbHOE CAMOYYBCTBHE, TOJIOBOKPYKEHUE U HEJOMOT'aHHE.
DRESS-curopom

Ha ¢one npuema nmpoTUBOAMMIENTUYECKUX MPENapaToB, B TOM 4YMCIe TabalneHTHHA, COOOIIAoCh O
CllyyasX pa3BUTHUS TSDKENBIX JKU3HEYTPOXKAIOIIMX PEAKLUI TUIMepuyBCTBUTENBHOCTH, TaKUX Kak
JIEKapCTBEHHAs! ChIIIb C COIYTCTBYIOIIEH 303MHO(DUINENH W CHUCTEMHBIMH CHUMIITOMaMH (CM. pazien
«Ilobounoe neiictBuey). HeoOXoaumMo MMOMHUTH O TOM, YTO paHHME TPHU3HAKH PEaKIUH
TMIIEPYyBCTBUTEIBHOCTH, TaKHE KakK IMOBBIIICHWE TeMIlepaTypbl Tena, JUMQaJeHONaTHs, MOTyT
pa3BUBaThCs JaXe B OTCYTCTBMM KOXKHOH cbii. B ciyuae mosBIeHUs MOJOOHBIX CHMITOMOB
HEOOXOJIMMO HeMeNJIeHHoe oOcienoBaHue nanueHTa. Eciiu He HaileHO pyrux NpHYUH, Kpome
MpUMeHeHus rabareHTrHa, IPUMEHEHHUE Mpernapara cieyeT OTMEHUTb.

Anagunaxcus

[Tpuem rabaneHTHHA MOXKET MPUBECTHU K Pa3BUTHIO aHadunakcuu. Cleayromue CHMITOMBI U TPU3HAKH
OTMEYaJIM B CIy4asix pa3BUTHUS aHauiIakcuu Ha GoHe mpuema rabaneHTuHa — 3aTpyAHEHHE JIbIXaHus,
OTeK Ty0, ropyia M f3bIKa, TAK)KE€ OTMEYAIOCh BBIPAKEHHOE CHIDKEHHE apTepUalIbHOrO JIaBJICHUS,
Tpedyrolliee CPOUHOr0 MEAUIIMHCKOTO BMelIaTenbcTBa. CiaeayeT npeaynpeuTh NalleHTOB O TOM, YTO

IIpu pa3BUTUN IIPU3HAKOB HWJIM CHUMIITOMOB pa3sBUTUSA aHa(I)I/IJIaKCI/II/I CJICAYCT MNPCKpaTUTL HPUCM
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 16.06.2025 N2 14832
npernapara i 00OpaTUThCA 38 MEIMIMHCKOM oMPuibio (cM.pasienf«Ilofouroe neidrsaep), (1006)

JlabopamopHuvle mecmul

[lpu coBMeCTHOM MpPUMCHEHHMH rabaleHTHHA M JAPYTHX TMPOTHBOCYIOPOXKHBIX CPEACTB ObUIH
3apEerUCTPUPOBAHBI JIOYKHOIIOJIOKHUTEIBHBIC PE3yJIbTAThI IPU ONPEICICHUH OeIKa B MOYE C ITOMOIIIBIO
tecT-onocok Ames N-Multistix SG®. J{ns onpenenenus 6eka B MOUe PEKOMEH/YeTCs OIb30BaThCs
Oostee creU(pUIHBIM METOIOM MPEIUITUTAIIUH CYIIb(HOCATUIIMIOBON KHCIOTOM.

Brusanue na [{HC

Bo Bpems JieueHusl Ta0alieHTHHOM HAOJIIOATUCH CIIydad TOJIOBOKPY)KECHHUS U COHJIMBOCTH, KOTOPBIC
MOTYT yBEJIMYUBATh BEPOSATHOCTh IIOJNyYCHHs CIIy4adHOHM TpaBMbl (npu  majacHuu). B
MOCTPETUCTPAIIMOHHOM IIEPUOJIC TAKXKe COOOIIATOCh O CIIydasix CIyTaHHOCTH CO3HAHHS, MOTCPH
CO3HAHMS M HAPYIICHHS YMCTBEHHOW JesATEIbHOCTH. [103TOMY marpeHTaM ciieayeT peKOMEHI0BaTh
COOJTIO/IaTh OCTOPOXKHOCTB JIO T€X TOp, MOKa MM HE CTaHYT M3BECTHBI BO3MOXHBIC 3(D(EKTH ITOTO
JICKApCTBEHHOTO TIperapara.

