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OBIIASI XAPAKTEPUCTHUKA JJEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O IIPEITAPATA

Tamudnro, 75 Mr, KarncyJisl

2. KAYECTBEHHBIN ¥ KOJMYECTBEHHBIN COCTAB
JleficTByOlLEE BELLECTBO: OCEILTAMUBHP.
Kaxas Kancya cofepkut 75 Mr ocelibTaMuBrpa (B BHJE ocenbTamusupa docpara — 98.5 mr).

[TonHbIi rnepeyeHb BCIOMOraTelibHbIX BELECTB NMPUBEACH B pa3/IC/ic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tamuduro, kancynsl 75 Mr.

Teepavle kancynbl, pa3mep 2. Koprnyc - cepblil, HEMpo3pa4Hblii; Kpblllievka - CBETI0-JKeNTas,
Henpo3payHas. Coaep)kumMoe KarncyJ - NOpOIIOK UM CKOMKOBABIIMHCS MOPOILIOK, BO3MOXKHO B
BHJE «CTOJIOMKOBY MO (hOpMe KarcyJl, pacchinatoluxcs MpyU HaAaBIMBaHWH, OT O€I0ro 10
x)enTosato-0enoro upera. Ha kancyne umeetcs Haanuck «ROCHE» (Ha kopnyce) u «75 mg»
(Ha KpblllIEUKe) CBETIO-CUHETO LIBETA.

Kancynbl 101KkHbI ObITH 6€3 BUAUMBIX TPELLMH HA MOMEHT BCKPBITHSA: KOPITYC W KpbILLIEYKa —

0€e3 MoBpeKAECHHIA.

4. KIIMHHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K NPHMEHEHHI)

JleyeHue rpunmna

[Tpenapat Tamudto nokazaH K MPUMEHEHHIO [1sl IeYEHHs TPUMNA Y B3POCIBIX U JETeH,
BKJTIOYasl IOHOLIEHHBIX HOBOPOXKIAECHHBIX, MPH HATMYUN TUTHYHBIX /71 TPUNNA CHMITOMOB B
Nepuoa LMPKYISALMK BUpyca rpunma B o01ei nonynauuu. I¢pgekTHBHOCTb Oblna J0KazaHa B
clly4ae Hayana Teparnuy B TeYeHHe JIBYX CYTOK ¢ MOMEHTa pa3BUTHs CMMITOMOB 3a00/IeBaHUs.

[Ipodunakruka rpynna

e [lpenapar Tamudmio nokasaH K MPUMEHEHHIO AJ1 MOCTKOHTAKTHOM NMPoQUIaKTHKH rpUIina
y B3pOCIbIX M AeTeit B Bo3pacTe OT | roJa nocie KOHTaKTa ¢ KITMHUYECKH
JAMArHOCTUPOBAHHBIM TPUMINOM B MEPUO LMPKYIISALMU BUpYyca rpUMmna B o0LIei MOy suu.

e JlomkHoe ucnonb3oBaHue npenapara Tamudmo 11st npodMnakTHKK TPUMa cleIyeT
OMNpeenaTh B KaKJA0M KOHKPETHOM cilydae cooOpa3HOo 00CTOATENLCTBAM U MOTPEeOHOCTAM
3aIUUThI NOMYNALUMU. B HCKMIOUMTENBHBIX Clly4asx (HarnpuMep, B clly4ae HECOOTBETCTBHUS
MEXKIY LMPKYIUPYIOLMM IITAMMOM BUpYCa M BaKLIMHOM, a TAK)KE B MEPUO/L MAHAEMHH)
MOJKET ObITh PACCMOTPEHA BO3MOXKHOCTh CE30HHOM MPO(UNAKTUKH Y JIULL B Bo3pacTe oT |

roja.
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e Tlpenapat Tamudo MOKa3aH K NPMMEHEHUIO ISl IOCTKOHTAKTHOMH npounaKTUKK rpUmnna

y neTeii B Bo3pacTte 10 | rofa Bo BpeMsi BCTIBILIKK NaHAEMHHU IpUrina (cm. paznen 5.2).

[Tpenapat Tamudio HE 3aMEHAET BAKLMHALMIO NPOTUB rpuMma.

[pyMeHeHre aHTMBMPYCHBIX TPEMapaToB A JeUeHHs U MPO(HUIaKTHKH IPUMNa 10KHO
ONpeenATHCs Ha OCHOBE ODULMATBHBIX PEKOMEH LM, PellieHns OTHOCHTENBHO MpHeMa
ocenbTaMMBMpa JUls JieueHus W Npo(pUIAKTHKH TPUIINA A0JDKHBI TPUHUMATBCA C yHETOM JAaHHBIX
0 LMPKYJIHPYIOLMX BUPYCAX MPHUMIA, JOCTYHONH HHPOPMALIMK O MOJIEIISX JIEKapCTBEHHOMH
YYBCTBUTEJILHOCTH JUISl K&XKI0TO BPEMEHH ro/ia U BIMSHHUS 3a00JI€BaHus B Pa3IM4HbIX

reorpaMueCKUX peruoHax U MOMyIALMAX NalUeHToB (cM. pasaen 5.1).

4.2. PexxuM 103HpPOBaHHSA H CIIOCO0 NPHMEHEHHS

Pexxum 103MpOBaHMs

B3pocavie u noopocmru 6 éospacme 13 - 17 nem
Jleuenue
PekomeH0BaHHas [103a Ulsl IpUeMa BHYTpPb JUI B3pOCibIX ¥ noapocTkos (13 - 17 ner)

COCTaBISET 75 MI OcebTaMMBHpA JBA paza B CYTKU B TEYEHHE 5 JHEM.

Macca Tena PexomenoBanHasi 1o3a B | PexomeHgoBaHHas 1032 B
TeueHue S AHeid Teuenne 10 queii*
[TauueHTs! ¢ 0caabNeHHBIM
UMMYHHUTETOM
>40 kr 75 Mr JBa pas3a B CYyTKH 75 Mr JBa pa3a B CyTKH

*PeKOMEHJ0BaHHas MPOAOKHTEILHOCTD JIEYeHHs MALMEHTOB C 0caableHHbIM HMMYHHTETOM
coctasaser 10 aneit. bonee noapo6Hyto uHpopMaLuio cM. B noapaszaene «Ocodble rpynmnbl NaHeHToB /
[TaiueHTs! ¢ 0cnabNeHHBIM HMMYHHTETOM ».

[Ipuem npenapara clielyeT Ha4aTh Kak MOJKHO paHbLUe: B TEYEHHE NMEPBBIX ABYX CYTOK C
MOMEHTa pa3BUTHS CHMITOMOB 3a00JIeBAHUS TPUIIIIOM.

Hocmrxonmaxmuas npodm.va;cmuxa

PekomeHi0BaHHas 03a ISl MPOUIAKTUKH TpUNna rnocjie 6JIM3KOoro KOHTaKTa ¢ 3a00eBIIUM
TPUIINIOM YEJIOBEKOM COCTaBJISET 75 M OCeIbTAMUBHMPA IS B3POCIBIX M MoApocTKOB (13 - 17

JIET) OJWH pa3 B CYTKHU B TeueHue 10 aHeil.

Macca Tena PexomeHoBaHHAsI 1032 B PexomeHaoBaHHas 1032 B
Teuenue 10 aHel Teuenue 10 qHeii*
[TatpeHThI ¢ ocabIeHHbIM
UMMYHHUTETOM
>40 kr 75 Mr OJIMH pa3 B CYTKH 75 Mr OiMH pa3 B CYTKH
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I'IpneM npenapara cjieyeT Ha4yaTb KakK MOJKHO paHbLIC: B TEYEHHUE IBYX CYTOK C MOMEHTa

KOHTaKTa ¢ 3a00JeBLINM TPUIINOM YEJIOBEKOM.

IIpodunaxmuka 80 @pems nudeMul 2punna 8 0due NoNyYIAyul

JInst mpo)MNAKTHKK FPUMIA BO BPEMs BCMIBILIKH SMMAEMAH B OOLLEH MOMYIALMH PEKOMEHI0BaH
npueM 75 Mr oceSbTAMHBHPA OJIMH Pa3 B CYTKH B TeUeHHE /10 6 Hezlenb (vnu o 12 Hepenb y
MalMEeHTOB ¢ 0caalleHHbIM UMMYHUTETOM, CM. pazaensl 4.4, 4.8 u 5.1).

Ocobble rpynnbl MalKMeHTOR

Iayuenmot ¢ HapyuieHuem GYHKYuU neveHu

KoppeKLuuu 10351 MpH JieueHuH U poQuIaKTHKE TPHUINA Y NALKEHTOB C HapylieHeM QyHKLUHT
neueHu He TpeGyeTcs. MceneoBanus y MalMeHTOB IETCKOTO BO3pACTa C HapyLIeHHeM (yHKLMH
MeYeH! He MPOBOANIIUCS.

ITayuenmol ¢ Hapyutenuem GyHKyuu novex

Jleuenue

V B3pocbiX ¥ noApocTKoB (13 - 17 neT) ¢ HapyleHueM (yHKLUH NOYEK CPEAHEH HUITH TKETOH
CTEMNEHH TSHKECTH PEKOMEH/IyeTCsl KOppeKLus 103bl. B Tabnuie H1xke noapoOHO NpeicTaBlieHbl

PEKOMEHAOBAHHbIE JO3bI.

Knaunpenc kpeaTHHHHA PexomeHnoBaHHasi 1032 /ISl JIe4eHHS
>60 (MJI/MHUH) 75 Mr /iBa pa3a B CyTKH
>30 no 60 (M1/MuH) 30 mr (cycnensus)** nBa pasa B CyTKH
>10 go 30 (Ma/MuH) 30 mr (cycnensus)** oauH pa3 B CyTKH
<10 (Mn/muH) He pekoMeHnayeTcs (AaHHbIE OTCYTCTBYIOT)
[TauueHThl, HAXOASLHUECS Ha 30 mr (cycnensus)** nocne Kaxaoro ceaHca
remouanmnze reMoManusa
[TauueHTbl, HAXOALIMECS HA 30 mr (cycneH3us)** pa3zoBas A03a
NEepUTOHEAIbHOM Juanu3e™

* JlaHHbIE, MOJTYUYEeHHbIE U3 HCCIEI0BAHUI Y MALMEHTOB, HAXOAALLMXCS Ha MOCTOSSHHOM NMEPUTOHEAIbHOM
nuanuse B aMOynaropHbix yenosusx (TTATTI); oxkuaaeTcs, 4To KIMPEHC ocenbTaMUBHpa kKapbokcunara
(OK) Gyner Bbllle, KOTAa MPUMEHsIETCsS aBTOMAaTH3HPOBaHHBII nepuToHeanbHbli auanus (AITJT). Meton
neyeHust MoxkeT ObITh u3MeHeH ¢ ATT/] Ha [TATI[] Ha ycmoTpeHue Hedponora.

** cM. MH(OPMALMIO O MPUTOTOBJICHUH CYCIIEH3UH U3 Karcyn HUke U B pazaene 6.6.

Ipodunaxkmurxa

V B3pocabix ¥ noapocTKoB (13 - 17 net) ¢ HapywieHueM QYHKLUMU NMOYEK CPEHEH UITH TSKENo#H

CTEIIEHHU TAXKECTH PEKOMEHAYETCA KOPPEKLUHUA A03bl, KaK OIMHCaHO B TaOJIULIE HUXKE.

Kaupenc kpearnHnHa PexomenioBanHasi 103a 1151 NPoQHUIAKTHKH
>60 (Ma/MuH) 75 Mr OJMH pa3 B CYTKH
>30 no 60 (Mn/MuH) 30 mr (cycneHsus)** oauH pa3 B CyTKH
>10 no 30 (Ma/mMuH) 30 Mr (cycneH3us)** Kaxable BTOPbIE CYyTKH
<10 (Mn/MuH) He pekomeHayeTcs (1aHHbIE OTCYTCTBYIOT)
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30 mr (cycnieH3us)** nociie Kaxaoro BTOporo ceatca
reMoauanusa
30 Mr (cycnieH3us)** ofiMH pa3 B HEZIETO

r_'—_“.'—-f’

[TaumMeHTsl, HaXOAALIMECS Ha
reMoaualInze
[TauueHThl, HAXOALLIMECS Ha
MEpUTOHEANTbHOM Juannse™

* JlaHHBIE, MOJy4Y€HHbIE U3 UCCIIEI0BAHMMN Y MAUMEHTOB, HAXOAALIMXCA HA [TATIJI; okuaaercs, 4To
kmuperc OK Gyner Bbiwe, koraa npumensiercst ATTJ[. MeTon nedeHust MOXKET ObITh H3MEHEH C ATl]] Ha

[TATI]] Ha ycMoTpeHue Hedpoora.
#* oM. HH(OPMALMIO O MPUrOTOBNEHHH CYCTIEH3UH M3 KarCysl HUKe M B paszaene 6.6.

JlaTh Kakue-1M60 peKOMEHIaluK Mo A03WPOBaHHIo Y aeTeii B Bospacte oT 0 10 12 net ¢
HapyuieHueM (PYHKLMH MOYeK HEBO3MOXKHO M3-3a OTCYTCTBUSA AOCTYMHBIX KIMHHUECKHX
NaHHBIX.

Haz;ueumbz noJCu1020 so3pacma

Koppekiu 10361 He TpeOyeTcs, 3a MCKIIFOYEHHEM MOKMIIbIX MALMEHTOB C HapYLICHHEM
(YHKLUMH NOYEK CpeIHeH UM TAXKEN0H CTENEHH TAKECTH.

Hauuenmbz C 0c1a0IeHHbIM UMMYHUmMEmoM

Jleuenue

PekomeH10BaHHAs MPOJOIKUTENBLHOCTD TEPANTMK OCENbTAMUBHPOM Y MALIMEHTOB C
ocnabaeHHbIM MMMYHUTETOM coctapiset 10 aHeit (cM. pasznenst 4.4, 4.8 u 5.1). Koppekuuu
1036l He TpeOyeTcs. [Ipuem npenapara cieyeT HauaTh KaK MOXKHO paHblle: B TEUCHUE MEPBbIX
JIBYX CYTOK C MOMEHTA pa3BUTUS CUMIITOMOB 3a00JIEBAHUS TPUIITIOM.

Ce3sonnas npod)wzakmwca

Jlns mauueHToB ¢ ocabieHHBIM UMMYHHUTETOM OLEHMBAJIU MPOJIEHHE CE30HHOM
npodunaktiuky 1o 12 Hepens (cM. pasnenst 4.4, 4.8 u 5.1).

Hetn

Memu 6 sozpacme om 1 200a 0o 12 nem

Jleuenue

CKOppeKTHPOBAaHHbBIE 1O Macce Tena peKMMbl 103MPOBaHHs, PEKOMEHI0BAHHbBIE [Is JIeYeHHS

JeTeii B Bo3pacte oT | roja, cocTaBsioT:

Macca Tena PexomennoBaHHasi 103a B | PexkomeHJ0BaHHas 1032 B
TedyeHue S aHeil Tedyenue 10 guei*
[TaumeHTsl ¢ ocnabaeHHbIM
MMMYHHUTETOM

10-15 kr 30 Mr z1Ba pasa B CyTKH 30 Mr aBa pa3a B CyTKH
>15-23 kr 45 mr 1Ba pasa B CyTKH 45 Mr J1Ba pa3za B CyTKH
>23-40 kr 60 Mr Ba pa3a B CyTKH 60 Mr 1Ba pa3a B CyTKH
>40 xr 75 Mr z1Ba pasa B CyTKH 75 Mr /iBa pa3a B CyTKH
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*PekOoMeH10BaHHas MPOJIOIKUTENBHOCT ieueHus aeteil (=1 rox) ¢ ocnabieHHbIM HMMYHHTETOM
cocrasnsier 10 aueii. Bonee noapodHyio HudopMaumio cM. B moapasaene «Ocodkie rpynnbl MalUeHTOB /

[TaumeHTs! ¢ ocnabaeHHbIM HMMYHUTETOM».
Ipuem npenapara clieyeT HauaTh Kak MOJKHO paHblle: B TEYEHHE NMEPBbIX BYX CYTOK c
MOMEHTA Pa3BUTHS CUMITOMOB 3a00JICBaHMUs TPUIITIOM.

TIocmrkoHmaxkmuas nPOYUIAKMUKA

PekoMeHj0BaHHas 103a npenapara Tamuduiro 47is MOCTKOHTAKTHOMH NPO(HIAKTHKA COCTABIAET:

Macca Tena PexkomennoBannas 103a B | PexomeHaoBaHHasi 1032 B
Teuenne 10 quei Teuenne 10 uei*
[TauneHTbl ¢ ocnabIeHHbIM
UMMYHHUTETOM

10-15 xr 30 Mr ogMH pa3 B CyTKH 30 Mr oauH pa3 B CyTKH
>15-23 kr 45 Mr oauH pa3 B CYTKH 45 Mr oJiMH pa3 B CYTKH
>23-40 kr 60 Mr oMH pa3 B CyTKH 60 Mr oauH pa3 B CYTKH
>40 kr 75 Mr ofiMH pa3 B CyTKH 75 Mr oaMH pa3 B CYyTKH

Hpod)mak‘muka GO BpemMA SnUOeMUU 2PUNNA 8 061/[{(31:( nonyaAayuu

[podunakTrka BO BpeMsi SMUAEMHH TPUNNa y AeTei B BospacTe 10 12 net He u3y4anack.

Hemu 6 sozpacme om () 0o 1 200a

Jleuenue

PekomeHj0BaHHas TepaneBTHUECKas J03a 11 aeTei B Bo3pacte ot 0 10 12 Mecsues cocTaBiseT
3 Mr/Kr iBa pa3a B CyTKH. DTO OCHOBAaHO Ha (papMaKOKMHETHYECKHX JaHHbIX U JaHHBIX 10
6e30MacHOCTH, KOTOPbIE MOKA3bIBAIOT, YTO NP NPUMEHEHUH 3TOM 03Bl y JeTeli B Bo3pacTe oT ()
10 12 MecsueB ob0ecnevynuBarOTCs Mjia3MeHHbIE KOHLIEHTPALMK MPOJIEKapCTBa U aKTHBHOTO
meTabGonuTa, KOTOpbIe Mpeanoaratot odecrnedeHne 3PeKTHBHOCTH U npoduis 6e30MacHOCTH,
COMOCTaBUMBIX C TAKOBBIMH Y B3pOCIIbIX U OoJiee cTapunx aeteit (cM. pasaen 5.2). [lna neveHus

neteii ot 0 10 12 MecsLeB peKOMEHAYIOTCS CeIYIOINHA PEeXKUM I03UPOBAHHUS:

PexomMeHnaoBaHHasi 1032 B
Teuenue 10 queii**
[TanieHTHI ¢ 0cabJIEHHBIM
UMMYHHUTETOM

PexkomeHa0BaHHAsA 1032 B
TeyeHHe 5 qHeili

Macca Teaa*

3 kr 9 mMr aBa paza B CyTKH 9 Mmr JBa paza B CyTKH
4 xr 12 Mr aBa pasa B CyTKH 12 mr aBa pa3a B CyTKH
5 kr 15 Mr aBa paza B CyTKH 15 Mr Ba pasa B CyTKH
6 kr 18 mr ngBa pasa B CyTKH 18 Mr aBa paza B CyTKH
7 kr 21 Mr JBa pa3a B CyTKH 21 Mr JBa pa3a B CyTKH
8 kr 24 mr aBa pa3a B CYTKH 24 mr Ba pa3a B CyTKH
9 kr 27 Mr [Ba pa3a B CYyTKH 27 Mr J1Ba pa3a B CyTKH
10 kr 30 Mr aBa pa3a B CyTKH 30 Mr /Ba pa3a B CyTKH
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* HacTosimas TaG/HLa He COAEPYKHT BCEX BOIMOXKHBIX BAPHAHTOB MAcChl TENA NALHEHTOB IAHHOH
nomynsiuuu. s BeeX NALUEHTOB B BO3pacTe 10 | rofa NpUMEHAETCS 103HPOBKa 3 MI/KT BHE

3aBUCUMOCTH OT MAcCChl T€la naluueHTa.
JleyeHue cneayeT HauaTh KaK MOXKHO paHbLIE: B TEUCHHUE MepBbIX ABYX CYTOK C MOMEHTaA pa3BUTUA

CHUMIMTOMOB 3a00JI€BaHHs [PHUIIIIOM.

** PeKOMEHI0BaHHAS NPOOIKUTENBHOCTD JedeHns netei (0-12 mecsues) ¢ ocnabneHHbIM
MMMyHHTeTOM cocTaser 10 aueii. Bonee noapoGHyio uH(OpMALIMIO CM. B MOApa3ene «Ocobble
rpynibl nauueHToB «ITauueHTsl ¢ 0cnabaeHHBIM HMMYHHUTETOM .

