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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Homupaec, 30 Mr, KancyJibl.
Homunec, 45 mr, kancyJsl.

Homupaec, 75 mr, kancyJisl.

2. KAUECTBEHHBIN U KOJNYECTBEHHBI COCTAB

JlelicTBy1OI1I€€ BEMIECTBO: OCEIBTAMUBHP.

Homunec, 30 mMr, Kancyibl

Kaxxnas kancyna comepxut 30 Mr ocenpramuBupa (B Buae ocdara).

Homunec, 45 mr, Kancyibl

Kaxxnas xancyna cogepxut 45 mr ocenbTamuBHupa (B Buae pocdara).

Homunaec, 75 Mr, Karcvyiibl

Kaxxnas xancyna cogepxut 75 mr ocenbTamuBHupa (B Buae pocdara).

BemectBa, HalMuue KOTOPHIX HAJO0 YUYUTHIBATH B COCTABE JICKAPCTBEHHOTO Ipemnapara: KpacuTelb
conmHeuHbIi 3akat xentoiid E110, kpacutens nmynuossiii [[Tonco 4R], natpuii (cm. pasnen 4.4).

[TonHbIi IepeyeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynsr.

Homunec, 30 mMr, Kancyisl

TBep,[[BIe JKCIIATUHOBBIC KaIICYJIbI Ne ((3)), KopmycC Oenoro [BCTa, KPBIIIICUKA oenoro OBCTA.

Homunec, 45 mr, Kancyisl

TBep,[[BIe JKCIIATUHOBBIC KaIICYJIbI Ne ((2)), KopmycC FOJIY6OFO IBCTAa, KPbIICYKA FOHY6OFO OBCTA.

Homunaec, 75 Mr, Karcvyiibl

TBep,[[BIe JKCIIATUHOBBIC KaIICYJIbI Ne ((1)), KopmycC Oenoro [BCTAa, KPBIIIICYKA OPAHIKEBOI'O IIBCTA.

Conepxumoe Karcys — Oesblid Uil OeJbI C )KeTOBATHIM OTTEHKOM IOPOIIOK.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3zanus K NPUMEHEHHIO

Jleuenue rpumnma

[Ipenapatr Homuec nmokaszan K MpUMEHEHHIO JJIs JISUEHHUS TPUIIA Y B3POCIbIX U A€Tel B BO3pacTe
ot 1 rozga, a Takxke ¢ Maccoit Tena 6osee 10 Kr mpyu HATMYUU TUIIMYHBIX JUISL TPUIIIA CHMOTOMOB B
MepUO] UPKYJISIUU BUpYca IpuUIlna B o01iei nonyasuuu. IpPexkTuBHOCTH Obli1a JOKa3aHa B CiIydae
Hayaja Tepanuy B TEUEHHE JBYX CYTOK C MOMEHTA Pa3BUTHUS CUMIITOMOB 3a00JI€BaHUSI.
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I[IpodnnakTika rpumnma

COOTBETCTBYET ZKCNEPTHOMY OTUETY

e [Ipemapar Homuaec mokasaH K IPUMEHEHHUIO JUIsl MOCTKOHTAKTHOW MPO(MIAKTUKH TPUIIIA Y
B3POCJIBIX U JIeTeH B Bo3pacTe oT 1 rozaa, a Takke ¢ Macco tena 6osiee 10 Kr mocie KOHTaKTa ¢
KIIMHUYECKH TUArHOCTHPOBAHHBIM TPUIIIOM B MEPHOJ MHUPKYJISIIIMA BUPyCa TPHIIIA B OOIICH
MOMYJISALIAH.

e JlopKHOE HCIOB30BaHKe npemnapara Homumec 1ist mpoUIIakKTHKY TPHIIIA CIASIYET OMPEACIATh
B KQXJIOM KOHKPETHOM Cllydyae COOOpa3sHO OOCTOSATEILCTBAM M IMOTPEOHOCTSIM 3alllUThI
HOMYJIAUK. B HMCKIIOYMTENBHBIX CiIydasx (HampuMep, B CIIydae HECOOTBETCTBHS MEKIY
MUPKYJIAPYIOLUIMM [ITAMMOM BUpPYCa M BAaKIMHOMW, a Tak)Ke B MEPHOJ MaHIEMUN) MOXET OBITh
paccMOTpPEHa BO3MOYKHOCTh CE30HHOM MPOGHIAKTUKU Yy JIMII B Bo3pacTe OT | rojaa, a Takke ¢
Maccoii Tena 6onee 10 kr.

HpenapaT HOMI/IIICC HC 3aMCHSCT BaKIIMHALIWIO IIPOTUB I'pHUIIIIA.

[IpuMeHeHHEe AaHTUBUPYCHBIX TMpENapaToB JUIA JIEYCHUS M NPOPHUIAKTHKH TPHUIMINA JIOJKHO
ONpEAENATHCS Ha OCHOBE OQUIMANbHBIX peKoMeHAanui. PemeHuss OTHOCUTENBHO Mpuema
OceNbTaMUBHUpA JUIs JICUCHUS U NPOQPHIAKTUKY TPUIITA TOJKHBI IPUHUMATHCS C YUYETOM JaHHBIX O
HUPKYJIUPYIOIIUX BHpPycax TpUINa, IOCTYNHOW HWHGOpPMALMK O MOJAENSAX JEKapCTBEHHON
YYBCTBUTEJIBHOCTU /Il KaXJIOTO BpPEMEHUM T0Ja M BIUAHUA 3a00J€BaHUS B Pa3IMYHBIX
reorpaUueCKUX peruoHax v MOMyJSIIUSIX HaleHToB (cM. pazaen 5.1).

4.2. Pesxum 103MpOBaHus U cOCO0 NPUMEHEeHUs!

Pexxum 103upoBaHUS

Bspocnvie u noopocmru 6 6ospacme 13—17 nem
Jleuenue

PexomennoBanHas 103a AJig ipremMa BHYTPb ISl B3pOCHBIX U MoApocTKOB (13—17 neT) cocraBisier
75 Mr ocellbTaMHBHpa JIBa pa3a B CYTKU B TCUCHHUE 5 JTHEH.

PeKkoMeHI0BAHHAS 1032 PexomennoBanHas 103a B Teuenue 10 queit*
Macca Tena 5 .
B TEUCHUE S THEH [ManmeHTH! ¢ 0cnabIeHHBIM HIMMYHHUTETOM
>40 kr 75 Mr n1Ba pa3a B CyTKH 75 Mr n1Ba pa3a B CyTKH

*PeKOMEH/IOBaHHas TPOAOJIKUTEIHLHOCTD JICYEHHS IMAlMEeHTOB C OCIAa0JICHHBIM MMMYHHTETOM cocTaBiseT 10 rHei.
Bonee moapobuyro mHpopmanuio cMm. B monpaszaene «OcoOble rpymmnsl manueHToB / [lanmmeHTs! ¢ ocnalieHHBIM
UMMYHHATETOM.

HpI/IeM nmpenapara CjIaeayeT HauyaTb KaKk MOXHO PaHbIIC: B TCUCHUC IIEPBLIX IBYX CYTOK C MOMCHTA
pa3BUTHA CUMIITOMOB 3a00JIeBaHUS T'PpUIIIIOM.

Iocmxonmaxmuas I’ZDOd)quCleMKa

PexomeHnnoBaHHas 103a A NPO(UIAKTUKHM TpUMNA TOcie OJM3KOro KOHTAKTa C 3a00JIeBIIUM
TPUIITIOM YE€JIOBEKOM COCTABJISIET 75 MT' OCelbTaMUBHpPA ISl B3POCIBIX U MOAPOCTKOB (13—17 mer)
OJIMH pa3 B CyTKHU B TeueHue 10 nHen.

PeKkoMeHI0BAHHAS 1032 PexomengoBannas 103a B Teyenue 10 quei™
Macca Tena 10 N
B TedeHue 10 1uen [ManmeHTHI ¢ OcnabIeHHBIM HIMMYHHTETOM
>40 kr 75 Mr OJIMH pa3a B CyTKH 75 Mr OJIMH pa3 B CYyTKH

HpI/IeM nmpemapara CJICAYCT HaduaTb KaK MOXXHO paHbIIC: B TCUHCHUC JIBYX CYTOK C MOMCHTA KOHTAKTa
¢ 3a00J1EBIINM I'pUIIIIOM YC€JIOBCKOM.
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Hpod)uﬂakmuka 60 6pemMA snudemuu zcpunnd 6 061/1461:2 nonyiAiay

Jyis ipoUIaKTUKY TPHIITA BO BPEMs BCIBIIIKH SMUACMHHA B OOIIEH MOMYJSIUN PEKOMEHI0BaH
nmpueM 75 Mr ocellbTaMHBHpa OJWH pa3 B CYTKH B TeueHue 10 6 Hemenb (wm no 12 Hemenb y
MAIMEHTOB ¢ OCIA0JIEHHBIM UMMYHHUTETOM, CM. pa3aensl 4.4, 4.8 u 5.1).

Oco0Oble T'PYIIIBI ITAITWMEHTOB

HCIL}M@HWIIJZ C NeYeHOYHOU HeOOCMAMmoOYHOCbIO

Koppekuuu 10361 nipu JiedeHUH ¥ TpOo(UIAKTUKE TPUIINA Yy MALUEHTOB C HapylleHHeM (YHKIUU
nedeHu He Tpedyercs. MccnenoBanusi y MalMEeHTOB JIETCKOTO BO3pacTa ¢ HapylleHHeM (YyHKIMU
MEYEHU HE IPOBOAMIIUCE.

Tlayuenmul ¢ noueunoli HeOOCMAMOUHOCMbIO
Jleuenue

VY B3pocnbix U moApocTKoB (13—17 net) ¢ HapymeHueM (YHKIMU MOYEK CPEAHEH WU TSKEIon
CTEIEHHU TSXKECTU PEKOMEHIYETCsl KOppeKuus a03bl. B Tabnuue Huke moapoOHO NpencTaBiIECHBI
PEKOMEHI0BaHHBIE JI03BI.

Kiaupenc kpeaTHHHHA PexoMeHn10BaHHAasI 1032 /17151 JIeYeHUS
>60 (MJI/MUH) 75 Mr aBa pasa B CyTKU
>30 o 60 (My1/MuUH) 30 mr (cycrieH3us)** nBa pasza B CyTKH
>10 mo 30 (mn/mMuH) 30 mr (cycrieH3us)** onuH pa3 B CyTKU
<10 (ma/mMuH) He pekomenayercs (JaHHbIE OTCYTCTBYIOT)

30 mr (cycrneH3usi)** mocine Kaxaoro ceanca

ITannenThl, HaXOOAIIHMECS Ha TeMOIHATIN3E
remMoauiann3a

ITarnenThl, HaXOadIIHECd Ha

sksk
HepHTOHEATbHOM Ha3e* 30 mr (cycniensus)** pa3oBas 103a

*JlaHHbIE, MOJyYEHHbIE U3 MCCIEOBAaHUN y MAallMCHTOB, HAXOAALIMXCS HA MOCTOSIHHOM IEPUTOHEAILHOM AHAlIU3e B
amOynatopHbix ycioBusx (ITAILJ]); oxkumaercs, 4To KIMPEHC oOcelbTaMHBHpa KapOokcwiata OyaeT BhIlIe, KOrna
MPUMEHSETCS] aBTOMAaTU3MPOBaHHBIN nepuToHeanbHblil auanu3 (AI1/l). Meton neyenust MmoxeT ObITh n3MeHeH ¢ AITJ] Ha
ITAII[] Ha ycmoTpeHue Hedpoora.

**cM. MH(OOPMAIIHIO O IPUTOTOBJICHUH CYCIICH3UH U3 KaICyJI HUKE U B paszene 6.6.

[podunaxmuxa

VY B3pocabix U noapocTkoB (13—17 ner) ¢ HapylieHHeM (QYHKIMHM MOYEK CpeIHEH WU TsKeIon
CTEIEHH TSKECTU PEKOMEHIyeTCs] KOPPEKLUs J03bl, KaK ONHUCAHO B TAOJIHIIE HUXKE.

Kaupenc kpeaTuHHHA PexomenioBanHasi 103a 1J15 NPOPUIAKTHKH
>60 (M11/MUH) 75 Mr OZIMH pa3 B CyTKH
>30 no 60 (Mi1/MHH) 30 mr (cycneH3ust)™* oauH pa3 B CyTKH
>10 mo 30 (mi/mMuH) 30 mr (cycnieH3us)** kaxkple BTOPhIE CyTKU
<10 (ms1/mMuH) He pexomenayercst (maHHbIE OTCYTCTBYIOT)

30 Mr (cycneH3us ) ** mocie Kaxk10ro BTOPOro

HaLII/ICHTBI, HaxoaaIureCsa Ha r€MOIuaIn3¢C
c€aHCa reMmoauaim3a

ITammmenTHI, HAXOAAMIMECS HA

HepHTOHEATHHOM AHaH3e* 30 mr (cycnieH3us)** onuH pa3 B HEJIETIO
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*JlaHHBIC, TOJYYCHHBIC W3 HCCIICJOBAHUA Yy MAIMCHTOB, Hixous{mnxg;l '%é%ﬁ?&%&kk; I:I'I](-):'Igl;lﬂel—lllc

ocenbTaMUBUpa KapOokcuiaTa Oyaer Bhiiie, koraa npumensiercs AIl/l. Meron neueHus MoxeT ObITh u3MeHeH ¢ ATl/]
Ha [TAIIJ] Ha ycMoTpenue Hedposora.
**cM. HH(OPMALUIO O IPUTOTOBIICHUH CYCIIEH3MH M3 KalCyJl HUKE U B paszene 6.6.

JlaTh KaKkue-Tu00 pEeKOMEH IAIMH 110 JIO3UPOBAHUIO y JeTel B Bo3pacTe oT () 10 12 j1eT ¢ HapyleHrnemM
(YHKITUU TTOYSK HEBO3MOXKHO H3-3a OTCYTCTBUS JOCTYITHBIX KIIMHUYECKUX JTAHHBIX.

J]ub;a nooaicus10co so3pacma

Koppexkmuu 10361 He TpedyeTcs, 3a HCKIIOYSHUEM MOKUIIBIX MAIlEHTOB ¢ HapyUIeHHeM (yHKIMU
IIOYEK CPEINHEN WM TSKEIION CTEIIECHU TSKECTH.

THayuenmwl ¢ ocrabaieHHbIM UMMYHUMEMOM
Jleuenue

PekoMeH10BaHHAS TPOIOJDKUTEBHOCTh TEPANUU OCEIbTAMUBUPOM Y MAIUEHTOB C OCIA0JICHHBIM
UMMYHUTETOM coctaBisier 10 muel (cm. pasumensl 4.4, 4.8 u 5.1). Koppekuuu 10361 He TpeOyeTcs.
[Ipuem npenapara ciefyer HayaTh KaKk MOKHO paHbIle: B TEUYEHUE MEPBBIX JIBYX CYTOK C MOMEHTA
Pa3BUTHS CUMIITOMOB 3a00JI€BaHUS TPUIITIOM.

Cezounas npod)wzakmuka

JIJ1s1 TalueHTOoB ¢ 0CIa0JICHHBIM HMMYHHTETOM OLCHUBAJIH MTPOJICHHE CE30HHOW POPHIAKTHKH JI0
12 nenens (cm. paznenst 4.4, 4.8 u 5.1).

eTH
Llemu 6 sospacme om 1 200a 0o 12 nem
Jleuenue

CKOppeKTI/IpOBaHHLIC 110 MaccCe TCJIa PpCKMUMbI TO3UPOBAHUA, pPCKOMCHAOBAHHBIC IJIS JICHCHHA I[eTefI
B BO3PacCTC OT 1 roga, COCTaBJIAIOT:

PeKoMeHI0BAHHAS 1032 PexomennoBanHas 103a B Teuenue 10 queit*
Macca Tena .
B TedeHue S uei [ManmeHTH! ¢ 0cnabIeHHBIM HIMMYHHUTETOM
10-15 xr 30 mr 1Ba pasa B CyTKH 30 mr 1Ba pasa B CyTKHU
>15-23 xr 45 mr 1Ba pas3a B CyTKH 45 Mr 11Ba pa3a B CyTKH
>23-40 xr 60 Mr 1Ba pasza B CyTKH 60 mr 1Ba pasza B CyTKHU
>40 kr 75 Mr n1Ba pa3a B CyTKH 75 Mr 1Ba pasa B CyTKHU

*PexoMeH0BaHHAS MTPOJOIDKUTEIHFHOCTD JIeUeHHs ieTe (>1 rof) ¢ ocaabieHHBIM IMMYHHTETOM cocTaBisieT 10 qHei.
Bonee monpoOHyro mHpOpManuio cM. B moapasmene «OcoOble Tpymnmbl manueHTOB / IlammeHTHI ¢ OCiIaOlIeHHBIM
HMMYHHUTETOMY.

