COOTBETCTEYET 3K
oT 28.11 202

OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

CMNEPTHOMY OTYETY

s RO 0T
M2 29687

T

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

HNudronienn, 30 Mr, KancyJisl.
Wudmonenn, 45 mr, Kancyisl.
WNudironienn, 75 mr, KancyJisl.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHbBIN COCTAB

JlelicTByto1I€€ BEMIECTBO: OCEILTAMUBHP.

Nudarouenn, 30 Mr, Karncyiasl
Kaxxnas xancyna cogepxut 39,4 mr ocenbramuBupa (B Buae ¢ocdara) B nepepacuere Ha 30,0 mr
OCeJIbTaMHUBHpA.

HUudronienn, 45 Mr, KancyJibl
Kaxnas xancyna comepxut 59,1 mMr ocenpramuBupa (B Bujae (ocdara) B mepepacuere Ha 45,0 mr
oceJbTaMHUBHPA.

Nudroueud, 75 Mr, KancyJisl
Kaxxnas xancyna comepxkut 98,5 Mr ocenbramuBupa (B Bujae ¢ocdara) B nepepacuere Ha 75,0 mr
OCeJIbTaAMHUBHUPA.

[TonHbIii IepeYeHb BCIIOMOTATEIbHBIX BEIIECTB NMPUBEICH B pasjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynsi.

Undmronenn, 30 Mr, Kancymbl
TBepabie xenaTHHOBBIEC Karncyibl No3, KOpITyC U KphIlIeuka 0eIoro 1BeTa.

WndmronenH, 45 Mr, Kancynbl
TBepble kenaTuHOBbIE Karcynbl Ne2, KopIyc U Kphbllleuka 0enoro 1Bera.

Hudiroriend, 75 Mr, KancyJisl
TBepabie xenaTHHOBBIE Kancyibl Nel, Kkopiryc Oeoro nBeTa, KpbIIeUKa KeJITOTro [BETa.

COI[Cp)KI/IMOC KarcyJ — CMCCh I'paHyJI U MMOPOIIKaA MMOYTHU Oenoro [BCTa UK CIIPECCOBAHHAA MaccCa
IOYTH OEI0T0 BETA, PACCBINMAOMIAACA ITPU JICTKOM HAXXaTHUH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K NPUMEHEHHI0

Jleyenue rpumnma

[Ipenapatr WHmronenH mokasaH K NPUMEHEHUIO Ui JICYEHUS TPUIINA y B3pPOCIBIX U JAETed B
Bo3pacte oT 1roxa, a Takke ¢ Maccoil Tena 6omnee 10 Kr mpH HAIMYMK TUIMWYHBIX Ui TPHUIIA
CUMIITOMOB B IMEPHOJ LUPKYJISALUU BUpyca rpummna B obmeld nomyasiuuu. JddexkTuBHOCTh OblLIa
JI0Ka3aHa B ClIy4yae Hayajla Tepalluyd B TEUEHHE JBYX CYTOK C MOMEHTAa Pa3BUTUS CHUMITOMOB
3a00J1eBaHuUs.
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I[IpodnnakTika rpumnma

o [Ipenapar MudimronienH moka3aH K IPUMEHEHHUIO JIUI TTOCTKOHTAKTHON MPO(MIIAKTUKH TPHUIITIA Y
B3POCIBIX M JETEH B BO3pacTe OT 1 roja, a Takxke ¢ Maccoit Tena 6osee 10 Kr mociae KOHTaKTa ¢
KIIMHUYECKH JTUAarHOCTUPOBAHHBIM TPUIIIIOM B TIEPUOJ LHUPKYISALUUA BHUpYyca TpUIIa B OOIICH
MO YJISALIAH.

e JlomkHoe wucnoibp3oBaHue mpenapara MH)monenH mans NpoQUIAKTHKH TPHIIA CIEAyeT
OTPENCIATh B KAKIOM KOHKPETHOM cliydae cooOpa3HO OOCTOSITENLCTBAM M TOTPEOHOCTSIM
3alUTHI MOMYJSAIUU. B UCKITFOUNTENBHBIX CITy4asx (HalpuMep, B CIIy4ae HECOOTBETCTBUS MEXKITY
IUPKYJIAPYIOUIMM IITAMMOM BUPYCa M BAaKIIMHOM, a TakKe B MEPUOJ MAaHAEMUH) MOXET OBITh
paccMOTpeHa BO3MOXKHOCTb CE30HHOW MPO(GWIAKTUKH Y JIUI] B BO3pacTe OT | roja, a Takke C
Maccoit Tena 6osee 10 kr.

[Ipenapat MuduronienH He 3aMeHse€T BaKLIMHALIMIO TPOTUB I'PUIITIA.

[IpuMeHeHre aHTUBUPYCHBIX TpPENapaToB JUIA JIEYCHUS M NPOPHIAKTHKH TPHUIIA JIOJKHO
ONpEAENATHCS Ha OCHOBE OQUIMANbHBIX peKoMeHAanuid. PemeHus OTHOCHTENbHO MpHeMa
OCeNbTaMUBHpA IS JICUSHHUS ¥ TPOPHIAKTUKU TPHUIIIA TOJHKHBI IPUHIUMATBCS C YYETOM JaHHBIX O
HUPKYTUPYIOUIMX BHpYycax TpUMNa, TOCTYMHOW HWHGOpPMAlMU O MOJEISIX JIEKapCTBEHHON
YYBCTBUTEIBHOCTU JJIl K&XJOT0O BpPEMEHU TIoJa M BIUSAHUSA 3a00J€BaHUS B pa3IMYHBIX
reorpaUuECKUX peruoHax U MOMYJALIUIX HalMeHToB (cM. pa3aen S5.1).

4.2. Pe:kxuM 103MPOBaHUS U CIOCO0 MPUMeEHEHHU s

Pexxum 103upoBaHUS

Jleuenue
[Tpuem mpemnapata HEOOXOJUMO HAUWHATH HE TO3JIHEE 2 CYyTOK C MOMEHTA Pa3BUTHS CHMIITOMOB
3a00/I€BaHUS.

Bspocnvie ¢ 18 nem
ITo 75 mr (onHa kamcyna 75 mMr win ogHa karcyna 30 Mr + oznHa karcyna 45 mr) 2 pa3za B CyTKU
BHYTpb B TeueHHe 5 JHel. YBenuueHue a03bl Oosee 150 MI/CyTkuM He NMPUBOIUT K YCUIIEHUIO

s dexra.

Ipopunaxmuxa

ITpuem mpenapata HEOOXOIMMO HAa4YMHATh HE MO3JHEE 2 CYTOK IIOCIIE KOHTAKTa ¢ 3a00JIEBIIMM
yenoBekoM. [1o 75 mr (ogHa kancyna 75 mr uinum ofHa kancyna 30 mr + ogHa karncyna 45 mr) 1 paz B
CYTKHM BHYTpb B TeueHHe He MeHee 10 qHel rmociie KOHTakTa ¢ 3a00JIeBIINM YeloBeKoM. Bo Bpems
CE30HHOMW 3MuaeMuu rpunmna — no 75 Mr (ofHa kamcyna 75 Mr win oaHa karcyna 30 mr + oznHa
Karicyna 45 mr) 1 pa3 B CyTKH B TeueHHe 6 He/IeTb.

HpO(bI/I.HaKTI/I‘-ICCKOe JIelCcTBUE IpoaoJIKACTCA CTOJIBKO, CKOJIBKO JIJIMTCA MPUEM IIpCriapaTta.

Oco0BbIe TPVIIIHI MAIMEHTOB

Jluya noswcunoco 6o3pacma (65 rem u cmapute)
Koppekunu 10361 11 poUIaKTUKA WK JICYCHUS TPUIINa He TpeOyeTcs.

Ilayuenmul ¢ noueunoli HeOOCMAMOUHOCMbIO

Jleuenue

[TarmenTtam ¢ kiaupencom kpeatunuHa (KK) Gonee 60 mi/MuH koppekuuu 103bl HEe TpeOyercsa. Y
MAIMEeHTOB C KIMPeHCOM KpeaTuHuHa oT 30 10 60 MJI/MUH 03y OCeNbTaMUBUPA CIEYET YMEHBIIUTh
1o 30 Mr ABa pa3a B CYTKM B T€YEHHE S5 HEW. Y MAIMEHTOB C KIMPEHCOM KpeaTuHuHa oT 10 10
30 M/MHH 7103y OCETbTAMUBHPA CIIEAYET YMEHbIIHUTD 10 30 MI' OIMH pa3 B CYTKH B TEUCHHE 5 THEM.
B cnyuasix, xorga cyumiecTByeT mpoOiieMa ¢ MporjiaTbIBaHUEM, BO3MOXKEH IpHEM Ipernapara
Nudpmonens B BHUIE CYCIEH3WH C HUCHOJIB30BaHUMEM Karcyn (cMm. paszmen 6.6., moapasient
«DKCTEMIOPAIbHOE MPUTOTOBICHUE CYCIICH3UI).
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ITammenTaMm, HaXOOAMIMMCS Ha IIOCTOSHHOM I'eéMOJHAJIN3E, oceIHLTaRZII/EH;IU II_T:!"II E’Q)Ii{l?i'qaml_}rbn “T03€

30 Mr MOKHO TPUHSATH JI0 Hayaja JWAIN3a, €CIM CHMIITOMBI TPHUIMIA MOSBWINCH B TeueHHE 48 4
MEeXIy ceaHcamMu auanuza. s mojiepkaHus MIa3MEHHOM KOHIIEHTpPAlMU Ha TeparneBTUUYECKOM
YpOBHE OCENbTaMUBUD ClIeyeT NpUHUMATh 110 30 Mr mocie Kaxaoro ceaHca auanusa. [lanuenTam,
HAXOJSAIIMMCS Ha IEPUTOHEATTLHOM IMATTN3€e, OCEIbTAMUBHUD CJIEyeT IPUHUMATH B IEPBOHAYATBHON
no3e 30 Mr 1o Hayajia IpOBEAEHUS AManu3a, 3areM 1o 30 mr kaxzasle 5 nHed. PapMaKOKMHETUKA
OocCellbTAMHBHUpA Yy TMAIMEHTOB C TEPMUHAIBHOM cTaguer mouedHor HemoctaTodHocTd (¢ KK
<10 M1/MUH), HE HAXOIIIIUXCS HA JUaIN3e, HE M3ydanach. B CBSI3U C 3TUM pEKOMEHIAIMH I10
JO3UPOBAHUIO y JAHHOW TPYMIIBI MAlIUEHTOB OTCYTCTBYIOT.

Ipodunaxmuxa

[Tanmentam ¢ kimpencom kpeatnnuHa (KK) 6onee 60 mir/MuH KOppEKIUU 1036l HE TpeOyeTCsl.

Y manueHToB ¢ KIMpeHcoM KpeaTtwHHHa oT 30 g0 60 Mu/MHH 103y OCETbTaMHUBHpPA CIEAYeT
yMeHbIIUTH 10 30 Mr J1Ba paza B CyTKH B TeUeHHE 5 THEH. Y MalMeHTOB ¢ KJIMPEHCOM KpeaTHHHHA
ot 10 1o 30 Mi/MHUH 103y OCEIbTaMUBHPA CIIEYET YMEHBIIHUTD 10 30 MI OIMH pa3 B CYTKH B TEYCHUE
5 nueii. B ciydasix, Korza CyIiecTByeT mpooiiemMa ¢ mporiaTbiBaHHEM, BO3MOXKEH MPUEM Iperapara
Nudpmonens B BHUJIE CYCICH3WHM C HCIOJIB30BaHWEM Karcyn (cM. pasmen 6.6., moapasient
«DKCTEMIOPAIbHOE MPUTOTOBICHHUE CYCIICH3UI).

[TanimenTam, HaxXOASIMIUMCS HA MTOCTOSIHHOM TeMOAHAIIN3E, OCEIbTAMUBHD B TIEPBOHAYAIBLHOMN /103€
30 Mr MOXXHO TpPHHATH A0 Havajna auanu3a («1-i ceancy). s momuepkaHus IUIa3MEHHOM
KOHIICHTpAllUd Ha TEPAleBTHUYECKOM yYPOBHE OCEJIbTAMUBHP CIleAyeT MpuHUMarh 1o 30 Mr mocie
Ka)KJI0T0 MOCIIEAYIONIEro HEeYeTHOTO CeaHca Auaan3a.

[TanimenTam, HaXOASAUIMMCS HA TEPUTOHEATBHOM JHMATU3€, OCEIbTAMUBUP CIEAYET NMPUHUMATH B
nepBoHavalIbHOM J03e 30 Mr 10 Hayaia IpoBeACHUs Auaiin3a, 3aTeM 1o 30 Mr Kaxxaple 7 THEH.

@apMaKkOKMHETHKA OCEJIbTAMMBUPA Yy TANUMEHTOB C TEPMHUHAIBHOM CTaAUE MOYEYHOU
HenoctatoyHocTH (¢ KK <10 mMa/mMuH), He HaXoIAIIMXCS HA IMaNK3e, He n3yJyanack. B cBs3u ¢ 3TuM
PEKOMEHIalliH 110 JO3UPOBAHUIO Y JAHHOM TPYIIIBI TAIIUEHTOB OTCYTCTBYIOT.

Tayuenmuvl ¢ NEYCHOUHON HEQOCMAMOYHOCBIO

Koppekuuu 10361 ocenbTaMUBUpAa TMPU JICYCHHUH W NPOQUIAKTHKE TpUINAa Yy TalUEHTOB C
HapylIeHUsIMH (DYHKITUU TIEYEHU JIETKOW U CpeIHel cTeneHel TshkecTu He Tpedyercs. bezonacHocTh
1 (hapMaKOKMHETHKA OCEIbTAMUBHPA Y MAIIUEHTOB C TSHKEIBIMA HapYIICHUSIMHU QYHKIIUY TIEYCHU HE
M3y4alachk.

THayuenmoi ¢ ocnabIeHHbIM UMMYHUMEMOM (NOCle MPAHCRAAHMAYUL)

Jleuenue

PexomeH0BaHHAS TIPOIOIKUTEIHHOCTh TEPANUU OCEIHTAMHUBUPOM Y TAIEHTOB C OCIA0JIEHHBIM
umMmyHuTeTOM coctasisieT 10 aueit. Koppekuuu no3sl He TpeOyercs (cm. pasznenst 4.4., 4.8., 5.1. u
5.2.). Tlpuem mnpemapaTa HEOOXOAWMO HAaYWHATH HE TMO3/HEE 2 CYTOK C MOMEHTa pPa3BUTHUS
CHUMIITOMOB 3a00JI€BaHUsI.

Cesonnas npodunakmuxa
Jl1is ce30HHON MPOQUIAKTUKY TPHUIITIA Y MAUEHTOB ¢ O0cIabIeHHBIM HIMMYHUTETOM B Bo3pacTe >1
rojia — B TeueHue 12 Henenb, KOPPEKIUHU 1036l HEe TpeOyeTCsl.

eTu
[Ipenapar Muadmronenn He ciaemayeT Ha3HadaTh JeTsaM 10 1 roxa. besomacHocTh U 3 hEeKTUBHOCTH
npemnapata Mudmronenn y aereii B Bozpacte ¢ 0 10 1 roga Ha JaHHBI MOMEHT HE YCTaHOBIICHBI.