JIaHHBIE PEKOMEHAALMH 110 PeXKMMY J03MPOBAHUS HE MOJAXOMAT /IS HEJOHOLIEHHBIX ICTEH, T.C.
NeTel ¢ recTalMOHHBIM BO3pAacTOM MeHee 36 Hezelnb. [l JaHHO| rpyIiibl MalMeHTOB HET
JI0CTATOYHOTO KOJIMYECTBA JaHHBIX, UM MOXKET NOTpeboBaThes Apyras JA03UPOBKa MO MpHUIHHE
HE3peNoCTH (PU3MONOrHYECKUX (DYHKLIMA.

Iocmkonmaxkmuas npod)wzal\'muxa

[TpodunakTuyeckas 03a, peKOMEH/J0BaHHas 1S ieTeil B Bo3pacTe 10 | roza Bo BpeMs
BCMBIIIKHM MaHEMHH TPUIINA, COCTABISAET NOJOBHHY CYTOUHOMH TepaneBTHUYECKO# 103b1. Ha
OCHOBAHMH KJIMHUYECKUX JAHHBIX, MOJYYEHHBIX Y €TeH B BO3pacTe OT | roja u B3poCbIX,
npodunakTHueckas 03a, COOTBETCTBYIOLIAs MOJOBUHHOM TepaneBTHYECKOH CyTOHYHOMH 103e,
KIMHUYecKH 3 deKTUBHA 1S TOro, 4To0bl H3bexats rpunmna. s netei B Bozpacte ot 0 10 12
MecsLEeB peKOMEHAYeTCs cleiytolas npogunakTHieckas cxema, ajanTipoBaHHas COrjaacHo

BO3pacTy (CM. pa3zen 5.2 cBeleHus 0 MOEIMPOBAHUHN SKCIIO3HLIMH):

Boszpacr PexoMeH0BaHHAsI 1032 B PexoMeHaoBaHHasi 1032 B

Teuenue 10 queii Teuenne 10 aueii

[TaLueHThI ¢ ocabeHHbIM
UMMYHHUTETOM

ot 0 g0 12 mecsues 3 MI/Kr OJIMH pa3 B CYTKH 3 MI/Kr OIUH pa3 B CYTKH

JlaHHbIe peKOMEHJALUK N0 PeKUMY J03UPOBAHUS HE MOAXOAAT A/l HEJJOHOLLEHHBIX JETeid, T.€.
JeTell ¢ recTalMOHHBIM BO3pacToM MeHee 36 Hejenb. JIns JaHHOW rpymnmnbl MalUEHTOB HET
JIOCTaTOYHOTO KOJIMYECTBA JaHHBIX, UM MOJKET MOTpeGoBaThCs Apyras J03UpOBKa M0 NpUUYHHE
He3penocTH Gusronorudecknx GyHKLH.

Hpodnmaxmzma 80 BpeMs INUIeMUU 2PUNNA 8 oﬁu;ei( nonyaiAayuu

[Tpo¢dmnakTrka Bo Bpems anuaeMuu rpunna y aetei B Bospacte oT 0 10 12 mecsaues He
M3y4anach.

Cnocob npuMeHeHust

BHyTpb.
[TalueHThl, KOTOpbIE HE MOTYT IIOTaTh KamncyJbl, MM KOTOPbIM TpeOYETCs pa3oBas 103a MEHee
75 Mr, MOTYT MOJIy4aTh JIeYeHHe COOTBETCTBYIOLIMMHU J103aMH NIPUTOTOBIEHHON CYCNEH3UH

npenapara Tamudmto.
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l/IHCprKLlHH MO MPUrOTOBJIEHHUIO JIEKapCTBEHHOrO Mpenaparta (3KCT€MHOpaﬂbHOC

HO PB 1o

NPUroTOBJIEHHE CycreH3uH npenapata Tamuguio) nepe NPUMEHEHHEM CM. B pasielie 6.6.

4.3. IIpoTHBONOKA3aHHUS

rlflﬂepquCTBHTCHbHOCTb K OCEJIbTaMUBHUPY HJIHU K H}O6OMy U3 BCIIOMOTraTeJIbHBIX BELLIECTB,

nepeyurciIeHHbIX B paszene 6.1.

4.4. OcoOble yKa3aHHs H MepPbl NPeI0CTOPOKHOCTH IPH NPHMEHEHHH
OcenstaMuBHp 3()(PEKTHBEH TONBKO B OTHOLIEHUH 3a00/I€BaHUSA, BBI3BAHHOTO BUPYCOM TpHMMNA.
Jlanuble 00 3¢peKTUBHOCTH OCeNbTaMUBHPA TPU TEPanuu 3a001EBaHMi, BbI3BAHHBIX HHBIMU

areHTamMM, OTCYTCTBYIOT (cM. paszzen 5.1).

[Tpenapat Tamudto He ABASETCA 3aMEHOH BaKLMHALIMK.
[Tpumenenue npenapata TaMuQio He JOMKHO BIUATE HA OLIEHKY MAaLUEHTOB NPH NPOBEICHUH

€)KEero/IHOM BaKLMHALUK MIPOTUB IpUMMA.
3alinTa OT rpunmna JJIMTCs TOJIBKO A0 TeX Mop, noka npuMensetcs npenapat Tamudro.

[penapart ciielyeT UCTOb30BaTh TOJILKO ISl IeYEHHUs U MPO(UIAKTUKU FPUIIa U TOJbKO B
ciy4ae, eclii JOCTOBEPHbBIE AMUAEMHOIOrHYECKHE JaHHbIE YKa3bIBAIOT Ha TO, YTO BUPYC IpHIINa
LMPKYJIUPYET B OOLLEH MOMyJIALMH.

UyBCTBUTENBHOCTD LMPKYIMPYIOLIMX IITAMMOB BUpYCa FPUIIIIA K OCEIbTAMUBHPY MOXKET
CWJILHO BapbMpoBaTh (cM. paszzen 5.1).

Takum obpa3zom, NpU Ha3HAUYEHUH Mpenapara HeOOXOUMO YUUTHIBATh CaMylO MOC/IEHIOK
JOCTYMHYIO MH(POPMALMIO O UYBCTBMTEIBHOCTH LMPKYIMPYIOLLEr0 BUpPYCa K OCEIbTAMUBHPY.

Tsokenoe comyTeTBYIOLIEE 3a00/iIeBaHKE

JlanHble 0 6e30onacHOCTH ¥ AP PEKTUBHOCTH MPUMEHEHHUS OCENbTAMUBHPA Y MALUEHTOB ¢
J0CTATOYHO TSXKENbIM COMYTCTBYIOLIUM 3a00JIeBAHUEM MITH HECTAOUIILHBIM COCTOSHUEM,
MpeAnoaaratolum rocnuTanu3almio, OTCYTCTBYIOT.

[TalKMeHThI ¢ 0cIabAeHHBIM UMMYHUTETOM

D¢ heKTUBHOCTL OCeNbTAMUBHPA MPH JIEYEHUH WITK NMPO(HUIAKTHKE IPUIINA Y MALUEHTOB C
ocnabaeHHbIM UMMYHHUTETOM YETKO He ycTaHOBJeHa (cM. paszaen 5.1).

CepnevHas/npIxatebHas HEI0CTATOYHOCTh

D¢ PeKTUBHOCTL OCENbTAMUBHPA MPHU JICHEHUH WK MPOPUTAKTHKE TPUINA y MaLUeHTOB ¢
XPOHMYECKOMN CepIeUHON M/MK AbIXaTeNbHONW HEJOCTATOYHOCTHLIO He ycTaHOBNeHa. B naHHoi
MOMyJISAUXK NALMEHTOB YacTOTa BO3HUKHOBEHHS OCJIOKHEHUH Obllla COMOCTaBUMA B IpyIine
neyeHus U rpynmne nnauedo (cm. pasaen 5.1).

[ToyeyHass HEAOCTATOYHOCTh TSXKEIOM CTENEHU THKECTH
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V B3pOCIBIX MALMEHTOB U MOAPOCTKOB (13-17 1eT) ¢ TAKENIOH CTENCHBIO NoveyHOM
HEJOCTATOYHOCTH MPH JIEYEHHH U NPO(UIAKTHKE UM PEKOMEHIYETCA KOPPEKLUA N03bI.
KIMHUYECKMX JaHHBIX HEJOCTATOUHO /U1 KOPPEKLIMK 103bl Y MJIAJEHLEB U AeTeil (B BO3pacTe
oT | roza u cTapiiie) ¢ MoYeYHON HEJ0CTaTOUHOCTBIO (CM. pa3Jebl 42n5.2).

[ICHXOHEBPOJOrMYECKHUEe HapyLIEeHUs

Y nauueHToB (B OCHOBHOM Y J€Teil M MOAPOCTKOB), PUHKMAaBILKX npenapar Tamudio, ObuiH
3aperucTpUpoBaHbl ICUXOHEBpOIornyeckne Hapymenus. [10106HbIE NCHXOHEBPOOTHYECKHE
HapyILIEHHs TaK )e OTMEUeHbl y MaLMEHTOB C TPHIINOM, He NoJyyasiyx npenapat Tamudiio.
CrneayerT TIaTeIbHO MOHUTOPUPOBATh MALMEHTOB Ha NPEMET U3MEHEHHH B MOBEJCHNH, PHCK 1
M0Jb3a MPOIOKEHUS TEPANMHU JJOJDKHBI ObITh OLEHEHBI UTS KajK/I0T0 MalkeHTa HHAWBUAYAIbHO
(cM. paznen 4.8).

Hetu

JlaHHbIE 171 ONpe/eNeHHMs 103bl Y HEOHOLIEHHbIX JeTel (recTalMOHHbIN BO3pacT <36 Hezelb)

OTCYTCTBYIOT.

4.5. BzaumopeiicTBHE ¢ IPYrHMH JIEKAPCTBEHHBIMH NpenapaTaMi H Apyrue BH/bI
B3aHMOJeHCTBHS

dapMaKOKHHETHYECKHe CBOMCTBA OCENbTaMUBHPA, TAKUE KaK €ro HU3Kas CTENEHb CBA3bIBAHMUS C
GenKaMu U MeTabosn3M, He 3aBucuMbli OT u3odepmerta CYP450 u cucteMsl IIOKypOHHIA3
(cM. pazzen 5.2), MO3BOJAIOT MPEANOJIOKUTh, YTO KIMHUYECKH 3HAYMMBIE JIEKAPCTBEHHbIC
B3aMMO/ICICTBHA MO YKa3aHHbIM MeXaHU3MaM MaloBEPOSTHbI.

[IpoGeHeunna

Koppekuuu 103bl MU OAHOBPEMEHHOM MPUMEHEHUH C MPOOEHELIMOM Y MaLUEHTOB ¢
HOpMasbHOM (yHKLMel noyek He TpebyeTcs. OHOBPEMEHHOE NPUMEHEHHE C MPOOEHELHIOM,
MOILHBIM MHHTHOMTOPOM aHHOHHOM KaHaJbLEBOH CEKPELMH B MOYKAX, MPUBOJMT K ~ 2-KPaTHOMY
YBEJTMUEHHUIO DKCIMO3HIIMH aKTHBHOTO METabOJIMTa OCelIbTaMUBHpa.

AMOKCHULIMJIJIMH

Kunetuueckoe B3aUMO/JICHCTBUE ocejibTaMUBHpa H aMOKCHLIMJIJIHHA (BblBOIIﬂ[I.leFOCﬂ TEM KE
NyTeM, YTO U OCCHbTaMHBHp) OTCYTCTBYET. ﬂpeunonarae’rca, 4YTO KOHKYpEHLHUs OCEIbTaMUBHpa
3a BbIBEJIEHUE MOYKaMHM ciabdas.

BbIBe1IeHHE C MOYOiA

MaJ'IOBCpOﬂTHbl KITMHUYECKH 3HAUYHUMbIC MEXKIIEKAPCTBEHHBIE B3aMMOJIEUCTBHUS, CBA3aHHbIE C
KOHKprHuHCF{ 3a KaHaAJIbLEBYIO CEKPELUMIO, MPUHUMAasA BO BHUMaHHUE PE3CpB 0€e30MacHOCTH AJis
GONbIIMHCTBA MOA00HBIX npenaparoB, NyTH BbIBEIEHHS aKTUBHOTO MeTabonuTa oceJibTaMUBHpa
(K.ﬂ)’60‘lKOBaﬂ (bl/lﬂpral.ll’lﬂ W aHUOHHAas KaHallbLEeBas CCerU,l/lﬂ), a Tak)Xe€ BbIBOAALLYHO

CMOCOOHOCTb KaXKA0T0 U3 nyTeﬁ. OpHako, MMPAMEHATL OCENIbTAMHUBHP B KOMOHWHALMU C
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npenapatamMy, HMEIOLUMH Y3KYIO IIMPOTY TEparneBTHIECKOro eHCTBAUSA (Hampumep,
XJIOpMponaMu, MeToTpekcat, (heHunGyTasoH), HEOOXOIMMO € OCTOPOIKHOCTDIO.

JlonoaHUTeNbHasg UHGOpMaLUs

He oGHapyskxeHo apMaKOKHHETHYECKHX B3aMMOJIEHCTBHI MEXKy OCENbTAMUBUPOM HIIH €ro
OCHOBHBIM METaGOINTOM MPH OJIHOBPEMEHHOM MPHEME C MapalieTaMoJIoM, aLETHIICATULMIOBOMH
KUCIIOTOM, LLMMETUAMHOM, aHTALIMIHBIMHM CPECTBAMH (MarHus ¥ almtOMUHUS TUAPOKCH],
KasbLMs KapOOHAT), pUMaHTAAMHOM MK Bap(hapiHOM (Y MalMeHTOB 63 rpumnmna, CTabuibHbIX

Ha BapdapuHe).

4.6. ®epTHABHOCTH, 0ePEMEHHOCTH H JIAKTAIMS

bepeMeHHOCTh

HeGnaronpusTHbIi nexoa 6epeMEeHHOCTH U aHOMAJIMK PasBUTHS MII0MA, 8 TAKXKE PUCK
CEepbE3HBIX BPOXK/AEHHBIX MOPOKOB Pa3BUTHSA, B TOM YMC/I€ BPOKICHHBIX MOPOKOB cepaLa,
CBA3aHbI ¢ 3a001€BAaHUEM TPUIITIOM.

BosibIoe KOJM4YecTBO JaHHBIX O BO3AEHCTBMU OCENbTaMUBUPA Yy O€pPEMEHHBIX KEHIIHMH B XO/€
MOCTPETUCTPALIMOHHOrO MPUMEHEHHsS W HaOmoaaTeNbHBIX uceneaoBanmii (6onee 1000
MaMEeHTOB Ha MEpBOM TpUMecTpe GEPEMEHHOCTH) HE YKa3bIBAlOT HH Ha MOPOKH Pa3BUTHA, HUA Ha
(eTo/HEeOHaTaIbHYIO TOKCUUYHOCTh OCEIbTAMUBHUPA.

OnHako B OAHOM HabOaTENbHOM UCCNEIOBAHUN PE3yJIbTaThl OLEHKH PUCKA Pa3BUTHA
TSUKEJIBIX BPOXKIEHHBIX MOPOKOB CEp/La, IMarHOCTUPOBAHHBIX B TeueHHe 12 Mecsles nocine
pOXaeHHs, He ObIIM OIHO3HAUYHBIMH, XOTS OOLIMI PUCK MOPOKOB pa3sBUTHSA U HE ObLT YBETHYCH.
B laHHOM MCClIeIOBAHUM YacTOTa Pa3BUTHS TSKENbIX BPOKAECHHBIX MOPOKOB cepLa rnocje
MpUMEHEHHs OCeIbTAMMBHIPA B TEUEHHE MEPBOro TpuMecTpa GepeMeHHOCTH cocTasana 1.76%
(7 mnanenues u3 397 GepeMerHocTei) no cpaBHenuio ¢ 1.01% npu GepeMeHHOCTH B 00LIEH
nonynsauuu 6e3 npuMeHeHus ocelbTaMUBHpa (OTHOILEHHE pUckoB 1.75, 95% noBepuTeIbHBIN
unrepsan (JH) 0.51 no 5.98).

KiimHuueckoe 3HaueHUe JaHHOrO pe3ylibTaTa 10 KOHLIA HE ACHO, TaK KaK MCCIIeIoBaHHE UMEJIO
OrpaHUYEHHYIO MOLIHOCTb.

Kpome Toro, uccnenoBanue 6bu10 CIUILIKOM HEOOIBILIUM, YTOOBI MPOBECTH JOCTOBEPHYIO
OLIEHKY OTAENbHbIX KATErOpHii TAXKENbIX MOPOKOB Pa3BUTHS; MPH STOM JAHHbBIE Y JKEHLUMH,
MPUHUMABLIMX M HE MPUHUMABLIMX OCEIbTAMHUBUP, HE MOTJIH OBITh MOJHOCTBIO COMOCTABUMEI,
HE3aBUCUMO OT TOTO, OOJENH JTH OHHU TPUIIIIOM.

WccnenoBanus Ha )KMBOTHBIX HE YKa3bIBAIOT HA PENMPOAYKTUBHYIO TOKCMYHOCTh OCeJIbTaMHBUPA
(cm. paznen 5.3).

IMpumenenue npenaparta Tamudiio npu GepeMEHHOCTH BO3MOKHO B Clly4ae HEOOXOAMMOCTH U

ocle OLEHKH uMeroleiica uadopmaluu 0 6e30MacHOCTH U nob3e (MH(pOpMaLHMio 0 nosb3e
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npyMeHeHus npenapaTa y 6epeMEeHHbIX XKCHIINH CM. B pa3Jic/ie 5.1), a TaKKe MaToreHHOCTH
LMPKYJIUPYIOLLEro WTaMmMa BUpyca rpumnmna.

JlakTauus
Bo BpeMs JOK/IMHHYECKUX MUCCIEN0BAHHN OCENbTAMUBHD U AKTUBHBIN META0O0JIUT MPOHUKAIIH B

MOJIOKO JIAKTHPYIOIMX KpbIC. JIaHHbIE M0 3KCKPELMH OCeIbTaMMBHPa ¢ IPYAHBIM MOJIOKOM Y
yeoBeKa ¥ NPUMEHEHHIO OCeIbTaMUBHPa KOPMSALIUMH XKEHILIMHAMH OrpaHH4CHBI.
OrpaHuyeHHbIE JaHHbIE MOKa3bIBAOT, YTO OCEIbTAMUBUP H €T0 aKTUBHBII MEeTaOO0JIUT B
HeGONbIIMX KOJIMUECTBAX MPOHUKAIOT B IPYHOE MOJIOKO, CO3/1aBas CyOTepaneBTHYECKNe
KOHLIEHTpALIMK B KPOBM TpyaHoro pedenka. [1py HazsHaueHWH ocelbTaMUBUPA KOPMALLIMM
JKEHILIMHAM CJIelyeT TaK)Ke YUMTHIBATh UX COMYTCTBYIOLIEE 3a00I€BaHHe U MaTOTeHHOCTh
LMPKYJIMPYIOLIEro WTamMMa Bupyca rpunna. [Ipu 6epeMeHHOCTH H B MEPUOJ] TPYAHOTO
BCKApMJIMBAHHWs OCENbTAMMBUP MPUMEHAIOT TOJILKO B Clly4ae, ecii 0)KuJaeMas sBHas noib3a
IS KOPMSILLIEH MaTepy MPEBBILAET PUCK A1 peGeHKa.

DepTUILHOCTD

Ha ocHOBaHMHM JOK/IMHHUYECKUX JaHHBIX HE O3KMaeTcs, uTo npenapat Tamuo BAuseT Ha

(epTHUIBHOCTD MYXKUYMH WIIH JKEHIUMH (CM. pa3aen 5.3).

4.7. Bausinue Ha CNOCOOHOCTH YIPABJASATH TPAHCHOPTHBIMH CPeACTBAMH H PadoTaTh ¢

MEXaHH3IMaMH
F[penapaT HE OKa3bIBAET BIUSHUS HA CIIOCOOHOCTD ynpaejisaTh TPAHCNOPTHLIMH CPEACTBAMH U

paGOTaTb C MEXaHU3MaMH.