HpI/IeM nmpenapara CjIaeayeT HauaTb KaKk MOXHO PaHbIIC: B TCUCHUC IIEPBLIX IBYX CYTOK C MOMCHTA
pa3sBUTHA CUMIITOMOB 3a00JIeBaHUS T'PpUIIIIOM.

Iocmxonmaxmuas I’ZDO(;bHJlCleuKa

PexomenoBaHHas 103a Ipernapara Hommpaec a1 mOCTKOHTAaKTHOM HpO(I)I/IJIaKTI/IKI/I COCTaBJIACT:

PeKkoMeHI0BAHHAS 1032 PexomengoBannas 103a B Teyenue 10 quei™
Macca Tena 1 N
B Tedenue 10 anei [ManmeHTHI ¢ OcnabIeHHBIM HIMMYHHTETOM
10-15 kr 30 Mr oiMH pa3 B CyTKH 30 Mr oJIMH pa3 B CyTKH
>15-23 xr 45 Mr oauH pa3 B CyTKH 45 Mr onMH pa3 B CyTKH
>23-40 xr 60 Mr o1MH pa3 B CyTKH 60 Mr o1MH pa3 B CyTKH
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>40 Kr 75 Mr OJIUH pa3 B CYTKU 75 MO HuH P B CytRir -~ 0 00T

Hpodmﬂakmuka 60 6peMA snuoemuu zspunnd 6 061/14612 nonyiiauuu

[TpodunakTrka BO BpeMst SIIUAEMHUH IPUIINA Y JIeTei B Bo3pacTe 10 12 et He u3ydanacs.
Jlemu 6 sospacme om () 0o 1 cooa

ITpenapat Homuaec He cienyer npuMeHsTs y aeteil B Bo3pacte oT 0 1o 1 ropa, a Takxke ¢ Maccoi
Tena MeHee 10 KT B CBSI3U C HEBO3MOXKHOCTBIO 00ECIIEUUTh PEXUM JO3UPOBAHUS.

Cnoco0 mpuMeHeHus

BuyTpsb.

[TanueHTHI, KOTOPBIE HE MOTYT TJIOTaTh KallCyJibl, WJIM KOTOpPBIM TpeOyeTcs pa3oBas J03a MEHee
75 Mr, MOryT HOJy4aTb JICYEHHUE COOTBETCTBYIOLUIMMM JI03aMH IPUTOTOBIEHHOW CYyCIIEH3UU
npenapara Homunec.

WHCTpyKIIMM 110 NPUTOTOBICHHIO JICKAPCTBEHHOTO Ipenapara (IPUTOTOBICHHE CYyCIICH3HU
npenapata Homuzec) nepen npuMeHeHueM cM. B paszzene 6.6.

4.3. [IpoTuBONOKA3AHUSA

['MnepuyBCTBUTENBHOCTh K OCEIBTAMUBHUPY WJIM K JIFOOOMY U3 BCIIOMOTAaTENIbHBIX BEIIECTB,
MEepPEUYUCIICHHBIX B pazjeine 6.1.

4.4. OcoOble yka3aHusl M1 Mepbl NPeI0CTOPOKHOCTH IIPH NPUMEHEHUH

OcenbTamuBUp 3((HEKTUBEH TONBKO B OTHOIIEHHM 3a00JI€BaHMs, BBI3BAHHOI'O BUPYCOM TIpHIIIIA.
Jlanueie 00 3((EeKTUBHOCTH OCEIbTAMUBHpA NpPU Tepanuu 3a00JIeBaHHMA, BBI3BAHHBIX HHBIMU
areHTaMmu, OTCYTCTBYIOT (cM. pazzaen 5.1).

[Ipenapar Homuaec He ABasieTCs 3aMEHOM BaKIIMHALIMY.

HpI/IMeHeHI/Ie npemnapara HOMI/II[GC HC JOJDKHO BJIMATH Ha OLCHKY IMAOWCHTOB IIPpHU IIPOBCIACHHUU
GXGFOHHOﬁ BaKIMHAIIUU ITPOTHUB I'pUIIIIA.

3aH_II/ITa OT I'puIIia JJIUTCA TOJIBKO OO0 TEX IMOP, ITIOKa IIPUMCHACTCS IMpeTiapaT Hommpec.

[Ipenapat ciaeayeT UCIOIb30BaTh TOJIBKO /7S JIEYEHUSI U MPOPUIAKTUKY TPUIIINA U TOJIBKO B CiIydae,
€CJIM JIOCTOBEPHBIE DJIUIEMUOJIOTMYECKUE JaHHBIE YKa3blBalOT HAa TO, 4YTO BHUPYC TpUIIIA
LHUPKYJIUPYET B OOIIEH MOMyJISIIH.

UyBCTBUTEIHHOCTh LUPKYJIUPYIONIMX IITAMMOB BHUpYCa T'PUIINA K OCEIHTAMHUBUPY MOKET CHIBHO
BapbUpoBaTh (cM. pazmen 5.1).

Takum oOpa3oMm, Mpu Ha3HAUYEHUM IMpernapara HEOOXOAMMO YYHUTBHIBATH CAMYIO IOCIEIHION0
JOCTYIHYIO0 HH(OPMALIHIO O UyBCTBUTEIBHOCTH LIMPKYJIUPYIOIIETO BUPYyca K OCEIbTaMUBUDY.

Tsbkenmoe conyTcTBYIOIIEE 3a00IeBaHIE

Jlanable o Oe3omacHOCTH UM 3(PQGEKTUBHOCTH TNPUMEHEHUS OcCelbTaMUBUpa Yy MAalUEeHTOB C
JOCTaTOYHO TSDKEIBIM  COMYTCTBYIOUIMM 3a00JIEBaHMEM WJIM HECTaOMIBHBIM  COCTOSTHHEM,
IPEIOIAratoIluM TOCIIUTAIN3ALHUI0, OTCYTCTBYIOT.

[TarmenTs! ¢ 0cn1a0JIeHHBIM HMMYVHHATETOM

D¢ dexkTuBHOCTh OCEeNbTAMUBHPA NPU JICUEHUH WM MPO(UIAKTUKE TPUINA y MAIUEHTOB C
ocnabJeHHBIM UMMYHHUTETOM YETKO He yCTaHOBJIEHa (cM. paznen 5.1).
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CGDI[G‘IH&H/ AbIXaTCJIbHASd HEAOCTATOYHOCTD

O PexTHBHOCTh OCEeNbTAMHUBUpPA TPU JICUCHUH WIM NPO(UIAKTUKE TpUNNA y MalMEeHTOB C
XPOHUYECKOW CEepACYHON W/MIIM JbIXaTeIbHON HEAOCTAaTOYHOCTHIO HE yCTaHOBJICHA. B maHHOM
MOMYJISAINY TAI[UEHTOB YaCTOTa BOSHUKHOBEHUS OCIIOKHEHUH ObllIa CONIOCTaBUMA B TPYIIIE JICYCHUS
u rpymre mwiamne6o (cMm. pazgen 5.1).

IloyeyHas HETOCTATOYHOCTD TSXKEJION CTEIIEHU TSKECTU

Y  B3pOoCHBIX TAaMEHTOB U MOApocTkoB (13—17 ;mer) ¢ TSKENOW CTENEHbID IOYCYHOM
HEJ0CTATOYHOCTHU TIPH JICUCHUU U MPO(PIIAKTUKE TPUIIITA PEKOMEHTyEeTCS KOPPEKIIHSI TO3bL.

KnuHuueckue qaHHbIe T KOPPEKIMH 0361 Y MIIAJICHIICB | JeTel (B Bo3pacTe OT 1 roja u crapiie)
C TIOYEYHOM HEIOCTATOUYHOCTHIO OTCYTCTBYIOT (CM. paznensl 4.2 u 5.2).

IlcnxoHEBPOIOTrNUECKHE HAPYIICHHUS

VY mnanueHToB (B OCHOBHOM Yy J€T€l W MOAPOCTKOB), NPHUHUMABIIMX OCEIbTAMUBUD, ObLIN
3aperUCTPUPOBAHbl [ICUXOHEBpOJOTHYecKue HapymieHus. [logoOHble NCHXOHEBPOJIOTHYECKHE
HapyILICHHs TaK )K€ OTMEUYEHBI Y ALIMEHTOB C TPHUIIIIOM, HE TOJYy4aBIINX OCEIIETAMUBUD.

CrnenyeT THIATETbHO MOHUTOPUPOBATH MAIIMEHTOB HA MpPEAMET M3MEHEHUU B MOBEJIEHUU, PUCK U
T10JIb3a TIPOIOJKEHUS TEPAITHH JIOJDKHBI OBITH OLIEHEHBI JIJIS KXKIO0TO IMAMEeHTa WHANBUIYIBHO (CM.
pasnen 4.8).

BcnomMorarennHble BElIECTBA

JlaHHBIH JTeKapCTBEHHBIN Mpenapar coaepXut MeHee 1 MMmoub (23 Mr) HaTpus Ha pa3oBYIO J03Y, TO
€CTh, 10 CYTH, «HE COICP>KUT HATPHUS».

[Ipenapar Homupaec, 75 mr, Kamcyibl COIEPKHUT KpacUTENlb COJHEUHbIM 3akar xearbld E110 u
Kpacutenb myHIOBBIH [[ToHCO 4R ], KOTOpBIE MOTYT BBI3BIBATH AJIJICPTUUECKUE PEAKIIHH.

CTH

JlanHbie U1t onpeneneHus 035l y HeJIOMIEHHBIX IeTel (ITOCTKOHIIENTYalbHbIN BO3pacT <36 HEeb)
OTCTYTCTBYIOT.

4.5. B3aumojaeiictBue ¢ JPyruMH JIEKAPCTBEHHBIMH TMpenapaTaMu ¥ Jpyrue BHJbI
B3aNMOIeHCTBHUA

dapMaKOKMHETUYECKHE CBOICTBA OCENbTaMUBHpPA, TAKUE KaK €ro HU3Kasl CTENEeHb CBA3BIBAHUS C
Oenkamu U MeTa0onu3M, He 3aBUCUMBIN OT u3odepmenta CYP450 u cucremsl MIIOKYpoHUAA3 (CM.
pazgen 5.2), TO3BOJIAIOT MPEANOJOXKUTh, YTO KIMHUYECKH 3HAUMMBbIE JIEKapCTBEHHBIE
B3aMMOJICHCTBHS MO YKa3aHHBIM MEXaHU3MaM MaJIOBEPOSITHBI.

[IpoGenenma

Koppekiuu 1036l Ipy 0JTHOBPEMEHHOM ITPUMEHEHHH € TPOOEHEIMIOM Y HalluEHTOB ¢ HOPMaJIbHOM
¢bynkuueil moyek He TpeOyerca. OAHOBpEMEHHOE NPHUMEHEHUE C MPOOEHEIMIOM, MOIIHBIM
MHTUOMTOPOM aHMOHHOW KaHAJIbLIEBOM CEKpELUH B MOYKaX, IPUBOJIUT K ~2-KPaTHOMY YBEJINYECHUIO
AKCIIO3UIIUU aKTUBHOTO META00IUTa OCEIbTaMUBHPA.

AMOKCHIIMILINH

KI/IHeTI/I‘—IeCKOG B3aHMO}IeﬁCTBHe OCCJ'II)TaMI/IBI/Ipa U aMOKCHUIIUJIJIMHA (BBIBO}ISII].[CFOCSI TEM XKC HyTeM,
9TO W OCEIbTaMUBUpP) OTCYTCTBYyeT. llpeamomnaraercsi, 4TO KOHKYPEHIHsS OCEelbTaMUBHpa 3a
BBLIBEJCHUE TOYKAMH ciiadas.

BriBenieHne ¢ Mo4oit

MaJ'IOBepOﬂTHI)I KIIMHUYCCKU 3HAYMMBIC MCEKIICKAPCTBCHHLBIC BBaI/IMO)IefICTBI/IH, CBA3aHHBIE C
KOHKprHHI/Ieﬁ 34 KaHaJIBICBYIO CCKPCHUIO, IMPUHUMAA BO BHUMAHHC PE3CPB 0e30MmacHOCTH JJIsL
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OOJIBIIMHCTBA MOJOOHBIX MpEnapaToB, MyTH BbIBEAGHUS aKT&/EQG}JE\%‘; ogggtgte—:ﬁ'b];ﬁvnl/myph

(xmyOoukoBast pUIbTpAIHsI U AHHOHHAS KaHAIBIIEBAsI CEKPEIIHsI ), a TAKKE BBIBOISAIIYIO CIOCOOHOCTh
KaX10T0 13 myTei. OJJHaKo, MPUMEHSATH OCEIbTAMUBHP B KOMOMHAITUH C TIperapaTaMu, UMEIOIMMHA
V3KYI0 [IUPOTY TEpPareBTUYCCKOTO JCHCTBUS (HAmpuMmep, XJIOPHPOMaMHJ, METOTPEKcar,
(heHnn0yTa30H), HEOOXOAMMO C OCTOPOKHOCTHIO.

I[OHOJIHI/ITGJIBHEUI I/IHd)ODMaI_[I/ISI

He oOHapyxeHO (apMaKOKHHETUYECKUX B3aUMOJICHCTBUN MEXIy OCEIbTaMUBUPOM WIIH €r0
OCHOBHBIM METAa0OJHMTOM INPU OJHOBPEMEHHOM IPHEME C IMapaleTaMoIOM, aleTHJICATUIIIOBON
KHUCJIOTOW, IIMMETHINHOM, aHTALUIAHBIMHA CPEICTBAMU (MAarHUs W aJFOMHHHUS THIPOKCHUJ, KabIIHs
KapOOHAT), pUMaHTAAMHOM wWiId BapdapuHoM (y MANMEHTOB Oe3 Tpumma, CTAOMIBHBIX Ha

Bap(dapuHe).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepemeHnHOCTHh

HebnaronpusaTHbIil ncxon GEpEMEHHOCTH W aHOMAJIMU Pa3BUTHS IUIOJA, & TAK)KE PUCK CEPbE3HBIX
BPOK/ICHHBIX TIOPOKOB pAa3BUTHS, B TOM WYHCJIE BPOXKICHHBIX IOPOKOB CEp/lld, CBSA3aHBI C
3a00JICBAaHUEM TPHIIIIOM.

Bosblioe KOJMMYECTBO NAaHHBIX O BO3JCHCTBHM OCEIbTAMHUBHpA Y OCPEMEHHBIX JKCHIIUH B XOJE
MOCTPETUCTPAIIMOHHOTO TIPUMEHEHUSI U HaOII0aTeNbHBIX ucciaeaoBanuii (0onee 1000 mamueHTOB
Ha TIEPBOM TPHUMECTpPEe OEPEeMEHHOCTH) HE YKa3bIBAalOT HU HAa TIOPOKH pa3BUTHS, HH Ha
(beTo/HeoHaTATbHYI0 TOKCHYHOCTH OCEITbTAMHUBHPA.

OnHako B 01HOM HaOJOAATEIbHOM UCCIIEOBAaHUM PE3YJIbTaThl OLIEHKU PUCKA PA3BUTHS TSKEIbIX
BPO’KJCHHBIX MOPOKOB CEP/ALIA, JUArHOCTUPOBAHHBIX B TeueHUE 12 MecsueB mocie poxkAeHus, He
ObUIM OJJHO3HAYHBIMM, XOTA OOIIMH PUCK MOPOKOB pa3BUTHS U He Obul yBenuueH. B naHHOM
HCCJIEIOBAaHUM YacTOTa Pa3BUTHUS TSKENbIX BPOXKIACHHBIX IOPOKOB ceplla IOociae MPUMEHEHUs
ocelbTaMUBHpa B TEUCHHE NIEPBOTO TpUMeECTpa 6bepeMeHHocTH cocTaBisiia 1,76 % (7 muaneHues u3
397 Gepemennocteil) mo cpaBHeHuto ¢ 1,01 % mpu OGepemeHHOCTH B OOIIEH MOMyJSIIUU 0e3
IPUMEHEHMs OcelbTaMUBHpa (0THOLIEHHEe puckoB 1,75, 95 % nosepurensusiit uarepsan (A1) 0,51
10 5,98).