Jleuenue

Iloopocmxu 6 so3pacme ¢ 12 nem do 18 nem

[To 75 mr (omna karicyma 75 mr winm onHa karcyna 30 Mr + ogHa karmcysa 45 mr) 2 pa3a B CyTKH
BHYTPb B TCYCHHUE 5 THEH.
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JHemu 6 s6o3pacme ¢ 1 200a 0o 12 nem

Hetu ¢ maccoil Tena >40 Kr, KOTOpblE YMEIOT INPOINIAThIBAaTh KaIlCyJbl, TAKKE MOTYT IOJy4aTh
JiedeHUe, MpUHUMasI 1o 75 Mr (oaHa Kancyia 75 Mr wim oaHa kancyia 30 Mr + oHa karcyna 45 mr)
2 pa3a B CyTKH B TCUCHHE 5 THEH.

Jns nmereit B Bo3zpacte ¢ lroma wim ecnu ecth mpoOieMa € TPOTJIATHIBAHHUEM, BO3MOXKHO
9KCTEMIIOPAIbHOE IPUTOTOBJIEHHUE CYCIIEH3MM C HCIIOJIIb30BAaHMEM Kamcyin (cM. paszen 6.6.,
nojpaszaen «DKCTEMIIOPAIEHOE IIPUTOTOBICHUE CYCIICH3UNY).

[IpuMeHsTh OcenbTaMUBHP CIIEIYET 2 pa3a B CYTKH B TEUEHUE 5 IHEH COTJIaCHO HUKENPUBEIECHHON
Tadmue:

Macca Teaa PexomenagoBanHnasn 103a Ha oquH |(KoJsinuecTBO cMecH ocesiIbTAMMBHMPA HA OMH
npuem npuem
<15 kr 30 mr 2 MII
>15-23 kr 45 mr 3 M
>23-40 xr 60 mr 4 vmn
>40 xr 75 mr 5 M
IIpogpunaxmuxa

Iloopocmxu 6 so3pacme cl2 nem u cmapuie

[Ipuem mpemnapara HEOOXOAMMO HAYMHATH HE MO3JHEE 2 CYTOK IMOCIE KOHTakKTa ¢ 3a00JIeBIINM
yenoBekoM. [To 75 mr (ogHa kancyna 75 Mr unu ogHa kancyia 30 mr + ogHa kancyna 45 mr) 1 pa3 B
CYTKM BHYTpb B TeueHHe He MeHee 10 qHel rmociie KOHTaKkTa ¢ 3a00JIeBIIUM YeloBeKoM. Bo Bpems
CE30HHOM SMUJAEMHUH TpuIllia — Mo 75 Mr (oAHa Kamncyna 75 Mr unu oana karcyna 30 mr + oaHa
karicyna 45 mr) 1 pa3 B cyTku B TeueHHE 6 HE/IETb.

Hemu 6 603pacme ¢ 1 200a do 12 nem

Hetu ¢ maccoii tena >40 Kr, KOTOpble MOTYT INpOIJIaThIBaTh KarcCylbl, TaKK€ MOTYT MOJIy4aThb
npopUIAKTHYECKYIO TepaInio, MPUHUMAs 110 75 Mr (07jHa Kamncynia 75 Mr uiu oaHa karcyna 30 mr +
oJiHa Karicyna 45 mr) 1 pa3 B cytku B Teuenue 10 qHeil.

Jns npereit B Bo3pacTe ¢ lroma winm ecium ecTh IMpoOiieMa C MpOrJIaThIBaHUEM, BO3MOKHO
AKCTEMIOpalIbHOE MPUTOTOBJICHHE CYCIIEH3UH C HCIIOJIb30BaHMEM Karcyn (cM. paszznen 6.6.,
nojpasnen «KCTeMIIOpaIbHOE IPUTOTOBIICHUE CYCIIEH3UNY).

[IpumensTH OcenbTaMuBHp cienyeT 1 pa3 B cyTku B TeueHue 10 qHel cornacHO HUKENpUBEIEHHOM
Tabnuie:

Macca tena PexomenioBaHHAas 1034 Ha OJIUH KonuuecTBO cMecH ocesibTaMUBHpa
npuemM HA OJIMH TMPHEM
<15 kr 30 mr 2 MII
>15-23 kr 45 mr 3 M
>23-40 xr 60 mMr 4 M
>40 xr 75 mr 5 M

Cnoco0 mpuMeHeHus

BryTps.

Bo BpeMsA CIbl WM HE3aBUCUMO OT IpUCMa IIHIIH. HepeHOCI/IMOCTL OCCJIbTaMUBHUPAa MOKHO
YIy4liuTb, €CJIIM IPUHUMAThb €T0 BO BpEMs €BI.

NHcTpyKuuy 1o s3KCTeMnopaibHOMY MPUTOTOBIIEHUIO CYCIIEH3UH JIEKAPCTBEHHOTO MIpenapara nepes
MPUMEHEHUEM CM. B pazzene 6.6.
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4.3. IIlpoTuBoONOKAa3aHUS

® TUIMEPUYYBCTBUTEIBHOCTh K OCEIbTAMHUBUPY WJIHM JIOOOMY M3 BCIIOMOTaTelbHBIX BELIECTB,
MEepPEUYNCIICHHBIX B pazzaeine 6.1.

4.4. OcoOble yka3aHusl M MepPbl PeJ0CTOPOKHOCTH NIPH NPUMEHEHUH

OcenbTamuBup 3 (PeKTHBEH TOJIBKO B OTHOIICHWUH 3a00JIEBaHUS, BBI3BAHHOI'O BHPYCOM TPHIIIIA.
HNannapie 00 3 PEeKTUBHOCTH OCeIbTAMHBUpPA TPU TEparvu 3a00JCBaHHM, BBI3BAHHBIX WHBIMHU
areHTamMH, OTCYTCTBYIOT (cM. pazaen 5.1).

[Ipemapat MuduronienH He SBISETCS 3aMEHON BaKIIMHALINY.

[Ipumenenue npenapata MHdmonenH He JOMKHO BIUATH Ha OLIEHKY MAllMEHTOB MpPU MPOBEICHUU
€XEroHOM BaKIIMHALIMK IPOTUB TPHUIIIIA.

BaH_II/ITa OT I'pUIllia JJIMTCA TOJIBKO A0 TEX IIOP, ITOKA IIPUMCHACTCA IIpCIiapaT I/IHq)J'IIOI_IeI/IH.

[Ipemapart cienyer UCIoIb30BaTh TOJIBKO VIS JISYSHUS U IPOPHIAKTUKHY TPUIITIA U TOJIBKO B CIIy4ae,
€CIM JOCTOBEPHBIC DJIHUJIAEMHUOJIOTUYECKUE [JaHHbIC YKa3blBalOT Ha TO, 4YTO BUPYC TpHUINa
MUPKYJIUPYET B OOMICH MOMYIISIIH.

YyBCTBUTEIBHOCTh IUPKYJIUPYIOIIUX MITAMMOB BUPYCa IPHIINA K OCSIbTAMHBHPY MOXKET CHIBHO
BapbUpoBaTh (cM. pazuen 5.1).

Tsxesnoe cConyTCTBYIONIEE 3a00J1€BAHUE

Jlanueie o Oe3omacHOCTH © A(PQGEKTUBHOCTH TNPUMEHEHHUS OCEIbTaMUBUpPA Yy TALUEHTOB C
JIOCTaTOYHO TSDKEJIBIM COIYTCTBYIOLIUMM 3a00J€BaHUEM WM HECTaOMIIbHBIM COCTOSIHHEM,
[IPEANOJIAraro UM TOCIUTAIN3ALNI0, OTCYTCTBYIOT.

[TarmmenTsl ¢ 0cna0JIeHHBIM UMM YHATETOM

D¢ dexkTuBHOCTh OCEeNbTAMUBHpA NpPU JIEYEHUH WIM NpOo(UIAKTUKE TPHUIINA Y MAIHEHTOB C
ocnabJeHHBIM UMMYHHUTETOM YETKO HE YCTaHOBJEHa (cM. pazzen 5.1).

Cepz[eqHa;I/ AbIXAaTCJIbHadA HCAOCTATOYHOCTD

O PexTUBHOCTh OCENbTAMUBUpPA NPU JIEYEHUH WIM NpO(UIAKTUKE TpUINa y MNAlUEHTOB C
XPOHUYECKON CEepAECYHON W/MIM JbIXaTeIbHONM HEIOCTATOYHOCTHbIO HE YCTaHOBJIEHAa. B naHHOMU
MOMYJISIIIUY NAI[UEHTOB YaCTOTa BOSHUKHOBEHHS OCIIOKHEHUH ObljIa COMOCTaBUMA B TPYIIIIE JIEUECHUS
U rpymne miane6o (cM. pasaen 5.1).

TloyeyHas HENOCTATOYHOCTD TSXKEJION CTEIIEHU TSKECTU

Y B3poCIBIX TanueHTOB U moApocTkoB (13-17 mer) ¢ TsHKENMOW CTENeHbI0 TMOYEeYHOM
HEJIOCTATOYHOCTH MPH JICYCHUH U MPOPUIAKTUKE TPHUTITIA PEKOMEHTYETCSI KOPPEKITHS JT035I.

Knunudeckue naHHbie 111 KOPPEKIMH O3Bl Y MJIa/ICHIIEB U AeTel (B Bo3pacTe oT | rojaa u crapiie)
C TIOYE€YHOW HEIOCTATOYHOCTHIO OTCYTCTBYIOT (CM. pazjaensl 4.2 u 5.2).

IIcuX0HEBPOJOrNYECKHE HAPYILICHUS

VY mnauueHToB (B OCHOBHOM Yy J€T€ll M MOJPOCTKOB), MPUHUMABIIUX OCEIbTAMUBHD, OBLIU
3apeTUCTPUPOBAHBI [ICUXOHEBpOJIOTHUECKUE HapylleHus. Ilono0HbIe TNCHXOHEBPOJIOTHYECKHE
HapyILIEHUs TaK )K€ OTMEUYEHBI Y AIIMEHTOB C TPUIIIIOM, HE NIOJIY4aBIINX OCEIIbTAMUBUD.

CrnenyeT TmaTeIbHO MOHHUTOPUPOBATH MAIIMEHTOB HAa MPEAMET M3MEHEHUH B MOBEJICHUH, PUCK U
T10JIb3a MPOJIOJDKEHUS TEPAITHH JIOJDKHBI OBITH OIEHEHBI JITSI KaXKI0TO MallieHTa HHIHUBHIYATEHO (CM.
paznen 4.8).
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JlaHHble JUIS OMpeAeNieHUs M03bl Yy HEIOHONICHHBIX JeTel (IMMOCTKOHIICTITYabHBIM BO3pacT
<36 Henenb) OTCYTCTBYIOT.

4.5. B3aumojaeiictBie ¢ JPYrUMH JIEKAPCTBEHHBIMH TMpenapataMm #W Jpyrue BH/bI
B3aMMOJAEHCTBUSA

dapMaKOKMHETUYECKUE CBOMCTBA OCEIbTAMUBUPA, TAKHME KaK €ro HU3Kas CTENEHb CBS3bIBAHUS C
OenkamMu M MeTaboau3M, He 3aBUCHUMBIM OT m3odepmenta CYP450 m cucreMbl TIIFOKYpPOHH[IA3
(cm. pazmen  5.2.), He JalOT OCHOBAaHMM Tpenroiaratb HaJIUM4Me KIMHUYECKU 3HAYUMBIX
B3aMMO/ICHCTBHII 10 yKa3aHHBIM MEXaHU3MaM.

[IpoGenemnwma

Koppekiuu 1036l Ipy 0JTHOBPEMEHHOM ITPUMEHEHHH € IPOOESHEIMIOM Y MallMEHTOB ¢ HOPMAJIbHOM
¢bynkuueit mouek He Tpedyerca. OIHOBpEMEHHOE NPHUMEHEHHE C MPOOCHEIMIOM, MOIIHBIM
MHTUOMTOPOM aHHMOHHOM KaHaJbLIEBOM CEKpEeLUHU B IOYKaX, MIPUBOIUT K 2-KPAaTHOMY YBEJIMUYEHUIO
AKCIIO3UIIMU aKTUBHOTO METAa00IUTa OCEIbTAMUBUPA.

AMOKCUIIILINH

KI/IHGTI/I‘-ICCKOG B3aHMOHCﬁCTBH€ OCGJII)TaMI/IBI/Ipa 1 aMOKCUIINJIJIMHA (BI)IBOI[?[H_IGFOCH TCM KC Hy’l'eM,
4TO W OCEJIbTAMHBHpP) OTCYTCTBYyeT. [Ipemmosaraercs, 4YTO KOHKYPEHIUS OCEIbTaAMHUBUpPA 3a
BBIBEJICHHE TIOYKAMU ciadasi.

BriBenienne ¢ Mo4oi

MasnoBeposTHBI MEKJIEKapCTBEHHbBIE B3aUMOCHCTBUS, CBSI3aHHBIC C KOHKYPEHIIHEH 32 KaHAJIBIIEBYIO
CeKpelHio, TpUHHMMAas BO BHHMaHHE pe3epB 0e30MacHOCTH [UIsl OOJBIIMHCTBA TMOAOOHBIX
MpenaparoB, MyTH BBIBEJICHUS aKTUBHOTO METa00JIMTA OCEIbTaMUBHpa (KIIyOOUKOBast QUIIbTpaIus u
aHMOHHAsl KaHaJbIIeBasl CEKPEIHs), a TAKXKE BBIBOSIIYIO CIIOCOOHOCTh KaXKI0T0 U3 myTeil. OgHako
MPUMEHATh OCETbTAMUBHP B KOMOHWHAIMM C TMpernapaTramMd, HUMEKIMUMH Y3KYIO0 I[IHPOTY
TEparneBTHUECKOTO JIEHCTBUS  (HampuMmep, XJIOPHpoNamuja, MeToTpekcar, ¢GeHUI0yTa30H),
HE00XO0IMMO C OCTOPOKHOCTBIO.

JlononHUTEIbHAs I/IHd)ODMaI_II/IH

He oOHnapyxeHO (apMaKOKMHETHYECKAX B3aUMOJCHCTBUN MEXKIy OCEIbTaMHUBHPOM WM €ro
OCHOBHBIM METa0OJIMTOM INPU OJHOBPEMEHHOM IpPHEME C IMapaleTaMoJIOM, aleTHJICATUIIOBON
KHUCJIOTOW, IIMMETHANHOM, aHTAUAHBIMHA CPEICTBAMU (MAarHUs W aTIOMHHHUS THIPOKCHJ, KaJIbIIHs
kapOOHAT), pUMaHTaAUHOM WIM BapdapuHoM (y HalMEHTOB Oe3 TpuMmna, CTaOWIBHBIX Ha

Bap(dapuHe).