4.8. HexkennaresibHbIE peaKIUH

PestoMe npoduisg 6e30nacHOCTH

O6uwit npouies GezonacHocTH npenapata Tamuduio ocHOBaH Ha AaHHBIX 6049 B3pOCIbIX
NaLMeHTOB/MOAPOCTKOB U 1473 feTeit ¢ rpunnoM, nosyyapinx npenapat Tamuduio win
n1aueto B KIMHMYECKUX MCCIIeIOBAHMSX MO JICYEHHUIO TPUIINa, a TaKkkKe Ha AaHHBIX 3990
B3pOCJIbIX MALMEHTOB/TOAPOCTKOB M 253 neteit, nomydapmnx npenapat Tamudio uiu
niane6o/He NoJiyyaBIIMX Tepanuy B KIMHMYECKUX UCCIIEJOBAHUAX M0 NPO(UIAKTHKE rpUIINa.
Kpome Toro, 245 nauueHToB ¢ 0caabJeHHbIM MMMYHHTETOM (B TOM 4ucie 7 NoApocTKoB U 39
aeteit) nonyunnu npenapat Tamudgro ans nedenus rpunmna, a 475 nauueHToB ¢ ociabJeHHbIM
MMMYHHUTETOM (B ToM unciie 18 aerteid, 10 u3 kotopsix nomnyuyanu npenapat Tamuduio u 8 -
nnaue6o) nomyurnu npenapat Tamuduro nim naane6o Ans npoUIaKTUKH IPUIIa.

V B3pOC/bIX MALMEHTOB/MOAPOCTKOB Hauboee YacThMU HexenaTenbHbiMU peakunsmu (HP) B
XO/Ie KIIMHMYECKMX MCCIIEIOBAaHKIM JIeueHUs rpunna ObUIM TOLIHOTA W PBOTA, a B X0/1e

MCCIIeIOBaHKI M0 Npo(UIaKTHKE - TOLIHOTA.

10
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BoMbLIKHCTBO yKa3auHbIX HP Gbinu 3aperucTpupoBaHbl OJHOKPATHO B MEPBbIH WIlK BTOpPO#
JeHb Tepanuy ¥ CIIOHTAHHO Pa3pellaiuch B TEUCHHE MOCISAYIOWKX 1-2 nHei.

V nereii HaubGonee uacto Berpevatoiueiicas HP Obita peora.

V GOJIbIIMHCTBA NAaLMEHTOB AaHHble HP He npuBOAMIM K OTMEHE Tepanuu npenapaTom
Tamudao.

Cepbesnblie HP, mepeuncneHHble HUKE, PEIKO OTMEeYalich ¢ MOMEHTA BbIXO/1a Mpernapara Ha
PbIHOK: aHauIaKTHYECKHe 1 aHa(QUIaKTOMIHbIE PEAaKLMH, HAPYLICHUS CO CTOPOHBI NEYCHH
(ynbMHHAHTHEIN renaTut, HapylieHue (GyHKIMH MEeYeHH 1 XKENTyXa), aHTHOHeBPOTHYECKHH
otek, cunapoM CrueHca-/[PKOHCOHA U TOKCHYECKHH 3Mu/IepMabHbIi HEKPOJIU3, XKeTy104HO-
KHILIEYHOE KPOBOTEUEHHE M HAPYILIEHHS CO CTOPOHBI HEPBHOM CUCTEMBI M TMICUXUKH (CM. pasjen
4.4).

TabJUYHOE pe3toMe HeXKeNaTeNbHbIX PeaKLUi

Cnucok HP npencrapieH B TabnnuHoM (opmate HHKE.

Jns onucanus yactotsl HP ucnonb3yetes cneytowas knaccudukaumsa: odenb yacto (=1/10),
yacto (>1/100, Ho <1/10), neuacto (>1/1 000, Ho <1/100), peaxo (=1/10 000, o <1/1 000),
oueHb peziko (<1/10 000). CooTBeTcTBYyIOLIAs Kateropus npucearBaercs HP Ha ocHoBaHu#
00bEIMHEHHOTO aHa/In3a KIMHUYECKUX UCCIIEJOBAHHH.

Jlevenue u npogpunaxmuxa epunna y 63pociblx U nOOPOCMKOE

B TaGnuue 1 npexacrasnensl HP, Bo3HHKaBLIne Haubosee 4acTo Npu MpUeMe peKOMEH10BaHHOH
no3bl npenapara Tamuduiio B MceleJoBaHUAX MO NPO(UIAKTUKE U JIEUEHHIO TPHUIINA Y B3pOCIIBIX
M MOAPOCTKOB (75 Mr 2 pasa B CYTKH B TeueHHe 5 aHeil fnd nevenus u 75 mr 1 pas B CyTKu 10 6
HeJenb A Npo(UAaKTHKR).

B uccnenosanusx no npodunaktuke rpunna npoduab 6€30MacHOCTH y NaLMEHTOB,
MoJTy4aBIIMX PEKOMEHA0BaHHYIO 103y npenapata Tamuduto (75 mr 1 pas B cyTku 10 6 Heaeb),
Ka4yeCTBEHHO HE OT/IMYAJICs OT TAKOBOTO B MCCIIEIOBAHUAX 10 JICUEHHIO TPHIINA, HECMOTPS Ha

Oonee AMMTENbHBIN MPUEM Mpenapara.

Ta6nuua 1. HP, BbIsSBIEHHbBIE B X0/1€ KIMHUYECKUX UCCIIEI0BaHUI MO NMpO(QUIAKTHKE U JIEYEHHIO
rpunmna npenapatoM Tamudio y B3pocabiX NaLUMEHTOB U MOJPOCTKOB MM B XOJI€

NOCTPETHCTPALIHOHHOTO HaOMo1eHUs.

CucremHo- HP, pacnpesesieHHbIE COrIACHO YaCTOTE BbISIBIEHHS
Oopranubii K1ace | OuyeHb YacTo Yacro Heuacro Penxo
Undexkumnu u Bponxur, Herpes
WHBa3HH simplex,

Ha30()apuHTHUT,
uHpekuun
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BEPXHHUX
JIbIXaTeNbHbIX
nyTel, CAHYCUT

Hapyiuenus co TpombouuToneH
CTOPOHBI KPOBH U s
auMpaTrueckoi
CUCTEMBI
Hapyuenus co Peakuuu AnadunakTHueck
CTOPOHbI TUMEPUYBCTBUTE | M€ PEaKLuH,
MMMYHHOM NILHOCTH aHa(UIaKTOUIHBI
CUCTEMBI € peaku1u
[Tecuxuueckue becnokoiicTBo,
HapyLUEeHUs HEaJIeKBaTHOE
noBe/IeHHUE,
TPEBOKHOCTH,
CMYTaHHOCTb
co3HaHusl, Open,
JIeJIUpUH,
rajIoUMHALUH,
HOYHbIE
KOLLIMaphbl,
npuuuHeHue cebe
TEJNECHOTO
MOBPEXKACHUSA
Hapywenus co ["onoBnas 6onb | becconnuua U3menenune
CTOPOHBI HEPBHOM CO3HaHMA,
CUCTEMBI CyJI0OpOTH
Hapyuienus co Hapywenue
CTOpPOHbBI OpraHa 3peHus
3peHus
Hapyiuenus co Aputmus
CTOPOHBI cepaLa
Hapyenus co Kamens, 601b B
CTOPOHBI ropJse, puHopes
JIbIXaTeIbHON
CUCTEMBI,
OpraHoB IrpyIHOMi
KJIETKH U
CpeoCTeHUs
XKenynouHo- ToiHoTa PBota, 60k B XKenynouno-
KHLLIEYHBIE KUBOTE KULLEYHbIE
HapyLIEeHUs (Bkatouas 60ib B KPOBOTEUYEHHS,
BEpXHEH 4acTH reMopparuyecku
JKMBOTA), i KOJUT
Jcrencus

12




HE PB
8793 -2018!

Hapywenus co [ToBblLIEHHE @®ynbMUHAHTHBIA
CTOPOHBI MEYEHU aKTUBHOCTH renaTwr,
" «MEYEHOUYHBIX» ne4YeHOYHas
JKETUEBbIBOISALLH (epMeHTOB HEIOCTaTOYHOCTh
X MyTen , TenaTuT
Hapyuienus co DK3eMa, AHTHOHEBPOTHYE
CTOPOHBI KOJKH U JIEpPMaTHT, Chillb, | CKHH OTEK,
MOJKOMKHBIX KpanuBHULIA MHOro(opMHas
TKaHel SpUTEMA,
CUHJPOM
CrtuBeHca-
JKOHCOHa,
TOKCHYECKHM
ANuAepMalIbHbIA
HEKpOJIn3
O6uue Bosb,
HapylleHUs U roJIOBOKpYKEHHE
peakLuu B MECTe (BKmIOUas
BBEJICHUS BEPTHTO),
YTOMJIIEMOCTB,
nuxopajka, 6o1b
B KOHEYHOCTSX

Jlevenue u npogunaxmuxa epunnay oemei

B KJIMHMUECKHMX MCCIIENOBAHHUAX oceJibTaMUBHpa MpH JICHEHUHU rpuUlllia NpuHUMalii y4acTtue

1473 pebenka (BkIrOUas B LEJIOM 30POBBIX AeTeil B Bo3pacte oT | 10 12 net u geteii ¢ acTMOH

B Bo3pacte oT 6 10 12 net). U3 Hux 851 pebGeHok nomyyan Tepanuio 0CeIbTAMUBUPOM B

NeKapcTBEeHHOM opme «cycnensusy. Beero 158 nereii monmyvanu peKOMEHI0BaHHYIO 103y

npenapata Tamuduio 1 pa3 B CyTKH B UCCIEIOBAHUAX MOCTKOHTAKTHOW MPOQUIAKTHKHY B

JIOMaUIHUX ycsnoBusax (n=99), B 6-HeenbHOM UCCIeI0BaHUM CE30HHOM MpouiakTuku (n=49) u

12-He1eIbHOM UCCe1I0BaHUM CE30HHON MPO(HUIAKTUKHY Y NALMEHTOB € 0CIa0IeHHBIM

UMMyHHUTETOM (n=10).

B Ta6nuue 2 npeacrasnensl HP, HauGonee yacto coobuiaembie B X0/1€ KITMHUYECKUX

UCCIIEJOBAHUI y JeTeil.

Tabnuua 2. HP, BbIsSiBIE€HHBIE B X0/1€ KTUHUYECKMX MCCe0BaHUIA MO NPO(PHIAKTHKE U JIEYEHUIO

rpunna npenapatom Tamudmio y aeteii (qo3a ot 30 mr g0 75 Mr | pa3 B CyTKM B 3aBUCUMOCTH

OT BO3pacTa/Beca).

Cucremuo-
OpraHHblil Kjaace

HP, pacnpeaejieHHbI€ COrJIACHO YacTOTE BbIABJICHHSA

OueHb YacTo | Yacto Heuacto Penko
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WUudexkunn u CpenHuit OTUT
MHBa3UM
Hapywenus co ["onoBHas 6071
CTOPOHBI HEPBHOM
CUCTEMBI
Hapywenus co KOHBIOHKTUBUT
CTOPOHBI OpraHa (BKuTHOYas
3peHus MOKpacHEHUe
rnas, BblJeIeHuUs
1 00Jb)
Hapyuwenus co bonb B yxe Hapywenus co
CTOpPOHbBI OpraHa CTOPOHBI
cliyxa GapabaHHOM
nabupuHTa nepernoHKu
Hapywenus co Katuens, Punopes
CTOPOHBI 3aJ10)KEHHOCTh
JbIXaTebHOM Hoca
CUCTEMBI,
OpraHoB Ipy/JHOit
KIETKH U
CpeaocTeHHs
Kenynouno- PBoTa Bonb B xxuBOTE
KHLLIEYHbIE (Btoyas 6ok B
HapyIlLeHUs BEpPXHEei 4acTH
JKUBOTA),
JUCTencus,
TOLIHOTA
Hapywenus co Hepmatut
CTOPOHBI KOXH U (BKIIFOYas
MOJAKOXKHBIX asIepruyecKui
TKaHeH U aTOMUYECKHUH
JIEPMATHT)

OnucaHKe OTAENbHBIX HEXEeTaTeIbHbIX PeaKIni

Hapywenus co cmopomsl HepE8HOU cucmemvl U NCUXUKU

["punnosHas HHEKLMS MOKET aCCOLMMPOBATBLCA C pa3IMYHbIMU HEBPOJIOTHYECKUMH U
MOBEJEHYECKMMHU CUMIITOMaMH, BKJIFOYas TaKUe SBICHHS, KaK rajlloLMHALMK, AETUPHI, 1
Hea/IeKBaTHOE MoBe/ieHHe. B HEKOTOPBIX cllyyasiX OHW MOTYT MPUBECTH K JIETATIBHOMY HCXOJY.
JlaHHbIe ABICHMA MOTYT BO3HUKATDH Kak Ha (JOHE pa3BUTUA dHUEdanonaTuu umu sHuedanuta,
TaK ¥ OTAENbHO, 0€3 SBHOTrO TSKenoro 3aboneBaHus.

B MOCTperncTpalMoHHbIX COOOLIEHUSX Y NALUEHTOB, KOTOpbie Moyyany npenapat Tamugiio

U1 IEYEHHUS rpuIina, OTMeHaanuchb Cy10poru u nenupnﬁ (BKIHO‘{aﬂ TaKHUe€ CUMIITOMBI, KaK
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HapylleHHe CO3HaHMUs, CMYTAHHOCTh CO3HAHHS, HEAIEKBATHOE MOBEACHHCE, open,
raIoOLMHALIAH, GECTIOKOHCTBO, TPEBOKHOCTD, HOUHBIE KOIIMApBI). ITH Cly4an pelko
CONMPOBOXKAAIUCH MPUUMHEHHEM ceOe TeNECHOTO MOBPEKACHUA WK JIETA/IbHBIM HCXO/10M.
JlaHHble ABEHHSA ObUIM 3apErHCTPUPOBAHbI B OCHOBHOM CPE/IH IeTeH W MOJPOCTKOB U HacTo
MMEITM BHE3aMHOE Hayalo v ObICTPOE paspelleHue.

Posb npenapara TaMuduiio B pa3BUTHN JaHHBIX ABJEHHI HEM3BECTHA. YKa3aHHbIE
IICUXOHEBPOJIOrHYECKHE HApYLIEHUs TaKKe OblIM 3apErUCTPUPOBAHBI Y NALIMEHTOR C IPUIITIOM,
He nony4vasiuux npenapat Tamuduro.

Hapywenus co cmopoHbl ReHeHU U JCen4eEbl00AUUX nymel

HapyiueHust co cTOPOHBI MEYEHU H JKETUEBBIBOJALIMX MyTeH, BKIIKOUYAs enaTuT U MOBLILIEHHE
aKTMBHOCTH «TIEYE€HOYHbIX» (JEPMEHTOB, OTMEUATHCH Y MALUEHTOB C IPUMIONOA00HBIM
3a6oeBaHNEM. YKa3aHHbIE SBJIEHMS TaK)Ke BKIIOYaNU (yIbMHUHAHTHBIH renaTuT/me4eHouHy0
HEJOCTaTOYHOCTb C JIETAJIbHBIM MCXOJIOM.

[Ipouue ocoOble MOnyJasLUun

Iayuenmol nOXCUN020 603PACMA U NAYUCHNIBL C XPOHUYCCKOU CePOCHHOU U/ U ObIXamenbHOU
HEOOCmMamo4HOCmyio

[Tonynsiius, BKIIOYEHHAs B HCCIIE0BAHUS MO JICUEHHIO IPUIINA, COCTOsIA U3 B LIEJIOM 3/I0pPOBBIX
B3POCIIBIX/TIOAPOCTKOB M MALMEHTOB IPYMIbl pUcKa (PUCK pa3sBUTHs OCIIOKHEHHUI rpUNNa,
HanpuMep, TOMyJIsALKMs NMAaLKEHTOB MOJKUIOr0 BO3pacTa U MaLMEHTOB C XPOHUYECKOH CepACHHOM
WM IbIXaTeNIbHOM HE0CTaTOUHOCTRI0). B 1ienom npoduns 6e30nacHOCTH npenapata y
MalMeHTOB IPYMNIbl pUcka Obll COMOCTABUM C TAKOBBIM Y B LIEJIOM 310POBBIX
B3POCIIBIX/TIOIPOCTKOB.

ITayuenmoi ¢ ocradIeHHbIM UMMYHUMENOM

JlevyeHue rpunmna y nadeHToB ¢ ociableHHbIM UMMYHUTETOM OLIEHHBAJIOCh B JIBYX
KJIMHUYECKMX MCCNIE0BAHUX: MALMEHThI MOJyYalld CTAaHJaAPTHYIO 103y WIIH MOBBILIEHHYIO 103y
(aBoitHYIO UM TpoliHY10) npenapata Tamudumo (cM. pasaen 5.1). [podune Ge3onacHocTH
npenapara, Ha0/M0JaeMblii B JaHHBIX UCCIIEIOBAHUAX, ObI COMOCTABMM C TAKOBBIM B
npebIAyLMX KIMHMYECKUX UCCleIoBaHUAX, B KOTOPbIX npenapat TaMudiro npuMeHscs ans
JIeYEHHUs MALMEHTOB C HOPMAIbHBIM UMMYHHUTETOM CPEM BCEX BO3PACTHBIX TPYMI (30pPOBbIE
MaUMeHThl WK MALMEeHTBI U3 TPYIIbl PUCKa, HAaNpUMep, ¢ bIXaTeIbHOM W/UIK cepaevHOM
HEJ0CTaTOYHOCThI0). HauGornee yacTbiM HexkenaTenbHbIM SBJIEHUEM Yy AeTel ¢ ocnabneHHbIM
MMMYHHUTETOM Obina peota (28%).

B xone 12-HenenbHOro ueesieioBaHus no npouiakTuke rpunna y 475 nauueHToB ¢
oc1abaeHHBIM IMMYHHTETOM (BKIIOuas 18 aeteil B Bo3pacte oT 1 10 12 neT u crapuie) npodub

6e30MacHOCTH B Tpyrne ocenbTaMuBupa (238 nauueHToB) Obijl COMOCTABUM C paHee
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HaGmogaembiM npoduiaem npenapata Tamuuiio B KIMHUYECKUX HCCIIEI0BAHUAX 1O

npodHuIaKTUKE.

ECTH

B 1ByX mccaenoBaHuaX GapMakoKMHETHKH, (hapMaKoIMHAMUKHU U NpoQuiis Oe30macHoCTH
ocebTaAMMBMPA, B KOTOPBIX MPUHUMaNK yuactue 135 neteii B Bozpacte 10 | roza ¢ rpunrom,
npodunb Ge30nacHOCTH npenapara Ob11 CONOCTABUM B PasIWYHBIX BO3PACTHBIX Ipynmnax.
HauGonee yacto coobIiaeMbIM1 HeXKelaTeIbHBIMK ABJICHUSIMH MPU 3TOM ObLIM PBOTA, Mapes U
onpenocts (cM. pazzen 5.2). JlaHHbie 0 AETAX B reCTallMOHHOM BO3pacTe 0 36 Helelb
HEJIOCTaTOUYHbI.

JlanHble Mo 6e30MacHOCTH NPUMEHEHHS OCETLTAMUBUPA MPH JIeYeHUH y ieTeil B Bo3pacTe J10 |
rojia Mmojy4eHbl U3 MPOCMHEKTHBHBIX U PETPOCMEKTUBHBIX HAOIIOAATEIbHBIX HCCIIEJOBAHUI
(Bkmouanu Gonee 2400 feTeii JaHHOTO BO3pacTa), HCCIE0BAHUI SMUAEMHOIIOrHYECKUX 6a3
JaHHBIX M NOCTPerucTpaluoHHoro HabmoaeHus. [Tpodunes 6e3onacHocty y aereit 1o 1 roaa
COMOCTAaBUM C W3BECTHBIM NpoguieM OGe30MmacHOCTH y JeTeii B BospacTte | roja u crapiue.
Jemu ¢ 6ponxuansHou acmmoil 6 anamHese

B uenom npoduns HP y neteii ¢ 6poHxManbHOM acTMOi B aHaMHe3€ ObLIT COMOCTaBUM C
TaKOBBIM B LIEJIOM Y 3710POBBIX JI€TEH.

Coo0l111eHHe 0 MOA03PEBAEMbIX HEXKEATEIbHBIX PEaKIUIX

BaxxHo coo01are 0 NoJo3peBaeMbIX HEKeNaTeNbHbIX PEAKLMAX M0CIE PErUCTPaLiH
JIeKapCTBEHHOTO Mpenapara ¢ Uesiblo 00ecneyeHus HEMPEPbIBHOTO MOHUTOPUHIA COOTHOLLIEHHS
«TOMb3a - PUCK» JIEKAPCTBEHHOTO npenapara. MeJuUMHCKUM pabOTHUKAM pEKOMEHYETCs
coobLaTh 0 M0ObIX MOA03PEBAEMBIX HEXKENATEbHbIX PEAKLMAX JIEKAPCTBEHHOIO Mpenapara
yepe3 HaLMOHAJIbHBIE CUCTEMbI COOOLLEHHS O HEKENATENbHbBIX PEaKLUAX rOCyapCTB — YIEHOB

EBpaznﬁcxoro 3KOHOMHYECKOIo COrO3a.