Oo0Ho8pemenHoe npumenenue ONUOUOHBIX AHATbeEMUKO8 U OpYeUX JIeKaApPCMEEeHHbIX Npenapamos,
nooasasowux [{HC

[Tpu OHOBPEMEHHOM NMPHUMEHEHHH C OIMMOMIHBIMU aHAIbIeTHKAMHU MOXKET OTMEUYaThCsl MOBBIIICHUE
KOHIICHTPAIlMA Ta0alleHTHHA B IJIa3M€ KPOBH. B CBS3M C ATHM MalMEHTHI, KOTOPBIM TpeOyeTcs
NPOBE/ICHUE OAHOBPEMEHHOW Teparnuu ¢ JIEKapCTBEHHBIMU Tpemnapatamu, nofasistonumu [[THC,
BKJTIOYAs OMHOUIHBIC aHAIBICTUKH, HYXKIAIOTCSA B TIIATEIBHOM HAOJFOJCHUM Ha MPEAMET Pa3BHUTHSI
npusHakoB yraetenus: [[HC, Takux Kak COHJIMBOCTh, CElalvsl U yTHeTeHHEe (DYHKIUH JTbIXaHus. J{03bI
rabarneHTiHa WA OJHOBPEMEHHO MPHMEHSEMBIX NpemnapartoB, moaasistomux [[HC, Brimovas
ONMUOUIHBIC AHAIBICTHUKH, JOJDKHBI OBITh CHM)KEHBI COOTBETCTBYIOIIMM 00pa3oM (CM. pasjen
«B3anMoIeliCTBHE ¢ IPYTUMH JICKAPCTBEHHBIMU CPEICTBAMED ).

Crenyer coOnrOIaTh OCTOPOKHOCTh TPH HA3HAYCHUH TaOalleHTHHA OJHOBPEMEHHO C OIMHMOWIAMH B
cBs3u ¢ puckom yrHererus I[[HC. B momyssimnoHHOM HaOMIOIATEFHOM UCCICIOBAaHUU  C
UCIIOJIb30BAHMEM KOHTPOJILHON TPYIIBI Y TMAlUCHTOB, MPUHUMAIOIINX OMUOU/BI, OJHOBPEMEHHOE
Ha3HAYeHHE OIMHMOMIOB M TaballeHTHHA OBbLIO CBA3aHO C TOBBIIICHHBIM PHUCKOM BO3HHKHOBEHHS
CMEPTENbHBIX UCXOJI0B, CBSI3aHHBIX C PUMEHEHUEM OITMOMIOB, IO CPABHEHHIO C IPUMEHEHUEM TOJILKO
OMUOUJI0B (CKOppeKTUpoBaHHOE oTHOIIeHHe 1mancoB [cOII], 1.49 [95% U, 1.18 mo 1.88, p<0.001]).
Cosmecmuoe npumenenue ¢ aHmayuoamu

["abaneHTHH PEKOMEH Ty eTCsl IPHHUMATE TPUMEPHO Yepe3 2 9 MocIIe MpreMa aHTaIu/Ia.

JKeHuuHbl penpooykmueHo20 803pacma/KOHmpayenyus

HpI/IMeHCHI/IC rabareHTHHA B INEPBOM TPUMECTPE 6epeMCHHOCTI/I MOIKET IMPUBCCTHU K PA3BUTHIO TAKCIIBIX
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 16.06.2025 N2 14832

BPOXKJIEHHBIX MOPOKOB y HEPOKICHHOTO pebgHKa. ['aQauEHTHH: e )Ene yer| mpHMERSLE) BO iBpeMs

0OEepeMEHHOCTH, 33 UCKIIIOYEHUEM TEX CIIy4yaeB, KOI/la OXKHIaeMas 10J1b3a JJIl MaTeEpU SIBHO IIPEBBIIIAET
BO3MOXHBII pUCK JUIsl 104a. JKeHIIMHBI penpoIyKTUBHOIO BO3pacTa BO BPeMs JIEUEHHUS NIPETapaTom
JIOJDKHBI MIpUMEHSATh 3((eKTUBHbIE MeTonbl KoHTpanenuuu (cM. pasgen «lIpumenenue mpu
0EpEMEHHOCTH ¥ B IIEPUOJT TPYTHOTO BCKAPMITHBAHUS).