4.6. ®epTUIBLHOCTDH, 0€PeMEHHOCTD M JIAKTALMSA

bepemeHHOCTH

He6HaFOHpHHTHBIﬁ nucxon 6CpeMCHHOCTI/I U aHOMAJIMU Pa3BUTHUA IJI0JA, 4 TAKIKC PUCK CCPBC3HBIX
BPOXACHHBIX IIOPOKOB pPa3BUTHA, B TOM YHCJIC BPOXKICHHBIX IIOPOKOB CEpAlA, CBA3AHbBI C
3a00JIeBaHUEM T'pUIIIIOM.

bonbiioe KoIMYecTBO NaHHBIX O BO3IACHCTBHM OCEIbTaMUBHpA y OEpeMEHHBIX >KEHIIUH B XOJI€
MOCTMApKETUHTOBOIO NMPUMEHEHHUs] U HAOIoAaTeNbHbIX uccrnenoBanuii (6onee 1000 marueHToB B
MEPBOM TPHUMECTpe OEpeMEHHOCTH) HE YKa3blBAalOT HH HAa TOPOKH pPa3BUTHUsI, HH Ha
(beTo/HeoHaTaTbHYIO0 TOKCUYHOCTh OCEITbTAMUBHPA.

OpHako B OIHOM HAOJIOAATEILHOM HCCIIEIOBAaHUM PE3YJbTAaThl OLICHKU PUCKA PA3BUTHUS TSHKEIIBIX
BpPOXKJICHHBIX MTOPOKOB CEp/la, AUArHOCTUPOBAHHBIX B TEUCHHH 12 MeCSIEeB MOCIE POXKICHU, HE
ObUTH OHO3HAYHBIMU, XOTS OOIINNA PUCK MOPOKOB Pa3BUTHUS U HE OB YBEJTUUEH.
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NPUMEHEHHs OCelbTAMHUBHMpA B TEUCHHE MEPBOTO TpuMecTpa OepeMeHHOCTH coctaBisuia 1,76 %
(7 mmagenneB u3 397 GepemenHocTell) mo cpaBHenuto ¢ 1,01% mpu OepeMeHHOCTH B 0OIIEH
MOMYJSIIMKM TIPU NPUMEHEHUM OcelabTaMUBHUpa (OTHOLIEHHE puckos 1,75, 95 % noBepuTenbHbIi
untepsain 0,51 mo 5,98).

Knuandeckoe 3HaueHHE HAHHOI'O pe3yiibTata 10 KOHIA HC SCHO, TAK KaK HCCIICAOBAHUC HMCIIO
OIrpaHUYCHHYIO MOIIHOCTD.

Kpome Toro, nccriegoBanue Obl10 HEJOCTATOYHO 0OBEMHBIM, YTOOBI IPOBECTH JJOCTOBEPHYIO OLICHKY
OTJEJIbHBIX KaTEeropuil TSXKEIbIX IOPOKOB PA3BUTHUS; IIPU STOM JIaHHBIE Y KEHIIUH, IPUHUMABIINX U
HE IPUHUMABIIUX OCEITAMHUBHP, HE MOTJIH OBITh MOJHOCTHIO COMIOCTABUMBI, HE3aBUCUMO OT TOTO,
00J1eM 1M OHU T'PUIIIOM.

HccnenoBanus Ha )KUBOTHBIX HE YKA3bIBAIOT HA PEIPOAYKTUBHYIO TOKCUYHOCTH OCEIBTAMUBHPA
(cm. pasznmen 5.3.).

[Ipumenenue npenapara npu OEPEMEHHOCTH BO3MOXHO B ClIy4ae HEOOXOAMMOCTH U I10CJIE€ OLEHKU
uMmeroleiicss uHdopManuu o0 0e30MacHOCTH W MoJib3e (MH(OpMalMIO O TMONb3e HMPUMEHEHUs
npernapaTta y OepeMeHHBIX JKEHIIMH CM. B pazjene 5.1.), a Takke NaTOreHHOCTH LUPKYJIUPYIOLIEro
[ITaMMa BUpYcCa TPUIIIIA.

JlakTarms
Bo Bpems HOKIMHMYECKUX HCCIIECIOBAHUA OCEIbTAMUBHDP M AKTUBHBIH METAa0OJIUT MPOHUKAIU B

MOJIOKO JIAKTHPYIOIIHUX KPBIC. I[aHHI)IG MO0 J3KCKpEeHUM OcCCIbTaMUBUpPa C IPyAHBIM MOJIOKOM Yy
YeJI0BEeKa U MPUMEHEHHUIO OCEIbTaAMUBHPA KOPMSIIUMU JKEHIIMHAMH OTPAHUYCHBI.

OFpaHquHHLIe JAaHHBIC ITIOKAa3bIBAIOT, YTO OCCIIbTAMUBHP U €TI0 AKTHUBHBINA METAa00JIUT B HEOOIBIIINX
KOJIMYECTBAX MPOHUKAIOT B TPYIHOE MOJIOKO, CO3/1aBasi CyOTEpareBTHUECKUE KOHIICHTPAIIUH B KPOBU
rpynHoro pebenka. [lpm Ha3HaueHUH oOceIbTAMHUBHpPA KOPMSAIIUM JKEHIIMHAM CJEIyeT TaKke
YUUTHIBATh UX COIMYTCTBYIOILIUE 3a00J€BAaHUS M MATOT€HHOCTh HUPKYIUPYIONIEro ITaMMa BHUpYca
rpunma. [Tpy OepeMeHHOCTH M B MEPHOJ T'PYJHOTO BCKAPMIIMBAHMS OCEIbTAMHUBHP MPUMEHSIOT
TOJILKO B Cllydae, €Cli OXHjaaeMas SiBHas TOJNb3a i1 KOpMsIIeld MaTepu MPEBbIIMIAeT PUCK IS
pebeHka.

DepTHIbHOCTD
Her nanubIxX 0 BAMSHUYN TpHeMa mpenapaTta Ha GepTHIHLHOCTD.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAaMH M padoTaTth ¢
MeXaHU3MaMH

OCCJILTaMI/IBI/Ip HC OKa3bIBACT BJIHUAHUWA, 1100 OKa3bIBaeT cjaa0doe BIMSHHE Ha CIOCOOHOCTH
YHOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU U MEXaHU3MAMH.

4.8. Hexkes1aTeibHbIe peaKkuH

Pesrome nmpodmiig 0e30ImacHOCTH

OOumwmii  mpodpmwip 06e30macCHOCTH  OCeNbTaMUBUpPAa OCHOBaH Ha JaHHbIX 6049 B3pocibix
MaIUEeHTOB/MOJIPOCTKOB U 1473 neteil ¢ rpummoM, MoaydaBIIUX OCEIhTAMUBUP WIH IHianebo, a
Takke Ha JaHHBIX 3990 B3pOCHBIX MAIMEHTOB/MOAPOCTKOB M 253 ;meTeil, MOMydaronux
OCENIbTAMHUBUD WM IJIANe00/HE TONYYaBIINX TEPANMuu B KIWHUYECKUX WCCICIOBAHUAX I10
npodUIaKTUKE TPUIITIA.

Kpowme Toro, 245 nmanueHToB ¢ ocnabIeHHBIM IMMYHHTETOM (B TOM YHCIie 7 TIOJPOCTKOB 1 39 iereil)
MOJTYYHITU OCEJIbTAMHUBHP JJIS JICUCHUS TpUNa, a 475 nanueHToB ¢ 0caa0IeHHBIM UMMYHUTETOM (B
ToM uucie 18 mererd, 10 U3 KOTOpBIX TOJydYadd OCEIBTAMUBHP M 8§ — IIanedo) MOTyduin
OCeNbTaMUBHUP WU TIAIe00 /Uit NpOopHIAKTUKY TPUIIIIA.
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My OTYETY

KIIMHUYECKUX MCCIIEOBAaHUI JICUCHUS TPUIIA ObUIH TOITHOTA U PBOTA, a B XOJI€ MCCIEIOBAHUN 110
npodunakTuke — TOIMIHOTA.

BonpmmHcTBO yKazanHbix HP ObuTH 3aperucTpupoBaHbl OJHOKPATHO B MEPBBIM MM BTOPOM JE€HB
Tepanuy U CIIOHTaHHO pa3pellaInuch B TEUEHUE MOCIENYIOINX 12 nHen.

V nereii Hanbosee yacto Berpeuatomieiicss HP Opina pBorta.

VY OonpmIMHCTBA NMAnUeHTOB JaHHble HP He mpuBoaMIM K OTMEHE Tepanuu OCelIbTaMHBHPOM.
Cepnesnbie HP, nepeuncieHHble HUXKeE, peJKO OTMEYAINCh C MOMEHTA BbIX0/1a IIpenapara Ha pbIHOK:
aHauIakTHUeCKue U  aHa(UIAKTOMAHBIE pPEAaKLUMU, HaApyIIEHUs CO CTOPOHBI I€YEHU
(ynbMUHAHTHBIN TenaTuT, HapylnIeHHe (PYHKIUH MEUYSHH U JKEITyXa), aHTHOHEBPOTUYECKHH OTEK,
cupoM CtuBeHca-/[P>KOHCOHA M TOKCHUUYECKHUH 3MUAepMaJIbHBIA HEKPOJIU3, KeyJOUHO-KUIIEYHOEe
KpOBOTEUEHHE M HapylIEHUS CO CTOPOHBI HEPBHOW CHUCTEMBl M ICUXUKU (cM. paznen 4.4).
OceJbTaMUBHPA.

TabnuaHoe PE3IOME HEXKEIIATSIbHBIX PeaKIIHi

Crnucox HP npencrasien B TabnuyHoM dopMate HILKE.

Juis onmcanus yactotel HP ucnons3yercs cnemyromnias kiaccupukanus: oueHb yacto (>1/10), vacto
(>1/100, mo <1/10), meyacto (>1/1000, no <1/100), peaxo (>1/10000, o <1/1000), oueHb peaKo
(<1/10000). CootBercTByrOmIasi Kareropusi npucBauBaeTcs HP Ha ocHOBaHMHM OOBEIMHEHHOTO
aHaAJIN3a KJIMHUYECKUX MCCIIEIOBAHMM.

Jleuenue u npogpunraxkmuxa epunna y 63pocivix u NOOPOCMKO8

B tabmuue 1 nmpencrasnenst HP, Bo3HukaBiine Hanbojee 4acTo MpHU MpUEME PEKOMEHJI0BAaHHOM
71036l OCEJIbTAMHBHUPA B HUCCIIEJOBAHMUSIX MO MPO(UIAKTUKE U JICUYECHUIO TPUINA Yy B3pOCIBIX U
MOJPOCTKOB (75 MT 2 pa3a B CyTKH B TedeHue 5 Hel s neueHus 1 75 mr 1 pa3 B cyTku 710 6 Hellenb
U1 IPO(PUITAKTUKH).

B uccnenoBanusx mo npoduiakTuke rpummna npoduiib 0€30MaCHOCTH y MAlUEHTOB, MOTYYaBIINX
PEKOMEHIOBaHHYIO 03y ocenbTramuBupa (75 Mr 1 pa3 B cyTku A0 6 HElenb), KaueCTBEHHO HE
OTIIMYAJICS OT TAaKOBOTO B HCCIIEOBAaHUSAX IO JICUYECHHUIO TPUIINA, HECMOTpPSI Ha Oojee IIUTEIbHBIH
MpueM Ipenapara.

Tabnuma 1. HP, BeIsBiIeHHbIE B X0/1¢ KIMHUYECKUX HCCIEIOBAaHUI MO MPOQHUIAKTUKE U JICYCHHIO
TPUIIIA OCEITFTAMUBHPOM Y B3POCIBIX IMAIIMEHTOB U MOAPOCTKOB MJIH B XOJI€ TIOCTPETUCTPAIIHOHHOTO
HaOJIIOEHUS.

Cucremno- HP, pacnpenejieHHbIE COTJIACHO YACTOTE BbISABJICHUS
OpPraHHbIN KJIacc Ouenn Yacto Heuacto Penko
4acTo

WNndexnun u Bponxur, Herpes
HMHBa3HUU simplex,

Hazo(hapuHTHT,

nH(pEKIUn

BEPXHHUX

JBIXaTEeIBbHBIX

yTel, CHHYCHUT
Hapymenns  co TpomOouunToneHus
CTOPOHBI KpPOBU U
JuMpaTHIeCKON
CHUCTEMBI
Hapymenus  co Peaxnyu Amnadunaktudyeckue
CTOPOHBI rMIEpYyBCTBUTEIILHOCTH | PEeaKLuy,
HMMYHHOI aHa(WIIAKTOMTHbIC
CHUCTEMBI peaxkuuu
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CucremHo- HP, pacnpenesieHHb]
OpPraHHbINA KJIacc Ouenn Yacro Heuacto Penxo
4acTo

Ilcuxuueckue becnokoiicTBo,

HapylIeHNs aHOpMaJIbHOE
MIOBEJICHHE,
TPEBOYKHOCTb,
CITyTaHHOCTh
CO3HaHUsA, Oper,
bi(S1510)51% 8
TaJUTIOIMHALINY,
HOYHBIE KOIIMAaphl,
MIPUYIHHEHHE ceOe
TEJIECHOTO
MTOBPEXACHUS

Hapymenus  co | ['onoBHas becconnunna W3meHeHue co3HaHus,

CTOPOHBI HEPBHOH | 001 CyIOpOTH

CUCTEMBI

Hapymwenus  co Hapymenue 3penus

CTOPOHBI ~ OpraHa

3peHust

Hapymenus  co AputMmus

CTOPOHBI ceplla

Hapymenns  co Kamens, 6onp B

CTOPOHBI ropJse, puHopes

JIbIXaTeJIbHOMN

CHCTEMBI, OPTaHOB

IpyIHOM KJIETKU U

CPeIOCTEeHUs

Hapymenus  co |TomHoTa PBora, Oomp B Kemxynouno-

CTOPOHBI XKHUBOTE (BKIIIOYAs KHLIEYHbIE

KEITyI04HO- O0onbp B BepxHEH KpOBOTEYEHHS,

KHILIEYHOTO 4acTH  JKMBOTA), reMopparuyecKuit

TpaKTa JHCIIENICHS KOJIUT

Hapyuenus co [ToBbIICHME OyIbMUHAHTHBIN

CTOPOHBI NTEYECHH U aKTHBHOCTHU TernaTuT, NeYeHOYHas

KEITYEBBIBOISIINX «IIEYEHOYHBIX)» HEJ0CTaTOYHOCTD,

nyTei (bepMeHTOB reraTuT

Hapymenns  co Ok3eMa, 1epMaTuT, AHTHOHEBPOTUYECKUI

CTOPOHBI KOXH H CBITb, KParMBHUIIA OTEK, MyJIbTU(POPMHAS

MTOIKOXHBIX 3pUTEMA, CUHAPOM

TKaHeH CruBeHca-/>xoHca,
TOKCHUYECKHI
3MUIEPMaIIbHBIN
HEKpOJIN3

OO6mrue Bous,

HapylIeHHUS u TOJIOBOKPYKEHHE,

peakuuu B MecTe (BKIIOYAst BEPTHUTO)

BBEJICHUS YTOMIISIEMOCTb,

JTUXopajaka, 60In B
KOHEYHOCTSIX

Jleuenue u npogpunakmuxa epunna y oemetl

B KIMHWYECKHX HWCCICIOBAaHUSAX OCEIbTAMHBHpA IPH JICUCHUW TPUIA NPUHUMAIN yJacTHE
1473 pebenka (BKJIIOYas B IIEJIOM 3JI0POBBIX JeTeil B Bo3pacTe oT 1 1o 12 ner u mereit ¢ actMoit B
Bo3pacte oT 610 12mer). M3 wHux 851 pebeHOok mojydan Tepamuio OCEIbTaMHUBHUPOM B
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ocenbTaMHUBUpPa | pa3 B CYTKM B HCCIEIOBAHUAX MOCTKOHTAKTHON MPOQUIAKTHKUA B JOMAITHUX
ycnoBusx (N=99), B 6-HeAeNbHBIX UCCIIECOBAHUAX CE30HHON MpoduiaakTuku (N=49) u 12-HeaenpbHbIX
MCCIICIOBAaHMUSIX CE30HHON MPOPHUIAKTHKH Y MAIIMEHTOB C 0CIa0JeHHBIM UMMYyHUTETOM (N=10).