Pecnyonuxa Apmenus

AO3T «Hay4Horo Llentpa Dkcneptussl Jlekapets u MeauumHckux TexHOMOrnii MM. AkaJeMHKa
3. lNabpuensHar

0051, r. EpeBan, np. Komuraca, 1. 49/4

ten. +374 (10) 20 05 05; +374 (60) 83 00 83

e-mail: admin@pharm.am

www.pharm.am

Pecnyonuxa benapyco
Pecny6nukaHckoe yHUTapHoe npeanpustie «LIeHTp SKcrnepTu3 ¥ UCbITaHWH B

3[paBOOXPAHEHUM
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220037, r. MuHck, nep. ToBapuileckui, 1. 2a
ten. +375 (17) 299 55 14; daxce +375 (17) 242 00 29
e-mail: repl@rceth.by

www.rceth.by

Pecnyonuxa Kazaxcman

Pecny6MKaHCKOE TOCYIApCTBEHHOE MPEANPUATHE HA NPaBe XO3IHCTBEHHOTO BEJIEHHA
«HalyoHanbHbIN LEHTP SKCTIEPTH3bI IEKAPCTBEHHBIX CPEICTB ¥ MEIMLIMHCKHUX U3JEIHI»
KoMuTeTa MeULMHCKOrO U (hapMaLieBTHYECKOro KOHTPoIsi MUHUCTEPCTBA 3ipaBOOXPAaHeHHS
Pecny6onuku Kaszaxcran

010000, r. ActaHa, paiion baiikonblp, yi1. Amanrenan Mmanosa, 1. 13

ren.+7 (7172) 235 135

e-mail: farm@dari.kz

www.ndda.kz

Kwvipevisckasn Pecnyonuka

JlenapTaMeHT JIeKapCTBEHHBIX CPEJICTB U MEJULIMHCKUX M3/Ienii pi MUHKHCTEPCTBE
3apaBooxpaHenus Keiproisckoii PecnyGnuku

720044, r. buwukek, yn. 3-a Jluuus, 1. 25

ten. 0 800 800 26 26 «ropsuas nuHuA»; +996 (312) 21 92 89

e-mail: dlsmi@pharm.kg

www.pharm.kg

Poccuiickas @eodepayus

@enepanbHas ciyxba o Haazopy B cdepe 3apaBooxpanenus (PoczapasHaazop)
109012, r. Mockga, CnaBsiHckas rioass, 1. 4, crp. 1

ten. 8 (800) 550 99 03 «ropsuas AUHUAY

e-mail: info@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9. IlepenozupoBka

CuMOTOMBI

CoobLuenus o nepeo3upoBke npenapara Tamudio ObUM MONYyYEHbl B X0/1€ KIMHUUYECKHUX
MCCIIE0BAaHUI U MPU NOCTPErUCTPALMOHHOM NpUMEHEHHH. B GonbLIMHCTBE cliy4yaeB
nepeo3upoBKa He CONPOBOKAANACh KAKUMU-JTMOO HEXKeNaTeIbHbIMU ABJIEHHAMH. B ocTanbHbIX
ciyyasiX CUMITOMBI MEPEJ03UPOBKH COOTBETCTBOBAIM HEXKENATENbHBIM SBJICHUAM,
npeACTaBleHHbIM B pa3zene 4.8.

JleueHue
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Jlnst npenapata Tamudmio He CyLIECTBYET M3BECTHOTO creLn(uuecKoro aHTH0Ta.

Hetu

O nepeno3upoeke npenapata TamudJiio yalle coo0LANOCk NPH MPUMEHEHHH Y JIETEH, YeM y
B3POCIIBIX M MOAPOCTKOB. CllelyeT COOMOAaTh OCTOPOKHOCTD NMPH IKCTEMIOPATIbHOM

NPUrOTOBJIEHUH CYCMEH3MH W MPU Ha3HAYEHHUH Mpenaparta Tamudmio aeTaMm.
5. ®APMAKOJOINMYECKHUE CBOMCTBA

5.1. ®apmakoaHHAMHYeCKHe CBOHCTBA

dapmakoTeparneBTHYecKas rpymnna: MPOTUBOBUPYCHBIE CPEJICTBA CHCTEMHOTO ICHCTBHUS;
MHIUOUTOPBI HEHpaMUHKA3bI.

Kon ATX: JOSAHO2

MexaHu3M NeHCTBUS

Ocensramusupa (ocdar siBisercs npoieKapcTBOM aKTUBHOIO MeTaboIMTa OCeNIbTaMUBHPA
kap6okcunata (OK) - 3 peKTHBHOro U CeNeKTUBHOr0 MHrHOMTOpa HelpaMUHU/1a3bl BUPYCOB
rpunna tuna A u B, pepmenTa, KaTanu3upyIOILEero NpoLeCe BbICBOOOK/IEHHS BHOBb
00pa30BaHHBIX BUPYCHBIX YaCTHUL U3 MHOULIUPOBAHHBIX KJIETOK, HX MPOHUKHOBEHHUS B
HEMH(ULIMPOBAHHbIE KIETKH SMUTENNSA JbIXaTeIbHbIX MyTeH M JabHEHIIEro pacrnpocTpaHeHU
BHpYCa B OpraHU3Me.

OcenbramMuBHpa KapOOKCUIAT MHTHOMpPYET HelpaMiHUaaskl rpunna A u B in vitro.
Ocenbramueupa ocdar HHrHGHpyeT HHPEKLMIO M PErUTMKALIMIO BUpYca FPUMMa in vitro.
OcenbTaMUBUP, MPUHUMAEMBIii MEPOPaIbHO, MHTUOMPYET PEMIMKALMIO H MaTOr€HHOCTh
BHpPYCOB rpunmna A ¥ B in vivo Ha JKHBOTHBIX MOJIENIAIX FPUMNO3HON HH(EKLIMHU TIPH
NPOTUBOBUPYCHOM BO3AEHCTBMM, aHAIOTUMHOM TOMY, KOTOPOE JIOCTUIaeTCs Y YesIOBEKa MpH
J03e 75 Mr JBa pasa B JI€Hb.

[TpoTHBOBUpPYCHAs aKTUBHOCTb OCENIbTaMUBHpa B OTHOLIEHUHU rpunna A v B Obina
MOATBEPIKAEHA MPOBOKALMOHHBIMU MCCIIEIOBAHUAMM Y 3/10POBBIX JOOPOBOJIBLEB.
Konuentpauus OK, HeoOxoaumas 11 uHrubupoBanus Heiipamunuaassl Ha 50% (ICso),
cocrasnset 0.1-1.3 HM ans Bupyca rpunna A u 2.6 HM a4 Bupyca rpunna B. Mennana
3Havenuii [ICso ans Bupyca rpunna B HeckonbKo Bbille U cocTaiser 8.5 HM.

Knunuueckas 3¢ ¢eKTUBHOCTE U 0€30MacHOCTh

Jlevenue ungexyuu, 8b136aHHOU GUPYCOM CpUNNA

JlaHHoe nokazaHue 6a3upyeTcs Ha KIMHUYECKUX UCCIIEIOBAHUAX €CTECTBEHHBIX CITy4aeBn
rpUINa, B KOTOpbIX Npeobnaaatoiium Obu1 rpunm A.

OcenbTaMuBUp 3G PEKTUBEH TOJBKO MpH 3a00J1€BaHUAX, BbI3BAHHBIX BUPYCOM rpurna. [Tostomy

CTaTUCTHYECKHE JaHHbIC aHa/Ih3a NMPEACTaBJIEHbI TOJILKO AJIA I/IH('I)MLalOBaHHle r'pyniom
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MauMeHToB. B 00beMHEHHOM HCCIIE0BAHIH MOMYJALMH, BKIIOYAIOIIEH MONOKUTEIbHBIX U
OTpHLATENbHBIX B OTHOLIEHHH BUPYCaA IPUINaA NalUeHTOB (ITT), nepuunas 3¢pGeKTHBHOCTD
CHMJKANAch MPONOPLMOHALHO KOJMYECTBY OTPULIATENIbHBIX B OTHOLICHUH BUPYCa IPUIIa
nauueHToB. Bo BCeii monynsLum, noyyasiueii JjedeHne, HHOEKLUs rpurnma Obina
noaTBepikaeHa y 67% (nuanazon ot 46% 10 74%) HabpaHHbIX nauueHToB. M3 BeeX MOKMIbIX
naumMeHToB 64% ObUIM MOJOKUTENBHBIMY B OTHOLUEHWH BUpYCa FPUMNa, U U3 BCEX MOKMIIbIX
MALMEHTOB ¢ XPOHHYECKOH Cep/eUHOM W/MiK JBIXaTebHON HEJ0CTATOYHOCTBIO 62% ObLTH
MOJIOKUATEIbHBIMK B OTHOLLEHHM BUpYyca rpunmna. Bo Bcex KIMHAYECKMX MCCle10BaHUAX (asbl
111 nauueHToB HaGUpaJM TOJIBKO B MEPUOJI LIMPKYJIALMHM BUPYCa TPUMNA B JIOKaIbHOM
MOMyJNALHUH.

B3pocnvie u noopocmxu 6 gozpacme 13 nem u cmapuie

OT6Mpannch Te NaLMEHTHI, KOTOPbIE COOOLIANH O MPOSBUBLIMXCSA CUMNTOMAX 3ab0/ieBaHus B
npezenax 36 4acoe, y KOTOpbIX Oblja auxopajaka >37.8°, conpoBoxkaaromascs Xors Obl OHUM
peCMpaTOPHBIM CUMITOMOM (Kallelb, Ha3albHble CUMITOMBI, 60J1b B TOpJIE) U XOTA Obl OHUM
CUCTEMHBIM CUMIITOMOM (MHAJITHsA, 03HOO/MOTAMBOCTb, HEJOMOIaHHUE, YCTAJIOCTh WIIK FOJIOBHAS
6osb). B 00beHEHHOM aHajk3e BCeX B3POCbIX U MOJPOCTKOB, MOI0XKHUTEIbHBIX B OTHOLICHUH
BUpyca rpunna (n=2413), BKJIIOYEHHBIX B UCCNIEOBAHUA JICYCHHUS, Ha3HAYCHHE OCe/IbTAMHUBHPA
75 Mr 1Ba pa3a B CYTKH B TEUEHHE 5 JTHEH CHU3UIIO CPENHION MPOJOUKUTEIbHOCTD TPUNIA Ha
OJIMH JIEHb 110 CPABHEHHMIO ¢ rpyrnoi nmiauedo, ¢ 5.2 aus (95% AU 4.9-5.5 aus) no 4.2 aus
(95% 1A 4.0-4.4 nus; p<0.0001).

Jlons MalMeHTOoB, Y KOTOPbIX BO3HUKIIM OCJIOKHEHHS CO CTOPOHBI HUJKHHX JIbIXaTeIbHbIX MyTEH,
Tpebyloline JeyeHus aHTHOMOTHKaMHU (B OCHOBHOM OpOHXHMTa), yMeHbluunach ¢ 12.7%
(135/1063) B rpynne nnaue6o a0 8.6% (116/1350) y nauueHTOB, MOJy4YaBILIUX JIEUYEHHE
ocenbTamMuBupom (p=0.0012).

Jlevenue cpunnd 6 NONYIAYUAX BbICOKO20 PUCKA

CpeaHss Mpoo/KMTENIBHOCT MPUIA CYIIECTBEHHO HE YMEHBLUUIACh Y MOXKMIBIX CyOBEKTOB
(>65 neT) ¥ y NalMeHTOB C XPOHUYECKOM CepAeHYHON W/UIH AbIXaTeIbHOH HEJ0CTaTOYHOCTBIO,
MOJy4aBIIMX OcebTaMUBHP 75 MI [iBa pasa B CyTKH B TeueHWe 5 aHeil. B rpynne neuenus
0CeNIbTAMMBUPOM YMEHBILIUIIACKH MPOAODKUTENBHOCTD MEpUojia TMXOPaJKu Ha OJIMH AeHb. Y
MOXKUJIBbIX NMALUEHTOB, MOJIOXKMTEJIbHBIX B OTHOLIECHWHW BUpPYCa rpuIina, noz JENUCTBUEM
OceNbTaMMBUPA CYLIECTBEHHO YMEHbLIWIACh YaCTOTAa BOBHUKHOBEHHUS OCIIO)KHEHHH CO CTOPOHBI
HIKHUX JBIXaTeNbHBIX MyTel, TpeOyIoLMX NeyeHns aHTHOMOTHKaMU (B OCHOBHOM OpOHXHTa), ¢
19% (52/268) B rpynne nnaue6o a0 12% (29/250) y nauueHTOB, Noay4aBIUHX Je4eHHe

ocenbramuBupoM (p=0.0156).
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V 10JI0KHUTENBHBIX B OTHOLIEHHH BUPYCA FPUIINA MALKEHTOB C XPOHMYECKON CepAeYHOH wunu
NbIXaTeNBHOM HEAOCTATOUHOCTBIO, KOMOMHHPOBAHHAs YacTOTA BO3HUKHOBEHMS MH(pEKLMA
HWKHHUX JBIXaTeNbHBIX MyTei, TpeOYIOLMX IeueHNs aHTHOMOTHKAMH (B OCHOBHOM OpoHXHTA), B
rpynne nnaue6o cocrasnsna 17% (22/133) u B rpyne, noyyaslieii ocebTaMMBAP — 14%

(16/118) (p=0.5976).

Jleuenue epunnay OepeMeHHbIX HCCHWUH

KOHTpOMMpyeMbIX KITHHAYECKHX MCCIIE0BAHHI TPUMEHEHHS OCEbTaMUBUPA Y OepeMEeHHbIX
KEHILMH He MpoBoAIock. OHAKO pe3ylbTaThl MOCTPErHCTPALIMOHHBIX U PETPOCNIEKTUBHBIX
HabIro1aTeNbHBIX UCCIeIOBAaHUI MPOAEMOHCTPUPOBAIN MOJIb3Y MPEIaraeMoro pexxuma
NO3UPOBAHMS ISl JAHHOW MOMYNSLUMHA MALUEHTOB B OTHOLIEHUH CHUXKEHUS
3a60/1€BAEMOCTH/CMEPTHOCTH. Pe3ynbTaThl (papMakKOKMHETHYECKOrO aHanu3a nokasaiu 6onee
HM3KYIO 3KCMO3MLIMIO aKTUBHOTO MeTabo/IMTa, TEM HE MEHEE, M3MEHEHHE PEIKMUMa JI03MPOBAHUS
y GepeMeHHBIX JKEHILMH NP MPOBEICHUH Tepariu WK Npo(HUIaKTUKN HE peKOMEH yeTcs (CM.
paznen 5.2).

Jleuenue epunna y oemeu

B uccrnenoBaHuu B LEIOM 3710pOBbIX AeTei (65% MOonoKUTENbHBIX B OTHOLIEHWH IPUITIO3HON
uH(pekunn) B Bo3pacte 1-12 net (cpeanuii Bospact 5.3 rosia), y KOTopeiX Obljia IMXOpajika
(>37.8°C) BMecCTe C KalljleM WM HaCMOpKOM, Y 67% nauueHToB Ob11 rpunn A u'y 33% — rpunn
B. JleueHue ocenbTaMUBMPOM, HaYaToe B TedeHHe 48 yacos noce pasBUTHA CUMITTOMOB
3a00J1eBaHMs, CYILIIECTBEHHO YMEHbLIANO0 BpeMsl, TpeOyroleecs Ha Je4eHHe 00ne3HH (4To
ornpeAensioch Kak OJHOBPEMEHHOE BOCCTAHOBIEHUE HOPMAJIbHOTO COCTOSHHS 310POBbS,
aKTHBHOCTH, YMEHbLIEHHE TeMIEpaTyphl, Kalliis U HacMopka) Ha 1.5 aus (95% JIU 0.6-2.2 ans;
p<0.0001) no cpaBHenuto ¢ naauedo. [Ipuem ocenpramMuBUpa yMEHbLIAN YaCTOTY
BO3HMKHOBEHHS OCTPOro cpeaHero otuta ¢ 26.5% (53/200) B rpynne nnaueto no 16% (29/183)
B IpyMNMe MalyMeHToB, NpuHUMaBLKX oceabtamuBup (p=0.013).

B npyroe uccnenoBanue OblM BKIOUYeHbI 334 pebeHKka ¢ acTMOM B Bo3pacTe 6-12 neT, u3
KOTOpBIX 53.6% OB NMONOKUTENbHBI B OTHOLLIEHUU BUpYca rpunna. B rpynne, nonyyasuiei
JIEYEHHE OCENBTaAMUBUPOM, CPEHASA MPOJOIKMTENBHOCTh 3a00/1€BaHK CYLIIECTBEHHO HE
yMeHblluaack. Ha 6 aeHb (nocineaHuii qeHb JiedeHHs ) B JaHHOH MOMyJsSLUH 00beM
(opcupoBaHHOro Bhiioxa 3a | cekyHay yBenuuupancs Ha 10.8% B rpyrnmne nayueHToB,
NPUHUMABILKX OCENbTaMUBHUD, B cpaBHeHHH ¢ 4.7% B rpynne nuauebo (p=0.0148).

[TokazaHue K mpUMEHEHHIO Y JieTeii B Bo3pacTe 10 | roja OCHOBaHO Ha SKCTPANoJIsLUMU JaHHBIX
no 3($EeKTUBHOCTH y A€Tei cTapllero Bo3pacTa; peKOMEHI0BAHHBIN PEIKUM JI03UPOBaHHUA
GasupyeTcs Ha JaHHbIX (apMaKOKMHETHUECKOro MOENIMPOBaHHUs (CM. pasaen 5.2).

Jleuenue unghexyuu, 8bl36aHHOU UPYCOM 2punna B
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B nenom, 15% MonoKuTeNbHO B OTHOLIEHMH BUPYCa TPHIINA NOMyJISLHN ObLIH MH(PHULIMPOBAHbI
BHpPYCOM rpurnmna B; mo JaHHBIM pa3fMuHbBIX MCCIIE0BAHHI 5Ta MPONOpLUKs BapbHpOBaia OT 1 no
33%. CpenHss MPOAODKUTENBHOCTb 3a00IeBaHHs Y MALMEHTOB C TPUIITIOM B cyuiecTBEHHO He
OT/IMYANAch MEKY IpyNMaMu JeueH s B PasinyHbIX Hccea0BaHusX. s NpoBeIeH!s aHaI13a
naHHble 060 Bcex 504 nauueHTax, 3apakKeHHbIX FPUNNOM B, BKIIIOYEHHbBIX BO BCE MCC/IEI0BAHNS,
6bin 00beanHeHbl. OcenbTaMUBHP COKpaLLial BpeMs, TpedyemMoe U1 HCUe3HOBEHHA BCEX
cuMnTOMOB, Ha 0.7 aus (95% JAN 0.1-1.6 aus; p=0.022) ¥ npoA0KUTENbHOCTD JINXOPaaKU
(>37.8°C), kawns u HacMopka Ha oJuH aeHb (95% JIU 0.4-1.7 nua; p<0.001), no cpaBHEHHIO ¢
nnauebo.