Kinanueckoe 3HaueHHE AAHHOTO pe3yJibTaTa JO0 KOHIA HE SICHO, TaK KaK HCCIEAOBAaHUE MMENO
OTPaHUYECHHYIO MOIIHOCTb.

Kpome Toro, ucciaenoBanue ObUIO CIMIIKOM HEOOJBIIMM, YTOOBI MPOBECTH JIOCTOBEPHYIO OLEHKY
OTACIBbHBIX KaTCFOpI/Iﬁ TSAXKEIJIBIX TIOPOKOB PA3BUTHSA, IIPU OTOM JAHHBIC Y )KCHIIWH, IPUHUMAaBIINX U
HE MPUHUMABIIUX OCEIbTAMHUBUP, HE MOTJIH OBITh MOJHOCTBIO COMOCTABUMBI, HE3aBUCUMO OT TOTO,
00J1e51 1 OHU TPUIIIIOM.

HccnenoBanus Ha )KUBOTHBIX HE YKA3bIBAIOT HA PENPOTYKTUBHYIO TOKCUYHOCTH OCETTbTaMUBHUPA (CM.
paznen 5.3).

[IpumeneHune ocenpTaMUBUpa MPU OEPEMEHHOCTH BO3MOXKHO B CIydyae HEOOXOAMMOCTH M TOCIHE
OIICHKU UMEFOIIeHcst nH(OpMaIuy 0 6€30MacHOCTH U T0JIb3e (MH(OPMAITHIO O TTOJIh3€ TPUMEHEHUS
npemnapaTta y OepeMEeHHBIX KEHIIUH CM. B pazzaene 5.1), a Takke MaTOTeHHOCTH IUPKYIHPYIOIIETO
mTaMMa BUpyca rpuIa.

JlakTaius

Bo BpeMA OOKIIMHHUYCCKUX I/ICCJ'IG,Z];OBaHI/Iﬁ OCCIIbTAMUBHUP U AKTUBHBIA METaOOJUT IIpOHUKAJIU B
MOJIOKO JIAKTHUPYIOHIUX KPBIC. I[aHHBIe MO0 J3KCKpeHuMu OcCCJIbTaMUBHpPA C I'PyYAHBIM MOJIOKOM Y
YCJIOBCKA U TPUMCHCHHUIO OCCJIbTaAMHUBHUPA KOPMAIINMHU KCHINWUHAMU OIrpaHUYCHBI.

OFpaHI/I‘-IeHHBIC JAaHHBIC ITIOKA3BbIBAIOT, YTO OCCIIbTAMUBHUP U €TI0 AKTUBHBIA MeTa00IUT B HEOOIBIITUX
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KOJIMYECTBaX MPOHUKAIOT B IPYTHOE MOJIOKO, CO3/1aBas] cv6Tep£Hé;:T-'hjl%a& 'I?J}E_Qh%aﬂn/ﬂ;fhllmz)?sh

rpynHoro pebenka. Ilpm HasHa4eHHWM OCeNbTAMHUBHpA KOPMSIIMM >KEHIIMHAM CJEIyeT TaKKe
YUUTBIBATh UX COIYTCTBYIOIIEE 3a00JIeBaHUE M MATOTCHHOCTh IIMPKYJIUPYIOIIETO MITaMMa BUPYyCa
rpunna. [Ipuy GepeMeHHOCTH W B MEPHOA T'PYAHOTO BCKApPMIIMBAHUS OCEIHTAMUBUD NPHUMEHSIOT
TOJIBKO B Cllydyae, eClid OKHaeMmasl sSBHAs I0JIb3a JUIsi KOPMSIECH MaTepd IMPEBBIIIACT PUCK IS
pebeHka.

DepTUILHOCTE

Ha ocHOBaHMM TOKJIMHHYECKUX JAHHBIX HE 0’KUACTCS, YTO OCEIBTAMUBHUP BIHSICT HA PEPTUIHLHOCTD
MY>KYHMH WIW KEHIUH (CM. pa3zaen 5.3).

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padoTath ¢
MeXaHM3MaMH

[Ipemapat He OKa3bIBaeT BIUSHHS HA CIIOCOOHOCTH YNPABIATH TPAHCIIOPTHBIMH CPEICTBAMH U
paboTaTh C MEXaHU3MaMH.

4.8. HexenaTeJibHbIE peakKIMu

Pesrome nmpoduist 0e301acHOCTH

OOmmii mpodwmis 0e30macHOCTH  OCeNbTaMHBHpPAa OCHOBaH Ha gaHHBIX 6049  B3pocibix
NAlMEeHTOB/MOAPOCTKOB U 1473 nereil ¢ rpunmom, MosydyaBUIMX OCEIbTaAMUBUDP WM ILIanebo, a
Takxke Ha JaHHBIX 3990 B3pOCIBIX NAMEHTOB/TIOIPOCTKOB U 253 eTei, MorydaBIINX OCETbTAMUBUD
WK TUTane0o/He MoTy4yaBIiuX TePauy B KIMHUUECKUX UCCIEI0BaHUAX 110 NPO(PUIAKTHKE TPUIIIIA.

Kpome Toro, 245 B3pocibIX MAMEHTOB C OCIA0JIEHHBIM UMMYHHUTETOM (B TOM YHCIe 7 IOJPOCTKOB
u 39 nereil) MOMYYHIM OCEIBTAMUBHUD JJIS JICYCHUS rpunma, u 475 manueHToB ¢ OCIabIeHHBIM
UMMYHHUTETOM (B TOM uucie 18 nereit, 10 U3 KOTOpBIX MOJIy4aaud OCEIbTaMUBUD U 8 — I1ane0o)
MOJYYMINA OCENIbTAMUBUP HIIH TIane0o sl MpopHIaKTHKH TPHIIIA.

Y B3pOCIIBIX MAIMEHTOB/TIOJPOCTKOB HAMOO0JIee YaCThIMU HEexXeIaTenbHbiMu peakiusamu (HP) B xome
KIIMHUYECKUX MCCIEA0BaHUMN JIEUeHUs TPUIMIA ObUIM TOITHOTA U PBOTA, & B XOJIe HUCCIIEIOBAaHUN 10
npo(unakTUKe — TOIIHOTA.

BonpmmHcTBO ykazanHelx HP Oblm 3apeructpupoBaHbl OHOKPATHO B MEPBBIM MM BTOPOH J€HB
Tepanuy U CHOHTAHHO pa3peliagnuch B TEUCHHUE MOCIEaYIOMUX 1-2 THel.

V nereii Haubonee yacto Berpevaroeiicss HP Oblna pBora.
VY GonblnHCTBA NaleHToB AaHHble HP He mpuBoauiM kK 0OTMEHE Tepanuu OCeIbTaMUBUPOM.

Cepbesnbie HP, nepeuniciienHble HUXKE, PEJIKO OTMEYAINCh C MOMEHTA BBIXO/Aa OCEJIbTaMUBHpA Ha
pPBIHOK: aHauiIakTUYecKue U aHa(QWIAKTOWJHBIE pEaKlUu, HApyILIeHHs CO CTOPOHbI MEYEHU
(pynbMHUHAHTHBIN renaTuT, HapyleHne (GyHKIUN TeUeHH U JKeNTyXa), aHTHOHEBPOTUYECKHH OTeK,
cunapoMm CrtuBeHca-/[>KOHCOHA U TOKCHUECKUN 3MUJIEPMATIbHBIM HEKPOJIU3, KENyJ0YHO-KUILIEYHOE
KPOBOTEUEHHE U HAPYLIEHUS CO CTOPOHBI HEPBHOW CHCTEMBI U IICUXUKH (CM. paznien 4.4).

Tabnuynoe pE310ME HEKEIATCIbLHBIX PEAKITHI

Cniucok HP npezacrasien B TabnuyHOM Gopmarte HUXKE.

Jlna onucanus yactotel HP ncnone3yercs crnemyromas kiaccupukanus:
oueHsb vacto (>1/10);

gacto (>1/100, HO <1/10);

Heuacto (>1/1 000, Ho <1/100);

penko (=1/10 000, mo <1/1 000);
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oudeHb peako (<1/10 000).

CootBercTByIOIIas KaTeropus TmpucBamBaeTcss HP Ha ocHOBaHMM OOBEIMHEHHOTO aHAIN3a
KJIIMHUYECKUX UCCIIEOBaHUM.

Jleuenue u npoghunakmuka epunna y 63pocivix u HOOPOCMKO8

B tabmune 1 npencraBnenst HP, Bo3HukaBmme Hanbosiee 4acTo IPH MPUEME PEKOMEHIOBAHHOM
JI03bl OCETbTAMHBHUPA B HUCCICJOBAHMIX TO MPO(UIAKTUKE U JICYCHHIO TPHIIIA y B3POCIBIX U
moApocTKoB (75 Mr 2 paza B CyTKH B TeUCHHUE 5 THEW AJ1s JiedeHus 1 75 Mr 1 pa3 B CyTKH 110 6 HelleIb
IS TPOHUITIAKTUKY ).

B uccnenoBanusax no npoduiakTuke rpummna npo@uiib 0€30MaCHOCTH y MAlUEHTOB, MOTYYaBIIMX
PEKOMEHIOBaHHYIO0 103y ocenbTamuBHupa (75 mr 1 pa3 B CyTku 10 6 Hejlelb), KaueCTBEHHO HE
OTJIMYAJICS OT TAaKOBOTO B HCCIIEOBAHUIX IO JICYCHUIO TPUIINIA, HECMOTPS Ha OoJiee JTUTENbHbBIN
MpueM mpenapara.

Tabmuma 1. HP, BeIsIBICHHBIC B X0/1¢ KIMHHUYECKUX HCCIICIOBAHUN MO MPOQPUIAKTUKE U JICUCHUIO
TpUIa OCeIbTAMUBUPOM Y B3POCIIbIX MAIMEHTOB U MOAPOCTKOB MJIM B X0J1€ TOCTMapPKETUHIOBOTO
HaOJIIOIEHHUS.

CHCTEMHO- HP, pacnipenesieHHbIE COTJIACHO YACTOTE BbISIBJICHH S
OPraHHbIH KJIACC | OQyenp yacTo Yacro Heuacro Penxo
HUnghexyuu u Bbpouxur, Herpes
uHeasUU simplex,
Ha30(apuHTUT,
HHpEKIUH
BEPXHHX
JIBIXaTEeNbHBIX
IIyTEN, CUHYCHT
Hapywenus co TpomMOoruTOnICHUS
CMOpPOHbL KpOBU U
auMpamuyecxou
cucmemul
Hapywenus co Peaxnun Anadunaktuueckue
CMOpOHbL TUTIEPYYBCTBH- peaknuu,
UMMYHHOU TEIHHOCTH aHa(pUIaKTOUTHBIE
cucmemul peakiu
Icuxuueckue becnokoiicTso,
HapyuwieHus HEaJIeKBaTHOE
MOBE/ICHUE,
TPEBOKHOCTb,
CITyTAaHHOCTH
CO3HaHUA, Open,
JEeTUPUN,
TJLTIOIMHAIIIH,
HOYHBIC  KOIIIMapHl,
NpUYMHEHHe  cebe
TEJIECHOTO
MOBPEXKACHUS
Hapywenus co |T'onoBHas 6onp | becconnura N3menenue
CMOPOHbL  HEPBHO CO3HaHMs,
cucmemul cyoporu
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Hapywenus co T TEAY B apVineaie shenus |
CMOpPOHbL  Op2aHa
3penust
Hapywenus co Apurmus
CMOpOHbL cepoya
Hapywenus co Kamens, 6omp B
CMOpOHbL ropJie, puHOpest
ovixamenvbHou
cucmemvl, op2amoe
2pYOHOU KIemKU U
cpedocmenist
Hapywenus co | TomHoTa PBora, OGomp B Kenynouno-
CMOpOHbL KUBOTE KHIIICYHBIC
JHCENYOOUHO- (BKIIOYast 6OJIb B KpOBOTEUYCHHS,
KUUEeYHo20 BEpXHEW  YacCTH reMOpparu4ecKuii
mpakma JKUBOTA), KOJIUT
JTUCTICTICHSI
Hapywenus co [ToBbiIeHHE @yIbMUHAHTHBIN
CMOPOHbL neveHu u AKTUBHOCTH TeTaTuT,
JHCeNUeBbIBO0AUSUX «TEYEHOYHBIX) MeYeHOYHAS
nymeti (hepMeHTOB HEJ0CTATOYHOCTb,
renaTur
Hapywenus co Dk3eMa, IepMaTuT, | AHTHOHEBPOTHYEC-
CMOPOHbLL KOXMCU U CBIITb, KPAITUBHUIIA | KH OTEK,
NOOKOJICHBIX MyJIbTH(GOPMHAS
mKaHet SpUTEMA, CHUHJIPOM
CruBeHca-
JlxoHCcoHa,
TOKCUYECKUI
SMUIEPMATbHBIN
HEKpOIU3
Obwue Hapywienus bons,
u peakyuu 8 mecme TOJIOBOKPY>KEHHE
66edeHuUs (BKITIOUAst
BEPTHUTO),
YTOMJISIEMOCTb,
TuxXopanaka, 00ib
B KOHEYHOCTSIX

Onucanue OTACIBHBIX HEXCIIATCIbHBIX DeaKHI/Iﬁ

HapymeHuﬂ CO CMOPOHDBI H€p8H012 cucmemsl U NCUXuKu

I'punmo3Has uHGEKUHUs MOXET acCOLMUPOBATHCS C PA3IUYHBIMU  HEBPOJIOTMUYECKUMU H
[IOBEJICHYECKUMH CUMIITOMaMH, BKJIIOYas TAaKUE SBIEHUSA, KaK TaJUIIOLUWHALUMM, IEIUPUNA U
HEaJIEKBaTHOE MOBEICHHE. B HEKOTOPBIX CiIydasx OHM MOTYT IIPUBECTH K JIETAIbBHOMY MCXOLY.

JlaHHbBIe SBJICHHSI MOTYT BO3HHUKATh KaK Ha (hOHE pa3BUTHS dHIE(DaTONaTHH WK dHIePaInTa, TaK U
OTJEIBHO, 0€3 SIBHOT'O TSHKEJIOT0 3a00/IeBaHus.

B nmocTMapKeTHHTOBBIX COOOIEHUX Y MAIIMEHTOB, KOTOPbIE MOIyYalld OCEIbTaAMUBUD IS JICUCHUS
TpUIIa, OTMEYAINUCh CYJOPOTH U JeNUpuil (BKIIIOYasi TaKue CUMIITOMBI, KaK HapylIeHHE CO3HAHUS,
CIIyTaHHOCTb CO3HAHMs, HEaJeKBaTHOE IOBEJCHHE, Opeld, TaUTIOIMHALMN, OeCHOKOHCTBO,
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TPEBOKHOCTh, HOYHBIE KOIIMaphl). DTH CiIy4au PEIKO COQDDBOMLTEMHGHEEM 'cui'e

TCJICCHOT'O MMOBPCKACHUA WIIN JICTAJIbHBIM HCXOOOM. I[aHHBIe SIBJICHUS OBLIN 3apCruCTpupOBaHbI B
OCHOBHOM CpE€aun ,Z[eTefI 1 MOAPOCTKOB U 4aCTO UMECJIM BHE3AITHOC HAYAJI0 U 6BICTpOC paspC€iiCHuc.

Ponb OCeNIbTAMUBUPA B pa3BUTUHA JaHHBIX SIBJICHUN HEn3BeCcTHA. VYka3anurle
TICUXOHEBPOJIOTUUECKHIE HAPYIICHHS TaKKe ObUIM 3aperuCTPUPOBAHBI Y MAIUEHTOB C TPHUIIIIOM, HE
MOJYy4YaBUIMX OCEJIIbTaMUBUD.