B tabmune 2 npencrasiensr HP, Hanbonee yacTo coodmaeMple B X0/1e KIMHUYECKUX UCCIICI0BAaHUM

y JAETEN.

Ta6muma 2. HP, BbIsIBICHHBIE B X0/1€ KJIMHUYECKHX HCCICAOBAaHUN MO MPO(UIAKTUKE W JICYCHUIO
rpUIIa OCeTbTAMUBUPOM Yy nieTeit (103a oT 30 Mr 10 75 Mr B 3aBUCHMOCTH OT BO3pacTa/Beca).

CucremHo-opranubiii | HexkeslaTesbHbIe peaklluu, pacnpe/ieieHHbIE COIJIACHO YACTOTE BbISIBJIEHUS
KJ1acC Quenb yacTo Yacro Heuacro Penxo

Nudexnnn n nHBa3NN Cpenuuit OTHT

Hapymenus co l'onoBHas 601b

CTOPOHBI HEPBHOUI

CHUCTEMBI

Hapymenus co KoHBIOHKTUBUT

CTOPOHBI opraHa (BKITIOUAs TIOKpaCHEHUE

3peHus IJ1a3, BBIACIICHUSI ¥ 00JIb)

Hapymenus co bous B yxe Hapymenus co

CTOpPOHBI OpraHa ciiyxa CTOPOHBI

1 TabupHUHTa OapabaHHO
MIEPENOHKHU

Hapymenus co | Kamens,

CTOPOHBI 3QJI05KEHHOCTh

JIbIXaTeJIbHOMN HOCa

CHUCTEMBI, OpraHoB

CPYOHOU  KIETKU U

CpPENOCTEHUS

Hapymenns co | Peora B JKUBOTE

CTOPOHBI KEIYJOYHO- (BrITIOUAS 001 B

KHUIIIEYHOr'O TPaKTa BEpXHEH 4acTH KUBOTA),

JIMCTIETICHUS, TOIIIHOTA

Hapymenns co Hdepmatur

CTOPOHBI ~ KOXH U (BrITIOUAS

MOAKOXKHBIX TKaHEeH aJJIeprUueCKUit
U aTONMHUYECKUU
JIEPMaTHT)

Onuncanue OTACIBHBIX HEXCIIATCIbHBIX DeaKHI/II\/'I

Hapywemm CO CMOpPOHDBI H€p6H012 cucmemysl U NCUXUKU

Fpnnno3Haﬂ I/IH(l)eKI_II/IH MOKCT acCCOUUPOBATHCA C pPA3JIMUHBIMU HCBPOJIOTMYCCKUMU U
INOBCACHYCCKMMHU CHMIITOMaMH, BKJIIOHass TaKHC ABJICHUS, KaK TaJlJIFOIIMHaAIWuU, }IGHHprI, n
HCAJCKBATHOC ITIOBCIACHUC. B HCKOTOPLIX CIIydasaAX OHU MOTYT IPHUBECTU K JICTAJIbBHOMY UCXONY.

HaHHBIe SABJICHUS MOT'YT BO3SHHUKATh KaK Ha (1)0H€ PasBUTUA BHHe(baJ'IOHaTI/II/I U 3HHe(1)aJ'H/ITa, TaK U
OTACIBHO, 0e3 SIBHOTO TSDKEIOro 3a00JICBaHUS.

B mocTpeructpaiinoHHBIX COOOIIEHUSX Y TAIlMEHTOB, KOTOPBIC MOIYYalIH OCEITbTaMUBHUD IS
JICYEHUs TPUIINA, OTMEUYAIUCh CYIOPOTH U JIeNUpUi (BKIIOYas TaKUe CUMITOMBI, KaK HapyIIeHHE
CO3HAHUs, CTyTAHHOCTh CO3HAHUS, HEAJCKBAaTHOE TIOBEACHHUE, Ope/1, TAJUTIOIMHAIIINHN, O€CITOKONCTBO,
TPEBOKHOCTh, HOYHBIE KOIIMAphl). DTH CIy4aW PEIKO COMPOBOXKIAIUCH MpHUMHEHHEM cebe
TEJIECHOTO TOBPEK/ICHUS MW JETAIBHBIM UCX010M. J[aHHBIC sSBIICHUsI ObUTH 3apETUCTPUPOBAHBI B
OCHOBHOM CPEJIM JETEeH U MOJPOCTKOB U 4aCTO UMEJTH BHE3AMTHOE HAYaJI0 M OBICTPOE pa3pelIcHHe.
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ICUXOHCBPOJOTHUYCCKUC HAPYIICHHUA TAKXKC ObLIH 3apCTrUCTPUPOBAHBI Y MMAIIUCHTOB C I'PUIIIIOM, HC
IIoJIydaBIINX OCCIbTaMUBHDP.

Hapywenus co cmopoHul neuenu u sHcenuesbleooauux nymeu

HapymeHI/Iﬂ CO CTOPOHBI IIECYCHU MU KCITUYECBBIBOAAIINX HYTCﬁ, BKJIIO4asa IeraTuT W IIOBBIIICHUC
AKTUBHOCTH «IICYCHOYHBIX» (bepMeHTOB, OTMCHAJIMCh Yy TMAlUCHTOB C FpI/IHHOHOI[06HbIM
3a00eBaHreM. YKa3aHHBbIE SBJIECHHS TaKKe BKIIIOYAIH (by.]'IBMI/IHaHTHHﬁ renaTI/IT/neququon
HEAOCTATOYHOCTD C JICTAJIbHBIM HUCXOA0M.

IIpoune 0CO0bIe IO YJIANINHA

Hat;ueHmbz nosicusioeo eospacma u nayueHmsl cC XpOHulieCKOTZ cepc)e!moﬁ u/unu OblxamenbHoll
Heo0oCmamo4yHoCmbio

[Tomynsius, BKIIOYEHHAs] B MCCIEAOBAHUS 10 JICUEHUIO T'PHUIINA, COCTOSUIA U3 B LIEJIOM 3JI0POBBIX
B3POCJIBIX/TIOAPOCTKOB U TMAalMEHTOB TPYIIbl PHUCKAa (PUCK pPa3BUTUS OCJIONKHEHHH TpHIMIA,
HanpuMep, NOMYJISIIMS NAlUEHTOB MOXKHUIJIOT0 BO3pacTa U MAMEHTOB C XPOHUUYECKOH cepiedHON U
JBIXaTeNbHOM HENO0CTaTOYHOCTHI0). B 1memom mpoduib 0e30macHOCTH Mpernapara y MalueHTOB
TPYIIIBI PECKA OBUT COTTOCTABUM C TAKOBBIM Yy B IIEJIOM 3JI0POBBIX B3POCIBIX/TIOAPOCTKOB.

HauueHmbz ¢ ocnabnenHvim UMMYHUMENTOM

JledeHnue rpunma y ManueHTOB C OCIA0JICHHBIM UMMYHHUTETOM OIICHHBAIIOCH B JIBYX KIMHUYCCKUX
WCCIICIOBAHMSIX: TIAIIMEHTHI MOIyYaId CTAHJAPTHYIO 703y HJIM MOBBIIICHHYIO 103y (IBOMHYIO U
TPOIHYI0) ocenbraMuBupa (cM. pasaern S.1). [Ipoduns 6e30macHOCTH mpenapara, HaOJIF01aeMblid B
JaHHBIX HWCCIICJIOBAHUSX, OBUI COMOCTAaBUM C TAaKOBBIM B MHPEIBIAYIIMX  KIMHHYECKUX
WCCJICTIOBAHMX, B KOTOPBIX OCEIbTAMHUBUP MPUMEHSUIICS JJIsl JICUCHUS MAIMEHTOB C HOPMAIbHBIM
MMMYHHUTETOM CpPEAHM BCEX BO3PACTHBIX TPYIIM (3J0POBBIE MAIMEHTHI WM MAIUEHTHl U3 TPYIIIbI
pHUCKa, HampuMep, C JBIXaTeIbHOW W/WIM CEepACYHON HEI0CTAaTOYHOCThI0). Hamboiiee gacThiM
HekenateabHbIM siByieHreM (HS) y nereit ¢ ocnabieHHBIM IMMYHUTETOM ObLia pBoTa (28 %).

B xone 12-HeaenbHOro Mccaen0BaHus 1o NpoduiIakTUKe rpunmna y 475 naieHToB ¢ 0ciabieHHbIM
MMMYHUTETOM (BKJtouasi 18 nereit B Bo3pacte oT 1 10 12 net u crapiie) npopuib 0€30MacHOCTH B
rpynne oceinbraMuBupa (238 manueHToB) ObLI CONOCTAaBUM C paHee HaOIIoaeMbIM IMpoduiieM
oceNbTaMUBHUPa B KIMHUYECKUX MCCIIEJOBAHUSAX MO MPO(DUIAKTUKE.

€T

B n1Byx wuccnenoBaHusx (papMakOKHMHETHUKH, (apMakOAMHAaMUKH M Tpoduis O0e30macHOCTH
OcelbTaMHUBHUPA, B KOTOPHIX MpuUHUManu ydactue 135 nereit B Bo3pacte A0 1 roga ¢ Tpummom,
npo¢uib 6€30MacHOCTH MpenapaTa ObUI COMTOCTAaBUM B PA3JIMYHBIX BO3PACTHBIX Ipynnax. Haubonee
gacto coobmmaembiMi H nipu 3Tom ObU1H pBOTA, AMapes U ONpenocTh (cM. pasaen 5.2). JlaHHbie o
JETSIX B MOCTKOHLENTYaJIbHOM BO3pacTe 10 36 HeJeNb HEJOCTaTOUHBI.

JlanHble 110 6€30MacHOCTH MPUMEHEHHUS OCeIbTaMUBUPA MIPH JICUEHUH y AeTel B Bo3pacte A0 1 roxaa
MOJIy4EHBbI U3 MPOCHEKTUBHBIX M PETPOCIIEKTUBHBIX HAOIIOIATENBHBIX HCCIEAOBAHUN (BKIFOYAIN
o6onee 2400 metedt AaHHOTO BO3pacTa), HCCIEIOBAHUN HMUIAECMHUOJIOTMUYECKUX 0a3 MaHHBIX H
noctTperucrpanuonnoro HabmoaeHus. [lpoduns 6e3omacHocTu y aetTeit 10 1 roga comocTaBuM ¢
M3BECTHBIM TpoduiieM 0e30MmacHOCTH y JeTel B Bo3pacTte | roma u crapiie.

Hemu c bporxuanbHol acmmoti 6 aHamHese
B nenom npoduiie HexenarenabHbIX peakuuil y JeTed ¢ OpOoHXMadbHOW acTMOM B aHamMHe3e ObLI

COITOCTAaBUM C TaKOBBIM B LICJIOM Y 30OPOBBIX JIeTeH.

COO6IH€HI/I€ O ITOA03PEBACMBIX HEKCIIATCIBbHBIX PECAKIINAX

Baxxno coo0mare O TOMO3PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX IIOCIIe  PEerUCTpaIuu
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«T0JIb3a-PUCK» JIEKAPCTBEHHOTO Ipernapara. MeIumHCKIM pabOTHIUKAM PEKOMEHIYyeTCsl COO0IIaTh
0 JHOOBIX I0/103PEBAEMBIX HEXKEJIATENIBHBIX PpEakLUUsAX JIEKapCTBEHHOIO IIpernapara uepes
HAIlMOHAJIbHBIE CHCTEMbI COOOIIEHMSI O HEXKENATEJIbHBIX PEAKLUSIX TOCYJapCTB-UIEHOB
EBpa3uiickoro 3KOHOMHYECKOT0 COH3a.

Poccuiickas @enepanus

denepanbHas ciry:k0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBHanzop)
Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Iiioiaap, 1. 4, crpoenue 1

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

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
CaiiT: www.roszdravnadzor.gov.ru

Pecniybnuka ApmeHus

I'HKO «lleHTp 3KCcnIepTU3bI JEKAPCTB U MEAULIMHCKUX TEXHOIOTHI»
Anpec: 0051, r. EpeBan, npocniekt Komuraca, 49/5

Tenedon: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82
[opsiuas munus: (+374 10) 20-05-05, (+374 96) 22-05-05

DnextponHas mouta: info@ampra.am

CaiiT B nH(MOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOU ceTH «MHTepHEeT»:
http://www.pharm.am

4.9. llepeno3upoBka

CHUMIITOMBI

Coo01eHust o epea03uPOBKE OCeIbTaMUBHUPA ObUTH MOJTYYEHBI B X0/I€ KIMHUUYECKUX UCCIICI0BAHUMA
U TpU TOCTPETUCTPALMOHHOM TpUMEHEHUH. B OosbIIMHCTBE Ccly4yaeB Mepeo3UpoBKa He
CONpoBOXAanach KakuMu-muoo HS. B  ocranbHBIX cllydasx CHMIOTOMBI IE€PEI03UPOBKU
cooTtBeTcTBOBanM HI, npencrasnenHbiM B pasnene 4.8.