Jleyenue epunna y nayueHmog ¢ 0Ca1adNeHHBIM UMMYHUMEMOM

PaH0MH3HpOBaHHOE JBOMHOE ClIENoe UCClIeI0BaHKE M0 OLEHKe 0€30MacHOCTH U
XapakTepucTuke 3(h(peKTOB OceIbTAMMBUPA Ha Pa3sBUTHE PE3UCTEHTHOrO BUpYCa Ipumna
(nepBUYHBIH aHaIK3) Y HHQHULMPOBAHHBIX TPUIIIOM MALMEHTOR C 0C/IA0IEHHBIM HMMYHHTETOM
BKJII0UasIo B ceba 151 B3pocnoro, 7 noapocTKOB U 9 neteit st oLeHKH 3G HEKTUBHOCTH
ocenbTaMMBUpa (BTOPUYHbIH aHanu3, He ycuiieH). McenenoBanue BKIIIOYANIO NalMEHTOB C
TPaHCMJIAHTUPOBAHHBIM MAPEHXUMATO3HbIM OPraHoOM, MALIMEHTOB C MepecakeHHbIMU
reMOMO3THYECKUMH CTBOJIOBbIMH KiieTKaMu, BUY-nonoxkuTeIbHbIX NalHEHTOB C YHCIIOM
knetok CD4+ <500 kneTok/MM?, NalMeHTOB, MOIYYaAIOLIMX CHCTEMHYIO HMMYHOCYPECCUBHYIO
Tepanuio, a TAKXKe MaLMEHTOB C FeMaTOIOrHYECKO 3I0Ka4eCTBEHHOH OMyXOJiblo. DTH
MalMeHThl ObIIM PAaHIOMHU3MPOBAHbI /715l JIeUeHUs B TeueHHe 96 4acoB ¢ MOMEHTA Pa3BUTHS
CUMMTOMOB Ha npoTskeHun 10 aueit. Tepanus npoBoaunack B CAEAYIOLIEM PEKUME:
cTaHjapTHas 103a (75 Mr WK CKOppEeKTHpOBaHHAsA Ha Maccy Tena y jieTeil) Ba pasa B CyTKH (73
B3pOCIbIX, 4 noapocTKa U 4 pebeHka) uiu BoiHas 103a (150 Mr UM CKOppeKTUpOBaHHasA Ha
Maccy Tena y aeTeil) [Ba pa3a B cyTKH (78 B3pocibIX, 3 MOAPOCTKa U 5 ieTel) ocebTaMUBHpa.
Mepaunana Bpemenn 1o paspetuerus cumntomoB (TTRS) y B3pocibix U moApoCcTKOB Obl1a CX0XKa
MeX1y Ipyrnmnoi npuema cranaaptHoi 103el (103.4 yaca [95% JIU 75.4-122.7]) u rpynnoi
npuema iBoiHo# 1036l (107.2 yaca [95% 11U 63.9-140.0]). TTRS y nereii BapeupoBana, u ee
MHTEPIPETALIUA BECbMa OrpaH1ueHa B CBA3M ¢ HeOONbIIMM pa3mMepoM BbiOopkH. KonruecTBo
MaLUEHTOB C BTOPUYHBIMU MH(PEKLMAMU U3 TPYNIbl NpUEMa CTaHJapPTHOW J03bl U ABOHHOIA
J103b1 0110 conoctaBuMO (8.2% npoTtue 5.1%). B rpynne nogpocTKoB U AeTel TOIbKO OAMH
naueHT (MOoAPOCTOK) B IpyIe CTaHAAPTHOM J03bl MEpeHeC BTOPUUHYIO HH(EKLIHIO
(bakTepuaNbHbIH CUHYCHT).

Bbi10 NpoBeieHO uceieaoBatue (papMakOKHHETHKY U (PapMaKOJMHAMUKH Y NETE# ¢ TSKeN0M
MMMYHHO# HelocTaTouHOCThIO (<12 net, n=30), moay4aBuyMx cTaHAapTHYO (75 Mr HiH

CKOPPEKTHPOBAHHYIO Ha MAaccy Tesa JBa pasa B CyTKH) 160 TpOiHyo (225 Mr um
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CKOPPEKTHPOBAHHYIO Ha Maccy Tesia /1Ba pasa B CyTKH) 103y OCE/IbTAMHBHPA B TCHCHHUE
aJanTHBHOTO NEpHO/a BBEACHHUS MPOJOKHTENBHOCTBIO OT 5 110 20 1HEeH B 3aBUCMMOCTH OT
MPOOIKHTENLHOCTH MEPHOIa BUPYCOBBIAENEHHUS (CPEHSA MPOAOKUTEILHOCTD JICHCHHUA: 9
nHeii). Bropuunele 6akTepuanbHbie MH(EKLMHU B IpyIIe CTaHAapTHOH 103kl 3apErMCTPUPOBAHbI
He GbiK, TOTA KaK B FPYINNe TPOiHO# 035l COOOLIAIOCh O BTOPHUYHBIX OaKTepHaIbHBIX
MH(EKLMAX Y JBYX MALUEHTOB (OPOHXHUT U CUHYCHT).

IIpogpunaxmuka punna

D¢ PeKTUBHOCTH OCeNbTaMUBHPa 1Sl MPO(PUIAKTUKN TPUIINA B ECTECTBEHHBIX YCIOBUAX Obla
MPOJEMOHCTPMPOBAHA B MCC/IEJOBAHUN MOCTKOHTAKTHON MPO(UIaKTUKK B CEMBSAX H IBYX
CE30HHBIX MCCeoBaHUAX MpoduIakTUKU. Bo Bcex 3THX UCClIeJIOBAHUAX NEPBUYHBIM
nokasatenieM 3()(eKTMBHOCTH OblIa YacTOTa BO3HMKHOBEHHS 1a00pPaTOPHO AWArHOCTHPYEMOTO
rpunna. BupyneHTHOCTb BUpyca IpUrina He MpOrHo3upyeMa 1 BapbupyeT B MpejJeniax peruoHa u
OT C€30Ha K CE30HY, MO3TOMY BapbUPYET U KOJIMYECTBO JIOJIEH, KOTOPbIM TpebyeTcs
npodunaktuka rpunna (number needed to treat — NNT).

Hocmrxonmaxkmmuas np()dnmal\'m uxKka

B uccneoBaHuu y ML, HAXOAMBILMXCS B KOHTaKTe ¢ 3a001eBLINM rpunmnom venosekoM (12.6%
ObITM BaKLIMHUPOBAHBI MPOTUB IPUMNA), HAYUHATIM IPUMEHEHHE OCENbTAMUBUPA 75 MI OJIMH pa3
B CYTKH, B Mpejenax JAByX CYTOK MOC/ie pa3BUTHS CUMITOMOB Y MaLMEHTa U MPOJ0JIKAIH B
TeueHue 7 aHeit. Jlnarnos rpunmna Oblan moATBEpkAEH B 163 cnyuasx u3 377 y HyneBbIX
naumeHToB. OcenbTaMUBUP CYLLECTBEHHO YMEHbLLAJ YaCTOTY BOSHUKHOBEHHS KIMHUYECKH
BbIPQ)KEHHOTO 'PUMMA Yy JIKL, KOHTAKTHPOBABLUIMX C MaLMEHTaAMH C MOATBEPKACHHBIM FPUIITIOM,
¢ 24/200 (12%) B rpynne nnaue6o a0 2/205 (1%) B rpynne ocenbtamusupa (92% ymeHbLIeHHE
[95% IH 6-16, p<0.0001]). ¥V nuL, KOHTAKTUPOBABLUMX C MALMEHTAMH C MOATBEPKIAEHHBIM
rpunnoM, NNT coctapnsno 10 (95% AU 9-12); u 16 y Bcex yuacTHukoB uccnenosanus (ITT)
(95% U 15-19) BHE 3aBUCUMOCTH OT cTaTyca MHPUUMPOBAHHOCTH BUPYCOM HYJIEBOTO
MalueHTa.

D¢ deKTUBHOCTH OCeNbTaMMBHPA U1 MPO(UIAKTUKKA IPUIINA B ECTECTBEHHBIX YCIOBUAX Oblia
MPOJEMOHCTPUPOBAHA B UCCIIEJOBAHUM NPO(PUIAKTHKH MOC/IE KOHTAKTA B CEMbSX, rae OblIH
B3pOCIIbIE, MOAPOCTKM U AETH B BO3pacTe oT | 10 12 nert, kak B Ka4eCcTBE HYJIEBbIX MALMEHTOB,
TaK U B KaUeCTBE KOHTAKTHbIX JHLL. [TepBuuHbIM MokazaTtenem 3(ppeKTHBHOCTH 3TOrO
uccneaoBaHus Oblla 4acTOTa BO3HUKHOBEHHS B CEMbSX 1a00paTOPHO U KIMHUYECKH
aMarHoctupoBanHoro rpunna. [Tpodunakrtiika ocenbTaMuBrpom npojomkanack 10 aueii. Bo
BCEH MOMYJALMHM YacTOTa BOZHMKHOBEHHUS 1a00paTOPHO U KIIMHWYECKH IMarHOCTHPOBAHHOTO
rpumnmna B ceMbsiX yMeHbiuunack ¢ 20% (27/136) B rpynne nauueHTOB, He MOMy4aBLINX

npodunakTuky, 10 7% (10/135) B rpyrnrne nalueHToB, MOJyYHBIIMX NpopUnakTuky (62.7%
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ymenbiuenue [95% JIU 26.0-81.2; p=0.0042]). B cembaX ¢ Hy/I€BBIM NALMCHTOM HacTOTa
BO3HUKHOBEHMS IpHMIa yMeHbLInIach ¢ 26% (23/89) B rpynmne naluuMeHTOB, HE NOTY4aBLIMX
npodunakTuky, 10 11% (9/84) B rpynne mauueHTOB, NOMy4aBIIKX npodunaktuxy (58.5%
ymeHbinenue [95% U 15.6-79.6; p=0.0114]).

B COOTBETCTBMHM C aHAJM30M MOArpyMbl 1-12-1eTHUX NeTei YacToTa BOSHUKHOBEHHS
naBopaTOPHO U KIMHUYECKH IMarHOCTUPOBAHHBIX CITy4YaeB IpUIINa 3HAYMTENIbHO CHU3MIIACh C
19% (21/111) B rpynne NaLMeHTOB, He MOJy4aBIIUX NpoduIakTuKy, 10 7% (7/104) B rpynne
NMaLMeHTOB, MOTYYaBLIMX Mpo(uIakTUKy (64.4% ymenbuienne [95% JIA 15.8-85.0; p=0.0188]).
Cpenu zieTeid, KOTopbIe elie He ObUTH 3apaXkeHbl B Hayajle UCCIIe/IOBaHuU, 4acToTa
BO3HUKHOBEHHMS J1TaGOPATOPHO M KIHHUUYECKH AMATHOCTUPOBAHHOIO IPUINa yMEHbLINIIACH C
21% (15/70) B rpynne nauMeHToB, He NOMyYaBLIKX NPOHUIaKTHKY, 10 4% (2/47) B rpynne
MalKEeHTOB, noyuaswux npopunaktuky (80.1% ymenbienue (95% JIH 22.0-94.9; p=0.0206)).
Yucno cinyuaes, notpedopasuinx nedenre (NTT- number needed to treat) B monyisiuu AeTei
coctaBuno 9 (95% JIU 7-24) nns Beeit nonynsunu uccnenosanus B uenom (ITT) u 8 (95% AU
6, BepXHsis TpaHuMiIa He onpe/elsiemMa) B MOMyJIsALUH JeTei, KOHTAKTUPOBABIIMX C HYJICBBIMU
naLUeHTaMH.

Hocmrxonmaxkmuas npodurakmuxa 2punna y oemei 6 gospacme 00 1 200a 60 spems hanoemuu

[MpodunakTHKy rpurnna Bo BpeMs MaHAEMHHU HE U3ydyalld B paMKaX KOHTPOJIHPYEMBbIX
KJIMHMYECKHUX McclieloBanuii y aeteii B Bozpacte oT 0 10 12 mecsues. [Toapo6Hbie cBeeHHs O
MOJIETMPOBAHWH KCIO3ULIMK CM. B paszene 5.2

Ipocdhunaxmuxa 6o epems snudeMuu 2puUnna 6 0ouel RONYIAYUU

B 00beIMHEHHOM aHajM3e JIBYX MCCIEI0BaHWM, B KOTOPBIX MPUHUMAJIH y4acTHe
HEBAKLIMHMPOBAHHBIE U B LIEJIOM 3/I0POBBIE B3pOCIIbIE, OBIIO MOKA3aHO, YTO MPHEM
ocenbTaMMBUpa 75 MT OJIMH pa3 B CYTKH B TEYEHHE LIECTH HEJENb 3HAUYMTEIbHO YMEHbLLIAN
YacTOTY BO3HMKHOBEHHMS KJIMHUYECKH BbIpakeHHOro rpumnmna ¢ 25/519 (4.8%) B rpynne niaue6o
10 6/520 (1.2%) B rpynmne ocenbramuBhpa (76% ymenbiuenue [95% 1A 1.6-5.7); p=0.0006]) Bo
BpeMs BCrblliKu rpunmna B nonyisuuu. NNT B 3Tom uccnenoBanuu coctassno 28 (95% JIU
24-50).

B uccnenoBaHnu, NpoBeIEHHOM CPEIM MOKHUIbIX JIMLL, MPOKMBAKOLMX B JOMaX MPeCTapebiX,
rae 80% yuyacTHUKOB ObUIM BaKLIMHUPOBAHbI B COOTBETCTRBYIOLLEM CE30HE, MPUEM 75 MI
oce/lbTaMUBUPA OJJMH pa3 B CYTKH B TEYEHHUE LIECTH HEJEIb CYLECTBEHHO YMEHbILIAJ YacTOTY
BO3HMKHOBEHMS KJIMHMYECKH BbIpaXkeHHOro rpunmna ¢ 12/272 (4.4%) B rpynne nnaue6o o 1/276
(0.4%) B rpynne ocensTamusrpa (92% ymenbienue [95% JIU 1.5-6.6; p=0.0015]). NNT B sTom
uccnenoBaHuu coctasiano 25 (95% AU 23-62).

HI)Od)lUIaKI'Illll\‘a spunnay iuy c 0CIAONCHHBIM UMMYHUIMEMOM
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J[BoitHOE crenoe mialeto-KOHTPOIMPYEMOe PaHIOMH3UPOBAHHOE HCCIICI0BAHNE CE30HHOIA
npoMAaKTUKK IPHINA TIPOBOAKIIOCH Y 475 MalMEHTOB € uMMyHoaepuuTOM (388 malKeHToB ¢
TpaHCIIaHTaUKel MapeHXxMMaTo3HbIX opraHoB [195 — nnaue6o, 193 — ocenstamusup], 87
MALMEHTOB ¢ TPAHCIIAHTaLKMel KPOBETBOPHBIX CTBOJIOBBIX KIIETOK [43 — nnaue6o, 44 —
oce/IbTaMUBHUP], MALMEHTbI C APYTHMU UMMYHOZCTPECCHBHBIMU COCTOSHUAMM HE
MccreoBanCh), B ToM umcie 18 neTeii B Bospacte 1-12 net. [lepBU4HOl KOHEUYHOI TOUKOH B
JaHHOM MCCleI0BaHNK Obljla 4acTOTa BOSHMKHOBEHHS JJa00OPaTOPHO M KIHHUYECKH
JMArHOCTUPOBAHHOTO TPHUIINA, ONPe/IeNAOIIAsCcs BAPYCHOH KyIbTYpOM, W/uim 4-KpaTHoe
yBennuenue Tutpa HAI antuten (Heitpanusytomie aHTHTe1a MPOTHB reMarrjaloTUHUHA).
YacToTa BOZHMKHOBEHHS J1a00PATOPHO U KIIMHUUYECKH JIMarHOCTUPOBAHHOTO MPHINA COCTaBUIIA
2.9% (7/238) B rpynne nnaue6o u 2.1% (5/237) B rpynne ocenstamusupa (95% A 2.3%-4.1%;
p=0.772).

Crieup(puuecKrx UCCeIOBaHH, HAMPaBIEHHBIX Ha OLIEHKY CHH)KEHUS PUCKA BO3MOXKHBIX
OCJIOYKHEHU, HE TPOBOUIIOCE.

Pezucmenmnocmo

Knunuueckue uccredosanus

PUCK nosABIEHHs BUPYCOB TPHUMIMA CO CHUKEHHOH UyBCTBUTENILHOCTBIO UITH ABHOM
PE3UCTEHTHOCTHIO K Mpenapary u3ydascs B KIMHHYECKUX UCCIIEIOBAHUAX, CTIOHCUPOBAHHBIX
kommnanuei Porw.

[TosiBieHHE PE3UCTEHTHOCTH BUpYCa K OCEIbTAMUBUPY Yalle HaOJII0JANOCh Y IeTel YeM Y
B3pOCIBIX NalMEHTOB U nozipocTkoB (18% y MnaneHues B Bo3pacte <l roaa u <1% y B3pocinbix
NaLMEHTOB).

V neTeii ¢ pe3MCTEHTHBIM K OCEIbTAMUBHPY BUPYCOM HOCHUTENLCTBO, KaK MPaBuiIio, UMeNo bornee
MPOJOIKUTENIBHBIN XapakTep 10 CPaBHEHHIO ¢ CyOBEKTaMU ¢ BUPYCOM, 001aaloum
4yBCTBUTENBHOCTBIO.

OnHako, BbI3BaHHAs Tepanueil pe3uCTEHTHOCTh K OCEJIbTAMUBUPY HE BIIMs/Ia Ha
TepaneBTUYECKHI OTBET U HE BbI3bIBaJla NPOJIEHUS CUMITOMOB IPHIMA.

V B3pOCIIbIX MALMEHTOB U MOJAPOCTKOB € 0CNa0JIEHHBIM HMMYHUTETOM, MOIY4aBILINX
ocebTaMUBHp B cTaHaapTHOM no3e (14.5%, 10 nauneHToB U3 69) unu aBoiHOM 103¢e (2.7%,
2/74) na npotskeHuu 10 qHei, yacToTa pa3BUTUA PE3UCTEHTHOCTH K OCEIbTAMMBHPY, B
cpenHeM, Obla Bhille, YEM Y B3POCIIbIX MALMEHTOB U MOJPOCTKOB ¢ HOPMaJIbHbIM
UMMYHHTETOM, TaK)Ke MOJYYaBLIMX OCETbTaAMUBHUD.

BONBIIMHCTBO B3POC/BIX NALMEHTOB C PE3MCTEHTHOCTBIO MEPEHECM TpaHcIanTauuio (8/10

MALMEHTOB B rPYIIE CTaHAAPTHOM 103blI M 2/2 NallMeHTa B rpymnne ABOHHOM 03bl).
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BoJbas YacTh MALMEHTOB-HOCUTENIEH OCebTaMUBHP-PE3NCTEHTHOTO BUpyca Oblila
MHULIMPOBAaHA BUPYCOM rpHNna Tuna A; HOCUTENECTBO HMENIO MPOAOKUTENBHBIH XapaKTep.
YacToTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMUBHPY Yy AeTei (<12 nieT), nosyyaromux
npenapat Tamudio, B ABYX HCCIIEOBAHUSX MO U3YHEHHIO PE3UCTCHTHOCTH COCTaBHIIA 20.7% (6
naureHnToB u3 29). M3 6 neteit ¢ 06HapyKEHHOM PE3UCTEHTHOCTBIO K OCENIbTAMUBUPY,
BO3HHMKILIEH MOC/e Hauana JieueHus, 3 nauueHTa nojyyaii CTaHAapTHYIO 03y U 3 — BBICOKYIO
(ABOWHYIO MM TPOHHYIO 103Y). Y GOJBIIXHCTBA NALUEHTOB Obl1 OCTPBIA TMM(OHIHBIA NEHKO3
M BO3pacT <5 JeT.

YacroTa pa3sBUTHUS PE3UCTEHTHOCTHU K OCEJIbTAMUBHPY B KITHHHYCCKHUX UCCJIENOBAHHUAX.

IMonyasiuus NnauHeHToB IauueHTHI ¢ MyTAIIHSIMH, IPHBOASIHMH K
PE3HCTEHTHOCTH
®eHoTHNHPOBAHHE™ I'eno- u
¢enornnupoBanmne*
B3pocinble 1 MOAPOCTKH 21/2382 (0.88%) 27/2396 (1.13%)
Hetn (1-12 ner) 71/1726 (4.11%) 78/1727 (4.52%)
MnaneHnus (<1 roga) 13/71 (18.31%) 13/71 (18.31%)

* [TonHoe F€HOTUIMMHPOBAHHE HE ObLI10 NMPOBEAEHO HHU B OAHOM M3 HCCNeI0BaHUM.

HDO(bZL’IGK”IllKa spunna

[Tpu npueme npenapata TamMudIIio ¢ LeNblO NOCTKOHTAKTHOH NpoduaakTuku (7 aHei),
npoHIaKTHKH KOHTAKTUPOBABILKMX B ceMbe (10 aHeii) v ce30HHOI npodunakTuky (42 aHs) y
JIUL| C HOPMaJILHOM (PYyHKLMEH HMMYHHON CUCTEMBI Clly4aeB PE3UCTEHTHOCTH K IpenaparTy He
OTMEYEHO.

B 12-HeaenbHOM MCCEIOBAHUM MO CE30HHOM MPOQHUIAKTUKE Yy MLl ¢ 0CAa0IEHHBIM
MMMYHUTETOM CJTy4yaeB BO3HMKHOBEHHMS PE3UCTEHTHOCTH TaKKe He Habi0aa0Ch.