Bnuanue mna cnocobnocmv ynpaenamev mMpPAHCHOPMHBLIMU CpeOCmeamMu U padomams ¢
MexaHumamu

Bo Bpems mnpueMa mpemapata MallMeHTaM HE PEKOMEHIYETCS YMPaBIsATh TPAHCIOPTHBIMU
CPEICTBAMU HJIM MOJB30BATHCS MOTEHIIMAIBHO OMACHOW TEXHUKOW J0 MOATBEPKICHHS OTCYTCTBUS
HETaTUBHOTO BJIMSHUS MPenaparta Ha BHIOJHEHUE 3TUX (YHKITHA.

lNabanentun Binuser Ha IIHC m MoeT BbI3BbIBaTH T'OJIOBOKPYKEHHUE, COHJIMBOCTb, CIYTaHHOCTb
CO3HaHMS, MOTEPIO CO3HAHUS WIH JIpyrue cuMntombl co croponsl LHIHC. [laxe npu He3HAUUTETHHOU
WM YMEPEHHOHN BBIPAXKEHHOCTH 3TU HeXeNaTeNbHbIe Y3PPEKTh MOTYT IPECTABISTh OMACHOCTD IS
MAalMEeHTOB, YIPABISAIOMUX TPAHCIIOPTHBIMU CPEICTBAMH WU APYTUMH MexaHuzMamu. OcoOeHHO

BCJIMKA TaKas BEPOATHOCTb B HAYaAJIC JICHCHHUA WJIA ITOCJIC ITOBBIIICHHWA J03bI ITpCIIapara HeﬁpOHTI/IH®.

®opMa BBIIIYCKA
ITo 10 xancyn B 6mucrepe u3 IIBX/TIBAX/anmomuaneBoi Goabru.
ITo 2, 5 wim 10 GircTepoB ¢ MHCTPYKIIMEH IO IPUMEHEHHUIO B KAPTOHHYIO TTAYKY C KOHTPOJIEM MEPBOTO

BCKPBITHS W O€3 HETo.

YciaoBus XxpaHeHus
ITpu Temneparype He Boime 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETE€ MECTE.

Cpoxk rognocTu

3 rona.

He ncnonb3oBath nocie qaTbl HCTEYEHUS CPOKa FOAHOCTH.
YcaoBus ornycka

OTtnyckaercs O peLenTy.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 16.06.2025 Ne 14832
JlepsaTellh PerHCTPAIMOHHOTO YI0CTOBEPEHHSI (MOCNENOBATENBHOCTE 0006)

Buarpuc Cnemmantu 91291Cu

Komnunz ®eppu Poyn, 3711, Mopranrays, 3anagnas Buppkunus 26505, CILA
+1 724-514-1800

info@viatris.com

Viatris Specialty LLC

3711 Collins Ferry Road, Morgantown, WV 26505, USA

+1 724-514-1800

info@viatris.com

IIpousBoauTeiin:

Buarpuc ®apmacsrotrkans 21291Cu

1,9 km mocce 689, Bera baxa, [Iyspro-Puko 00693
Viatris Pharmaceuticals LLC

Road 689, Km 1.9, Vega Baja, Puerto Rico 00693

Boinmyckawumuii KOHTPOJIb Ka4ecTBa:

[aiizep Mantodakuypunr doitunens I'moX
Moocampaamiee 1, 79108 ®paiibypr Mm bpaiicray, I'epmanus
Pfizer Manufacturing Deutschland GmbH

Mooswaldallee 1, 79108, Freiburg Im Breisgau, Germany

Opranuszanys, NPUHIMAIOLIAA NPeTeH3UH NMOTpeduTeei:

Poccuiickas ®egepanus

00O «Buarpuc»

125315, r. MockBa, JIeHuHrpaJCKuil IpoCHeKT, 1. 72, K. 4, 2-i1 aTax, oM. 9, kom. 1
Tenedon: +7 495 130 05 50

®axc: +7 495 130 05 51

OnekrponHas moyra: ru.info@viatris.com
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