Jleuenue
Jl11s ocenpTaMUBHpa HE CYIIECTBYET U3BECTHOTO CHEMU(UIECKOT0 aHTHAOTA.
CTHU

O nepeo3upoBKe OceIbTaMUBHpa Yallle coOO0IIaI0Ch IPpY NPUMEHEHUH Y e€Tel, YeM y B3pOCIBIX U
noapoctkoB. Cienyer coOMIOAATh  OCTOPOKHOCTh IPH  AKCTEMIIOPAIbHOM IPUTOTOBICHUU
CYCHEH3UH U IpU Ha3HaYeHUHU npenapaTta VHpronenH aersam.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. dapmakoaUHAMHYECKHUE CBOHCTBA

PapmakoTepaneBTUYECKass TIpynna: MPOTUBOBUPYCHBIE TIPENaparbl CHCTEMHOIO JCHCTBUSA;
IPOTHUBOBUPYCHBIE MPENapaThl NPsIMOTo ACHCTBHS; HHTHOUTOPHI HEHpaMUHU1a3bI.
Kox ATX: JOSAHO2

MexaHu3M JIeVCTBUS

OcenbTaMuBHp SIBIISIETCS IPOJIEKAPCTBOM, €r0 aKTUBHBIN MeTaboIuT (0cenbTaMUBHpa KapOOKcuIiar,
OK) — > pexTHBHBIN U CENEeKTUBHBIM MHTUOUTOP HelipaMUHMIa3bl BUPYCOB rpummna tuna A u B —
(dbepMeHTa, KaTaJTu3UPYIOILEro MPoLecC BHICBOOOXKIEHN BHOBb 00pa30BaHHBIX BUPYCHBIX YaCTHUIL U3
MHOUIMPOBAHHBIX KJIETOK, WX TPOHUKHOBEHHS B HEMH(DUIMPOBAHHBIC KIETKU SIUTENUS
JbIXaTeIbHBIX MYTe W JalbHEWIEro pacnpoCTpaHEHUs] BUpyca B OpraHusMe. TOPMO3HUT pOCT
BUpYCa IPHIIIA in Vitro U MOJaBIAET PEIUIMKALIMIO BUPYCa M €ro MaTOTeHHOCTh in Vivo, YMEHBIIAeT
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My OTYETY

uHruOupoBanus HelipamuHuaassl Ha 50 % (IC50), cocraBnser 0,1-1,3 HM st Bupyca rpumnmna A u
2,6 HM g Bupyca rpunmna B. Menuana 3nauenuit IC50 miist Bupyca rpunna B HeCKOJIbKO BBIIIE U
cocTaByseT 8,5 HM.

Kimmanueckas 3dbdhekTUBHOCTE U 0€30I1aCHOCTE

B IMPOBCACHHLIX HCCICAOBAHUAX OCCIbTAMUBHUP HC OKa3bIBaJl BJIIMAHHA Ha 06pa30BaHHe
IIPOTHUBOI'PUIIIIO3HBIX AHTUTCII, B TOM 4YHCJIE Ha BI)Ipa6OTKy AHTUTC]I B OTBET Ha BBCICHHC
HHaKTHBHPOBaHHOfI BAaKIWHBI IIPOTHUB I'pUIIIIA.

Hccnedosanus ecmecmeennoll cpunnosnou uHgpexyuu

B KIMHUYECKHUX MCCIIeAOBAaHUX, TPOBEACHHBIX BO BpeMs CE30HHOW MH(EKIMU TPUIITIA, TAIUEHTHI
HauMHAJIN T0JIy4yaTb OcCelIbTaMUBUpP He mo3aHee 40 4 mocie MOSBJIEHUS IEPBBIX CHUMITOMOB
rpunmno3Hoil mHopeknuu. 97 % mnanueHToB ObUM WHOUIHMPOBAaHB BUpycoM Tpumma A u 3 %
NAlMEeHTOB — BUpycoM rpummna B. OcenpTaMMBHp 3HAYUTEIBHO COKpAllall MEPHOJ KIMHMYECKUX
NpOSIBICHUH Tpurmo3Hod wH(ekuun (Ha 32 9). Y NamMeHTOB € TMOATBEP)KICHHBIM JTHArHO30M
rpulna, NPUHUMABLIMX OCEJIbTAMHMBHp, TSKECTh 3a00JIeBaHMs, BbIpaK€HHas KaK IUIOIIAIb I1O0A
KPUBOM JUII CYMMapHOTO MH/IEKCa CUMITTOMOB, Ob1a Ha 38 % MEHbIIIe IO CPABHEHUIO C MAIIHEHTaMH,
noJiy4yaBIIMMH Iutane6o. bosnee Toro, y Mojoplx MalMeHTOB 0€3 COMYTCTBYIOIIMX 3a00J1eBaHUMN
OCEeNIbTAMUBHUP CHIXKAN npuMepHO Ha 50 % 4acToTy pa3BUTHS OCIOXKHEHHUI Ipumma, TpeOyrommx
IPUMEHEHHs aHTUOMOTUKOB (OpOHXHTA, THEBMOHUHU, CUHYCHUTA, CPEAHEro OTUTA). bbutn mosmyyeHsl
J0Ka3aTenbcTBa 3PPEKTUBHOCTH Mpenapara B OTHOUICHUH BTOPHYHBIX KpuTepueB 3¢ dekTuBHOCTH,
OTHOCALIMXCS K aHTUBUPYCHOM aKTHMBHOCTH: OCEJIbTAMUBHD BBI3bIBAJl KaK YKOPOUYEHHE BPEMEHHU
BBIJICJICHUSI BUPYCa U3 OpraHu3Ma, TaKk U YMEHBIICHUE TUIOIIAAN O] KPHBOW «BHPYCHBIC THUTPHI-
BpEMSD».

JlaHHbIE, TTOJTyYE€HHBIE B HUCCJIEIOBAaHUM IO TEPAllUU OCEIbTAMHUBHUPOM Yy MAllMEHTOB IMOXKUIIOTO U
CTap4YeCKOro BO3pacTa, MOKa3bIBalOT, YTO IPUEM OCEIBTAMUBHMpA B J03€ 75 Mr 2 pa3a B CyTKH B
T€YeHHE 5 AHEW CONMpPOBOXKIAICA KIMHUYECKHM 3HAYUMBIM YMEHbIIEHHEM MEAMaHbl Nepuojaa
KJIMHUYECKUX MPOSBICHUHN I'PUNIO3HOM HH(DEKLINH, aHaJTOTMYHBIM TAKOBOMY Y B3POCJIbIX MALUEHTOB
0oJj1€€ MOJIOZOTO BO3paCTa, OJIHAKO pa3IMuus HE JOCTUIJIM CTaTUCTUYECKON 3HaYMMOCTH. B apyrom
UCCJIEIOBAaHUM MALMEHTBl C TPUIIOM cTapiie 13 jgeT, uMeBIIME COIYTCTBYIOIINE XPOHHUYECKHE
3a00JIeBaHUsl CEPJIEYHO-COCYAUCTON W/WIIM JBIXaTeIbHOM cucTeM, MOdydyald OCeIbTaMUBUD B TOM
Ke pexuMe J03MpoBaHUs WM Mmiane6o. OTivuuii B MenuaHe IMepuoja /A0 YMEHBIICHUs
KIIMHUYECKUX TPOSBICHUM TPUNNO3HOM MH(PEKIUU B TpyINNax MalUEHTOB, MOIY4aBIINX
ocelbTaMUBUpP U Iulanebo, He ObUIO, OJHAKO IEepHO] MOBBIINIEHHS TEeMIepaTypbl MpU HpUeMe
oceJIbTaMUBHUPA COKpAIAJICS IPUMEPHO HA | JIeHb.

JloJis MalueHToB, BBIACIAIONIMX BUPYC HA 2-0il U 4-bIil IeHb, CTAHOBUJIACH 3HAYUTEIHHO MEHBIIIE.
[Ipoduias Ge30macHOCTH OCeNbTaMUBHpPA Y MAIIMEHTOB TPYIIBI PUCKA HE OTJIMYAJICS OT TAKOBOTO B
00IIe MOMYISAIUU B3POCIBIX MAIIUEHTOB.

Jleuenue epunna y bepemeHHbIX HCeHUuH

KoHTponupyeMbIx uccneaoBaHull y OepeMEHHBIX KEHIIUH He MPOBOAMIOCH. OJIHAKO Pe3yabTaTh
IMOCTMAPKETUHI'OBBIX U PETPOCIIEKTHUBHBIX Ha6J'IIO}IaTe.]'H)HBIX I/ICCJ'IelIOBaHI/II\/'I IpOACMOHCTPHUPOBAIA
MOJIb3Y MPEATIaraeMoro peXkuMa JO3UPOBAHMS I TaHHOW TOMYINSAIHUU MAIIMEHTOB B OTHOIIEHUHU
CHIDKEHHSI 3a00JIeBa€MOCTH/CMEPTHOCTH. Pe3ynbTaThl (hapMaKOKWHETHYECKOTO aHAIHM3a TOKa3aiIH
0ojee HU3KYI0 OKCIIO3UIIMI0 AKTUBHOTO MeTa0oNuTa, TEeM HE MeEHee, H3MEHEHHE pEeKuMa
JO3UpPOBaHUSl Yy OEpPEeMEHHBIX >KCHIIUH MpH NPOBEICHUH TEpanud WM TNPOPUIAKTUKH He
pekoMeHyercs (cM. pazzuen 5.2.).

Jleuenue epunna y oemeti

VY nereit B Bo3pacte 1-12 ner (cpenuuii Bozpact 5,3 rona), uMeBIUX Juxopaaky (>37,8°C) u ogun
U3 CUMIITOMOB CO CTOPOHBI JbIXAaTEIbHOM CHCTEMBI (Kalledb WM PUHUT) B MEPUOJ LUPKYISILUN
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BHpYCa TPHIINA CPEIN HACEIICHHUsS, OBLIO MPOBEIACHO z[BofIHoé;wgé}lgg%gﬁ%gg-%%oﬁnweMde

uccnenoBanue. 67 % mnanueHToB ObUTH MHPUUIMPOBaHBI BUpycoM rpunmna A u 33 % nanueHToB —
BupycoMm rpumma B. OcenpramuBup (Ipu npueMe He mo3aHee 48 4 Iociie TOSBIICHUS IEPBBIX
CUMIITOMOB TPUNITIO3HON WH(MEKIINN) 3HAYUTEIFHO CHIKAJI MPOJOJIKUTEILHOCTh 3a00yeBanus (Ha
35,8 4) o cpaBHeHHIO ¢ ane6o. [Ipo1orKUTEeTFHOCTE 3a00€BaHMsI OTIPEEIIACh KaK BpeMs 10
KYIUPOBaHUS Kallls, 3AJI0KCHHOCTH HOCA, UCYC3HOBEHHS JIMXOPAIKH, BO3BPALICHUS K OOBIYHOMN
AKTHBHOCTH.

B rpymme nereit, moiy4aBmux oceaIbTaMUBUP, 9aCTOTA OCTPOTO CPEAHETO OTHTA CHIDKanach Ha 40 %
[0 CPaBHCHMIO C TPYIIOH Iuiane0o. BeI3gopoBieHHe W BO3BpallleHHE K OOBIYHOW aKTUBHOCTH
HACTYTIAJIO TIOYTH Ha 2 JHS paHblIe y JI€TEH, MOTYYaBIINX OCEIBTAMUBHP, IO CPABHEHHIO C TPYIIIION
wiare0bo.

B npyrom wmccrienoBaHuM y4acTBOBAJM JIE€TH B Bo3pacte 6—12 jer, crpajnaronive OpOHXHATbHOU
actMo#; 53,6 % MalMeHTOB MMENU TPUMIO3HYI WH(EKINIO, MOATBEPKICHHYIO CEPOJIOTHYECKU
W/WIM B KyJabType. Menuana nmpoaoDKUTEIbHOCTH 3a00JI€BaHMSI B TPYIIE MAMEHTOB, MOTYYaBIINX
OCeJIbTAMUBHP, 3HAUYUTEIHHO HE CHIDKaAach. Ho K mociieineMy 6-My JTHIO Teparuy 0CeIbTAMUBUPOM
oobeM opcupoBanHoro Beioxa 3a 1 cex (OPB1) moBeimancs Ha 10,8 % 1o cpaBaenuto ¢ 4,7 % 'y
MaUeHToB, noayyaBux miamnedo (p=0.0148).

IIpoghunaxmuxa epunna y 83pocivix u NOOPOCMKO8

[Ipodunaktuyeckas 3¢HEeKTUBHOCTH OCEIbTAMUBUPA IPU €CTECTBEHHOM TPUNITIO3HON MHEKIH A
u B, Obuta nmokaszana B 3 oTenbHBIX KimHUYeckux ucciemoBanusx Il ¢asel. Ha done mpuema
oceJbTaMHUBHUpA TpUMoM 3abdonenu okoso 1 % nmanuentoB. OceabTaMUBUP 3HAYUTEILHO YMEHbBIIIAT
YaCTOTY BBIACICHUS BUPYCA U MPEIOTBPALLAI [TEpeaayy BUpyca OT OJJHOTO YJIE€HA CEMbH K IPYTOMY.

B3pocible 1 moapocTKH, KOTOpBIE ObIIIM B KOHTAKTE C 3200JI€BILIUM YWICHOM CEMbH, HAUMHAIIU ITPUEM
oceJIbTaMHUBHUPA B TEUEHUE ABYX JHEU MOCIe BOSHUKHOBEHUS! CUMIITOMOB I'PUIINA Y YIEHOB CEMbU U
IIPOJOJDKAIM €r0 B TE€YEHHE 7 JHEH, YTO JOCTOBEPHO YMEHBIIAIO YacTOTY CIydaeB IpHUIINA Y
KOHTaKTUPOBaBIIKX JUI Ha 92 %.

VY HeNnpUBHUTHIX U B LIEJOM 370POBBIX B3pOCIBIX B Bo3pacte 18—65 nmer mpuem ocenpTamMBHpa BO
BpeMsl AMUAEMUHN TPHUIINA CYIIECTBEHHO CHMKaN 3a00j1eBaeMOCTh IpumioM (Ha 76 %). IlauueHTsl
IPUHUMAIIM Tpenapar B TeueHue 42 aHen.

VY nu1 MoKUII0ro M CTapuecKkoro BO3pacTa, HaXOJUBLIMXCSA B JoMax JUIsl mpectapenbix, 80 % u3
KOTOPBIX OBUIM TNPHUBHUTHI MEpPel CE30HOM, KOrJa IMPOBOJMIOCH HCCIEJI0BaHHE, OCEIbTaMHBHP
JIOCTOBEPHO CHHKaJI 3a00J1€BaeMOCTh TpurioM Ha 92 %. B Tom ke mccineoBaHUU OCEIbTaMHUBUD
J0CTOBEPHO (Ha 86 %) yMeHbIlal YacTOTY OCJIOKHEHUH rpumna: OpoHXHTa, THEBMOHUH, CHHYCHTA.
[TarmeHTH! TPUHUMAJIH NIpenapaT B TeueHue 42 nHeu.

IIpogpunaxmuxa epunna y demeii

[Ipodunaktuyeckas 3¢p(HeKTUBHOCTh OCETbTAMUBUpPA MPU €CTECTBEHHOW TIPUIIMO3HOM HH(PEKIUU
ObuIa MPOJIEMOHCTpUpPOBaHa y aerelt oT 1 roga 10 12 net mocie KOHTaKTa ¢ 3a00JIEBIIMM YJICHOM
CEeMbH MJIU C KEM-TO M3 MOCTOSIHHOTO OKpYXeHHs. OCHOBHBIM HapaMeTpoM 3P GEeKTUBHOCTH Oblia
4acToTa JIabopaTOPHO MOATBEPIKICHHON TPUIIIO3HON HH(EKINH.