Hapywenus co cmoponul neuenu u srcenuesbi8o0auux nymeti

Hapyuienust co CTOpOHBI II€YEHU U JKEIYEBBIBOASIIMX ITYyTEH, BKIIOYAs TENATUT U IOBBIIICHUE
aKTUBHOCTH «II€YEHOUYHBIX» (DEPMEHTOB, OTMEUYAINCh Yy MAIMEHTOB C TIPHUMINONOAOOHBIM
3a0oJeBaHMEM. YKazaHHBIC SIBICHHS TaKKe BKIOYAIH (DyJIbMHUHAHTHBIA TeNaTUT/ICUCHOYHYIO
HEJOCTATOYHOCTH C JIETAIbHBIM UCXOIOM.

Oco0ble rpynibl MalueHToB

Tayuenmol nooxcuno2o eo3pacma u nayueHmvl ¢ XPOHUYECKOU CEPOeYHOU U/UNU ObIXamelbHOl
HeodoCmamoyHoCmbio

[Tomynsanus, BKIIOYEHHAs] B MCCIEAOBAHUS 10 JICUEHUIO T'PUIINA, COCTOSUIA U3 B LIEJIOM 3I0POBBIX
B3pOCIIBIX/TIOAPOCTKOB M TAIMEHTOB TPYNNBI pUCKAa (PUCK Ppa3BUTHS OCIOXHEHUH TpHIIIA,
HaIpuMep, NOMYJIALMS NAUEHTOB II0KUJIOr0 BO3pacTa U IMallMEHTOB ¢ XPOHUYECKON CEpACUHON WiIn
JBIXaTEIIbHOM HEJAOCTaTOYHOCTHIO). B menom mpoduis OezomacHOCTH mpenapaTta y MalMEHTOB
IpYMIIbI prcKa ObLI COMIOCTABUM C TAKOBBIM Y B IIEJIOM 3/I0POBBIX B3POCIBIX/TIOAPOCTKOB.

Hat;uenmbz c ocnabneHHbIim UMMYHUmMeNnom

JleueHue rpunmna y mayeHTOB ¢ OCIa0JICHHBIM UMMYHHTETOM OIICHUBAJIOCH B JBYX KIMHUYECKHX
WCCJICTIOBAHMSX: MAIMEHTHI TOMyYal CTAaHAAPTHYIO JI03y WM MOBBIMICHHYIO 703y (IBOMHYIO WIIH
TPOIHYI0) ocenbramuBupa (cM. pasaen 5.1). Ilpoduns GezonacHocTH mpenapara, HaOIIOAAEMBbIi B
JAHHBIX HWCCIICIOBAHMIX, OBUI COMOCTaBHM C TAaKOBBIM B TPEIBIIYIIAX KIMHAYSCKUX
UCCIICIOBAHMSIX, B KOTOPBIX OCEIIbTAMHBHP MPUMEHSIICS IS JICUCHHsI TTAlMEHTOB C HOPMAJIbHBIM
UMMYHHUTETOM CpPEIH BCEX BO3PACTHBIX T'PYMI (340POBBIC MAIUEHTHl WM MAUEHTHI U3 TPYIIIIBI
pHUCKa, HalpUMep, C AbIXaTeIbHOW W/WIIM CEepACYHON HeI0CTaTOYHOCThI0). Hambonee uacThiM
HexenarenbHbIM siBienneM (HA) y geteit ¢ ocnabieHHsIM HMMYHUTETOM ObL1a pBOTa (28 %).

B xoze 12-HenenbHOro ucciae0BaHus Mo NpouIakTuKe rpunma y 475 maueHToB ¢ 0Cina0IeHHbIM
UMMYHHUTETOM (BKJItouas 18 nereit B Bozpacte oT 1 g0 12 net u crapiie) npoduiab 6€30MacHOCTH B
rpynmne ocenbTamuBHupa (238 manueHToB) ObUI CONOCTaBUM C paHee HaONI0JIaeMbIM MpoduiIeM
OCCJIbTaMUBHPA B KIIMHUYCCKHUX UCCIICAOBAHUAX T10 HpO(l)I/IJ'IaKTI/IKC.

CTH

B knMHMYECKUX HCCIeA0BaHUSAX OCENbTAMMBHpA MPH JICUEHUH TPUIINA MPUHUMANIU ydacThe 1473
peOeHKa (BKIII0OYas B LIEJIOM 3/I0pOBBIX JIeTei B Bo3pacte oT 1 10 12 sieT u neteii ¢ acTMoii B Bo3pacrte
otT 6 10 12 nert). U3 Hux 851 peGeHOoK noxyyal Tepanuio oceIbTaMUBUPOM B JIEKapCTBEHHOU (hopme
«cycnensus». Beero 158 nereli nomydany peKOMEHA0BaHHYIO 103y OCEIbTaMUBUpPA | pa3 B CyTKHU B
HCCIIEIOBAaHUSIX MOCTKOHTAKTHOW NMPO(QUIAKTHKY B JOMAIIHUX YCIOBUAX (n=99), B 6-HeIeNbHbIX
UCCIIEIOBAaHUSIX CE30HHOW mpopminakTuku (n=49) u 12-HenenbHBIX HCCIETOBAHUAX CE30HHOU
Npo(UTAKTUKH Y MALIUEHTOB C OCJIa0JIEHHBIM UMMYHUTETOM (n=10).

B tabnuue 2 npencrasiensl HP, Hanbonee yacto cooOmiaeMble B X0/1€ KITHHUYECKUX MCCIEA0BaHUN
y JETEeH.

Tabnuua 2. HP, BbIsSIBJICHHBIE B XOJ€ KIIMHUYECKUX HCCIEIOBAHUH MO MPO(PUIAKTHKE U JICUCHHIO
TpUIIa OCeTbTaMUBUPOM Y AeTei (103a ot 30 Mr 10 75 Mr B 3aBUCHMOCTH OT BO3pacTa/Beca).
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CHCTeMHO- HP, pacnpenesiennble comac'llc qa%%bﬂﬂﬁ%' T500TT)
OPraHHBIH KJIACC | (Oyenp yacTo Yacro Heuacrto Penxo
HUnghexyuu u Cpennwii oTHT
uHeazuu
Hapywenus co I'onoBHas 60116
CMOPOHbLL  HEPBHOU
cucmemul
Hapywenus co KoHbIOHKTUBHT
CMOpOHbL  Op2aHa (BKITIOYAS
3penust MOKpacHEHUEe TJias,
BBIJICIICHHS ¥ 00JTh)
Hapywenus co bosib B yxe Hapymenust co
CMOpPOHbL  Op2aHa CTOPOHBI
cayxa u 1abupunma OapabaHHOM
MIePETIOHKH
Hapywenus co | Kamens, Punopes
CMOpPOHbL 3aJ105KEHHOCTD
ObixamenbHou HOCa

cucmemvl, 0OpeaHos
2PYOHOU KIemKU U

cpedocmenust
Hapywenus co |PBota bome B kuBOTE
CMOpOHbL (Bxirouass Oonb B
JHceny0ouHo- BEpXHEN yacTu
KUWEUHO20 JKUBOTA),
mpakma JTUCTICTICHSI,
TOIIIHOTA
Hapywenus co Hepmatut
CMOPOHbBL KOJNCU U (BKITIOYAs
NOOKOJCHBIX AIEPTUYCCKUI |
mKawetl ATONMYECKUI

JIEPMaTUT)

Jlemu (0o 1 200a)

B 1nByx wuccrnenoBaHusix (apMakOKMHETHKH, (apmMakoaMHaMHKH U 1poduias Oe30macHOCTH
ocelbTaMUBHUpa, B KOTOPBIX NMpUHMMaIM ydacTue 135 nereit B Bo3pacte 10 | roga ¢ rpummnom,
npoduie 0e30MacHOCTH Mpernapara ObUT COMOCTaBUM B pa3IMYHBIX BO3pACcTHBIX rpynnax. Haubonee
yacTo coobmmaembiMu HS npu 3TOM ObUTH pBOTA, AMApes M ONpenocTh (cM. pa3zaen 5.2). [lanHble o
JEeTSIX B TOCTKOHLIENITYaJIbHOM BO3pacTe J10 36 HeJellb HeJJOCTaTOYHBL.

JlanHble 10 6€30MacCHOCTH MPUMEHEHUS OCeNbTaMUBUPA MPH JICYSHUH Yy JIeTei B Bozpacte 10 | rona
MOJTyYEHBI U3 MPOCTIEKTUBHBIX M PETPOCIIEKTHBHBIX HAOIIOIATSIIBHBIX UCCICAOBAHUN (BKITFOYAIN
6onee 2400 pmereli MaHHOTO BO3pacTa), HWCCIEAOBAHUN SMUIEMHOJIOTHYECKMX 0a3 MaHHBIX U
MMOCTMApKETUHTOBOTO HaOmtofeHus. [Ipoduns Ge3omacHocTH y aerei 10 1 roga cOmocTaBuUM C
M3BECTHBIM MpoduiieM 0e30MacHOCTH Y eTel B Bo3pacte | rona u crapiie.

Jlemu ¢ bponxuanvHoil acmmou 8 aHamHese

B nenom npodune HP y nereii ¢ OpoHxuanbHOM acTMOM B aHaMHE3€ ObUT COMTOCTaBUM C TAKOBBIM B
LIEJIOM Y 3JIOPOBBIX JIETEH.
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COO6IH€HI/I€ O ITOAO03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0miare 0 TMOMO3PEBAEMBIX HEXKENATEIbHBIX PEAKIHUAX IOCIe PErUCTpaIluu
JIEKApCTBEHHOT'O Tpernapara ¢ Ieiblo 00ecleueHrss HelPEPhIBHOTO MOHUTOPHUHTA COOTHOIICHHUS
«MOJib3a — PHUCK» JIGKAPCTBEHHOTO Ipernapata. MeTUIUHCKUM paOOTHUKAM pPEKOMEHAYETCS
coo0mIaTh 0 JIOOBIX M0I03PEBAEMBIX HEXKEIATSIbHBIX PEAKIMAX JEKapCTBEHHOIO Mperapara yepes
HallUOHAJBHBIE CHUCTEMbl COOOIIECHUSI O HEXKENATeIbHbIX PEaKIUsAX TOCyJapCcTB — UJICHOB
EBpasuiickoro "KOHOMHUYECKOTO COIO3a.

Poccuiickas @enepanus

denepanbHas ciry:x0a 1Mo Haa30py B cdepe 3ApaBOOXPAHCHUS

Anpec: 109012, r. Mocksa, CinaBsiHcKast miioniaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nouyta: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOM ceTH « IHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

Coo0mieHnst 0 MepeJo3UpPOBKE OCEIbTAMUBUPOM ObUIM TOJIY4YEHbl B XOA€ KIMHUYECKHX
UCCIIEOBAaHUM M HOpU IMOCTPETUCTPALMOHHOM IpUMEHEHHU. B  OonbIIMHCTBE Cily4yaeB
Iepeso3UpOBKa HE CONPOBOXKJANach KakuMu-nmn6o HS. B ocTtanmpHBIX choyyasX CHMITOMBI
nepeno3upoBku coorBercTBoBanu HS, npeacraBnenHsiM B paszaene 4.8.

Jleuenue
Jl71st ocenbTaMUBHpa HE CYIIECTBYET U3BECTHOTO CIIENU(PUIECKOT0 aHTHAOTA.
E€TU

O nepeno3upoBKe OCETBTAMUBHPOM HaIlle COOOMIANOCH IIPH IPUMEHEHUH Y JIeTel, UeM y B3POCIIBIX
u noapoctkoB. Crenyer coOI0AaTh OCTOPOKHOCTh IPH 3KCTEMIOPAIBHOM MPUTOTOBICHUU
CYCIIEH3MHM U IIPU Ha3HayeHuH npenapata Homuaec nersm.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapmakoTepaneBTUUeCKass rpynna: MOPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOIO JICMCTBUS;
MIPOTHUBOBUPYCHBIE CPEJICTBA MPSIMOTO JEHCTBUS; HHTMOUTOPHI HEHpaMUHUA3HI.
Kong ATX: JOSAHO2.

MexaHu3M AeicTBUS

OcenbTaMUBHD SBJSIETCS MPOJIEKAPCTBOM, €I0 aKTUBHBIM METa0OIUT OCelbTaMUBHpa KapOOKCUIaT
(OK) — o> pexTuBHBII U CeNeKTUBHBIA HHIMOUTOpP HEHpaMUHKIa3bl BUPYCOB Ipurina Tuna A u B —
(bepMeHTa, KaTaTu3UPYIOLIETo MPOIecC BEICBOOOXKIEHUS BHOBb 00pa30BaHHBIX BUPYCHBIX YAaCTHIL U3
MH(QUUIMPOBAHHBIX KIETOK, HX IPOHUKHOBEHHS B HEUH(DUIMPOBAHHBIE KJIETKU HIUTEIUS
JBIXaTEJbHBIX yTEH U NaJIbHEHNILIEr0 pacpoCcCTpaHEHHs BUpyca B OPraHU3ME.

OK TOpMO3HT poCT BUpYcCa IPUIINA in Vitro Y MOJABISET PEITUKALIUI0 BUPYCa U €r0 MaTOr€HHOCTh
in vivo, yMEHBIIAET BbIAEICHUE BHUPYcOB rpunna A u B u3 opranusma. llepopanpHelii npuem
oceJIbTaMUBUpPAa UHTMOUPYET pEeIUIMKAIMI0O M MaTOreHHOCTh BUpyca rpummna tuna A u B in vivo B
HCCIIEIOBaHMAX MOJEJIEN TPUIINa y )KUBOTHBIX IIPU J103aX, AHAJIOTUYHBIX MPUEMY 75 MTI U€IOBEKOM
2 pa3a B CyTKH.
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[IpoTuBOBUpYCHAsI AKTUBHOCTh OCEIbTAMUBHUPA B OTH omernd Q&HE‘AI;FB%%BE%B&TE%AQH{E

MMPOBOKAITMOHHBIMHU UCCJICAOBAHUSAMU Y 3JOPOBBIX I[OGpOBOJIBI_[eB.

Konnenrpanus OK, Heobxoaumas 11 uHruOuposanus Heiipamuanaasel Ha 50 % (ICso), cocTaBnseT
0,1-1,3 HM nns Bupyca rpunna A u 2,6 HM nns Bupyca rpunna B. Meauana 3nauenuit 1Cso 11
BUpYyca rpurina B HeckoiIbKO BbIlle U COCTaBISIET 8,5 HM.

Kimmanueckas 3bdhekTUBHOCTS U 0€30I1aCHOCTD

Jleuenue unghexyuu, 6v136aHHOL 8UPYCOM cPUNNA

JlanHOE TIOKa3aHue 0a3upyeTCsl Ha KIIMHUYECKUX MCCIEAOBAHUSX €CTECTBCHHBIX CITydaeB IPHIIINA, B
KOTOPBIX IIPe00IagarouM ObLI TpUMIL A.

OcenbramuBup 3(QPEKTUBEH TOJBKO TpH 3a00JIEBAaHUSX, BBI3BAHHBIX BUpycoM rpumma. [Toatomy
CTaTUCTHYECKHE JAHHBIC aHaIMW3a IMPEICTaBICHBl TOJBKO JUIS WHQOUIIMPOBAHHBIX TPHIIIOM
ManueHToB. B 00BEAMHEHHOM HCCIICIOBAHUU MOMYJISAINN, BKIIOYAIOIICH TOJOXKUTEIBHBIX U
OTPHIIATEIIFHBIX B OTHOIICHWW Bupyca rpumnmna nanueHtoB (ITT), mepBuuHas >PQPEKTHBHOCTD
CHIDKAJIACh TPOTIOPIIMOHATHHO KOJMYECTBY OTPHIATCIBHBIX B OTHOIICHWW BHpYyca TpUIIA
narueHToB. Bo Bcelt momyisium, moyrydaBiiei JeueHue, nHGEKIUs Tpula Obljia MOATBEPKICHA Y
67 % (muamazon ot 46 % n0 74 %) HaOpaHHbIX manueHToB. M3 Bcex MOXMIBIX mareHToB 64 %
OBUIM TIOJIOXKHUTEJIBHBIMH B OTHOIICHWUM BHpYyCa TPHINA, M M3 BCEX IMOXHIBIX MAIlMCHTOB C
XPOHUYECKOW CepIeYHON W/HUITU JABIXaTeIbHOW HEJOCTATOYHOCTHIO 62 % OBLTH MOJIOKUTEITFHBIMA B
OTHOIIICHUH BHUpYyca Tpumma. Bo Bcex knMHMYECKHX uccienoBanusx ¢asbl 111 nanuenToB Habupanu
TOJIBKO B MEPHOJ] IUPKYJISIIHHA BUPYCA TPHUTITIA B JIOKATHHON TTOTTYJISIITHH.