[annvie 0moenbHblx KIUHUYECKUX CIVYaes U Hadmo0amelbHblX UCCIeO0BAHUL

EcrecTBeHHbIE MyTaLMHU, CBA3aHHbIE CO CHUIKEHHON YyBCTBUTEIBHOCTBIO K OCEIbTAMUBHUPY iR
vitro Ob1M 0OHapy KeHbI 1S BUPYCOB rpunna A u B, BblI€JIEHHBIX Y MALMEHTOB, HE
MOJyyaBIINX OCEIbTAaMUBUP. Pe3UCTEHTHbIE IITAMMbI, OTOOPAHHbBIE BO BPEMs JIEYEHHS
oceNbTaMUBUPOM, ObUIU BbIJENIeHbl KaK y MALMEHTOB ¢ HOpMaibHOH (QyHKLMEH UMMYHHOMH
CHCTEMBI, TAK U Y MaLUEHTOB ¢ ocabneHHbIM UMMYHHUTETOM. [launeHTsl ¢ ocnabneHHbIM
MMMYHHUTETOM M JIETH MJIQJILLIErO BO3pacTa MMEIOT OoJiee BBICOKUI PUCK pa3BUTHS YCTOHUYMBBIX
K OCENbTaMUBUPY BUPYCOB BO BPEMsl JICUEHHUS.

VYCToiuKBbIE K OCETbTAMUBUPY BUPYChI, BbIJEIEHHBIE Y MALMEHTOB, MOJTyYaBLINX
OceNbTaMUBHUP, U YCTOWYMBBIE K OCEbTAMUBHUPY J1aOOPAaTOPHBIE LUTAMMbI BUPYCOB IpUMNa
MMeNy MyTaluu Helfipamuuuaassl N1 u N2. MyTtauuu yCTOHUMBOCTH UMENH TEHIEHLHIO ObITh
cneuuduunbiME K noarunam Bupyca. C 2007 roaa BeTpeyaroiascs B npupojie yCTOHYMBOCTB,
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cBs3aHHas ¢ MyTauueit H275Y ce3onHbix mrammoB HINI cTana cnopaan4ecki BEIABIATLCA.
YyBCTBUTENBHOCTD K OCENBTAMMBUPY M PAaCPOCTPAHEHHE TAKMX BUPYCOB MEHAIOTCA B
3aBUCHMOCTH OT ce30Ha M MecTHocTH. B 2008 rogy H275Y Gbina Haiinena y >99%
uupKynupytomux wrammos rpunmna HINT B Espone. B 2009 roay rpunn HINI1 («cBUHOM
PUMM») GbL OYTH PABHOMEPHO YyBCTBUTEIIEH K OCEILTAMUBHPY, OB OTMEUYEHbI TOJIBKO

criopajnyeckue coobLeHns 06 yeTONYNBOCTH, KaK NPU JIEYEHNH, TaK U NPH MPODHIAKTHKE.

5.2. ®apMakoOKHHEeTHYECKHE CBOHCTBA

Abcopbuus
OcebTaMUBHP JIETKO BCACHIBAETCS B HKENYJOYHO-KMIIEYHOM TPAKTE W SKCTEHCHBHO

npeBpalaeTcs B akTHBHBIN MeTabonuT ocenbTamuupa kapookeunart (OK) npeumyiiecTBEHHO
MoJ JeiicTBHEM MeueHOUYHBIX cTepa3. He MeHee 75% npuHATON BHYTPb 103kl ONAJAET B
CHCTEMHBII KPOBOTOK B BH/Ie aKTUBHOTO MeTabonuTa, MeHee 5% - B BUJIE HCXOJHOTO
npenapata. [1nasMeHHbIe KOHLIEHTPALIMK KaK NMPOJIeKapcTBa, TaK M AKTUBHOTO MeTaboIMTa
MPONOPLMOHABHBI 03¢ M HE 3aBUCST OT MpHeMa MULLH.

Pacnpenenenue

Cpennuii o6bem pacnpeneneHuss OK B paBHOBECHOM COCTOSHUH Y Y€JIOBEKA COCTABIIACT
NpUOIHU3UTENBHO 23 11, 4TO SKBUBAJIEHTHO 00BbEMY BHEKJIETOYHOMN KHUIKOCTH.
[TocKOJIbKY aKTHBHOCTb HElipaMHUHK1a3bl UMEET BHEKIIETOUHYO npupoy, To OK
pacrnpenenseTcs BO BCEX TOYKAX pacrnpocTpaHeHHUs BUpYyca rpuIna.

Ces3biBaHHE aKTHBHOTO MeTabo/InTa ¢ OeNkaMH M1a3Mbl He3HauuTebHa (okono 3%).

BuoTtpaHchopmalus

OcenbTaMUBHUpP 3KCTEHCUBHO MpEBpalLaeTCcs B aKTUBHBINH MeTaboJIUT MOJ AEHCTBUEM 3CTEpas,
HaXOAALUMXCS MPEUMYILECTBEHHO B neveHu. Mcenenosanus in vifro nokasaiu, YTo HH
OcenbTaMUBUP, HU aKTUBHBINA METaOOIUT He ABMSIOTCS cyOcTpaTaMu WM MHTHOUTOpaMH
u30(pepMeHTOB chcTeMbl LuTOXpoMa P450. UccnenoBanus in vivo He BBIIBUIM BTOPO# (ha3bl
KOHBIOTMPOBAHUS KaKMX-JIMOO KOMIIOHEHTOB.

DIuMUHALMS

AbcopOupoBaHHBIH OCEIbTAMUBHUP MPEUMMYLIECTBEHHO BbIBOANUTCS (>90%) myTem npeppaiieHus
B OK. INukoBbie nna3smeHHble KoHLEeHTpauun OK cHUKaloTCs ¢ NepUOOM MOJTYBbIBEAECHHS,
KOTOpBIN cocTaBaseT oT 6 10 10 yacoB y 60MbIIMHCTBA UL, AKTUBHbIH METAOOIUT MOJTHOCTBIO
BblaenseTcs uepes nouku. [loyeunsiit knupenc (18.8 n/4) npesbilaeT ckopocTh KITyO0UKOBOMH
¢unbTpaumu (7.5 n/4), 4TO yKazblBaeT Ha TO, YTO MpENapaT BLIBOJMTCA €ILE U MyTeM
KaHaNbLEBOH CEKPELMH JOMONHUTENBHO K KyOoukoBoit punbTpaunu. Menee 20% OT NpuHATON
BHYTPb J103bl, TOMEUEHHOH PaJMOIIOrHYECKH, BbIIEIAETCA YEPE3 KHILICUHHUK.

[ToyeyHast HEAOCTATOUYHOCTD
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[MTpu npumeHennn npenapara Tamudmio (100 Mr 1Ba pasa B CyTKH B TCUCHUE 5 nHei) y
NaLMEHTOB C PasTudYHOM CTeNeHbIo nopaxeHus noyek skcnosuuus OK obpatHo
MPONOPLMOHANLHA CHIDKEHHIO QYHKLMM ToyeK. PeKoMeHaluu o pexKUMy A03UPOBAHUA — CM.
paznen 4.2.

[leueHOYHAs HEJAOCTATOYHOCTh

Ha oCHOBaHMM UCCIEOBaHMIA i1 Vifro He 0)KUJAETCs CYLIECTBEHHOrO MOBBILICHHS SKCMO3HIIUH
OCeNbTAMMBHPA MJTH CYILIECTBEHHOTO CHHIKEHHUS SKCMO3HLIMM €r0 aKTHBHOTO METabOMHTa Y
MaLKMEHTOR ¢ MEYEHOYHOM HEIOCTATOYHOCTBIO (CM. pa3zen 4.2).

JIMiia noXkuaoro Bo3pacra

V nauueHToB MOKUIOro Bozpacta (65-78 neT) 3KCno3uLlis aKTUBHOTO MeTabo/IuTa B
PaBHOBECHOM COCTOSIHUH Ha 25-35% Bbillie, ueM y 6oJiee MOJIO/IbIX MALMEeHTOB MPU Ha3HAYEHUH
aHajoruuHbIX 103 npenapata Tamuduro. [leproa noayssiBeIeHUs Mpenapara y NayueHToB
MOKMIIOTO BO3pAcTa CYLIECTBEHHO HE OTIIMYANICS OT TaKOBOTO y 6onee MoIoAbIX naukeHToB. C
Y4YETOM JaHHBIX MO SKCMO3ULIMK MpenapaTa v ero NepeHoCMMOCTH MalUeHTaMU MOXKHIIOro
BO3pacTa KOPPEKLMH J03bl MPH J€UEHUH U NPO(UIAKTUKE TpUIna He TpeOyeTcs, eciiu HeT
COMYTCTBYIOLLEro HapylleHUs (PYHKLMU MOYEK CPEJHENH UM TAKETIOH CTENEHH TKECTH
(knMpeHc kpeatHHHA MeHee 60 Ma/MuH) (cM. pasjen 4.2).

Jlpyrue ocoObl€ rpyIIbl

Bepemennvie osrceHujumbl

B x0/1€ 06b€IMHEHHOr0 aHaIK3a MOMYJIALMOHHOM (PapMaKOKMHETHKH OBLIO BBISBIIEHO, YTO
npumeHeHue npenapara TamudJo B 103e, yKa3zaHHO# B pa3zene 4.2, npuBOAMT K 6osiee HU3KOM
9KCMO3UIIMK aKTHBHOTO MeTabonuTa (B cpeaHem Ha 30% B TeyeHHe BCEX TPUMECTPOB
OGepeMeHHOCTH) y OepeMEeHHbIX JKEHILUH M0 CPAaBHEHUIO ¢ HEOEpPEMEHHBIMH XKEHILMHAMHU.
HaumeHbluas pacueTHas 3KCMO3ULMS, TEM HE MEHEE, OCTAETCS BbILLE MHTUOUPYIOLMX
KOHUEHTpauuii (3HaueHus 1C95), 0HOBPEMEHHO HAXOJACh Ha YPOBHE TEPANeBTHYECKOrO
BO3JEHCTBHS 115 psida IWTaMMOB BUpyca rpurnna. Kpome Toro, pe3ynbTarel HaGMoaaTeNbHbIX
MCCNIeIOBaHUH BBISBIIAIOT MOJb3Y CYLIECTBYIOLIErO peKMMa J03MPOBAaHUS B YKa3aHHOM
NOMyJALUMK MaluueHTOB. TakuM 00pa3oM, U3MEHEHHE peKUMa 103UPOBaHUS Y OepeMEHHbIX
JKEHLIMH MPH NPOBEJCHUU Tepanuu Uiu npoUIaKTUKKU MPUITA HEe peKoMeHayeTes (CM. pasjen
4.6).

Ilayuenmoi ¢ ocnadreHHbIM UMMYHUMEMOM

PesynbTaThl MOMyasUMOHHOTO (hapMAKOKMHETMYECKOTrO aHaIW3a YKa3biBalOT Ha TO, YTO Tepamnus
0CeNbTaAMMBUPOM Y MALMEHTOR ¢ OCIa0NEHHBIM HMMYHHTETOM (B3POCIIBIX M IE€TEH B BO3pacTe
<18 net) (kak onucaHo B paszjaesne 4.2) NPUBOJUT K YBETHUEHHIO 0)KM/aEMO# SKCIO3HLIMH (C

npuonu3nTenbHo 5% 10 50%) aKTMBHOro MeTabo/IuTa Mo CPABHEHHUIO C MALMEHTaMHU C
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HOPMANIbHBIM UIMMYHHTETOM, MMEIOLIAMH COMOCTABUMBIE MOKA3aTEe/N KIMpeHEa KpeaTHHHUHA.
BcneacTBre IMPOKOTO CrneKTpa 6e30MacHOCTH aKTUBHOTO MeTaboIMTa KOppEeKLUs 103bl Y
[ALMEHTOB HA OCHOBAHMM MX CTaTyca MMMyHHUTeTa He TpedyeTcs. OZIHaKO /U1sl MALUEHTOB C
oc/1abIeHHbIM HMMYHHMTETOM C HapyLeHneM (yHKLMH MOYEK J103bl A0JDKHEI ObITH
CKOPPEKTHPOBaHbI B COOTBETCTBUM C TpEOOBaHUAMM pasziena 4.2.
Pe3ynbTaThl papMakOKHHETHUECKOro 1 (hapMakoAMHAMUYECKOTO aHaln3a B paMKax JByX
uccreJoBaHUil ¢ yuacTHEM MaLKeHTOB ¢ 0cabeHHbIM MMMYHHTETOM YKa3sbIBaloT Ha
OTCYTCTBHE 3HAYMMOIi OMOHUTEIBHO# M0/b3bl MPH 00Jiee BHICOKOH IKCIO3ULIMH, HEXKEITH
JOCTUraeMas rocjie npuMeHEeHUs CTaH1apTHOM J103bl.

eTH
Hemu 6 so3pacme 0o 1 200a
dapMakokHHeTHKa, GapMakoAMHaMuKa i Ge30macHoCTh npenapata TamMu(iio OLeHNBATUCE B
JBYX HEKOHTPOIHPYEMBIX OTKPBITBIX HCCIIEIOBAHMSAX, BKIIOYABLIMX HHPHLMPOBAHHBIX
rpunmnoM aeteii B Bospacte 10 | roga (n=135). YpoBeHb KIUPEHCa aKTUBHOTO meTaboJInTa,
CKOPPEKTHPOBAHHBIH 10 Macce Tella, CHIKAICs Y NalkeHTOoB B Bo3pacTe 10 | roja.
KonueHTpaiuu MetabosuTa Takke Golee BapuabesbHbl y J€Tel JaHHO BO3PACTHOH rpyIIibl.
WMeroluecs JaHHbIe MOKa3bIBAIOT, YTO J03MPOBKa 3 MI/Kr y aeTeii B Bo3pacte 0-12 mecsues
MO3BOJISET JOCTUYb KOHLEHTPALIMK TPOJIEKapcTBa U aKTUBHOTO METabONIMTa, KOTOpbIE
npeanonaraiot obecneuerne 3pHeKTUBHOCTH U NPOduiist 6e30MacHOCTH, CONOCTaBUMBIX C
TAKOBBIMH Y JIeTeil GoJiee CTaplIero BO3pacTa 1 y B3pOCIBIX Mpu mpueme npenapara Tamudiio B
pEKOMEHI0BaHHOM 03¢ (cM. pazaensl 4.1 u 4.2). OTMeuaBLIHeCs HEXKeaTebHbIC PEakLii
GBLTM COMOCTABUMBI C MpoduieM Ge30MmacHOCTH y Gosee CTapiunX ACTeH.
HeT JaHHBIX O MOCTKOHTAKTHOMN npoduaakTuke rpunna y aeteit mnaawe 1 rona. [podunakrika
BO BpeMs SMUIEMUM TPHIINA He U3yyanack y aeTei miagwe 12 ner.
Iocmxonmaxmuas npouraxmuxa 2punna y oemeii 6 gospacme 00 1 200a 60 6pems nanoemuu
Pe3ynbTaThl MOJAEIMPOBAHUS NPUMEHEHNUS MPenapaTa B 103MPOBKE 3 MI/KT O/IHH pa3 B CYTKH Y
neTeit B Bospacte 10 | rofa 1eMOHCTPUPYIOT, YTO SKCMO3MULIMS TNpenapara HaXOAUTCSA B TOM XKe
JManasoHe, YTO U MPH peXKuMe JO3MPOBaHUA 75 MI' OJIMH pa3 B CYTKH Y B3pOCIIBIX, MK
MpeBbIIAET ero. DKCMO3ULMS NPenapaTa He MPEeBbIIAET SKCMO3ULMIO, HAOIOAABLIYIOCS MPH
nevyeHuu aeteii B BospacTe 10 | roga (3 MI/Kr Ba pasa B CyTKHM), M 0)KMIAETCs, 4TO Npoduiib
6ezonacHocTH Oyaet conoctaBuM (cM. paszaen 4.8). KnuHuveckue uccneioBaHus no
npodunakTUKe rpunmna y aeteil B Bozpacte 10 1 roaa He MPOBOJAMIIUCE.
Jemu 6 6o3pacme om 1 200a
dapMakOKMHETUKA OCebTaMMBHpPA U3yHalach B UCCIIE0BAHUAX (hapMaKOKMHETHKH

OIHOKPATHOI# /103bl y JIeTeii M MOAPOCTKOB B Bo3pacTe oT | roaa 1o 16 ser. DapMaKOKHHETHKY
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MOBTOPHBIX /103 MCCIIEOBATH Ha HEOOIBLIOM YUCIIE NIETEH, KOTOpbIE NPUHHUMAIIH y4acTHe B
KJIMHMYECKOM HcchenoBaHuu 3 PeKTHBHOCTH. Y MaJIeHbKUX [eTel KIMPEHC NPOJIEKapcTBa 1
ero aKTHBHOTO MeTaGoNUTa GbLT BBILLE, YeM Y B3POCIbIX, PE3yJIbTATOM Yero spisnack Oonee
HM3Kas SKCIIO3MULIUA TIPH AaHHOI 103e B MI/Kr. [Ipi NpUMEHEHUH 1036 2 MI/KT I0CTHraeMas
koHuenTpauus OK Gblia cpaBHAMA ¢ KOHLEHTPALMEH, MOy4aeMOi y B3pOCIIbIX Noc/e
OJTHOKPATHOTO MPUMEHEHHs 103bl 75 Mr (npubnusuTenbHo 1 Mr/kr). dapMakOKHHETHKA

oceNbTaMMBHpa y JIeTeil M MOJPOCTKOB B BO3pacTe OT 12 neT noaobHa TaKOBOH y B3POCIbIX.

5.3. JlaHHble JOKJIHHHYECKOH 0e30MacHoCTH

JIOK/TMHUYECKHE JaHHBIE, MOMYYEeHHbIE HA OCHOBAHMH CTaHJaPTHBIX UCCIIEJOBAHHH 110
M3yueHHIO (hapMaKoIornueckoi 6e30macHOCTH, F’eHOTOKCUYHOCTH W TOKCUYHOCTH NPH
NOBTOPHOM BBEJICHHH, HE BbISBUIIM 0CO0OH OMacHOCTH A1s yenoseka. CTaHAapTHbIE
MCCIIeIOBaHUs KAHLIEPOr€HHOCTH Ha TPpbI3yHaX MPOJEMOHCTPUPOBAIH J0303aBUCHMYIO
TEHJEHLMIO YYallleHUs! BO3HMKHOBEHUS! HEKOTOPBIX OMYyXO0JIei, KOTOpbIE ABJAIOTCS THIHYHBIMU
JUISL BAJIOB TPBI3YHOB, BKJIFOUEHHBIX B MccaenoaHue. Conocrapiiss npeieibHbie KOHUEHTpaLuu
B MCCIIEIOBAHUAX Ha KpbICaX ¢ KOHLIEHTPALMAMH, KOTOPbIE 0KMAAKOTCA MPH MpUEMe 103,
npeAnoiaraeMbIX JJ1s TOJEH, 3T HAXOAKM HE U3MEHAIOT COOTHOIIEHNE PUCKA U MOJb3bI PH
npuMeHeHuH npenapara TaMugo no 3aperucTpUPOBaAHHBIM MOKA3aHUAM.

B uccnenoBaHUsX 10 U3yUYEHHIO TEPATOEHHOCTH OcelibTaMuBKpa B 03¢ 10 1500 mr/kr/cyTku
(Ha kpbicax) 1 70 S00 Mr/Kr/cyTKM (Ha KpOJIMKaX) BIUSAHUA Ha SMOpHO-(peTanbHOE pa3sBUTHE HE
o6HapykeHo. OcenbramuBup B g03e 1500 Mr/Kr/cyTku He BAHAI Ha (hepTUILHOCTL CaMLIOB U
CaMOK KpbiC. B HccrieIoBaHUSX MO U3YUEHHUIO Mpe- U MOCTHATANILHOIO MEPHO/IOB Pa3BUTHA Y
KpbIC MpH BBEAEHUH ocenbTaMuBupa B fo3e 1500 Mr/Kr/cyTku Hab/101al0Ch yBeTHYeHHe
neproja pojioB: npesen 6e30MacHOCTH MEXKIY SKCIO3ULMEN [UIA YeNlOBEKa U MAaKCHMaJIbHOW He
okasbiBatolei s¢dexra 1030i y kpbic (500 Mr/kr/cyTku) ans ocenbTamuBupa Boiiue B 480 pas, a
JUIS €r0 aKTUBHOTO MeTabosuTa - B 44 paza. DKCNO3ULIUA Y TUIOA0B KPbIC U KPOJIMKOB
cocTaBnsia npuoan3uTenbHo 15-20% ot TakoBO# y MaTepH.