IIpopunaxmuxa epunna y auy ¢ 0cradIeHHbIM UMMYHUMEMOM

VY nur ¢ ocnabiaeHHBIM UMMYHUTETOM MPU CE30HHOW TPUMNMO3HONW MH(EKIUU U MPU OTCYTCTBUU
BUPYCOBBIACIICHHUA HCXOAHO, HpO(i)I/IHaKTI/I‘IeCKOC NPpUMEHCHUC OCCIIbTaMUBHpPAa IMPUBOAUIO K
CHIDKEHUIO YaCTOTHI Ja00OpaTOPHO MOATBEPKIEHHOW TPUMTIO3HON HUH(EKITNH, COMTPOBOKIAIOIIEHCS
KJIIMHAYeCKoU cumrnromatukou, 1o 0,4 % (1/232) no cpaBuenwnto ¢ 3 % (7/231) B rpynne miamne6o.
JlaGopatopHO TOATBEp)KIACHHAS] TPUIIO3HASS WH(MEKIHs, COMPOBOXKIAOIMIASCS KIMHUYECKOM
CUMITOMATUKOM, TUArHOCTUPOBAIACH MPHU HAIMYMM TEMIIEpaTypbl B MmoJjioctu prta Bbime 37,2°C,
Kallllsl U/WIM OCTPOro pUHUTA (BCE 3apEerMCTPUPOBAHHBIC B OJIMH U TOT K€ JICHb BO BpEMs IpHEMa
npenapara/moiane6o), a TakXKe TOJOXKHTEIBHOTO  pe3yjbTrara oOpaTHO-TPaHCKPHUNTA3HOM
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nojauMepasHou nennou peakuuu Ha PHK Bupyca rpurina.

Jleuenue epunna y nayuenmog (Oemeii, NOOPOCMKOS U 83POCIbIX) C OCAADIEHHbIM UMMYHUMEMOM

B pangoMu3upoBaHHOM [BOMHOM CJIENOM HCCJIEIOBAaHUM OLIGHKH mpoduis O0e30macHOCTH
OCeJNbTaMUBHUPA U €r0 BIUSHHS HAa PAa3BUTHE PE3UCTEHTHOCTH BUpYca TpHIIa (MEpBUYHBIN aHAN3)
y TaIMEeHTOB C OCJIAa0JICHHBIM MMMYHHUTETOM M TPUININO3HOW HH(]EKIHel NpUHUMANIM ydacTue
151 B3pociblil mauueHT, 7 nogpocTKoB (>12 neT) u 9 nereil. Ity nauueHTsl ObLIN IPUTOAHBI TAK Ke
1 JUTsI OLIEHKH (P (HEKTUBHOCTH OCEIbTaMUBUPA (BTOPUYHBIA HEOYCTEPHBIN aHAIN3).

B uccrnenoBanue ObUTM TakKe BKIIOUEHBI MAIMEHTHI MOCIE TPAHCIUIAHTALMU COJIHMIHBIX OPraHoB,
reMaTONOATHYSCKNX CTBOJOBBIX kKieTok, BHWY+ mnamuwenTer c¢ umciom CD4+  kieTok
<500 KIIeTOK/MM®, IAIUEHTHI, MOTYYaBIINe HIMMYHOCYHPECCUBHYIO TEPAIHIO, @ TAKKE MAIUEHTHI CO
3JI0KQ4€CTBEHHBIM reM00JIaCTO30M.

[TarueHTH! OBLTH PAHJOMHU3UPOBAHBI B TPYIIIIHI JICYCHHUS OCEIFTAMUBHPOM HA MPOTsoKeHUU 10 mHEH
(rpymnmna craHAapTHOM A03bI 75 Mr 2 pa3a B CYTKHM — /3 B3pOCHBIX MalMeHTa, 4 MOApOCTKa U
4 pebeHka; rpyrmna JIBOWHOM 10361 150 Mr 2 pa3a B CyTku — 78 B3pOCIHIBIX MMAIIUEHTOB, 3 TIOJPOCTKA
5 nmeteif) B TeueHue 96 4acoB ¢ MOMEHTa pPa3BUTHS CUMOTOMOB rpumma. Jlns neteit mosza Obuia
CKOPPEKTUPOBaHA B 3aBUCHUMOCTH OT MaccChl Teja.

Cpennee BpeMs pas3pelIeHUs CHUMIITOMOB TPHUIINA y B3POCIBIX MAIlMEHTOB M MOJIPOCTKOB OBLIO
COIOCTaBUMO B rpymme cranaaptHod no3el (103,4 gaca, 95 % noBepurenbHBIH HHTEpBA
75,4-122,7) u B rpymnme aBoitHo# mo3sl (107,2 vaca, 95 % moBepurenbHbiii uHTEpBaN 63,9-140,0).
Bpems pa3peniennss CHMITOMOB TpUIIIA Y A€TEH CHIIBHO Pa3In4aioch, YTO BBI3BIBAET CIOKHOCTH B
UHTEPIPETAIMA PE3YyIbTaTOB M3-32 MaJIEHBKOTO pa3Mepa BHIOOPKM manueHToB. COOTHOIICHHE
B3pOCIIBIX MAIMEHTOB CO BTOPHUYHBIMU MH(MEKIMAMHU OBUIO Takke comoctaBuMo (8,2 % B rpymme
CTaHIapTHOW 11036l U 5,1 % B rpymme nBoiHOW A03b1). Cpeau AeTeld M MOAPOCTKOB TOJBKO Y
1 manmenta (MOAPOCTKA) B TPyNIEe CTaHAAPTHOM JO3BI pa3BWIACh BTOpUYHAS HHQEKIUS
(OakTepuanbHbIM CHHYCHT).

UccnenoBanue dapmakonnHaMuku U (PapMaKOKWUHETUKH OBLIO MPOBEJAEHO C YYacTHEM JeTed C
CHJIBHO OcJIabiieHHbIM uUMMyHUTEeTOM (<12 netr, n=30), KOTOpble MOJy4aJd OCEIbTAMUBHUD B
CTaHJIapTHOM J103€, CKOPPEKTUPOBAHHOM Mo Macce Tena (75 Mr 2 pa3a B CyTKH), U B TPOMHON /103€
(225 Mr 2 pa3za B CyTKH) 10 aIaiTUBHOM cxeme mnprema 5—20 nHeit (cpemHsis Mpoa0KUTETIbHOCTD
nedyeHus 9 nHei). Y manMeHTOB B TpyIIe CTaHAAPTHOW J03bl HE OTMEUYAlIMCh BTOPHUYHBIE
OaktepuangbHble MHMEKUMU (OpOHXUT M CHHYCUT), O 2 ciaydasxX HMX pa3BUTUS COOOINANIOCH Yy
MTAlUEHTOB B IPYIIIE TPOUHOU JO3BI.

JlanHble W3 JBYX HCcleAoBaHUN (apMakOKMHETHKH U (papMakOAMHAMUKH TOJITBEPKIAIOT
AKCTpanoJsIuio 3 (HEKTUBHOCTH TIpenapara y B3pOCIbIX MAIMEHTOB C 0CIa0JI€HHBIM UMM YHUTETOM
Ha MaIMeHTOB JIETCKOT0 Bo3pacTta (<18 neT) ¢ ocaabieHHbIM UMMYHHUTETOM (CM. paznensi 4.2. u 5.2.).

PesncTeHTHOCTD

Knunuueckue uccneoosanus

Puck mosBnenus BHUPYCOB I'puIlma co CHIKEHHOM YYBCTBUTCIIBHOCTBIO NI SIBHOU PE3UCTCHTHOCTBIO
K OCCJIbTAMUBHUPY U3Yy4aJICA B KIMHUYCCKUX UCCIICAOBAHUAX.

[TosiBNeHMe pe3UCTEHTHOCTH BUPYCA K OCEIbTAMUBUPY Yallle HAOIIOIAIOCH Y IETEH, YEM Y B3POCIIBIX
naruenToB (18 % y mianennes B Bozpacte <1 roga u <l % y B3pOCIbIX MAIIUEHTOB).

VY nereit ¢ pe3UCTEHTHBIM K OCEIHTAMUBHUPY BUPYCOM HOCHUTEIHCTBO, KaK MPaBUIIO, UMENIO Ooee
MPOJOJKUTENBHBI  XapakTep MO CPaBHEHHIO C CYOBEKTaMH C BUPYCOM, OO0JaJaromum
YyBCTBUTEIHHOCTHIO.

OpHaxo, BbI3BaHHAs T€paNUEil PE3UCTEHTHOCTh K OCEIIbTAMUBUPY HE BIIMSAJIA HA TEPalleBTUYECKUI
OTBET U HE BBI3bIBAJIA IIPOMJICHUS] CUMIITOMOB I'PUIIIIA.

vy B3POCJIBIX MAIIUCHTOB C 0c1a0JI€HHBIM HMMYHUTCTOM, IIOJTYUaBIIUX OCCIIbTAMUBUD B CTaHI[apTHOfI
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no3ze (14,5 %, 10 narmenToB u3 69) Wi JBOWHOHN JMO3€ (2,’#”0:,I éﬂﬁ;%&ﬁgg%@;ﬂn;?d'lnﬁ'eﬁ

JaCToTa pa3BUTUA PE3UCTCHTHOCTU K OCCIbTAMUBUPY, B CPCIAHEM, ObliIa BBIIIE YEM Y B3POCJIBIX
IMMAaIMEHTOB C HOPMAJIbHBIM UHMMYHHUTCTOM, TaKXKE IIOJIYy4YaBUIUX OCEJIIBTAMHUBHUP.

BoNbIIMHCTBO MAallMEHTOB C PE3WCTEHTHOCTHIO MEpeHecHu TpaHcIutantanuioo (8/10 manueHToB B
TpyIIe CTaHAAPTHON 036l U 2/2 TAIMEHTa B TPYIIIE ABOMHOM T03bI).

Bonbinas gacTe marMeHTOB-HOCUTENCH OCeIbTAMUBUP-PE3UCTEHTHOTO BUpYyca ObUTa HH(MUIIMPOBAaHA
BUPYCOM IpHUNna TUIa A; HOCUTEIbCTBO UMEJIO IPOJOJKUTEIbHBIN XapakTep.

YacToTra pa3BUTHs PE3UCTEHTHOCTH K OCEJIbTAMUBUPY Y ACTEH, MOTYYalOUX OCEIbTAMUBHP, B IBYX
HCCIIEIOBAHMX M0 U3YYEHHIO pe3ucTeHTHOCTH cocTaBuia 20,7 % (6 maueHToB u3 29).

N3 6 nmereil ¢ OOHApPYKEHHOH PE3HUCTEHTHOCTHIO K OCEIbTaMUBUPY, BO3HHUKIIEH IOCIIE Hadaia
JeueHusl, 3 ManueHTa Noly4ail CTaHAApPTHYIO 103y U 3 — BBICOKYIO (IBOMHYIO MM TPOHHYIO J03Y).
VY OOJBIIMHCTBA MATUEHTOB OBLI OCTPBINA JTMM(OHUIHBIN JIEHKO3 M BO3pacT <5 JeT.

Tabnuya 3. Yacmoma pazeumus pe3ucmMeHmHoCmu K OCeIbmamueupy 6 KIUHUYECKUX
UCCNEO0BAHUSIX.

[MauuMeHThI ¢ MyTAUUSIMH, IPUBOASIIIUMH K Pe3MCTEHTHOCTH
Monynsiuus nauueHToB

DeHoTHIIMPOBaHUE™ I'eHo- u ¢peHoTHIMPpOBAHUE™
B3pociibie 1 oaIpocTKu 21/2382 (0,88 %) 27/2396 (1,13 %)
Hetn (1-12 ner) 71/1726 (4,11 %) 78/1727 (4,52 %)
Muazents (<1 roaga) 13/71 (18,31 %) 13/71 (18,31 %)

* IMOJHOC TCHOTUIIUPOBAHUC HC OBLIO MNpOBEACHO HU B OTHOM M3 I/ICCHCZ[OBaHI/Iﬁ
IIpoghunaxmuxa epunna

ITpu mpueme ocenbTaMUBHpPA C LIEIbI0 NOCTKOHTAKTHOW mpoduiakTuku (7 aHel), NpouIakTUKU
KOHTaKTUpOBaBIINX B ceMbe (10 nHel) u ce30HHON NMpouiIakTUKU (42 1HS) y UL C HOPMaJbHOU
(byHKIMEH IMMYHHOM CUCTEMBI CITy4aeB PE3UCTEHTHOCTH HE OTMEUYEHO.

B 12-HenenbHOM UCCIIEIOBaHUU 110 CE30HHON MPOQUIAKTUKE Y JIUI[ C 0CIAa0JI€HHBIM UMMYHUTETOM
Clly4yaeB BOSHUKHOBEHHSI PE3UCTEHTHOCTH TaKXe He HaOJII01aJIoCh.

ﬂaHHble OMOEIbHBIX KIUHUYECKUX cuydaes u HAOMI00AMENbHBIX UCCIeO08AHUL

VY nmanueHToB, He MOIY4YaBIINX OCEIbTaMUBHP, OOHAPYKEHbI BOSHUKAIOIIUE B IPUPOIHBIX YCIOBUAX
MyTallud BUpYcOoB rpunmna A u B, koropble o0iagany CHUKEHHON YYBCTBUTEIBHOCTBIO K
ocenpTamuBupy. B 2008 roxy myrauus nmo tuny 3amensl H275Y, npuBoasmas Kk pe3UCTEHTHOCTH,
Obu1a 0OHapykeHa Ooisiee ueM y 99 % mrammoB Bupyca 2008 HIN1, nuupkynupyromux B EBporne.
Bupyc rpunma 2009 HINI («cBuHOI rpumm») B OONBIIMHCTBE CIy4aeB ObUI YYBCTBHUTENEH K
OceJbTaMHUBHUPY. Y CTONYMBBIE K OCEIbTaAMUBUPY IITAMMBI OOHApYXKEeHBl y JIML C HOPMaJbHOMN
¢byHKIMEHE WMMYHHOW CHUCTEeMBI W JHII C OCJHa0JeHHBIM HMMYHHTETOM, IPHUHUMABIINX
ocenbTaMuBUp. CTENEHb CHUKEHHS YyBCTBUTEILHOCTHU K OCEIBTAMUBHPY U YACTOTA BCTPEYAEMOCTH
MOJJOOHBIX BHPYCOB MOXKET OTIMYAThCS B 3aBHCHMOCTH OT CE30HA M pErMOHA. Y CTOMYMBOCTH K
OCENIbTAMHUBUPY OOHapyXXeHa y TaIlMeHTOB ¢ maHaeMuueckuMm rpurnmom HINI, momydaBmmx
npernapar Kak JJs JISYeHUs, Tak U JUIs IPO(UIaKTUKH.

YacroTa BCTPEUYaeMOCTH PE3UCTEHTHOCTU MOXET OBITh BhIINIE y 00Jjiee MOJOJBIX MAllMEHTOB U
MAIMEHTOB C 0CIa0JIeHHBIM UMMYHHUTETOM. Y CTOWYHMBBIE K OCEIbTaAMUBUPY J1a00paTOPHBIE IITAMMBI
BHPYCOB I'DHIINA U BUPYCHI I'PUIIA OT MAMEHTOB, IMOJIYYaBIINX TEPAIIUIO OCEIbTAMUBUPOM, HECYT
MyTauuu HerpamuHugaszsl N1 u N2. Myranuu, npuBoadiue K yCTOMUMBOCTH, 4acTO SIBIISIFOTCS
crienn(pUIecKUMH A7 MOATUIIA HEHPaMUHH1A3bl.