BS‘DOCJZble u nodpocmxu 6 so3pacme 13 1em u cmapuie

OtOupanuch T€ MANMEHTHI, KOTOPHIE COOOIAIM O TMPOSIBUBIIMXCS CHUMIITOMax 3a00JIeBaHUS B
npenenax 36 4acoB, y KOTOPBIX OblIa Juxopanaka >37,8°C, compoBOXKAAOMIAsACA XOTs Obl OJHUM
peCIpPaTOPHBIM CUMITOMOM (Kallellb, Ha3aJIbHBIE CUMIITOMBI, 0OJIb B TOpJI€) B XOTS ObI OJHUM
CUCTEMHBIM CHUMIITOMOM (MHUaIrus, O3HOO/MOTIMBOCTh, HEJOMOTaHUE, YCTAOCTh HJIM TOJIOBHAS
00116). B 00beIMHECHHOM aHaIM3e BCEX B3POCIBIX M MOJIPOCTKOB, MOJIOKHUTEIBHBIX B OTHOIICHUU
BUpyca rpunma (n=2413), BKIIOYEHHBIX B HCCIICOBAHMs JICUCHUS, HA3HAYCHHE OCEIbTaMHBHUPA
75 Mr iBa pasza B CyTKU B T€UEHHUE 5 JTHEW CHU3UJIO CPEAHIOI0 MPOJOIKUTEIHLHOCTh TPUITIA HA OJAUH
JIeHb 110 CPaBHEHUIO ¢ Tpymmou mianedo, ¢ 5,2 aus (95 % AU 4,9-5,5 aus) go 4,2 qus (95 % AU
4,0-4,4 mas; p<0,0001).

Jlons ManmeHTOoB, Y KOTOPHIX BO3HUKIM OCJIOKHEHUS CO CTOPOHBI HWKHUX JIBIXaTENbHBIX IyTEH,
TpeOyIoIIHe JIeueHUs aHTUOMOTHUKAMH (B OCHOBHOM OpOHXHWTA), yMeHbImIach ¢ 12,7 % (135/1063)
B rpymmne mianebo a0 8,6 % (116/1350) y manumeHTOB, MOTy4aBIIMX JEUEHHE OCEIbTaMUBHPOM
(p=0,0012).

Jleuenue cpunnd 6 NnonyaiAaAuuAx 6blCOKO20 puckKka

CpenHsisi POJOIDKUATENLHOCTh TPHINIA CYIIECTBEHHO HE YMEHBIIMIACh Y TMOXKHIBIX CYOBEKTOB
(>65 7eT) W y MaUeHTOB C XPOHMYECKOW CEpIeYHOM W/WiIM JbIXaTeIbHON HEJIO0CTaTOYHOCTHIO,
IIOJIy4aBIIMX OCEIbTaMHUBUpP 75 MI' JBa pa3a B CYTKM B TedeHuWe 5 nHed. B rpynme sedeHuns
OCeNbTaMUBUPOM YMEHBIIMIACh MPOJODKUTENBHOCTh TepHoJa JUXOPAAKH Ha OOUH JIeHb. Y
MOKWIIBIX TAIMEHTOB, TMOJIOKUTEIBHBIX B OTHOUICHWH BHUpyCa TpHINA, TOJA JeHCTBHEM
OceNbTaMUBHpa CYIIECTBEHHO YMEHBILIMJIACh YAaCTOTa BO3HUKHOBEHHS OCIIOKHEHHMH CO CTOPOHBI
HUKHHUX JIbIXaTeNbHBIX MyTeH, TPeOYIOUMX JIEYeHUs] aHTUOMOTHKAaMHU (B OCHOBHOM OpOHXHTA), C
19 % (52/268) B rtpymme tumane6o a0 12 % (29/250) y namueHTOB, MONYyYaBIIMX JIEYCHUE
ocenbramuBupom (p=0,0156).

VYV NOJIOXHUTENbHBIX B OTHOLICHUHU BUpYyCa Irpulllila ManucHTOB C XpOHquCKOﬁ CGpI[C‘-IHOﬁ W/WIIH
JIBIXaTeIIbHOM HEAOCTATOYHOCTHBIO, KOM6I/IHI/IpOBaHHa$I qaCcTOTa BOSHUKHOBCHUA I/IH(i)eKI_[I/Iﬁ HHXXHHUX
ABIXAaTCIbHBIX HYTeﬁ, TpC6YIOH_[I/IX JICUCHHUS] aHTHOMOTHKAMH (B OCHOBHOM 6p0HXI/ITa), B Ipymnre
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wianedo cocrasisna 17 % (22/133) u B rpynne, moidyyaBIICH OCCABTAMUBUD

(p=0,5976).

Jleyenue cpunna y 6€D€M€HHblx HCEHUWUH

KoHTposmpyeMbIX KIMHUYECKHX HCCICIOBAHUI TPUMEHEHHsI OCEJIbTaMHBHpAa Y OEpeMEHHBIX
KCHIIMH HE MPOBOAMWIOCh. OIHAKO pe3ylbTaThl MOCTPETHCTPALMOHHBIX W PETPOCIICKTHBHBIX
HaOJIOIATEIbHBIX ~ MCCIICJIOBAHUI  TPOJCMOHCTPUPOBAIM  IMOJb3y IPEJIaraeMoro pexuma
JNO3UPOBAaHUSl Ui JAQHHOHW  TOMYJSIUM  TAIMeHTOB B OTHOIICHHWHM  CHUIKCHHUS
3a005IeBaeéMOCTH/CMEPTHOCTH. Pe3ynbTaThl (papMaKOKMHETUYECKOTO aHalu3a MoKa3aiu Oolee
HU3KYIO DKCIIO3UIIMI0 aKTHBHOTO METa00JINTa, TEM HE MEHEe, N3MEHCHUE PeXHMa JO3UPOBaHUS Y
OepeMEeHHBIX JKEHIIMH ITPH POBECHUN TEPAITUHU WK PO UITAKTUKH HE PEKOMEHAyeTCs (CM. pasel
5.2).

Jleyenue ecpunna y demeil

B uccnenoBanum B 1enoM 310pOBBIX AeTei (65 % MOJIOKHUTENBHBIX B OTHOIICHUW TPHUIIO3HOM
uH(peknmn) B Bo3pacte 1—12 net (cpeanwmii Bo3pact 5,3 roja), y KOTOphIX Oblia inxopajaka (>37,8 °C)
BMECTE C KallllIeM WK HacMOpKoM, y 67 % manuentoB O0bu1 rpunn A u'y 33 % — rpunn B. Jleuenue
OCEJIbTAMUBUPOM, HauaToe B TeueHHe 48 4acoB TIOCIE pa3BUTHS CHUMIITOMOB 3a00JieBaHMUS,
CYILIECTBEHHO YMEHBIIANO BpeMs, TpeOyrolieecs Ha JiedeHHe OOJEe3HU (YTO OMpeNessuioch Kak
OJIHOBPEMEHHOE BOCCTAaHOBJICHHE HOPMAJILHOTO COCTOSIHUSI 3/I0POBBSI, aKTUBHOCTH, YMEHbBIIICHHE
TEeMIIepaTypbl, Kanuis U HacMopka) Ha 1,5 mus (95 % AU 0,6-2.2 aus; p<0,0001) no cpaBHEHUIO C
iame6o. [IpueM ocenmbraMuBHpa YMEHBIIAT YaCTOTY BOSHHKHOBEHHS OCTPOTO CPEIHETO OTHUTA C
26,5 % (53/200) B rpymme mnane6o mo 16 % (29/183) B rpymnme manuMeHTOB, MPUHUMABIIUX
ocenbramuBup (p=0,013).

B npyroe uccnenoanue Obutn BKIIIOUeHbI 334 peGeHka ¢ acTMOM B Bo3pacTte 6—12 j1eT, u3 KOTOpPhIX
53,6 % ObUIM TOJIOXKUTEIbHBI B OTHOLIEHUM BHpyca Tpumnna. B rpynme, noiyuaBuieil jieueHue
OCEIbTAMUBUPOM, CPEHAS MPOAOKUTEILHOCT 3a00I€BaHMsl CYIIECTBEHHO HE YMeHbIImiack. Ha
6 neHb (MOCICIHUN JIEHb JICUCHHS) B JIAHHOW MOMYJSIIHA 00BeM (OPCHPOBAHHOTO BBHIIOXA 32
1 cexynny yBenuuuBaics Ha 10,8 % B rpymme nanueHTOB, NPUHUMABLIMX OCEIbTaMHUBHUD, B
cpaBHenuu ¢ 4,7 % B rpynne miane6o (p=0,0148). [Tokazanue kK MPUMEHEHUIO Y JIeTEH B BO3pacTe
1o 1 roia OCHOBaHO Ha KCTPAMOISALUU JAHHBIX MO 3(PPEKTUBHOCTU y AETEH cTapIiero Bo3pacra;
PEKOMEHJIOBAaHHBIN pEXUM JO3UPOBaHUsA Oa3upyercss Ha JaHHBIX (apMaKOKHHETHYECKOTO
MOJIETTUpOBaHus (cM. pazaen 5.2).

Jleuenue unchexyuu, 8vizeannou supycom cpunna B

B nenom, 15 % monoxxutenbHONH B OTHOIIEHUU BUPYCa TPUIIA MOMYJISIUNA ObIITH HHQHUIIMPOBAHBI
BHPYCOM TpHUNNa B; 1o JaHHBIM pa3IHMYHBIX UCCIICOBAHHUIA dTa MPOMOPIUS BapbHpoBasia oT 1 10
33 %. CpenHsis MpOJOKUTENFHOCTh 3a00JIeBaHUs y MAlMEHTOB C TPUIIOM B CyliecTBEHHO He
OTJIMYAIach MEXIY TPYIIAaMH JICYCHHUS B Pa3IMYHBIX HCCIIEIOBaHUAX. (s mpoBeneHus aHain3a
nanHble 000 Bcex 504 mamueHTax, 3apakeHHBIX TPUIIOM B, BKIIIOUEHHBIX BO BCE HCCIEAOBAHUSA,
Obun  oOBbenuHeHbl. OcenpTaMUBUDP COKpallal BpeMs, TpeOyemoe s HCYE3HOBEHHSI BCEX
cumntoMoB, Ha 0,7 mus (95 % AW 0,1-1,6 mus; p=0,022) U mpoAOHKUTEIBHOCTh JIMXOPAIKU
(>37,8°C), kauus 1 HacMopka Ha onuH neHb (95 % AU 0,4—1,7 aus; p <0,001), mo cpaBHEHHUIO C
mianeoo.

Jleuenue epunna y nauuenmos c oCnabNeHHbIM UMMYHUMenom

Pannomu3upoBaHHOE JBOMHOE CIIETOE UCCIIEAOBAaHUE MO OLEHKE 0€30MacHOCTH U XapaKTePHCTUKE
3¢ (}eKToB ocenbTaMHUBHpA Ha Pa3BUTHE PE3UCTEHTHOrO BUpYyca IpuIna (MEepBUYHBIN aHANIM3) Y
MHOUIMPOBAHHBIX TPUMIOM MAIMEHTOB C OCIa0JIeHHBIM HMMYHHMTETOM BKJIOYajio B cels
151 B3pocroro, 7 mogpocTKoB U 9 neteit st onieHKU 3GGEeKTUBHOCTH OCETbTaMUBUPA (BTOPUYHBIN
aHanu3, He ycuieH). MccienoBaHue BKITIOYANO MAlMEHTOB C TPAHCIUIAHTUPOBAHHBIM COJIMIHBIM
OopranoM, MNaUCHTOB C MNEPCCAXKCHHBIMU TCMOIIOITHYECKMMH CTBOJOBBIMU KJIIECTKAMH, BUY-
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CUCTEMHYI0O HMMYHOCYIPECCUBHYIO TEpamuio, a TaKXKe MalUeHTOB C T'eMaTOJIOIMYeCKOM
3JI0KQYECTBEHHOM OIMyXOJbl0. DTH NAIlMEHTHl ObUIM PAaHIOMHM3UPOBAHBI IS JICUECHUS B TEUCHUE
96 yacoB ¢ MOMEHTa pa3BUTHUSI CUMITOMOB Ha mpoTsokenuu 10 nueit. Tepamus mpoBojuiach B
CIIEYIOIIEM peXKUMe: CTaHaapTHas 1o3a (75 Mr WM CKOPPEeKTUPOBAHHAsA HA Maccy Tela y JeTeil)
nBa paza B cyTku (73 B3pocibix, 4 moapoctka u 4 pebenka) win ABoiHas no3a (150 mr wmm
CKOPPEKTHUPOBaHHAsl Ha MacCy TeJa y IeTei) 1Ba pa3a B CyTKH (78 B3pOCIBIX, 3 MOAPOCTKA U 5 JETEH)
oceIbTaMHUBHPA.

Menuana BpemeHu 110 paspemnieHusi cumntomoB (TTRS) y B3pociabix ¥ MOAPOCTKOB OblIa CX0Ka
MEXJy rpyImnoil npuema cranaaptHon 1o03sl (103,4 waca [95 % AU 75,4—-122,7]) u rpynnoii npuema
nBoiiHoi mo3bl (107,2 waca [95% AU 63,9-140,0]). TTRS y nereit BapbupoBana, u ee
MHTEpIpEeTalis BeChbMa OrpaHUMYEHA B CBSA3M C HEOONbIIMM pa3MepoM BBIOOpKH. KommuecTBo
MAIMEHTOB ¢ BTOPUYHBIMU MH(MEKIHUSIMH U3 TPYIIIbI PUEMa CTaHJAPTHOM 103bI U IBOMHOU J103bI
6bu10 comoctaBuMo (8,2 % npotus 5,1 %). B rpynmne moapocTKoB U AETEH TOJNBKO OIMH MAI[MEHT
(MOZIPOCTOK) B TPyMIE CTAaHAAPTHOM J03bI IMEpPEHEC BTOPHYHYIO HHOEKIHIO (OaKTephaIbHBIN
CUHYCHT).

bouto mpoBeneHo uccienoBanue (papMaKOKMHETUKH W (apMaKOIWHAMUKUA y JIETEH C TKenon
MMMYHHOM HemocTaTouHOCThIO (<12 ;mer, n=30), mnomy4aBmmx cTaHaaptHyo (75 Mr wumm
CKOPpPEKTUPOBAHHYI0 Ha Maccy Tella JiBa pa3a B CYTKH) Ju0o TpoiHyw (225 mMr wiu
CKOPPEKTUPOBAHHYIO Ha Maccy TeJja iBa pa3a B CyTKH) 103y OCeJIbTaMUBHpa B TEUEHUE aJallTUBHOTO
Meproja BBEACHUS MIPOJOIIKUTENILHOCTBIO OT 5 710 20 JHEH B 3aBUCMMOCTHU OT MPOI0JIKUTEIBHOCTH
Mepuo/ia BUPYCOBBIJEICHUSI (CpeaHsAs TMPOJOKUTEIBHOCTh JieueHus: 9 nueit). Bropuunbie
OakTepuanbHble HH(EKIMHU B TPYIINE CTAaHAAPTHON 03Bl 3apEeruCTPUPOBaHbI HE OBLIH, TOT/AA KaK B
rpynIe TPOWHOM 103kl COOOIIAIOCh O BTOPHYHBIX OaKTepUAIBHBIX HH(PEKIUAX y IBYX MAIlUCHTOB
(OpOHXUT U CUHYCHT).