OcenbTaMUBHP U aKTHBHBIA METa0OIUT MPOHUKAIOT B MOJIOKO JIAKTUPYIOLIMX Kpbic. CoriacHo
OrpaHMYEeHHBIM JJAHHBIM OCEIbTAMUBUP M €r0 aKTUBHbIM METa0O0IUT MPOHUKAIOT B IPYJHOE
MOJIOKO YesioBeka. [1o pe3ynbTaTtam SKCTpanonsLumu JaHHBIX, MOJYYEHHBIX B UCCIIEOBAHHAX Y
JKUBOTHBIX, X KOJIMYECTBO B IPyTHOM MOJIOKe MOkeT cocTaBiaTh 0.01 mr/cyTku u 0.3
MI/CYTKH, COOTBETCTBEHHO.

B03MOXKHOCTb pa3BUTHs KOXKHBIX alIeprU4ecKHX peakLuil Mpu npuemMe ocejibTaMuBHpa
MCCIIeI0BaNach Ha MOPCKMX CBMHKAX ¢ MOMOLLBIO TecTa «Makcumusaluuy. [pumepro y 50%

MPOTECTUPOBAHHBIX MOPCKHUX CBUHOK IMPH BBEJICHWH MaKCHMaJbHBIX 03 aKTUBHOM CYGCTaHLlMM
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oceNbTAMUBHPa HAOIOAAIACh CEHCHOMIM3ALMA KOXKH B BUIE SPUTEMBIL. Takoke BbISABIEHO
00paTiMOoe pa3ipakKeHHUe a3 y KpOJIMKOB.

B To BpeMs KaK OueHb BHICOKHME MepopasibHble OIHOKPATHBIE 03bI (10 1310 mr/kr) conu
ocenbTaMuBupa Gocdara He OKa3bIBAIU BIMAHUA Ha B3POCIBIX KPBIC, IaHHbIC 103kl OKa3bIBAIIH
TOKCHYECKOE JIEHiCTBUE Ha He3PebIX 7-AHEBHBIX JETEHbILIEH KPbIC, B TOM YHUCIIE NPUBOANIH K
ruGeny KUBOTHBIX. J[aHHBIE ABJEHUS HAOMIONATUChH [IPH TPUMEHEHHH 103 657 MI/KT M BBILLE.
[Tpu npumeHeHnu 1036l 500 MI/Kr B TOM YKC/IE TIPH ATUTEIbHOM MPUMEHEHHMH B J103¢€ 500
MI/Kr/cyTku ¢ 7 no 21 ieHb NOCTHATAIBHOTO NMEepHO/ia HeKenaTenbHbIX 3G deKToB He

HaOJII01aNI0Ch.
6. PAPMALHEBTHYECKHE CBOHNCTBA

6.1. Ilepeuennb BcnomoraTe/bHbIX BELIECTB

CopnepKuMoe Karncybl:

KpaxmaJl npeKenaTHHU3HPOBAHHBbI;
nosunoH K30;

HaTpUs KpOCKapMeniosa;

TajbK;

HaTpus cteapundymapar.

O00JI0YKa KarCcybl:

Kopnyc

JKEJaTHH;

KpacuTeb jkenes3a okeua yepHsblii (E172);

tutaHa auokeua (E171).

Kpviueuxka

HKENaThH;

KpacHuTellb xkene3a okcua KpacHbli (E172);
KpacuTelb xkene3a okeup xkentelid (E172);

TtutaHa auokeua (E171).

YepHuna ay1si HAaHeCEHUs HAAMWCH Ha KarcyJe:

LeIaKx;
tutaHa auokeua (E171);

JIaK aJIlOMUHHUEBBII Ha OCHOBE MHAMroKapmuHa (E132).

6.2. HecoBMecTHMOCTH

He npumeHumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs1)
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6.4. OcoGbie Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHHH

XpaHuTh py Temneparype He Boie 235 °C.

6.5. XapakTep H cofepXaHHe NePBHYHOH YNAKOBKH

ITo 10 Kancyn B KOHTYPHYIO S4€HKOBYIO yNaKoBKY (6,1MCTep), H3rOTOBICHHYIO M3 TPUILIEKCA
(MBX/TI/MBAX) 1 ¢onbru aatoOMUHUEBOM.

1 6aKcTep BMECTE C JIMCTKOM-BKJIaJIbILIEM MOMELIAIOT B KAPTOHHYIO MayKy.

C 1e/bio KOHTPOJIS MEPBOT0 BCKPBITHS Ha MayKy HAHOCUTCA 3alllMTHas rojorpaduyeckas

HaKJeHhKa.

6.6. OcoOble Mepbl NPEAOCTOPOKHOCTH MPH YHHUTOKEHHH HCNOJIB30BAHHOIO
JIEKapPCTBEHHOT0 NMpenapaTa Wil 0TX00B, NOJYyYeHHBIX Moc/1e NPHMEeHeH s
JIEKapPCTBEHHOT0 NMpenapaTa u Apyrae MAaHHMyAsiHH ¢ IpenapaToM

[Ipy HEOGXOAMMOCTH PaBOTHUK ANTEKH MOXKET MPUTOTOBUTH CYCMIEH3HIO 6 MI/MJ M3 Kancy.l
npenaparta TaMuQt0, WK MALUEHT MOXKET MPUrOTOBUTH €€ I0Ma.

[IpuroToBneHUe CyCNeH3uK B anTeKe NpeAnoYTUTENbHEE NPUrOTOBIEHHUIO B JIOMAIIHUX
YCIIOBUSIX.

Jlns npueMa cycreH3uH, NPUroTOBICHHON IKCTEMMOPAIbHO KakK B anTeKe, Tak v
MPUrOTOBNICHHOM B JOMALLHUX YCIOBUAX, JOKEH UCMONB30BATHCA JO3MPYIOLIMH LIMPHIL
COOTBETCTBYIOLIEr0 0Obema. J{is 06oux ciydaeB MpeAnovYTUTENbHEE, YTOObI ObLIH C/ENaHbl
METKH U1 0003HaueHUs1 HeoOX0AUMOro oobema.

[1pUroToBAEHUE CYCMEH3UHU B aNTEKE

Cycnensus 6 me/M1, RPU2OMOBICHHAS IKCMEMNOPATLHO U3 KANCY

B3]7()C.7bl€, n()()pocmku, oemu_6_ 603paAcme Om 1 200a, komopwvie He MO2Yym 210mame Kancyivl Uiy

KOnopbim II?D€6V(:‘I77Cil pazosas 003a MeHee 73 m2

JlaHHas METOAMKA OMUCHIBAET MPUTOTOBIECHHUE CYCNEH3UH 6 MI/MII, KOTOpas 00ecneynT OIHOro
MaLMeHTa J0CTaTOYHBIM KOJIMYECTBOM JIEKAPCTBEHHOIO CpeCTBA /A7 S-AHEBHOrO Kypca
neuyenus nubo ang 10-aHeBHOro Kypcea npoduiakTuku. s nauyueHToB ¢ ocaabieHHbIM
MMMYHHUTETOM HeoOXoaum Kypc sevenus 10 aHei.

PaGOTHHMK anTeK: MOXKET MPUTOTOBUTHL CYCNEH3MI0 6 MI/MJ U3 Kancyn npenapara Tamuduio 75
MT MCIOJb3Ys BoAy, coepxkalryto 0.05% Genzoara HaTpus, KOTOpBIN J00aBIsSeTCs B Ka4eCTBe
KOHCEpBaHTA.

Bo-nepBbix, paccuuTaiite TpeOGyemblii 001K 00BbeM Ha 5-IHEBHBIN Kype neveHus umm 10-
JHEBHBIH Kypc As npodunakTuku. O01mii 06beM onpeaensaeTcs HCX0s U3 MacChl Tena

MaMeHTa B COOTBETCTBUU C pEKOMEHAALUAMHU B Tabnuie, l'lpCD,CTaBIICHHOﬁ Huxe. UToObl
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oGecreunTh TOUHOCTb 0T60pa HeobxoaMMoro oobema 1o 10 103 (o ABa 0TOOpa Ha CYTOYHYIO
TepaneBTHUECKYIO 103y B CYTKH Ha NIPOTSOKEHHH 5 [IHEl) NPH MPUTOTOBIICHHH CYCTICH3HH
clle/lyeT OpMEHTHPOBATHCS Ha KOJNOHKY C YKa3aHHEeM MOTEepH JIEKapCTBEHHOrO Cpe/iCTBa MpH
M3MEPEHUH.

s NALUEHTOB ¢ 0c/1abNeHHbIM HMMYHHTETOM paccuuTaiTe 001K 00BEM CYCTICH3HH,
KOTOPbIii HEOGXOAMMO TIPUTOTOBUTD M BbIAATh MalMEHTy 71s 10-IHEBHOTO Kypca JE4EHH.
TpeGyembiit 00wt 00bEM 1151 MALMEHTOB ¢ 0CNA0IEHHBIM HMMYHHUTETOM ONpPEAEIACTCS
MCXO/A M3 MacChl TeNa MalyeHTa B COOTBETCTBUM C PeKOMEHJaLMAMH B TabIuLE,
npecTaBaeHHON Hike. UToGbI 0GecnednTh TOUHOCTh 0TOOpa HeodXoaumoro oosema 10 20 103
(no 1Ba 0T6Opa Ha CYTOUHYIO TepAreBTHYECKYIO 103y Ha NpoTs:keHun 10 aHei) npu
MPUTOTOBJICHHH CYCTIEH3UHN ClIe/lyeT OPUEHTUPOBATHCSA Ha KOJIOHKY C YKa3aHHEM MOTEpH

JICKapCTBEHHOI O CpeACTBa NPHU U3MEPEHHUH.

O6beM cyCcreH3uu 6 MIr/MJ1, KOTOPbIM W3rOTABAMBAETCS B ANTEKE UCXOMAs U3 MACChl Teja

nalMeHTa sl S-AHEBHOrO Kypca JIEUeHUs WiIn 10-1HEeBHOM NpodUTAKTHKH

Macea tena (kr) | O0muii 00bem 15 cMemuBanus B | O0muii o0bem 11 cMemHBaHUs B
3aBHCHMOCTH OT MAaccChl MALIHEHTA | 3aBHCHMOCTH OT MAaCChI AIHEHTA
(mm) (mm)
IMoTepu B H3MepeHHH He IToTepn B H3MepeHHH YIYHTBIBAKOTCSH
YUYHTBIBAKTCH
ot 10 go 15 kr 50 ma 75 mn
>15 po 23 kr 75 mn 100 mn
>23 no 40 kr 100 ma 125 mn
>40 kr 125 mn 137.5 mn

OO0BEM NPUTOTOBJIEHHON B aNTEKe CYCMEH3HH 6 Mr/mi, KOTOpBI W3roTaBIMBAETCS B allTEKE

MCXOIS M3 MacChl TeNa naleHTa s 1 0-1HEeBHOro Kypca JeUeH!s Y MalMEHTOR ¢ ocaabieHHbIM

UMMYHHUTETOM

Macca tena (kr)| Oouuii 00beM A cvemnBannsg B | O0muii o0beM A1 CMelIHBAHHA B
3aBHCHMOCTH OT Macchl MAlHEHTa | 3aBHCHMOCTH OT Macchl MAlHEHTA
(mu1) (mum)
IMoTepu B n3MepeHNH He IToTepu B H3MepeHHH YYHTBIBAKOTCS
YYHTBLIBAKTCS
ot 10 no 15 kr 100 mn 125 mn
>15 no 23 kr 150 mn 187.5 mn
>23 no 40 kr 200 ma 250 mn
>40 kr 250 mn 300 mn

Bo-BTOpBIX, OMpeennTe KOJTUYECTBO Karcyl U pacTBOpHTENs (BOJbI, COJAEPIKALICH B KayecTBe

koHceppanTa 0.05% GeH30aT HATPHUs), KOTOpbIEe TPEGYIOTCA TS MPUTOTOBIEHHUA 00Lero oobema
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(BBICYMTAHHOTO HA OCHOBE TabMLIbl, MPE/CTaBICHHOM BBILLIE) CYCMEH3UH 6 MI/MJI, KaK OMUCAHO

B ﬂpeﬂCTaBﬂeHHOﬁ HIKe Tabnuue.

KOJNHUYEeCTRBO KANCyJl M BOJIbl, HEOOXOAMMBIX /ISl IPUrOTOBJIEHUS OOLIEro 06beMa cycrneHsuu 6

Mr/ma B anteke (Juis S-qHeBHOro Kypca neueHus uiu 1 0-1HeBHOK npodUIaKTHKH)

OGuuii 06bem noayuaemoii | Heo6xoaumoe konnuectso | Heobxoanmoe Ko.IHIeCTBO
CyCIeH3HH KaIcyJ1 mpenapara BO/bI
Tamudaio (75 mr
oceIbTAMHBHPA)
75 mn 6 kancyn (450 mr) 74 mn
100 mn 8 kancyn (600 mr) 98.5 mn
125 mn 10 kancyn (750 mr) 123.5 mn
137.5 mn 11 xancyn (825 mr) 136 mn

KoauyecTBO KarncyJl ¥ BOJbl, HEOOXOIMMBIX /15l IPUIOTOBJIEHUS 001Iero 0obemMa cycneH3uu 6

Mr/ma B anrteke (s 10-AHEBHOro Kypca Je4eHus MalueHTOB ¢ 0c/1a0JIEHHBIM UMMYHHTETOM)

O6mmii 06bem noryuyaemoii | Heo6xoanmoe konnyectso | HeoOxoaumoe KoiH4ecTBO
CyCIeH3HH KarcyJ1 npenapara BO/bI
Tamudmao (75 mr
oceJIbTAMHBHPA)
125 mn 10 xancyn (750 mr) 123.5 mn
187.5 mn 15 kancyn (1120 mr) 185 mn
250 mn 20 kancyn (1500 mr) 246.5 mn
300 mn 24 kancynsei (1800 mr) 296 mn

B-TpeTbHX, ciieayiiTe npoLeaype NpUroToBieHus cycnensuu npenapara Tamuaio (6 mr/mi) u3

Kancy.t:

1. B cTeknsHHbIN MeprIﬁ CTaKaH nmoaxoAsAlero pasmepa noMeCcTuTe ykazaHHO€ KOJIMYECTBO

BOJIbI, coziepakallieii B kadecTBe kKoHcepBaHTa 0.05% M/00 GeHszoarta HaTpusl.

2. JloGaBbTe yKazaHHOE KOJMYECTBO COAEPKUMOro Karcyn npenapara Tamudito, OTKpbIB

KOKAYHO Kancymny U MOMECTUB COAEPIKUMOE Kaxkao0i KaricyJibl HENMOCpEACTBEHHO B

CTEKJITHHBIN CTaKaH ¢ BOJOM.

3. Tlpu moMolLK MOAXOAALIEr0 YCTPOHCTBA A MEpeMELMBaHus, EpeEMELIaiTe COAEPIKUMOE
CTaKaHa B TeYeHHE 2 MUHYT.
[IpuMeyaHue: akTHBHOE BELIECTBO ocelbTaMuBHpa (hocdat n1erko pacTBOPUMO B BOJIE.
CycneHnsus obpasyeTcs BCJEACTBHE COziepikaHus B Karcynax npenapara Tamudio
HEPaCTBOPMMBIX BCTIOMOTATENIbHBIX HHIPEJMEHTOB.

4. TlepeneiiTe cycrneHsuio B GYTBUIKY M3 TEMHOTO cTeKna unu nonuatunentepedranara (PET).

YToObl n30€KaTh NPOJUBAHUS, UCTIONB3YHTE BOPOHKY.

(¥S)
o)
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5. 3akpoiiTe GyTbUIKY CrieLHaIbHON MPOGKOH ¢ 3alUTOM OT JeTeH.

B300JTATHY.

HakJeiiTe Ha GYTBIUIKY 3THKETKY ¢ HaAMKChio: «[lepea ucrnonb30BaHUEM OCTOPOIKHO

[Mpumeuanue: nepe/l MPUMEHEHUEM NPUTOTOBICHHYIO CYCMIEH3HIO OCTOPOKHO B36oNTaTB,

yTOOBI CHU3UTDL TECHACHLMIO BOBJIEYCHHS BO3AyXa.

N3BecTute pOAMTENIS UIIM OMEKYHAa O TOM, 4YTO HEe0OX0AUMO BI>16POCI/ITb o000 OCTaBLIMICS

MaTepHa MocJjie 3aBeplieHus JedeHus. Ty HHPOPMaLMIO PeKOMEHyeTCs 100aBUTh B BUAE

JIOTIOTHUTENBHOM STHKETKH Ha OyTbIJIKE WK B BU/IE€ MH(POPMALIMK Ha anTe4yHON STHKETKE.

8. HakneiiTe Ha OyTBUIKY STUKETKY CO CPOKOM IOJIHOCTH B COOTBETCTBUH C YCIIOBUAMH

XpaHeHus (cM. paszen 6.3).

Haknelite Ha 6yTHUIKY anTeuHyIO 3THKETKY, HA KOTOPOH HanucaHbl MMs NMalMeHTa,

UHCTPYKLHUH MO JO3UPOBAHHUIO, CPOK FOAHOCTH, HA3BaHUE JIEKapCTBEHHOTO npenapara 1

apyras Heobxoaumas HH(OpMaLKs B COOTBETCTBUM C JIOKAIbHBIMU TPEOOBAHUAMH.

Jlng nonydeHus JOJKHBIX MHCTPYKLMIA 0 03UPOBAHUIO CM. TaOJIMILy HHIKE.

Kapra pacueTra 103UpOBaHUs 11 CYCIIEH3UH 6 Mr/MJI, TPUTOTOBAEHHOW 3KCTEMMNOPAJILHO W3

KancyJs npenapara Tamuduio B anTeke 11 IeTe B BO3pacTe OT 1 roga

Macca tena | lo3a | Oobem na | TepaneBruueckasi | Tepanesruueckas | [Ipodpunakruyeck
(xr) (Mr) |oany a03y 6 ao3a no3a ast qo3a (anas 10
Mr/mJ (noist 5 qHei) (nas 10 aueii) aHeil)
Jlns nauMeHToB ¢
oc1abJIeHHbIM
HMMYHHTETOM
ot 10 kr no (30 mMr 5 mn 5 mn aBa pasza B 5 mn aBa pasza B 5 M1 0MH pa3 B
15 kr CYTKH CYTKH CYTKH
>15 1023 kr |45 mr| 7.5mn 7.5mn aBapazaB | 7.5 ma aBapa3zaB | 7.5 MJI OJMH pa3 B
CYTKH CYTKH CYTKH
>23 no 40 kr (60 mr| 10 mn 10 mn aBapazaB | 10 mn aBapa3a | 10 mnoaun pa3 B
CYTKH CYTKH CYTKH
>40 kr 75wmr| 12.5mn | 12.5mn aBa pa3a B | 12.5 mu aBa pa3a B | 12.5 mu oauH pa3 B
CYTKH CYTKH CYTKH

*PekoMeHI0BaHHAs MPOAOKUTENBHOCTD JIEYeHHs y MAllUeHTOB C 0CNa0dNeHHbIM HMMYHHTETOM (=1 ron)
coctasnser 10 aueii. [{ns 6onee noapodHoii MHpopmaLuu cM. pasaen 4.2.

Bbigaiite CYCIMEH3HIO BMECTE CO CreuranbHbIM rpalyupoBaHHbIM LITIPHLIOM, npeaHasHa4€HHbIM

AJid OTMEpUBAHUA MaJbIX 103 CYCINEH3UH. [To BO3MOKHOCTH ISl K&XK0ro nauydeHTa caenaiTe

OTMETKY Ha IITPHLE, COOTBETCTBYIOLLYIO MOAXOAALIEH N103€ (CM. Tab/uLy BbILIE).
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JInst Toro uTo6bl CKPBITh TOPLKUI BKYC, ClIyeT PEKOMEHA0BATh CMCILIMBAHNE HeoOX0oAMMOH
7103b1 C MOJAXOAALIMM CJIaJIKUM MUILEBBIM MPOIYKTOM, TAKMM Kak Clia/ikas BOA4, ILIOKOJIaAHbIN
CHPOI, BUILHEBBI CHPOI, COYChI JUTA IECEPTOB (HANPUMEP, KapaMelIbHbIM HIIH CO BKYCOM
CJIMBOYHOM MOMaKH).

Jlemu 6 gozpacme 0o 1 200a

JlaHHas METOAMKA OMUCHIBAET MPUTOTOBJIEHHE CYCMIEH3MH 6 MI/MII, KOTOpas 00ecrneunT 0HOro
MalMenTa J0CTATOUHBIM KOJIMUYECTBOM JIEKAPCTBEHHOTO CPEACTBA /Ul 5-AHEBHOTO Kypca
nedenus 160 ans 10-aHEBHOTO Kypea npoduaakTiku. J{is MalneHToB ¢ ocaableHHbIM
MMMYHHUTETOM HE0OX0ANM Kypc feuenns 10 quei.