IIpy npuHATUM pelieHUs O NPUMEHEHUM OCEIbTAMUBHMpA CIEAYET YYMUTBIBATH CE30HHYIO

YyBCTBUTEIHHOCTh BUpYCa IPUIIA K MpenapaTy (MocieIHIo HHPOopMaIHio MOKHO HAlTH Ha caiiTe
BO3).
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5.2. dapMaKoOKHHeTHYECKHE CBOlicTBA

AOGcopOrms

OcenbTaMUBHP JIETKO BCACHIBACTCA B JKEIYJOUHO-KUIIIEYHOM TPAKTE U HSKCTEHCHUBHO MPEBPAILAeTCs
B aKTHBHBIH MeTaOOMUT IMOJA JACHCTBHEM IEUCHOYHBIX M KHIIEYHBIX 3cTepa3. KoHieHTpauun
aKTUBHOTO MeTaloyiuTa B IUIa3Me ompeneistorcs B mpenenax 30 MUH, BpeMsl IOCTHKEHUS
MaKCUMaJbHOW KOHIEHTpauuu — 2-34, u Ooinee 4yem B 20 pa3 NpEBBIIAIOT KOHLEHTPAIMU
nposiekapctBa. He menee 75 % NpuHATON BHYTPb 103bl IONAJAET B CUCTEMHBIA KPOBOTOK B BHJIE
aKTUBHOTO MeTabonuta, MeHee 5 % — B BUJE HCXOAHOTO mpenapara. [lma3MeHHble KOHIICHTPaLuu
KaK MpoJIeKapCTBa,

Pacopenenenne

O6bem pacripeaenenus (Vss) akTHBHOTO MeTabouTa — 23 1.

[To naHHBIM HCCIIEAOBAaHUH, TPOBEICHHBIX HA )KUBOTHBIX, OCJIE IIPUEMa BHYTPb OCEIIbTAMHBHPA €TI0
aKTUBHBII MeTa0O0JIUT OOHAPYKUBAJICS BO BCEX OCHOBHBIX Oouyarax MH(GEKIHUH (JETKUX, TPOMBIBHBIX
BOJIaX OpPOHXOB, CIIM3HCTOW O0OJOYKE MOJOCTH HOCA, CPEIHEM yXE& M Tpaxee) B KOHIICHTPALHUSX,
00ecreurBaIIUX TPOTUBOBUPYCHBIHN 3 PeKT.

CBs3b aKTUBHOTO MeTa00INTa C OenKkaMu 11a3Mel — 3 %. CBA3b MposieKapcTBa ¢ OeIKaMu T1a3Mbl —
42 %, 4YTO HENOCTAaTOYHO, YTOOBI CIYXHTb MPUYUHON CYIIECTBEHHBIX JIEKapPCTBEHHBIX
B3aUMO/ICVICTBHIA.

EI/IOTDaHCd)ODMaLII/IH

OcenbTaMUBHpP SKCTEHCHUBHO IPEBpAIIACTCs] B AKTUBHBIA METaOONUT TOA JEHCTBHEM 3CTepas,
HaXOJAIIUXCS TPEUMYIIECTBEHHO B IedyeHH. Hu ocenbTaMuBHp, HM aKTHBHBIH METAaOOJIUT HE
SBIISIIOTCS CyOCTpaTaMy WM HHTHOUTOpaMH 30(e€pPMEHTOB CHCTEMBI ITuTOXpoma P450.

ONIUMUHALIMSA

BeiBonutes (>90 %) B BuIE aKTHBHOIO METa0OJIMTa MPEUMYILECTBEHHO MOYKaMU. AKTHBHBIN
MeTa0OoJIUT He MOoJBepraercs AajbHelei TpaHcGopMaluu U BEIBOJUTCA MoYkamMu (>99 %) nmyrem
KJIyOOUKOBOM (DUIBTpalliK U KaHalblEeBOM cexpeunu. [loueunsiii kiupenc (18,8 51/4) npebliiaer
CKOpOCTh KIy00uKoBOM punbTparmu (7,5 1/4), 9TO yKa3bIBaeT Ha TO, YTO Mpenapar BEIBOAUTCS €Il
M TIyTeM KaHaJbIEBON ceKpennu. Yepes KuIeuHuK BEIBOAUTCS MeHee 20 % MpUHATOrO mpenapara.
[lepuon nonyBbeIBeIeHHS aKTUBHOT0 MeTabonuTa — 6-10 4.

Oco0BIe TPVIIIHI MTAIMEHTOB

Toueunas neoocmamoynocme

IIpu mpumenenun ocenbTamuBupa (100 Mr nBa paza B CyTKHM B T€UeHHE 5 JHEW) y MAalUEHTOB C
pa3IMYHON CTENEHBI0 MOPAKEHMs IOYEK IUIONIa[b IOJ KPUBOM «KOHIIEHTpalMsl aKTHUBHOIO
MeTtabonura B mazme — BpeMsi» (AUC ocenpTamuBupa kapOokcuiara) oOpaTHO MPONOPLHOHAIbHA
CHIDKEHMIO (DYHKIIMM MTOYEK.

PapMaKkOKMHETHKA OCEJIbTAMHMBUPA Yy TANUMEHTOB C TEPMHUHAIBHONW CTaAUEl MOYEYHOU
HEIOCTaTOYHOCTH (C KIUpeHCOM KpeaTnHuHa <10 MI/MHUH), He HaxOJIIUXCA Ha AMAIHU3€, HE
M3y4aJIach.

Ileuenounas nedocmamounocms

[TonydeHHbIe in Vitro U B MCCIEAOBAHUAX HA JKMBOTHBIX JIaHHBIE 00 OTCYTCTBUU 3HAUYUTEIBHOIO
nosbiieHus AUC ocenbTaMUBUpa WM €r0 aKTUBHOTO MeETaboiMTa NMPH HApyLICHUH (YHKLIUU
MIEYEeHHU JIETKOU U CpeIHEel CTENeHH TSHKECTH ObLITH MOATBEP KIEHBI U B KIIMHUYECKUX UCCIIEOBAHUSIX
(cM. pasnen 4.2.). bezonacHOCTh U (papMaKOKHMHETUKA OCEIbTAaMHUBHPA Y MALMEHTOB C TSHKEIBIM
HapyleHreM (QyHKIMY eUYeHH He U3y4alach.
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COOTBETCTBY

J]uua noosicus10c0 eo3pacma

VY manueHToB MOXKHUIOTO U CTApUECKOro Bo3pacta (65—78 neT) SKCro3uIMs aKTUBHOTO METa00IUTa
B PaBHOBECHOM COCTOSIHMU Ha 25-35 % BblllIe, 4eM y Oosiee MOJIOJIbIX NAllMEHTOB MPU Ha3HAYCHUU
AHAJIOTUYHBIX O03 OCCIIbTaMUBHPA. Hepno;[ IMMOJIYBBIBCACHUA IIpCIIapaTta y NaluCHTOB IMOXUIIOTO U
CTapyeCKOTO BO3PACTa CYIIECTBEHHO HE OTIMYAJICS OT TaKOBOTrO y Ooyiee MOJOABIX manueHToB. C
YUCTOM [OAaHHBIX II0 3KCIIO3WIUHU IpcIliapara U €ro MNCPCHOCUMOCTU MAIUCHTAMH IIOXWJIIOIO H
CTapyeCcKOT0 BO3PACTa KOPPEKIMH JO3bI IPH JICUCHUU U NPO(HUITAKTUKE TPUIIIIA HE TPeOyeTCs.

Jlemu u noopocmku

dapMaKOKMHETHKY OCEJIbTaMUBUpa M3ydainu y nereid or 1 mo 16 mer B papMaKOKMHETHYECKOM
HCCJIEIOBAaHUM C OJJHOKPAaTHBIM IIPUEMOM IIpenapara U B KIMHUYECKOM HCCIIEA0BAaHNUH 110 U3YUYEHUIO
MHOTOKPaTHOTO MpueMa Ipernapara y HeOOJIbIIOro uncia Aereid B Bo3pacte 3—12 ner. CkopocThb
BBIBEJICHHS aKTUBHOTO META00JIMTA C MOMPABKOM HA MacCy Teja y JeTeld MIIJIIEro Bo3pacrta BhIIIE,
4YeM Yy B3POCIBIX, YTO MPUBOAUT K Oosee Hu3kuM AUC mo OTHOIIEHHIO K KOHKpeTHoU fo3e. [Ipuem
mpermapara B 103€ 2 MI/KT U OJJHOKPATHBIX 7103 30 MT uiu 45 MI' B COOTBETCTBHH C PEKOMEHIAIMSIMH
10 JTO3UPOBAHUIO Ui JETel U IKCTEMIOPAIbHOMY IMPUTOTOBICHHUIO CYCIICH3UH, MPUBEICHHBIMU B
pazzuene 6.6., obecrieunBaet Takyro xe AUC ocenpTamMuBupa KapOOKCHIIaTa, Kakas JOCTUTAeTCs y
B3pPOCJIBIX MOCTIE OAHOKPATHOTO MpHeMa Karlcylbl 75 Mr npenapara (4To 3KBUBAJIEHTHO IPUMEPHO
1 mr/kr). ®apMaKkOKMHETHKA OCEIbTaMUBHpA Yy eTell crapiie 12 et Takas e, KaK Y B3pOCIIBIX.

BepeMeHHble IHCEHUIUHDBL

B xonme oObeaMHEHHOro aHanW3a MOIMYJSIIUOHHOW (DapMaKOKHMHETHKH OBLIO BBISIBICHO, YTO
IpUMEHEHHE IIpenapara B 03€, yKa3aHHOH B pazjene 4.2., IPUBOAUT K Oosiee HU3KOW IKCIIO3UIINN
akTUBHOro Metabonuta (B cpenHeM Ha 30 % B TeueHHe BCEX TPUMECTPOB OEpPEMEHHOCTH) Y
6€p€M€HHI)IX KCHIIMH I1I0 CPaBHCHUIO C He6epeMeHHI>IMI/I JKCHIIMHaMMU. Hanmvmennmas pacuycTHad
HKCIO3MLIUA, TEM HE MEHee, OCTAeTCs BbIlle WHIMOMPYIOMUX KOHLEHTpauuil (3HaueHus I1C95),
OAHOBPEMCHHO HAaxXOJsAChb Ha YPOBHE TCPAIICBTHUYCCKOI'O BOSI[CI\/JICTBI/ISI IJI psajia ITaMMOB BHpPYyCa
rpunna. Kpome Toro, pe3ynbTaTel HaOMIOAATENbHBIX HCCIEAOBAHUHM BBIABISAIOT — MOJB3Y
CYIIECTBYIOIIETO pPEXUMa JO3UPOBAHHUS B YKa3aHHOW TOMYJISAIMU TAlMEeHTOB. TakuM oOpazom,
U3MEHEHHE peXHMMa JI03UPOBaHMS y OEpEeMEHHBIX JKCHIIUH MpHU NPOBEICHUM Tepanuu WIN
npo(dUIaKTUKY TPUIIIIa HE peKOMeHayeTcs (cM. pazzaen 5.1.).

HalﬂleHn’Ibl ¢ ocnabnenHvim UMMYHUMENOM

AHanu3 MONyNISIHOHHON (apMaKOKUHETHKH YKa3blBaeT Ha yBEJIMYCHHE JKcrmo3unuu (mo 50 %)
aKTUBHOT'O METa0OJIUTa OCEIbTAMUBHPA Y B3POCIBIX MAMEHTOB U jaeTeil (<18 ner) ¢ ocnabneHHbIM
MMMYHHUTETOM IO CPABHEHUIO C MAIIIEHTAaMH ¢ HOPMaJIbHBIM HMMYHUTETOM (KaK YKa3aHO B pasJielie
4.2.). Ilpn 3TOM KIMpPEHC KpeaTHHUHA B 3THX TPYIIaxX OCTaeTCsl COMOCTaBUMBIM.

Hamnume CHIDKEHHOTO HMMMYHHTETa Y B3pOCHBIX MAIMEHTOB HE TpeOyeT KOPPEKIMH 03B
ocelbTaMUBHUpa, OJarojaps BBICOKOMY Tpeaeny O0e30MacHOCTH aKTHBHOro merabonura. Tem He
MEHEe, Yy B3pPOCIBIX MAIEHTOB C IMOPAXCHHWEM MOYEeK J03bl HEOOXOIMMO KOPPEKTHUPOBATH B
COOTBETCTBHUH ¢ MHPOpMaIUE, mpeCcTaBIeHHOI B pa3nene 4.2.

5.3. JlaHHbIe JOKJIHHUYECKOH 0e30IacHOCTH

JIOKJINHUYECKUE JTaHHBIE, NTOJIyYEHHbIE HA OCHOBAaHMM CTAHJAPTHBIX UCCIIEI0BAaHUI MO U3YYEHHIO
(dapmakoornyeckoil 6€30MacHOCTH, TEHOTOKCUYHOCTU M TOKCUYHOCTH TPY MOBTOPHOM BBEJIEHUH,
HE BBIIBWJIM 0COOOM OMAacHOCTH Uis yenoBeka. CTaHIapTHBIE UCCIIEAOBAaHMUS KaHLEPOT€HHOCTH Ha
KpbICax MPOJEMOHCTPUPOBAIIU J0303aBUCUMYIO TEHICHIIMIO yJallleH!s BOSHUKHOBEHHS HEKOTOPBIX
OITYXOJIEH, KOTOPBIE SBJISIOTCS TUIUYHBIMHU JJI BUJIOB I'PBI3YHOB, BKJIIOUEHHBIX B MCCJIEI0BAHUE.
ConocTaBisisi NpefenbHble KOHIIEHTPALMM B HCCIEAOBAHUSAX HA KpbICaX C KOHLEHTPALUsAMU,
KOTOpBIE 0XKUIAIOTCA MPU IpUEME 103, MPEANOIaracMplX IJis JIOJEH, 3TH HaXOAKU HE U3MEHSIOT
COOTHOIIEHUE pHUCKAa W TNOJIb3bl MPU NPUMEHEHUH OCEIbTaMHUBUpPA IO 3apETHCTPUPOBAHHBIM
ITOKA3aHUSIM.
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Kpbicax) U g0 500 mMr/kr/cytku (Ha KpOJWKax) BIUSHUS Ha AMOpHO-(PEeTaTbHOE pa3BUTHUE HE
oOHapyxeHno. OcenbTamMuBHp B 03¢ 1500 MI/Kr/CyTKu He BT HA PEPTHIBHOCTh CAMIIOB U CAMOK
KpbIC. B mccienoBaHusaX Mo M3y4EHHIO MPe- U MOCTHATAIHHOTO TMEPUOJIOB PA3BUTUS Y KPBIC TIPH
BBEJICHUU ocelbTaMuBupa B A03e 1500 mr/kr/cyTku HaO0Ianoch yBEIMUEHUE MEpUoAa POJOB:
npenen 0e30MacHOCTH MEXKIY SKCHO3MIMEH Uil YeloBeKa M MaKCHMAajJbHOW HE OKasbIBarollei
addexra no3oi y kpsic (500 Mr/Kr/cyTkm) 11 ocebTamuBUpa Boiie B 480 pa3, a 1J1st ero akTHBHOTO
MeTabonuTa — B 44 paza. DKCIO3UIHUS Y TUIOJO0B KPHIC U KPOJIUKOB COCTABIISIIA TPHOIU3UTENBHO 15-
20 % ot TaKoBOI1 y MaTepu.