Ipoghunaxmuxa epunna

D¢ dexkTuBHOCTh OceNbTaMHUBHpa ISl NPO(UIAKTUKM IpUINA B €CTECTBEHHBIX YCIOBMSX Oblia
MIPOIEMOHCTPUPOBAHA B MICCIIEIOBAHUHN ITOCTKOHTAKTHOM MPOPHIAKTUKY B CEMBSX U ABYX CE30HHBIX
UCCIIeIOBaHUAX MNpodUIakTUKK. Bo Bcex 3TUX UCCIENIOBaHMUAX MEPBUYHBIM IIOKa3aTeleM
3¢ ¢deKkTUBHOCTH OblJa YacTOTa BO3HUKHOBEHHS JIaOOpPaTOPHO JOUArHOCTHPYEMOIO TpHIMIa.
BupyneHTHOCTE BUpyca rpuIa He IPOrHO3UPYEMa U BapbUPYET B MPEEIIaX PpETHOHA U OT CE30HA K
CE30HY, MIO3TOMY BapbUpPYEeT M KOJWYECTBO JIOAEH, KOTOPhIM Tpedyercss mpoduiakTUKa rpuIina
(number needed to treat — NNT).

Iocmxonmaxmuas I’ZDOd)uJZCleMKa

B onHOM mccneoBaHUM y JIUI, HAXOJIUBIIMXCS B KOHTAKTe C 3a00JIEBLIMM TI'PUIIOM YEJIOBEKOM
(12,6 % ObLTH BaKIIMHUPOBAHKI IPOTUB IPUIITIA), HAUWHAIIN TPUMEHEHHE OCETIbTAMUBUPA 75 MT" OIMH
pa3 B CyTKH, B IpeJesiaX JByX CyTOK I1OCJI€ Pa3BUTHsS CUMIITOMOB y HallME€HTa U MPOJOJIKAIU B
TedeHue 7 AHel. /lnarnos rpumnmna Obu1 NOATBEpkAeH B 163 ciayyasx u3 377 y HyJleBbIX MAllUEHTOB.
OcenbTaMUBHD CYIIECTBEHHO YMEHbIIAT YacTOTY BO3HUKHOBEHHUS KIMHHYECKH BBIPAKEHHOTO
TpUIINA y JIUL, KOHTAKTUPOBABILKX C MMAlIUEHTAaMU C TOATBEPKAECHHBIM Ipuninom, ¢ 24/200 (12 %) B
rpynre mianebo 1o 2/205 (1 %) B rpynmne ocenbTamuBupa (92 % ymensmenue [95 % AU 6-16,
p<0,0001]). V 7nui, KOHTaKTUPOBABIIMX C TMAaIMEHTAMH C TOJITBEPX)IACHHBIM rpumnmom, NNT
cocraBisuio 10 (95 % AU 9-12); u 16 y Bcex yuactukoB uccienoBanus (ITT) (95 % AU 15-19)
BHE 3aBHCHMOCTH OT CTaTyca MHPHUIMPOBAHHOCTH BUPYCOM HYJIEBOTO MAIUEHTA.

D¢ dexkTuBHOCTH OcCeNbTaMHUBHpa ISl NMPO(UIAKTUKH TPUMNA B €CTECTBEHHBIX YCIOBHAX Oblia
MIPOJIEMOHCTPUPOBAaHA B MCCIEAOBAHUU NPOQPUIAKTHKU I0CJIE€ KOHTAKTa B CEMbsX, I ObLIU
B3pOCJIbIE, TOJIPOCTKH U AETU B Bo3pacTte oT 1 10 12 5eT, Kak B KaueCTBE HYJIEBBIX ITALIUEHTOB, TAK U
B KayeCTBEe KOHTAKTHBIX JIKLl. [lepBUuHBIM NOKa3aTesneM 3(eKTHBHOCTH 3TOTO HCCIeI0BaHus ObLIa
94acTOTa BO3HUKHOBEHHUS B CEMbSX Ja0OpaTOPHO M KIMHHYECKH JAMArHOCTHMPOBAHHOTO TPHUIIIA.
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BO3HUKHOBEHUS JIAOOPATOPHO U KIMHUYECKU ,[[I/IaFHOCTI/IpOBaHHOFO rpnnna B CEMBSIX YMEHBIIMIACH
¢ 20 % (27/136) B rpynme naiuMeHToB, HE MOJy4YaBIIUX MpoduinakTuky, 1o 7 % (10/135) B rpymnme
MAIMEeHTOB, MOXYYUBIINX MpodunakTuky (62,7 % ymensienue [95 % AN 26,0-81,2; p=0,0042]). B
CeMbsIX C HYJIEBBIM MAIlMEHTOM YacTOTa BO3HWKHOBEHHS T'pHIINA yMEHbIIMIach ¢ 26 % (23/89) B
rpynie NamueHTOB, He MOoJydaBHIMX Hpoduiaktuky, 10 11 % (9/84) B rpynme mnanueHToB,
nostydaBiux npoduiaktuky (58,5 % ymensuienue [95 % AU 15,6-79,6; p=0,0114)).

B cooTBeTCTBUM ¢ aHANKM30M MOATPYMIIbI 1—12-JIeTHUX JIeTel 4acToTa BOZHUKHOBEHUS JIAOOPATOPHO
U KJIMHUYECKU JUarHOCTHPOBAHHBIX CIIy4aeB TpHUINa 3HaYUTeNbHO cHH3mmach ¢ 19 % (21/111) B
rpynie NamueHTOB, He MOJydaBHIMX Npoduiuaktuky, 10 7 % (7/104) B rpynme mNanueHToB,
nostydaBiux npoduinaktuky (64,4 % ymensmenue [95 % AU 15,8-85,0; p=0,0188]). Cpeau nereit,
KOTOpBIE elle He ObUTN 3apakeHbl B HaUaJle UCCIeI0BaHNs, YaCTOTa BOSHUKHOBEHHS 1a00paTOPHO U
KJIIMHUYECKH TUAarHOCTUPOBAHHOIO rpumnna ymeHsiunachk ¢ 21 % (15/70) B rpymnme nanueHToB, He
MOJy4yaBIIUX NpoduiIakTuky, 10 4 % (2/47) B rpynme MmanueHToB, MOJYYaBIIUX NPO(UIAKTHKY
(80,1 % ymenbmienue (95 % AU 22,0-94,9; p=0,0206)). B nonynsuuu aereit NNT cocrasisuio
9 (95 % AN 7-24) nnsa Bceit nonysiiuu uccnenoanus B ueiaom (ITT) u 8 (95 % AU 6, Bepxuss
rpaHulla He ompe/ensieMa) B HOMyJISIIUY JeTei, KOHTAKTUPOBABILUX C HYJIEBHIMHU MAllUEHTAMHU.

Hocmxonmaxmuas npounrakmuka 2punna y oemeil 8 eozpacme 0o 1 200a 60 8pems naHoemuu

[TpodunakTuky rpumma Bo BpeMs MaHAEMHH HE U3yYalld B paMKaX KOHTPOJIUPYEMBIX KIMHUYECKUX
uccinenoBanuil y nereit B Bospacte ot 0 1o 12 mecsaues. IlogpoOHbie cBeAeHHS 0 MOJEIMPOBAHUU
IKCIIO3UIIMU CM. B pazzene 5.2.

HDOd)Z/lJlaKWlI/IKa 60 6pemA onudemuu zcpunnda 6 0614{612 nonyaiyuu

B oOwbeauHeHHOM aHajW3e [JIBYX HCCIEIOBaHHWM, B KOTOPBIX MPUHUMAIU  ydacTue
HEBaKIIMHUPOBAHHBIC U B IIEJIOM 3[JOPOBBIE B3pOCIbIE, OBLIO MOKAa3aHO, YTO TPHEM OCEIbTAMUBUPA
75 Mr oiMH pa3 B CYTKH B TEUEHHE IIECTU HEAENb 3HAYUTEIbHO YMEHbBIIIA YaCTOTY BOZHUKHOBEHUS
KIIMHUYECKH BBIpaKeHHOTO rpunma ¢ 25/519 (4,8 %) B rpymnme rrane6o 1o 6/520 (1,2 %) B rpymnme
ocenbTamuBupa (76 % ymensuenue [95 % AU 1,6-5,7); p=0,0006]) Bo BpeMsi BCHBIIIKK TPUIINA B
nonyssiiiii. NNT B aToM uccnenoBanuu coctasisiio 28 (95 % AU 24-50).

B uccnenoBanuu, NpoBeIEHHOM CPEAM MOXKHMIIBIX JIUII, IPOKUBAIOIIMX B JOMax MpecTapesbix, I1e
80 % y4acTHUKOB ObLIN BaKIIMHUPOBAHbI B COOTBETCTBYIOIIEM CE€30HE, IPUEM 75 MI' OCEIbTaMUBHpA
OJIMH pa3 B CYTKH B TEUCHHME LIECTH HeNeNb CYIIECTBEHHO YMEHbILIAI 4YacTOTY BO3HUKHOBEHHS
KJIIMHUYECKH BbIpaxkeHHOro rpumnmna ¢ 12/272 (4,4 %) B rpynne mianedo o 1/276 (0,4 %) B rpymnmne
ocenbTamuBupa (92 % ymenbienue [95 % U 1,5-6,6; p=0,0015]). NNT B sTOoM HccnenoBaHuu
cocrasisuio 25 (95 % AU 23-62).

Hpod)uﬂaKmuKa cpunnay auy ¢ ocaabaenHbIM UMMYHUMEmMom

JIBoitHOe cremoe TuIane00-KOHTPOJIUPYEMOE PaHIOMU3HPOBAHHOE HCCIEIOBAHUE CE30HHOU
npoUIaKTUKK TPUIIA TPOBOAUTIOCH Y 475 manueHToB ¢ uMMmyHonedunutom (388 manueHToB ¢
TpaHCIUIaHTAIlMEN MapeHXUMaTO3HbIX OpTraHoB [ 195 — mianebo, 193 — ocenbramuBup], 87 manueHToB
C TpaHCIJIaHTAIlMe KpPOBETBOPHBIX CTBOJOBBIX KJIeTOK [43 — miaune6o, 44 — ocenbTaMHBHP],
MAlUEeHThl ¢ IPYITMMH UMMYHOJEIPECCUBHBIMU COCTOSIHUSMU HE HCCIEOBAJIUCH), B TOM YHUCIIE
18 nereii B Bo3pacte 1-12 mer. IlepBuyHON KOHEYHOW TOYKONW B JAHHOM HCCIEIOBAHWUU ObLIa
yacToTa BO3HUKHOBEHHUS JaOOpPaTOpHO W  KIMHUYECKHM JUArHOCTHPOBAHHOTO  TpHIIMA,
OTIpEICTISIONIASCS BUPYCHOM KYJIbTYpOH, u/nin 4-kpaTHoe yBenuueHue Tutpa HAI anturen. Yactora
BO3HUKHOBEHHSI TaOOPATOPHO M KIMHUYECKH TMarHOCTHPOBAHHOTO TpuIia coctaBuia 2,9 % (7/238)
B rpymie miane6o u 2,1 % (5/237) B rpynne ocenbtamusupa (95 % AU 2,3 %—4,1 %; p=0,772).

CHGHI/I(i)I/I‘IeCKI/IX HCCHG}IOB&HHﬁ, HaIpaBJICHHBIX Ha OLICHKY CHHWXCHHA pPUCKAa BO3MOXHBIX
OCHOX(HCHHﬁ, HE MPOBOJAUIIOCE.
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Pezucmenmnocmo

Knunuueckue uccredosarnus

Puck nosiBieHns BUPYCOB I'PUIIIA CO CHUKEHHON YyBCTBUTEIBHOCTBIO U IBHOM PE3UCTEHTHOCTBIO
K IpernapaTy U3y4alics B KIIMHUYECKUX UCCIECIOBAaHUSX.

[TosiBeHME pe3UCTEHTHOCTH BHPYCa K OCEIbTAMUBUPY Yallle HaOI0JalIOCh Y IETSH YeM Y B3POCIIBIX
ManueHToB U noApoctkoB (18 % y muanenies B Bozpacte <1 roga u <l % y B3pOCIbIX MMALIUEHTOB).

VY nerteii ¢ pe3uCTEHTHBIM K OCEIbTAMHUBHPY BUPYCOM HOCUTENIBCTBO, KaK MPaBUIIO, UMEJIO Ooiiee
NPOJOIDKUTENBHBI  XapakTep 10 CpaBHEHHIO C CyOBeKTaMH C BHUpPYCOM, OO0JIagaromuM
YyBCTBUTEIHHOCTHIO.

OI[HaKO BbI3BaHHas Tepanneﬁ PE3UCTCHTHOCTL K OCCIIbTAMUBHPY HC BJIMAJIA HaA TepaHGBTI/IquKI/Iﬁ
OTBET U HC BbI3bIBaJIa IIPOJJICHUA CUMIITOMOB I'pHIIIIA.

Y B3pOCIBIX MAIIMEHTOB U MOJPOCTKOB C OCJIA0JICHHBIM HIMMYHUTETOM, TIOTYYaBIINX OCEIbTAMHBH]
B cTanaptHou no3ze (14,5 %, 10 nanuentoB u3 69) wiu aBoitHo# no3e (2,7 %, 2/74) Ha TPOTAKEHUH
10 mHeii, yacToTa pa3BUTUS PE3UCTCHTHOCTH K OCEILTAMUBUPY, B CpEIHEM, ObLIa BBIIIC, YeM Y
B3pPOCJIBIX IMAIlMEHTOB W TOJPOCTKOB C HOPMAIbHBIM HMMYHHUTETOM, TaKXKE IOJTYYaBIIMNX
OCeIbTaMHUBHD.

BosbIIMHCTBO ~ B3pOCIBIX  MAllUEHTOB C  PE3UCTEHTHOCTBIO TMEPEHECAM  TPaHCIUIAHTALUIO
(8/10 manmeHTOB B TPYIIIE CTAaHAAPTHOM 036 M 2/2 MalMeHTa B TPYIIE IBOMHOM J103HI).

Bouibiiast 4acTh MalMeHTOB-HOCUTENICH OCEIbTaAMUBUP-PE3UCTEHTHOTO BUpYca Obliia MHOUITUPOBaHA
BHUPYCOM TIpHIINIa TUIIA A; HOCUTEJIBCTBO MMENO MPOJOJDKUTENBHBIN XapakTep. YacToTra pa3BUTHS
PE3UCTEHTHOCTH K OCEIbTaMHBHPY Y JHeTei (<12 7er), mojydaroliuX OCeIbTaMUBUDP, B ABYX
HCCIIEIOBAHMX 10 U3YyUEHUIO pe3ucTeHTHOCTH cocTaBuia 20,7 % (6 nauuenTtos u3 29). 13 6 nereit
c OOHApy)KEHHOW PE3UCTEHTHOCTHIO K OCEIbTaMUBUPY, BO3HHKIICH IIOCIE Hayana JICYCHUS,
3 manueHTa Mojydyaid CTaHIApPTHYIO J03y M 3 — BBICOKYIO (IBOMHYIO WM TPOMHYIO 103Y). Y
OOJIBLITMHCTBA MAIMEHTOB OBUT OCTPBII TUMQOUIHBIN JCHKO3 U BO3pAcT <5 JieT.

Yacrora Pa3BUTHA PE3UCTCHTHOCTU K OCCIIbTAMUBHPY B KIIMHUYCCKUX HCCICIJOBAHUAX.

ITanueHTHI ¢ MyTALMSMH, NIPUBOASAIIUMHI K PE3UCTEHTHOCTH
IMomyssinus nanMeHToB
®enornnupoBanue® I'eno- n penoTunupoBanmne™
B3spocieie 1 moapocTku 21/2382 (0,88 %) 27/2396 (1,13 %)
Hetu (1-12 ner) 71/1726 (4,11 %) 78/1727 (4,52 %)
Munanenus (<1 roaa) 13/71 (18,31 %) 13/71 (18,31 %)

*TlonHOE reHOTUIIMPOBAHKE HE ObLIO MPOBEJICHO HU B OJJHOM U3 HCCIIEIOBAHUI.

Hpod)uﬂaKmuKa cpunnda

[Ipu npueme ocenbTaMUBUpaA C LIEJbIO MOCTKOHTAKTHOW Mpodunaktuku (7 aAHel), npoduiIaKkTHKU
KOHTaKTUpOBaBIINX B cembe (10 nHel) u ce30HHOM npodunakTuku (42 nHS) y TUI] ¢ HOPMAIbHON
GyHKIIMEN MMMYHHOM CUCTEMBI CIIy4aeB PE3UCTEHTHOCTH K IIpernapaTy He OTMEUEHO.