PaGOTHUK anTeKH MOJKET MPUrOTOBHTH CyCMIEH3HIo 6 Mr/MiI 3 Karncys npenapata Tamudao 75
MT HCTIONB3YS BOy, coaepikaityio 0.05% GensoaTa HaTpHs, KOTOPbIA 1006aBseTCs B Ka4eCTBE
KOHCEpPBaHTA.

Bo-nepBbiX, paccunTtaiite 001Hii 00BEM, KOTOpPbIH HEOOXOAUMO MPUrOTOBUTH M BBIATDH
nauueHTy. TpeGyeMblii 001K 00beM ONMpeeNAeTCsa HCXOs U3 MacChl Tena MalueHTa B
COOTBETCTBHH C PEKOMEHIALMAMH B Ta0NULE, MPEeJCTABIEHHOH HUKE: YTOObI U3BJIEUb TOUHBIA
o6bem 10 10 103 (o 2 3a6opa NeueGHbIX 103 B IeHb HA MPOTKEHUH 5 JIHE#) crnenyeTt
OPHEHTHPOBATHCS HA KOJNIOHKY, YKa3bIBAIOLLYIO CTENEHb pacxo/ia npenapara.

JIns nauueHToB ¢ 0caabieHHBIM HMMYHHTETOM paccyuTaiTe o01Mii 00beM CyCreH3HH,
KOTOpPbIH HEOOXOAMMO MPUrOTOBHUTH M BbIAATh MaleHTy A 10-aHEBHOrO Kypca eyeHus.
TpebyeMmblii 001MIT 00BEM ONpeaeNseTcs HCX0d U3 MacChl TeJla MalueHTa B COOTBETCTBHH C
pEeKOMEHaLMAMU B TabNMLE, NPeCTaBICHHON Hiuke. UToOb 06ecneuuTh TOUHOCTL 0TOOpa
HeoOxoaumoro oobema 10 20 103 (1o ABa 0TOOpa Ha CYyTOYHYIO TEPANeBTUYECKYHO 103y Ha
npotskeHun 10 aHE#H) npu NpUroTOBIEHUH CYCIIEH3MH CIIEAYET OPUEHTHPOBATBLCS Ha KOJIOHKY C

YKa3aHHUEM TMOTEPHU JIEKAapCTBEHHOTO CPEACTBA MPHU U3MEPEHHH.

OO6BeM MPUTOTOBJIEHHOM B anTeKe CycneH3uu 6 MI/MJ1. KOTOPBI M3rOTaBJIMBAETCS UCXONS U3

Macchl Tea nauMeHTa ([uist S-IHEBHOro Kypca jgedyeHus uin 1 0-qHeBHOM MpoUIaKTHKH)

Macca Tena O0muii 00beM 119 cCMEelIHBAHHS B OO0wmuii 00beM A1 cMelIHBAHHS B
(kr) 32aBHCHMOCTH OT MAcChl TeJa 3aBHCHMOCTH OT MAacChl TeJla MalHeHTa
nanuenTa (MJ) (Mua1)
IMoTepu B n3MepeHHN He IMoTepn B n3MepeHHH YYHTHIBAKTCS
YYHTBIBAKOTCSA
<7 Kr 10 40 mn 50 mn
>7 no 10 xr 50 mn 75 M
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O06BLeM NPUrOTOBICHHOM B aNTeKe CYCMEH3UH 6 MT/MJ1. KOTOPBIM M3rOTaBIMBAETCA UCXO/IS U3

Macchl TeJia mauMeHTa ajsi 1)-qHEBHOr0 Kypca JeueHHus y NalyueHTOB C ocnabaeHHbBIM

UMMYHUTETOM

Macca Teaa (kr) | O6mmuii o6bem 11t cmemuBanus B | O0mmii 00BbeM ISl CMeIIMBAHHSA B
3aBHCHMOCTH OT MAcChl MAIHEHTA | 3aBHCHMOCTH OT MacChl MALHEHTA
(mam) (mm)
IMoTepu B H3MEepPEeHHH He IMoTepn B H3MepeHHH YYHTHIBAIOTCS
YUYHTBIBAKOTCS
<7 kr JTo 80 mn 100 mn
> 7 no 10 xr 100 mn 125 mn

Bo-BTOpBIX, OMPEIENUTE KOIUYECTBO KarcyJl U paCTBOPUTES (BO/bI, COACPIKAILEH B KAYECTBE

koHcepBanTa 0.05% GeH3oaT HaTpus), KOTOpbie TPEOYIOTCS /il IPUrOTOBJIEHNUs 06Llero oobema

(BblClll/lTaHHOFO Ha OCHOBE TaOMLbI, ﬂpCﬂCTaBHCHHOFI BbIUJC) CYCIEH3UH 6 MF/MJ], KaK OMuCaHO

B MPECTaBIECHHON HIXKE TabHLE.

KonuMuecTBO KancyJl ¥ BOJbl, HEOOXOIMMbIX /Ui MPUrOTOBJIEHHUS 0011ero oobeMa CycrneH3uu 6

MI/MJI B anTeke (s S-IHeBHOro Kypca jedeHust uid 10-1HeBHON mpodUIaKTHKH)

Oo0muii 00beM Heo0xoaumoe koauuectBo | HeoOxoaumoe KOJIHYECTBO
noJIy4aemMoii cycrneH3nu KamncyJ1 npenapara BO/bl
Tamud.aro
(75 mMr ocelbTAMHBHPA)
50 ma 4 kancynbl (300 mr) 49.5 mn
75 mn 6 kancyn (450 mr) 74 mn

KonnuecTBo Karncya ¥ BoJibl, HEOOXOAMMBbIX JiS MPUTOTOBIEHHUS o611ero 00beMa CyCneH3uu 6

Mr/mi B anteke (ans 10-1HeBHOro Kypca Je4YeHHUs Y NalueHToB C oc1abJeHHBIM MMMYHHUTETOM)

Oo6wmuii 00beM nostyyaemoii | HeoGxoanmoe KoJIHY€CTBO Heo0xoaumoe KoJI1H4€CTBO
CyCNeH3HH KamncyJ npenapara BO/bI
Tamudgaro
(75 Mr ocelbTAMHBHPA)
100 mn 8 kancyn (600 mr) 98.5 mn
125 mn 10 kancyn (750 mr) 123.5 mn

B-TpeTbHX, ciieayiTe MpoLeaype NpUroToBaeHus cycnensuun npenapara Tamuduo (6 Mr/mi) us

Kalcyl:

1. B cTeknsHHbIH MCpr]f/'l CTaKaH noAxoAsIlero pasmepa NoMEeCTUTE yKa3aHHOE KOJIMHECTBO

BOJIbI, cojiepakalieii B kauecTBe KoHceppaHTa 0.05% M/06 GeHzoar HaTpHs.
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2. Jlo6GaBbTe yKa3aHHOE KOJIMUECTBO COACPKMMOrO KarcyJ npernapara Tamudto, OTKpHIB

KaXXIYH Kancyiny ¥ NoMECTHB COIEPKUMOE Ka)kJ0# KarcyJibl HeNnoCpeACTBEHHO B

CTEKJISTHHBIN CTaKaH ¢ BOJOM.

3. Tlpu MOMOLIH MOXOMSLIErO YCTPOICTBA IS NEPEMELLIMBAHNS, NEPEMEILAHTE COACPKMMOE

cTaKkaHa B TeYeHHE 2 MHHYT.

[MpumeyanHue: aKTHBHOE BELIECTBO OCeNbTaMMBUpa (ocdart Jerko pacTBOpUMO B BOJE.

CycnieHsus oOpasyeTcs BCJIEACTBUE CONEPKAHUA B KarCyaxX npenapara Tamudpao®

HEpPACTBOPUMBIX BCMOMOraTeJIbHbIX HUHI'pE€IAUEHTOB.

4. Tlepeneiite cycneH3uto B OYTHIIKY M3 TEMHOIO CTEK/a WK nonuatunentepedranara (PET).

Yrto6bl M36eKaTh MPOJUBAHUS UCTIOBL3YHTE BOPOHKY.

5. 3akpoiite 6yThUIKY crielHaibHOM MPOOKOH C 3alIMTON OT JACTeH.

6. HakneiiTe Ha OyTBIIKY STHKETKY ¢ HaANMUChIO: «Ilepel HCrmob30BaHHEM OCTOPOKHO

B300ITATHY.

[puMeuaHye: nepes MPUMEHEHUEM IPUTOTOBIEHHYIO CYCTIEH3UIO OCTOPOXKHO B30ONTATh,

4TOOBbI CHU3UTh TEHAEHLIMIO BOBJIEYEHHS BO3yXa.

7. W3BecTuTe pOAMTENs MM OMEKYHA O TOM, YTO HEOOXOAMMO BBIGPOCHTH JIH000# OCTaBIIMHCA

Marepuas nocje 3aBepuieHns JeyeHus. DTy MHOPMaLHUIO peKOMEHIyeTCs J00aBUTh B BUJE

JIOTIOJTHUTEJIbHOM ATUKETKHU Ha 6yTmee WJIK B BUJE umbopmauun Ha anTe4yHOM 3TUKETKE.

8. HakueiitTe Ha OYTBUIKY 3THKETKY CO CPOKOM FOIHOCTH B COOTBETCTBUH C YCTIOBUAMH

XpaHeHus (cM. pazaen 6.3).

9. HakneiiTe Ha 6yTle'le anTe4yHYK 3THKETKY, Ha KOTOpOﬁ HarnucaHbl UMs NMallUEHTA,

UHCTPYKLHHU MO JO3MPOBAHHUIO, CPOK MOAHOCTH, Ha3BaHHE JIEKapCTBEHHOTO npenapara 1

npyras Heo6xoaumas HH(OpMalis B COOTBETCTBUM C JIOKabHBIMU TPEOOBAHUAMH.

HJ’IH MOJIYYEHHA JOJDKHBIX HHCprKLlHﬁ Mo 103MpPOBaHHKO CM. Ta6nnuy HHXKE.

WHCTPYKLMS MO A03MPOBKE cycneH3uu npenapaTta Tamudiio 6 Mr/mi, NpuroToBJIEHHOM B

anTeKe W3 KancyJl., Juis JeTel B Bo3pacTe 0 | roaa)

Macca teaa | Jloza | Oobem | Tepanest | TepaneBTnuecka | [Ipopnaakruyec | Pekomennosa
(oxkpyraenHa | (Mr) | oaHoiH | H4Yeckas s1 1032 Kasi 1032 HHBIIi pazmep
A1 10 J103bl 1032 (B Teuenne 10 (B Teuenne 10 NHNEeTKH-
OMMzKAITIIHX (6 (B TeueHHe aHei*) AaHeil) n03aTopa
0.5 kr) mr/ma) | S aHeii) [TaunenTsi € (rpagyMpoBKa
0cJIa0/IeHHbIM 0.1 mu)
HMMYHHTETOM
3 kr Omr | 1.5mn | 1.5mnpsa | 1.5 wmnaBapa3as | 1.5 M onuH pas B 2.0 mn
pasa B CYTKH CYTKH unu 3.0 M
CYTKH
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3.5 kr 105 | 1.8mn | 1.8mnnasa| |.8mnapapasas | |.8miomunpass [ 2.0M7
Mr pasa B CYTKH CYTKH win 3.0 Mo
CYTKH
4 kr 12mr | 2.0 mn | 2.0 mnaBa | 2.0 M aBa paza B | 2.0 M OftMH pa3 B 3.0 Mn
paza B CYTKH CYTKH
CYTKH
4.5 kr 13.5 | 23 mn | 2.3 mmasa | 2.3 maaBapa3aB | 2.3 MJI OJIMH pa3 B 3.0 mn
Mr paza B CYTKH CYTKH
CYTKH
S kr 15mr | 2.5ma | 2.5mnaBa | 2.5 mn aBa pazaB | 2.5 Ml O1IHH pa3 B 3.0 mn
pasa B CYTKH CYTKH
CYTKH
5.5kr 16.5 | 2.8 mn 2.8 mn 2.8 M Ba pa3a B | 2.8 MJI OIMH pa3 B 3.0 mn
Mr JIBa pasa B CYTKH CYTKH
CYTKH
6 kr 18 Mr | 3.0 mn 3.0 mn 3.0 Mt gBa paza B | 3.0 Myt oMH pas B 3.0 mn
JIBa pa3a B CYTKH CYTKH unu 5.0 ma
CYTKH
6.5 kr 19.5 | 3.3 mn 3.3 Mn 3.3 mn aBa pa3a B | 3.3 MJI OIIMH pa3 B 5.0 mn
MT JIBa pasza B CYTKH CYTKH
CYTKH
7 kr 21 mr | 3.5 mn 3.5 mn 3.5 mn gBa pa3a B | 3.5 MJI O1IMH pa3 B 5.0 mn
Z1Ba pasa B CYTKH CYTKH
CYTKH
7.5 kr 225 | 3.8 mn 3.8 mn 3.8 mn nBa pa3a B | 3.8 My 01MH pa3 B 5.0 mn
Mr J1Ba pasa B CYTKH CYTKH
CYTKH
8 kr 24 mr | 4.0 mn 4.0 mn 4.0 mn nBa pazaB | 4.0 ma oaMH pa3 B 5.0 mn
J1Ba pasa B CYTKH CYTKH
CYTKH
8.5 xr 255 | 43 Mmn 4.3 mn 4.3 mn n1Ba pa3a B | 4.3 MJI OZIMH pa3 B 5.0 M
Mr JIBa pasa B CYTKH CYTKH
CYTKH
9 kr 27 mr | 45 Mmn 4.5 mn 4.5 mn gBa paza B | 4.5 MJ1 OIMH pa3 B 5.0 mn
ZIBa pasa B CYTKH CYTKH
CYTKH
9.5 kr 28.5 | 4.8 mn 4.8 mn 4.8 mn nBa pa3a B | 4.8 MJ1 OMH pa3 B 5.0 mn
Mr Z1Ba paza B CYTKH CYTKH
CYTKH
10 kr 30mr | 5.0 mn 5.0 mn 5.0 mn gBa paza B | 5.0 M1 OIMH pa3 B 5.0 mn
J(Ba pasa B CYTKH CYTKH
CYTKH

*PeKOMEH/JOBAHHAS JTUTENbHOCTD JI€UEHHs Y MALMEHTOB ¢ ocnadieHHbIM UMMYHUTeTOM (0-12 Mecsues)
cocrasiser 10 aueit. [ToapoOHyto HH(popMaLHIO cM. B pasjene 4.2.

BblaaiiTe CyCneH3nio BMECTE CO CHELHabHbIM FPayMpOBAHHBIM IMPULIOM, MPEJHA3HAUEHHBIM

I OTMEpHUBAHMs MallbIX 103 CYCTICH3HUH. [To BO3MOKHOCTH 1 Ka)KIA0T0 MalyeHTa caenaire

OTMETKY Ha LLMPHIIE, COOTBETCTBYIOLLYIO MOAXOAAIIEH /103€ (CM. TaGMULYy BbILLIE).
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JInst Toro 4ToObl CKPBITH FOPbKMIA BKYC, ClIelyeT PEKOMEHA0BATh CMELLIMBAHNE HeoOX0AUMOK
NI03bI ¢ MOAXOAALIMM CNAJAKUM MULIEBLIM MPOIYKTOM, TAKMM Kak Cjla/ikas BOJa, ILIOKOJIaAHBIN
CHPOT, BULIHEBBIN CHPOI, COYChI JIsl IECEPTOB (HANpUMep, KapameIbHbIM HIIH CO BKYCOM
CJIMBOYHOM MOMAJIKH).

[IpuUroToBI€HUE B JOMALIIHUX YCIOBUAX

Ecnu HET BO3MOKHOCTH MPUTOTOBUTH CYCTIEH3MIO B ANTEKE, TO MOXKHO NMPUTOTOBUTE €€ B
NOMAIHUX YCTIOBHSX.

Ecnu nauueHTy TpeOyeTcs 103UpoBKa 75 MT, TO 103y Mpenapara nojy4atoT myTeM OTKPbITHS
Kancybl ¥ CMEIIMBAHKSA €€ COEP)KUMOTO ¢ HeOONBIIMM KOITHYECTBOM (MaKCHMalIbHO O1HA

yaiiHas J'IO)KKa) MOJAXOJAIIEro CaJIKoro MULLIEBOro MpPOAYyKTa, TAKOro Kak ciajkas BoJa,

1LIOKOJ1aIHbIH CHpoII, BUIIHEBbIM CHUPOII, COYCHBI 11 A€CEPTOB (HanpuMep, KapaMCIlebm HJIK CO

BKYCOM CJIMBOYHOM MOMAJIKH) Ui MAaCKHPOBKM ropbKoro BKyca. CMech ciielyeT nepeMeniarh
JaTh MALMEHTY UEeTUKOM. MUKCTYpY ClieyeT NpOorjoTUTh Cpa3y XkKe Mociie NpUroToBICHHS.
[Tpu HeoOXoaUMOCTH nonyyeHus 103 30 Mr 1 45 Mr, NPUrOTOBJIEHHE CYCIIEH3HH Npenapara
Tamudmio BKIIOYAET JOMONHUTENIbHbIE CTaIHH.

[MoppoGHas MHCTPYKLMS NpeICTaBlEHa B TUCTKE-BKIIAIBILLIE.

WHCTPYKIKMHK MO NPUMEHEHUIO, 00pallleHUI0 U YHUYTOXKEHHUIO

[Tonapanue JICKapCTBEHHBIX MPEnapaToB B OKPYXKaKOLLYIO Cpeay AO0JIKHO ObITb CBEJIEHO K
MHUHHUMYMY. He CleayeT YTHIM3UMpOBaTh Mpenapar ¢ NOMOLIbIO CTOYHBIX BOJ UJIIW BMECTE C
OBITOBBIMHM O0TX0AaMH. [10 BO3MOKHOCTH HEO0OX0IMMO MCMOJIL30BATh CMELHaIbHbIE CUCTEMBI

AJ1s1 YTHIIM3alWHK JICKapCTBEHHBIX MpenapaToB.

7. JAEPXKATEJIb PETUCTPAHIUOHHOI'O YAOCTOBEPEHH S
[IBelinapus

®. Xoppmanu-Jla Pour JlTa.

F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland
ten./pakc: +41 61 68 6880192

www.roche.com

7.1. IlpeacTaBuTe b AepKaATE/Is] PErHCTPALHOHHOTO YA0CTOBEpeHusl

[IpeTeH3un norpeduTenei HanpapaATh MO aJIpecy:

Pecnyonuxa Apmenus

000 «Akru I'pyn»

0015, r. Epesan, yn. [13opanu, a. 70/3, 4 sTax
Ten. +374 (91) 79 66 88

e-mail: gayaneh.ghazaryvan@gmail.com

U
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Pecnyonuxa benapyco

OO0 «Pou [Mpoaakre Jlumure»

220030, r. Munck, ya. Ceepauiosa, a. 2, | 3Tax, noMeuieHue 20
ten. +375 740 740 97 41

dakc +375 740 740 97 42

e-mail: belarus.safety@roche.com

Pecnyonuxa Kazaxcman
TOO «Pour Ka3axctan»
050051, r. Anmatel, Meneyckuii paiion, np. Jlocteik, 1. 210
Ten. +7 (727) 321 24 24

e-mail: kz.safety(@roche.com / kaz.quality@roche.com

Kuipevizckaa Pecnyonuka

Arentckuit odpuc «®@. Xoddmanu-Jia Pow JIta.»

720055, r. bumikek, yn. Axyn6aesa 127/1, 8 satax, ka6. 808
ten. +996 (312) 29 92 92

e-mail: cholpon.galieva@gmail.com

Poccuiickas @eodepayus

AO «Pow-Mockpa»

107031, r. Mocksa, TpyGHas nnowap, a. 2, noMmeuieHue |, stax 1, komHarta 42
Ten. +7 (495) 229 29 99

e-mail: moscow.reception@roche.com

8. HOMEP PETHCTPALIMUOHHOI'O YAOCTOBEPEHUS

9. JATA NEPBUYHOI PETHCTPAIIMM (IIOATBEPKIEHUE PETUCTPALUM,
MEPEPETHCTPALNS)

10. JATA IEPECMOTPA TEKCTA
OOGwas xapakTepucTHKa JlekapcTBeHHOro npenapara Tamuduio 10¢TynHa Ha MHGOPMALIMOHHOM

rnopraune EBpa3Pll7lCKOI'O SKOHOMHYECKOro Corosa B l/lH(l)OpMaU,HOHHO-KOMMyHHKaLlMOHHOﬁ CETH

«HuTepHeT» http://eec.eaeunion.org/.
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