OcenbTaMUBHP W aKTHBHBIA META0OIUT MPOHUKAIT B MOJOKO JIAKTUPYIOMUX Kpbic. CoriacHo
OrpaHUYCHHBIM JIAaHHBIM OCEJIBTAMUBHUP U €0 aKTUBHBIA METa0OJIUT IPOHUKAIOT B TPYIHOE MOJIOKO
genoBeka. [1o pe3ynbraraM 3KCTPANoSIUU TaHHBIX, TOJYICHHBIX B HCCICIOBAHUSX Y KHUBOTHBIX,
WX KOJUYECTBO B TpyaHOM Mojoke MoxeT cocTtaBiaaTsh 0,01 mr/cyrkum um 0,3 Mr/cyTkw,
COOTBETCTBEHHO.

B03MOXXHOCTh DPa3BUTHUSA KOXHBIX aJUIEPTUUECKUX peakUuil Npu IpHeMe OcelbTaMUBUPA
MCCIIEIOBAJIACh HA MOPCKHX CBHHKAaX C MOMOUIBIO TecTa «Makcummsauum». [Ipumepro y 50 %
IPOTECTUPOBAHHBIX MOPCKUX CBHMHOK IPH BBEJCHHMM MAKCHUMAaJbHBIX 103 aKTUBHOM CyOCTaHLUU
oceNbTaMUBHpa HaOOJANIaCh CEHCHOWIM3AlUs KOXH B BHJIE OPUTEMBI. Takke BBISIBICHO
o0paTumoe paspa)xxeHue 1i1a3 y KpoJuKoB.

B TO BpeMs Kak OYeHb BBICOKHE IE€pOpajbHBIE ONHOKpaTtHble 103kl (1310 mr/kr) comm
ocenbramuBupa ¢ochata He OKa3bIBAIM BIMSHUSA Ha B3POCIBIX KpBIC, JaHHBIE J103bl OKa3bIBAJIH
TOKCHUYECKOE JCHCTBUE Ha HE3PEJbIX 7-THEBHBIX JETEHBIIIEH KpbIC, B TOM 4YMCIE HNPUBOJWIN K
rubenn KUBOTHBIX. JlaHHbIE siBIEeHUS HAOIIOAAIMCh IPU IPUMEHEHNH 103 657 MI/Kr u Bbie. [lpu
npuMeHeHn! 10361 500 MI/KT B TOM YMCIIe TIPU JITUTETFHOM IpUMeHEeHnH B 103¢ 500 MI/Kr/cyTKH ¢
7 o 21 neHp MOCTHATANIBHOTO MEPHO/Ia HeXKeNaTeNbHBIX 3(pPeKToB He HAabII0AaI0Ch.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BcioMOraTeJbHbIX BelIeCTB

Nudaronenn, 30 Mr, Kancymisl
Cooepoicumoe kancymwi:

Kanpuus runpodocdar

Kpaxman kykypy3HbIi IpexeTaTHHH3UPOBAHHBIH
Kpockapmennosza Hatpust

Hatpus creapundymapar

Tanpk

Kancyna meepoas sicenamunosas:
Kopnyc

Kematnn

Tutana nuoxcun (E171)
Kpviweuxa

Kematur

Turana auokcun (E171)

Nudiroriend, 45 mMr, KancyJisl

Coodeporcumoe kancynvi:

Kanbmus runpodocdar

Kpaxmain kyKypy3HbIi IpekeIaTHHU3UPOBAaHHBIN
Kpockapmennosza Hatpust

Hatpus creapundymapar
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Kancyna meepoas srcenamunosas:
Kopnyc

Kenarun

Turana guokcun (E171)
Kpvuueuka

Kematun

Turana auoxcun (E171)

Wndmrouenn, 75 Mr, Kancymbl
Cooepatcumoe kancynvi:

Kanbus runpodocdar

Kpaxman kyKypy3HbIi peKeTaTUHU3UPOBAHHBIN
Kpockapmemniosa Hatpus

Hatpus creapundymapar

Tanbk

Kancyna meepoas scenamunosas:

Kopnyc

Kemarun

Turana guokcun (E171)

Kpvuueuka

Kenatun

Turana quokcun (E 171)

Kpacurens xunonuHoBbIH xentoiii (E104)
Kpacutens xene3a okcun kpacHseiil (E172)

6.2. HecoBMecTHMOCTH

He nmpumenunmo.

6.3. Cpok roaHocTH (CpOK XpaHeHusl)

S ner.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHuTb IpH TeMIiepatype He Boie 25 °C.

6.5. XapakTep U cojep:KaHHe YIAKOBKH

[To 10 xaricyn B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IUIEHKHU MOJUBUHUIXJIOPUIHON WIH IJIEHKH
IMBX/TIBAX nnu mienku [IBX/TIXT®D u ponbru amoMUHUEBOH e4aTHON JTaKMPOBAHHOM.

ITo 1 KOHTYpHOU SYENMKOBOW YMAaKOBKE BMECTE C JIMCTKOM-BKJIQJBIIIEM IMOMEIIAIOT B MayKy M3
KapToHa.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NMPH YTUIM3ANMU MCIOJIb30BAHHOIO JIEKAPCTBEHHOT0
npenapara MM OTXO0H0B, MOJYYEHHBIX IOCJe NMPUMEHEHHUs] JEeKAPCTBEHHOI0 Npenapara, u
Apyrue MaHUIYJIAIUH C IPenapaTomM

[Tomananue JEeKapCTBEHHBIX MPEMapaToB B OKPYXKAIOMIYIO CpeAay JMAOKHO OBITh CBEACHO K
MuHuMyMmy. He cneayer yTunmsupoBaTh MpemapaTr € IMOMOIIBIO CTOYHBIX BOJA WJIM BMECTE C
OBITOBBIMU OTXOAAMH. 110 BO3MOXHOCTH HEOOXOIHMMO HCIOJIL30BATh CIICIUATBHBIE CUCTEMBI IS
YTUJIN3ALUU JIEKaPCTBEHHBIX MIPENapaToB.
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OKCTEMIIOPAIbHOES IPUTOTOBICHUE CYCIICH3UH

B ciygasix, xorga y B3pOCHbIX, MOJAPOCTKOB U JIETEH CyIIECTBYET MpoliemMa ¢ MporjaThiBaHUEM
Karcyll, WiIK MpUd HAIUYUU TPU3HAKOB «CTAapEHUSD KarcCys, HEOOXOIMMO OTKPBITH Karcyily B
COOTBETCTBYIOIIEH 03¢ M BBICHINATH €€ COACPKUMOE B HEOOJBIIOE KOJUYECTBO (MAKCUMAIBHO
1 yaifHas 0XKa) MOAXOAIIET0 MOJACTAIIEHHOr0 MPOAyKTa muTaHus (cM. pasaen 4.2.) s ToOro,
9TOOBI CKPBITh TOPHKUH BKyc. CMech HEOOXOAMMO TIIATEIBHO TEepeMeniaTh W JaTh IMAlUEHTY
uenukoM. CreyeT nporaoTUTh CMECh Cpa3y ke MOCie MPUTrOTOBICHHUS.

Ecmu namentam tpeOyrotest no3el 30—60 me npu manuuuu kancyn 75 me, TO IS TMPaBHIBLHOTO
JI03UPOBAHMUS HEOOXOIUMO CIIEJI0BATh CIICAYIONICH HHCTPYKIIHMH:

1. lepxa omny kamcymy 75 mr mpenapara MH]monenH HaJx MaleHbKOH €MKOCTBIO, aKKypaTHO
PAaCKpBITh KaIlCyJly U COAEP>KMMOE BBICHIIIATh B €MKOCTb.

2. K comepxuMoMy Kamncyiabl J00aBHTh 5 MJI BOABI C TIOMOINBIO INIPHUIA C METKAMH,
MOKA3bIBAIOIIUMHI KOJIMYECTBO HAaOpaHHOUM kuAKOoCTH. OOpa3oBaBIIYIOCS CYCIEH3HMIO TIIATEIHHO
MepeMenIaTh B TCUEHUE ABYX MUHYT.

3.B mmpunm HeobOxommmoe €MKOCTH  COIJIaCHO

HUKENPUBEIEHHON TabIuIe.

Ha6paTI> KOJIMYCCTBO  CYCIICH3UMU U3

KoanuecTBo cMecH
oceJJbTAMUBHPA HA OTMH MpHEM

Macca Tena* PexomengoBanHas n103a

<15 kr 30 mr 2 MII
>15-23 xr 45 mr 3 M
>23-40 xr 60 mr 4 mn

*I[M nereit ¢ Mmaccoit Tera <40 kr, B Bo3pacte ot | 10 8 jer.

Her neobxoammoctu B 3a00pe HEPACTBOPEHHOTO OCTATKa, IMOCKOJBKY OH SIBJISIETCS HEAKTUBHBIM
HarnonHuTeneM. HaxkaB Ha mopieHp MIpuia, BCE €ro CoJep>KMMO€ BBOJUTCS BO BTOPYIO €MKOCTb.
OcTaBIyrocs HEUCTOIb30BAHHYIO CMECh HEOOXO0IMMO BEIOPOCHUT.

4. Bo BTOpYIO €MKOCTb JJ00aBUTh HEOOJIBIIOE KOJMUECTBO (He Oosee 1 4aifHOM JI0KKH) OIXOASIIETO
MOJICTIAIEHHOT0 MPOAYKTa MUTAHUS, YTOOBI CKPBITh TOPHKUI BKYC, U XOPOILIO ME€pEMEIaTh.

5. Cy0H6H3I/IIO THIATCIIBHO NCPEMCIIATh W BBIIIUTH €€ CPa3y KC IOCJC MPUTOTOBJICHUA. Ecmu B
€MKOCTH OCTajJoCh HEOOJBIIOE KOJIUYECTBO CMECHU, TO CMKOCTH OIIOJIOCHYTH HEOOJIBIITUM
KOJIMYCCTBOM BOJIbI U BBIIIUTH OCTABIIYIOCA CMECh.

[Iponienypa npuUroTOBICHHS CYCIIEH3UHU IIOBTOPSETCSA MEepe KaXabIM IIPUEMOM IIperapara.
IIpuecomosnenue cycnenzuu ¢ ucnonvsosanuem kancyn 30 me u 45 me
JJ1s paBMIIBHOTO JO3UPOBAHMSI HEOOXOIUMO CIIEA0BAThH CIIEIYIOIIUM HHCTPYKLIHSAM:

1. Onpenenuts  HEOOXOAWMOE  KOJIUYECTBO WUndmonenn, Ttpebdyromeecs uis

IMPUT'OTOBJICHUA CMECCHU:

npemnapara

Macca Teaa*

KonnuyecTBo kancyJ npenapara
HNuduaronenn ajs odbecnedeHust
PEeKOMEHI0BAHHOM 10351 C 1eJIbI0
JeYyeHHs B TeueHue S queit

KonnuecTBo Kancys npenapara
HNudaronenn nis odecrnevyeHnst
PEKOMEHI0BAHHOI 103BI C LEJIbIO
NPoPUIAKTHKH

<15kr 1 xancyna 30 mr 2 paza/cyt 1 xancyna 30 mr 1 pas/cyT
>15-23 kr 1 xancyna 45 mr 2 paza/cyt 1 xancyna 45 mr 1 pas/cyT
>23-40 kr 2 karicyibl 30 Mr 2 pasa/cyt 2 karcyibl 30 Mr 1 pas/cyT

*Jletn ¢ maccoit tena >40 xr Wi B Bo3pacte oT 8 10 12 jieT u B3pocible MOTYT IoJy4ath npenapar OcenbTaMuBup,
UCTIONb3Ys Ul IPUTOTOBJICHUS CMECH OJIHY Kancyiy 45 mr + oaHy kancyiry 30 Mr 2 pa3a B CyTKHU Juis JieueHus win 1 pa3

B CYTKH JJIS TPO(HITAKTUKH.
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2. Cnenyer yOeaWThCS, YTO WCIOJB3YeTCS IpaBUJbHAS ILJ)EQ:I H%ETéﬂt%;ﬁe];E‘rﬂmﬁlb

BBIIIICTIPUBEICHHON Tabmwuieit). Jlepka oJHY WM HECKOJIBKO Karcyn mnpenapara WMubmonenH Haa
MaJICHbKOW €MKOCTBIO, aKKypaTHO PACKPBITh OJIHY MJIM HECKOJIBKO KallCyJsl U BBICHINATh ITOPOLIOK B
€MKOCTb.

3. Jo6aBuTh HEOOJBIIIOE KOMYECTBO (HE Oojiee | YaifHOW JIOKKH) TOJXOJSIIETO MOJICIAIIEHHOTO
MPOJYKTA MATAHUS, YTOOBI CKPBITh TOPBKHIA BKYC, U XOPOIIO TIepeMelIaTh.

4. TmaTrelbHO nepeMeniaTb CMECh U BBIIIUTH €€ Cpa3dy KE IOCIIC IIPUTOTOBJICHUA. Ecnu B eMkxocT
OCTaJIoOCh HEOOJIBIIOE KOJIMYECTBO CMCCHU, TO CJICAYECT OIOJIOCHYTbH CMKOCTb HEOOIbIINM
KOJMYCCTBOM BOJIbI U BBIIIUTH OCTABIIYIOCS CMECH.

IIpouenypa npUroTOBIEHHS CYCIIEH3UU IIOBTOPSAETCA NEepel] KaXKIbIM IIPUEMOM IIpernapara.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccuiickas ®@enepanns

3A0 «KanoHdapma mpoJaKiIHy

141100, MockoBckast 00u1., T.0. lllénkoBo, r. LlénkoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

Anpec anekTpoHHOU mouThl: Safety@canonpharma.ru

7.1. IIpeacTaBUTENb A€pPrKATE/ISI PETHCTPALMOHHOIO YA0CTOBEPEHUSI

[IpeTeH3uy NOTPSOUTENCH HAIPaBIIATh IO aJIpECY.

Poccuiickas ®enepanus

3A0 «KanoHdpapma mpoJaKIH»

141100, MockoBckas 0011, r.0. ll{énkoBo, r. Ll{énkoBo, yu. 3apeunas, a. 105
Temn.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecrnatHas ropstuast JuHUS 24 vaca)

Anpec anekTpoHHO# mouTkl: Safety@canonpharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

JITT-Ne(002866)-(PT-RU)

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlekapcTBEeHHBIN MTpenapaT OTHOCUTCS K KATETOPUH OTITYCKa IO PELENTY.

OO0mas xapakTepucTHKa JIeKapcTBEHHOro mnpenapata WHmiolnenH nocTynmHa B €AMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3miickoro »KOHOMUYECKOTO COK3a M Ha
ouIMaTEHOM canTe YIOJIJHOMOYEHHOTO opraHa (aKxcrepTHOM OpraHHU3aIi¢)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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