B 12-HCI[CJ'H:HOM HCCIIeIOBAHUM 110 CE30HHOU HpO(l)I/IJIaKTI/IKe Yy Juan € oca0JIEeHHBIM HUMMYHUTCTOM
CJIy4acB BOBHUKHOBCHHA PE3UCTCHTHOCTU TAKXKC HE Ha6J'IIO)IaJ'IOCI).

LlanHble OMOENbHBbIX KIUHUYCCKUX cryuaes u HAOII00AMENIbHbIX UCCICO08AHULL

EcrecTBeHHBIE MyTanuy, CBA3aHHBIE CO CHY)KEHHOW YyBCTBUTEIBHOCTBIO K OCEIbTAMUBUDY in Vitro
ObuIM OOHApyKEHbI JJI BUPYCOB Tpumna A u B, BbIIENEHHBIX y TMAalMEHTOB, HE IMOJYyYaBLIMX
ocelbTaMUBHUp. Pe3rcTeHTHBIE ITaMMbl, OTOOpaHHBIE BO BpPEeMsI JIEUEHUsI OCEIbTaMUBUPOM, ObLIN
BbIJICJIEHBI KaK Y MAallMEHTOB C HOPMaJIbHOU (YHKLMEH HMMYHHOW CHUCTEMBI, TaK U y MAIUEHTOB C
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UMEIOT 00Jiee BBICOKUI PUCK PAa3BUTHUSL YCTOWYHMBBIX K OCETbTAMUBUPY BUPYCOB BO BpeMs JICUCHHSL.

YcToluuBbIe K OCEIbTAMUBHUPY BUPYCHI, BBIJICICHHBIE Y MAIIMEHTOB, OIYYaBIINX OCEIbTaAMUBUD, U
YCTOMYMBBIE K OCEJIbTAMHUBUPY JIA0OPATOpPHBIE IITAMMBbl BHPYCOB TpHUINAa HMEIM MyTalluu
Heripamuauassl N1 u N2, MyTtanuu yCTOMYMBOCTH UMEIH TCHIICHIHUIO OBITh CHEIU(DUUHBIMU K
noarunam Bupyca. C 2007 rosa BcTpeuaromascs B IpUpo/ie YCTOMYUBOCTb, CBSI3aHHAs C MyTallHei
H275Y ce3onnsix mrammoB HINI crana cnopaaudecku BbISBIATHCS. YyBCTBUTEIBHOCTH K
OCEJIbTAMHUBUPY M PACHpPOCTPAaHEHHWE TaKUX BHUPYCOB MEHSIOTCS B3aBUCHMOCTH OT CE€30HAa HU
MecTtHocTU. B 2008 rony H275Y Obuia Haitnena y >99 % nupkynupyronmux mramMMmoB rpunmna HIN1
B EBpone. B 2009 roay rpunn HINI («cBuHOM rpunim») ObUI OYTH PaBHOMEPHO YyBCTBUTENEH K
OCeJIbTaMHUBHUPY, ObUIM OTMEUYEHBI TOJIBKO CIOPAINYECKHE COOOIIEHHUS 00 YCTOWYMBOCTHU, KaK MpU
JICYCHUH, TaK U MPU TPOPUITAKTHKE.

5.2. ®DapmMakoOKHHETHYECKHE CBOCTBA

AOGcopbrms

OcenbTaMUBHP JIETKO BCACBIBAETCS B JKEIYJOUYHO-KUIIIEYHOM TPAKTE U DKCTEHCUBHO IPEBPAILAETCS
B akTuBHbII MeTabonut (OK) npenmyiecTBeHHO MOJ| IeHCTBUEM NEYEHOUYHBIX dcTepas. He menee
75 % npuHATON BHYTPb A03bI IONAAAET B CUCTEMHbIM KPOBOTOK B BHUJE aKTHBHOIO METa0OJIMTa,
MeHee 5 % — B BUJE UCXOHOrO npenapara. [1na3mMeHHble KOHIEHTpalMU KaK IIPOJIEKapCcTBa, TaK U
aKTUBHOI'O METa00IMTa MPONOPLUOHAIBHBI J03€ U HE 3aBUCAT OT NIPHUEMa IHILH.

Pacopenenenne

Cpennuit o0bem pacnpeneneHuss OK B paBHOBECHOM COCTOSHUM Yy 4YeJOBEKA COCTABIISAET
NPUOIM3UTENBHO 23 JI, 9TO SKBUBAJICHTHO 00BeMY BHEKJIETOYHOH JKUKOCTH.

ITockonbKy akKTHUBHOCTb HelipaMUHK 1a3bl IMEET BHEKJIETOUHYI0 pupoay, To OK pacnpexnensercs Bo
BCEX TOYKAX paclpoCTpaHEHUs BUpYyca IpUIIa.

Cas3pIBaHNe aKTUBHOI'O MeTa0OJIUTa ¢ OeJIKaMH I11a3Mbl HE3HAYUTEIbHA (OKOJ'IO 3 %).

buorpaucdopmaris

OcenbTaMUBHUp SKCTEHCHUBHO TMpeBpallaeTcs B aKTUBHBIA META0OIUT TOJ IEHCTBHEM 3CTepas,
HaxOoJAIIUXCSA TPEUMYIIECTBEHHO B TieueHW. lMcciepoBaHus in  vitro TmoKa3aind, YTO HHU
OCeTbTAMHUBUDP, HU AaKTUBHBI METa0ONUT HE SBIAIOTCS cyOcTpaTaMH WM WHTHOUTOpaMU
n3odepMeHTOB cucTembl 1uToXpoma P450. McciemnoBanust in vivo He BBISIBUIM BTOPOW (pa3bl
KOHBIOTHPOBAHUS KAKUX-THOO KOMITIOHEHTOB.

OnUMUHALNSA

AOGcopOupoBaHHbII OCeTbTaMUBUD MPEUMYIIECTBEHHO BBIBOAUTCA (>90 %) myTeM mpeBpalieHus B
OK. I[TukoBble nnazMeHHble KOHLEHTpaunn OK cHukaroTcs ¢ IepruoioM MOIYBBIBEACHUS, KOTOPBIN
cocTapisieT oT 6 10 10 yacoB y GONBIIMHCTBA JHI. AKTHBHBIA METaOOIUT MOJHOCTHIO BBIAEISAETCS
yepe3 nouku. [loueunwiii knupenc (18,8 1/4) mpeBblmaer CKOPOCTh KIyOOUKOBOHM (HMIbTpauu
(7,5 n/4), 4yTO yKa3bIBaeT Ha TO, YTO IpENapaT BHIBOJAUTCS €€ U MyTEeM KaHaJbIEBOM CEKpeLuu
JIOTIOJIHUTENBHO K KITyOOouKoBOoW puubTparuu. Menee 20 % OT IpUHATON BHYTPb J03bl, TOMEUEHHOM
PaZMOIOTMYECKH, BBIIEAETCS YEPE3 KUIIEUHUK.

Oco0BIe TPYIIIHI MAIMEHTOB

Tloueunas neoocmamournocmo

[Ipu mpumenenuu ocenbramuBupa (100 Mr nBa pasa B CyTKM B TeueHHE 5 JHEH) y MalUEeHTOB C
Pa3NIUYHOM CTeNeHblo MopaxeHus nouyek skcnozunus OK oOpaTHO MponopiroHaibHa CHUKEHUIO
byskun moyek. Pexomenaanum no pexxumy T03UpOBaHUS — CM. pazaen 4.2.
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Ileyenounas neoocmamounocms

Ha ocnoBanun I/ICCHCHOBaHI/II\/'I in vitro He OKNOACTCA CYHICCTBCHHOT'O IMOBBIIICHHA 3KCIIO3UITUN
OCeNbTaMUBUpPA WM CYIIECTBEHHOTO CHW)KCHHUSI OSKCIIO3WUIMM €ro aKTHMBHOTO MeTaboiuTa y
MalUEeHTOB C MEYEHOUYHON HEJ0CTaTOYHOCThIO (CM. pasnen 4.2).

J]ub;a noosicus10co eo3pacma

VY manueHToB MOKUIIOro Bo3pacTa (65—78 JeT) SKCIO3UIlMsl aKTUBHOTO METab0IMTa B PABHOBECHOM
cocTostHUM Ha 25-35 % BblIl1Ie, yeM y 601ee MOJIOIbIX MallMEHTOB IPU HA3HAYEHU U aHAJIOTUYHBIX /103
ocenbTamuBupa. llepuox mosyBbIBeneHUs @penapara y [AlMEHTOB IOXKWJIOIO BO3pacra
CYILIECTBEHHO HE OTJIMYAJICS OT TAaKOBOro y Oojiee MOJOIBIX ManueHToB. C y4yeToM JaHHBIX IO
9KCIIO3ULIMU TIperapara u €ro NepeHOCUMOCTH MAalUEHTaMU MOXKUJIOIO BO3pacTa KOPPEKIUU J103bI
IpYU JI€UYEHUU U NpOoUIAKTHKE TpUIllla He TpeOyeTcs, €cld HET COIMYTCTBYIOIIErO HapylleHUs
(GYHKIMU TOYEK CpeAHEN WM TSDKEJION CTETeHH TshKeCcTH (KIMPEeHC KpeaTuHuHa MeHee 60 Mi/MUH)
(cm. pazmen 4.2).

BepeMeHHble HCEHUUHDBL

B xozme o0benuHEHHOro aHajaM3a MOMYJIALMOHHOW (apMaKOKMHETUKU OBUIO BBISBIEHO, YTO
IIPUMEHEHHUE OCEJIbTaMUBUpPA B J03€, yKa3aHHON B paznene 4.2, NpuBOAUT K 0Oojee HU3ZKOU
HKCHO3MLIMM aKTMBHOro Merabosnurta (B cpengHem Ha 30 % B TedyeHHe BCeX TPUMECTPOB
OepeMEeHHOCTH) y OEpeMEHHBIX JKCHIIUH [0 CpPaBHEHHIO C HEOCPEMEHHBIMH KCHIIMHAMHU.
Haumenblias pacdeTHass »SKCIO3MLHUS, TEM HE MEHee, OCTaeTcs BbIlIe HHTUOUPYIOLIMX
koHUeHTpauui (3HaueHus ICos), OJHOBpPEMEHHO HAaxOJfCh HA YPOBHE TEpaleBTHUYECKOIO
BO3JCUCTBUS NI psija IITaMMOB Bupyca rpunna. Kpome Toro, pesyipTarbl HaOtoJaTelbHbBIX
MCCIICIOBAaHHH BBISBIISAIOT MOJI3Y CYIIECTBYIOMIETO PEKUMa JO3UPOBAHUS B YKa3aHHOH MOMYJISIINN
nanueHToB. TakuM o00pa3oM, M3MEHEHHME peXuMa J03UPOBaHUS y OEpeMEHHbIX JKEHILUMH Ipu
IIPOBEICHUH TEPAIK UM NPOPHIAKTUKY TPUIIIIA HE peKoMeHayeTcs (cM. pa3zaen 4.6).

HauueHmbz ¢ ocnabnenHvim UMMYHUMENTOM

PesynbraTsl mONyIsIMOHHOTO (PapMaKOKHMHETHYECKOTO aHalM3a YKa3bIBAlOT HA TO, YTO TEpaIus
OCeJIbTAMUBUPOM Yy TMALMEHTOB C OCJIA0JEHHBIM MMMYHHUTETOM (B3pOCIBIX U JIeTe B BO3pacTe
<18 ner) (kak ommcaHo B paszzene 4.2) MPUBOIUT K YBEIUUYEHUIO OXKUAEMON HKCIO3HIMH (C
npubnusurensio 5 % no 50 %) akTHBHOro MeraboiMTa IO CPAaBHEHUIO C NalMEHTaMHu ¢
HOPMaJIbHBIM HMMMYHHUTETOM, HMEIOIIUMH COIMOCTaBUMBIC ITOKAa3aTeNd KIUpPEHCa KpeaTHHHUHA.
BenenctBue MmMpoOKOro cHekTpa Oe30MacHOCTH AaKTUBHOTO MeTabosiuTa KOpPPEKUHs 03Bl Y
MAIIeHTOB Ha OCHOBAaHWU WX CTaryca MMMYHHUTETa He TpeOyercs. OmHaKo Ijsl TMAlMEHTOB C
ocia0lIeHHbIM HMMMYHHUTETOM C HapylleHueM (QYHKIMM TI0Y4€K JI03bl  JIOJDKHBI  OBITH
CKOPPEKTUPOBAHBI B COOTBETCTBUHU € TpeOOBaHUSIMU pazfeina 4.2.

PesynbpTatel (apmakokuHeTHYecKoro U (papMakOAMHAMHYECKOTO aHajdh3a B paMKax ABYX
HCCTIEIOBAaHUI C y4acTHEM MAIlMEHTOB C OCJIa0JICHHBIM UMMYHUTETOM YKa3bIBAlOT Ha OTCYTCTBHUE
3HAYUMOM JIOTIOJTHUTEIHHOU MOJIB3bI MPHU O0JIee BHICOKOW SKCIIO3UIINHU, HEKETH JOCTUTaeMas 1Mociie
MPUMEHEHUS CTAHAAPTHOM J03BI.

eTH
Jlemu 6 6ospacme 0o 1 2ooa

dapmMakOKMHETHKA, (apMakoJWHAMHKA U O€30MacHOCTh OCEJIbTAMUBUPA OLEHUBAIUCH B JBYX
HEKOHTPOJIMPYEMBIX OTKPBITHIX UCCIEAOBAHUAX, BKIIOYABIINX HHPHUIIMPOBAHHBIX TPUIIIIOM JIETEH B
Bo3pacte 70 1 rona (n=135). YpoBeHb KIHMpeHca aKTUBHOTO METa00JIMTa, CKOPPEKTUPOBAHHBIN 1O
Macce Tella, CHUKAJICs y MallMeHToB B Bo3pacTe 10 1 roxa.

Konnentpanun merabonura Takke Oojee BapuaOeNnbHBI y JeTel JaHHOW BO3PACTHOM TPYIIIIHL.
Nwmerommecs: maHHBIE MOKA3bIBAIOT, YTO TO3UPOBKA 3 MI/KT y neTeit B Bo3pacte 0—12 wmecsieB
MO3BOJISIET JOCTUYh KOHIICHTPAIMM TMpOJEKapcTBa W aKTHUBHOTO MeETaboNMTa, KOTOpPHIE
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TAaKOBBIMH y JeTel Oojee crapuiero Bo3pacTa W y B3POCIBIX HpU MpHUEME OCEIbTAMUBHpPA B
pekomeHoBaHHOM 103e. OtmeuaBmuecs HP ObLiv comocTtaBHMbI ¢ MpoduieM 0e30IMacHOCTH Y
0oJsee cTapmux JIeTei.

Het maHHBIX 0 TOCTKOHTAKTHOU Mpo(MIIakTHKe rpunmna y aereid muaame 1 roxa. [Ipodunakrruka Bo
BpEMs 3IUJIEMUU TPUIINA HE U3ydajach y AeTed miaamie 12 ner.

Tlocmrxoumakmuas npogunakmuxa epunna y oemeiti 8 gozpacme 00 1 2ooa 60 epems nandemuu

PesynbraTsl MOJIEIMPOBAaHUS IPUMEHEHHUS MIPerapara B TO3UPOBKE 3 MI/KT OJIMH pa3 B CYTKH Y JIeTeH
B Bo3pacte 10 | roja IeMOHCTPUPYIOT, YTO SKCIIO3HLMS TIperiapaTta HaXOAUTCs B TOM )K€ JHara3oHe,
YTO U IIPU PEKUME JO3UPOBAHMA 75 MI OJMH Pa3 B CyTKH Yy B3POCIBIX, WM IIPEBBIMIAET €TO.
DKCIO3MLMsl TIpernapara He NPEBBIMIACT JKCIO3HMIUI0, HAOIIONABUIYIOCS NPU JICYCHUU JETeH B
Bo3pacte 10 1 roxa (3 Mr/Kr 1Ba pa3a B CyTKH), U OXKHJAAETCS, YTO MPOopMIb Oe30MacCHOCTH OyAeT
cormoctaBuM (cM. paszaen 4.8). Kimandeckue ucciieoBanus 10 Npo(UIIaKTUKE TPUIIA Y JeTed B
BO3pacTe 10 | rosa He POBOIUIINCE.

Lemu 6 6ospacme om 1 2o0a

q)apMaKOKI/IHCTI/IKa OCClIbTaMHBHpa U3y4dajlaCb B UCCIICAOBAHUAX q)apMaKOKI/IHCTI/IKI/I OI[HOKp&THOfI
J03bl y JIeTel M TMOAPOCTKOB B Bo3pacte OT 1 roxa mo 16 ner. ®apMakOKMHETUKY MOBTOPHBIX 103
UCCIICIOBAIM Ha HEOOJIBIIIOM YHUCIIE JIeTei, KOTOpble NPUHUMAIM YYacTHE B KIMHHYECKOM
uccienoBaHuy 3()(HEKTHBHOCTH. Y MAaJCHBKUX JI€TeH KIMPEHC IMPOJIEKapCTBA M €ro aKTHBHOTO
MeTabosuTa ObUT BBIIIE, YEM Y B3POCIBIX, PE3yJIbTaTOM UETO SBIAIACh O0jiee HU3Kas SKCIO3HIM
IpU AaHHOMU o3¢ B MI/KT. [Ipu nmpuMeHeHun 1036l 2 MI/KT gocturaeMas koHuentpauus OK Obuia
CpaBHUMa C KOHIIEHTPAIMEH, MOIYy4aeMOi y B3POCIBIX IMOCIE OJHOKPATHOTO NMPUMEHEHUS 03B
75 mr (npubmmsurensHO 1 Mr/kr). PapMakOKMHETHKA OCEIbTAMUBUpA Y JETEH M IOJPOCTKOB B
BO3pacTte oT 12 neT nogo6Ha TakOBOM y B3POCIIbIX.

5.3. JlanHble JOKJINHUYECKOI 0€30MaCHOCTH

I[OKJ'II/IHI/I‘-ICCKI/IG JAHHBIC, MOJTYYCHHBIC HA OCHOBAHWU CTAHAAPTHBIX I/ICCJ'IGI[OBaHI/Iﬁ 10 U3YUYCHUIO
(bapMaKOHOFquCKOﬁ 6630HaCHOCTI/I, TFCHOTOKCUYHOCTHU U TOKCHUYHOCTHU IIPpU MOBTOPHOM BBCIACHHU,
HE BBIABUJIIA 0COOOM OIMACHOCTH JJI1 4€JI0BCKaA. CTaHI[apTHI)Ie HCCIICOOBaHUA KaHICPOr€HHOCTHU Ha
KpbICaX NPOACMOHCTPUPOBATIN JO303aBUCUMYHO TCHACHIUIO YYAIICHUA BOSHUKHOBCHU A HCKOTOPBIX
OHYXOJ'IGI\/JI, KOTOPBIC ABJIAIOTCA TUIMWYHBIMU IJIA BUJOB I'PbI3YHOB, BKIIIOUCHHBIX B MCCJIICIOBAHUC.
ComnocraBiss MMPEACIIbHBIC KOHHOCHTPALUW B HCCICAOBAHUAX HaA KpbICaX € KOHHOCHTPALUSAMH,
KOTOPBIC OXUIAIOTC IMPU ONPUEME 103, NPCAIoIaracMbix IJIsd J'IIO)IGI\/'I, O9TH HAXOJKH HEC U3MCHSAIOT
COOTHOHICHUC PpHUCKA H TIOJb3bl IIPU IMPUMCHCHHUH OCCIbTaMUBHPA II0 3apCTrUCTPUPOBAHHBIM
ITOKa3aHUsAM.

B uccnenoBaHusX 1Mo M3y4eHUIO TEPATOT€HHOCTH OcelbTaMUBHUpa B 703€ A0 1500 Mr/kr/cyTku (Ha
Kpeicax) U 10 500 Mr/kr/cyTku (Ha KpOJIMKAax) BIUSHUS Ha AMOpUO-(QeTaJbHOE pa3BUTHE HE
obHapy>xeHo. OcenbramuBup B A03e 1500 MIr/Kr/cyTku He BAMsUT Ha (DepPTUIIBHOCTD CaMIIOB M CAMOK
KpbIC. B nccnenoBaHusax mo U3y4yeHUIO Mpe- U MOCTHATAIbHOIO MEPUOJIOB Pa3BUTUSA Y KPbIC MPH
BBEJICHUU oOceibTaMuBUpa B Jo3e 1500 MI/Kr/cyTku HaOMI0anoch YBEIMYEHHE MEPHO/a POIOB:
npenen 0e30MacHOCTH MEXAY SKCHO3UIMEH Uis 4eloBeKa M MaKCHUMallbHOM He OKa3bIBaroulei
addekra 1030 y kpbic (500 Mr/kr/cyTKn) 11 ocenbTamMuBupa Bhiiie B 480 pas, a sl ero akTHBHOTO
MeTabonnTta — B 44 pa3za. DKCIO3UIUSA Y TIJI0/I0B KPBIC U KPOJIMKOB COCTABJISLIIa TPUOIN3UTENBHO 15—
20 % ot TakoBOi1 y MaTepH.

OcenpTaMUBHp W AaKTHBHBIM META0OJUT MPOHUKAIOT B MOJIOKO JAKTUPYHOMIUX Kpbic. CorimacHo
OTpaHUYEHHBIM JAHHBIM OCEIbTAMHUBHUP U €r0 AaKTUBHBIN META0OIUT MPOHUKAIOT B TPYTHOE MOJIOKO
yenoBeka. [lo pesynbraraM 3KCTpanmoJIAIUK JaHHBIX, TIOJYYCHHBIX B UCCIEAOBAHUSIX Y )KHBOTHBIX,
WX KOJIMYECTBO B TPYTHOM MOJoke MoxeT coctaBiasath 0,01 mr/cytkm u 0,3 mMr/cyTkw,
COOTBETCTBEHHO.
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HcceoBallach Ha MOPCKMX CBHHKAaX € MOMOIIBIO TecTa «Makcumuzarum». [lpumepno y 50 %
MIPOTECTUPOBAHHBIX MOPCKHUX CBHMHOK NPU BBEICHUM MAaKCHUMAJIbHBIX 103 aKTHUBHOM CcyOCTaHIIUU
ocenbTaMHUBHUpPA HAOMIOJANACh CEHCHOWIM3AIlUsl KOXKM B BHJAE JPUTEMBL. Takke BBISIBICHO

o0paTtumMoe pasipakeHue a3 y KPOJIUKOB.

B T0 BpeMs1 Kak 04EeHb BHICOKHE MTEpopatbHble OAHOKpaTHBIE 1035l (1310 Mr/KT) conn ocenbTaMuBHpa
¢dochara He OKazpIBaNM BIMAHUS Ha B3POCIBIX KpPBIC, JAHHBIE /103bl OKa3bIBaJd TOKCHUYECKOE
JeiCTBUE HA HE3PEIBbIX 7-THEBHBIX JIETCHBIIIEH KPBIC, B TOM YHCIIE TPUBOAUIHN K THOCTH KUBOTHBIX.
JlaHHBIC SBJICHUSI HAOIIOJANIKMCH NPU IPUMEHEHHUH 1103 657 Mr/kr u Bblme. [Ipn npuMeHeHUH 10351
500 MI/Kr B TOM YHCIIe NPH JUIMTEIbHOM IpuMeHeHuu B n1o3e 500 mr/kr/cytku ¢ 7 mo 21 neHs
MIOCTHATAJILHOI'O MIEPHOJIa HEXENaTeNbHbIX Y3PPEKTOB HE HAOIIOIAJIOCh.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

Homunec, 30 mMr, Kancyibl

Cooeporcumoe kancynvl

Kpemuus nruokcua KoJIOUIHbBIN (a3pOCHT)
Komosugon

Kpaxman npexenatnHu3upoBaHHBINA
Kpockapmemnnosa Hatpus

Hatpus creapundymapar

Tanpk

Teepoas scenamunosas kancyna

KODI’ZVC KancyJjivl

Tutana qTuokcua
Kematun

Kpvuueuxa kxancynol

Twurana mnoxkcun
Kenartuu

Homunec, 45 mr, xarncyabl

Cooepatcumoe kancynvi

KpemHuust auokcu KOIIOUIHBIN (a3pOochi)
Konosuon

Kpaxman npexxenaTHHU3HUPOBAHHbBIN
Kpockapmenno3za Hatpust

Hatpus creapundymapar

Tanbk

Teepoas sceramunosas Kancyia

Kopnyc kancynol

Kpacurens OpuimnanToBblit roiry6oi
Turtana qrokcHg
Kenatun

Kpvuueuxa kancynol
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Kpacurens 6priimnaHTOBBIN TOJTy00i

Turana qTUOKCHUI
Kematun

Homunaec, 75 Mr, Karncvyiibl

Cooepoicumoe kancynol

Kpemuus nuokcua KoJIOUIHbBIN (a3pOCHin)
Komosugon

Kpaxman npexenatnHu3upoBaHHBIN
Kpockapmemnnosa nHatpus

Hatpus creapundymapar

Tanbk

Teepoas scenamunosasn kancyna

Kopnyc kancynol

TuTana qTUOKCHUT
Kematun

Kpovuueuka kancynol

Kpacurens nynuossiii [[Ionco 4R ]

Tutana TMOKCU]

Kpacutens conHeunslit 3akat xentoiit E110
Kemnarun

6.2. HecoBmMecTHMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus )

5 ner.

6.4. OcoObIe MepbI NPEAOCTOPOKHOCTH IPH XPAHECHUH

XpaHUTh B 3alIMIIIEHHOM OT CBETa MECTE MpHU TeMIiiepaType He Boite 25 °C.
6.5. Xapakrep u coaepkaHue yNaKOBKH

HGDBHqHaﬂ YIIaKOBKa JICKAPCTBCHHOTI'O IMpCriapaTa

Ilo 5 nmn 10 xamcyn B KOHTYpHYHO SYEMKOBYIO YNAKOBKY W3 IUIEHKU MOJMBHHUIXJIOPUAHON U
(boJIbru aIFOMUHHUEBOM MEYaTHOW JTaKUPOBAHHOM.

ITo 20 umm 30 xancyn B OGaHKY MOJMMEPHYIO C KPBIIIKOW HATATMBAEMOM C KOHTPOJIEM INEPBOTO
BCKpbITHsI. CBOOOJHOE MPOCTPAHCTBO MOKET OBITH 3aloOJIHEHO BaToW MenuuuHckod. Ha Ganku
HaKJIEUBAIOT ATUKETKU U3 Oymaru.

BropuuHas ymakoBKa JISKapCTBSHHOTO IpeIapara

ITo 1 nnu 2 KOHTYpHBIE STYEUKOBBIE YIIAKOBKM BMECTE C JIMCTKOM-BKJIAIBIIIEM IIOMEUIAIOT B AUKy
13 KapToHa JUIs MOTpeOuTeNnbcKoi Tapsl. Ha mauky MokeT ObITh HaKJIeeHa CaMOKJIeSIIasiCsl STUKETKa
C MapKUpPOBKOM n3 Oymaru. [Tauku moMemaioT B rpynrnoByi0 YIaKOBKY.

ITo 1 GaHke BMeCTe C JIMCTKOM-BKJIAJBIIIEM TOMELIAIOT B MauKy U3 KapToHA JUIsl HOTPEOUTEIbCKON
Tapbl. Ha mauky MokeT ObITh HaKJIEeHa CaMOKJIISSIIAsICsl STHKETKA ¢ MApKHPOBKOH n3 Oymaru. [lauku
ITOMENIAIOT B IPYIIIOBYIO YIIAKOBKY.
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npenapara WM OTXO0H0B, MOJYYEHHBIX MOCJe MPUMEHEHHUsl JEeKAPCTBEHHOr0 Mpemnapara, u
Apyrue MAHMIYJISLHMU € NIPenapaTom

[Ipy HEO0OXOIUMOCTH TAIMEHT MOXET MPUTOTOBHUTH CYCIICH3HWIO 6 MI/MJ M3 Kalcys mperapara
Homunec noma.

HJ’IH HpI/IeMa CYCHGHSI/II/I, HpPII‘OTOBJICHHOﬁ B AOMaAIIIHUX YCJIOBI/ISIX, JOJIDKEH HCIIOJIB30BATHCA
JO3UPYIONIMK IIIPHUI] COOTBETCTBYIOIIEr0 oObema. [IpeamoyTuTenbHee, 4TOOBI OBLIM CICIIAHBI
METKH U1 0003HAYEHUS HEOOXOIUMOro o0bema.

IIpuroroBjcHNE B IOMAIIHUX YCIOBHAX

Ecnu manumenty tpeOyercsi 103UpoBKa 75 Mr, TO J03y Mperapara MOJXy4aloT IYTEM OTKPBITHS
KarcyJibl ¥ CMEIIUBAHUS €€ COACPHKUMOTO ¢ HEOOIBIINM KOJMYECTBOM (MaKCUMAaJIbHO OJJHA YaiHas
JIO’KKA) TOAXOMSIIEro CIaJAKOro IUIIEBOrO MPOAYKTa, TAaKOr0 Kak cjajakas BOJAA, IIOKOJIAHBIN
CUpOIN, BUIIHEBBIA CHPOI, COYCHI Jisi JECepToB (HampuMep, KapaMmelIbHBIM HIM CO BKYCOM
CIIMBOYHON IOMAJKH) JUIsl MAacKUPOBKHM TOpbKOro Bkyca. CMech cienyeT IepeMemniarb U Jarh
MAalUEHTY LETUKOM. MUKCTYpy cileayeT MNpOrJIOTUTh cpa3dy ke mocie npurotoBienus. [lpu
HeoOxoauMocTu nonydenus 103 30 mMr u 45 Mr, MPUTOTOBJICHUE CycleH3uH npenapata Homumec
BKJIIOYAET JIOTMOJHUTENbHbIE CTaAuMu JUO0 mpuMeHeHue npenapata Homuaec 30 mr wnu 45 mr B
KarcyJiax.

HOI[pO6HaH HHCTPYKIUS NPCACTABJICHA B JIMCTKC-BKIIAJABIIIC.

I/IHCTDVKHI/II/I I10 IPUMCHCHMUIO, O6DaIII€HI/IIO W YHUYTOXCHUIO

[Toraganue JieKapCTBEHHBIX IIPENapaToB B OKPYXKAWOLIYI0 Cpeay JODKHO ObITh CBEIEHO K
MuHMMYMy. He cneagyer yTtwims3upoBarh Ipenapar ¢ IOMOLIBIO CTOYHBIX BOJ WM BMECTE C
ObITOBBIMU OTXOJaMH. [10 BO3MOKHOCTH HEOOXOJIMMO MCIIOJb30BaTh ClELUAIbHbBIE CUCTEMBbI IS
YTUJIM3ALHH JIEKAPCTBEHHBIX MPENapaToB.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA

Poccuiickas @enepanns

AO «DapmacuHTE3»

664007, Upkytckas o6i., r. UpkyTck, yin. KpacHorBapaeiickas, 1. 23, opuc 3
Ten.: 8 (395) 255-03-55

Anpec aneKTpoHHOM mouThl: info@pharmasyntez.com

7.1. IIpeacraBuTeNb AEPAKATEISI PETHCTPAIIMOHHOIO YI10CTOBEPEHHUS

[IpeTen3un moTpedbuTeNel HAPaBIATh MO aAPECy:

Poccuiickas @enepanus

AO «®apmacuHTE3»

664040, Upkyrckas o6, r. UpkyTck, yia. Po3sr JlrokcemOypr, a. 184
Ten.: 8-800-100-15-50

Anpec 31ekTpoHHO mouThl: info@pharmasyntez.com

«lopstaas muHus»: nomides-hotline@pharmasyntez.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
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9. KATETOPHS OTITYCKA JEKAPCTBEHHOT'O IPENAPATA - EATENEHOCTE 0011

JlexapcTBeHHBIN IpenapaT OTHOCUTCS K KaTErOPUU OTIYCKa [0 PELENTy.

OOmasi XapakTepHCTHKa JICKApCTBEHHOrO mpenapara Homuumec AocTynHa B €IMHOM peecTpe
3aperHCTPUPOBAHHBIX JICKAPCTBCHHBIX CpeACTB EBpa3uilckoro SKOHOMHYECKOrO COr03a W Ha
obuLHATEHOM caiite YIOJTHOMOYEHHOT'O opraHa (9KCTIepTHOI OpraHu3aInm)
https://lIk.regmed.ru/Register/EAEU_SmPC.
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