COOTBETCTEYET 3K li_: __ EPTHOMY OTUETY

ot 29.05.2025 N= 13613

(MOCNEOOBATENEHDCTE 0012)

OBIIASA XAPAKTEPUCTHUKA JIEKAPETBEHHOTO HPEHAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Tamudiro, 75 mMr, Kancymbl

2. KAUYECTBEHHbBII U KOJTUUYECTBEHHBIN COCTAB
JleiicTByomee BEmeCTBO: OCEIbTaAMHUBHP.
Kaxxnas karcymna cogepkut 75 Mr ocenbTamuBHUpa (B BUAe ocenbramuBupa gocdara — 98.5 mr).

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Tamuduro, kancynsl 75 mr.

TBepabie kancynsl, pazmep 2. Kopiryc - cepblii, HEIpO3payHblii; KPbIILIEYKa - CBETIO-KEIITas,
Henpo3pauHasd. CofepKUMoe KarcyJl - IOPOUIOK MM CKOMKOBABIIMICS TOPOIIOK, BO3MOKHO B
BUJIE «CTOJOMKOBY 110 (pOpMeE KaICyil, pacChINAOLIMXCS IPU HAAABIUBAaHUU, OT O€JI0ro 10
xenrtoBaro-6esnoro 1geta. Ha kancyne umeercs Haanuck «ROCHE» (Ha kopmyce) u «75 mg»
(Ha KpbIILIEYKE) CBETIIO-CUHETO 1[BETA.

Karicynbl 10oy1HBI ObITH 0€3 BUAMMBIX TPEIIUH HA MOMEHT BCKPBITUS: KOPITYC U KPbIILIEYKa —

0¢e3 MOBPEKICHHIA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHus K NPUMEHEHUIO

Jleyenue rpuirma

[Tpenapat Tamumaio moka3zaH K MPUMEHEHHUIO ISl ISYSHUS TPUIINA y B3POCIbIX U JACTEH,
BKJIFOYAsl JIOHOIIEHHBIX HOBOPOXKICHHBIX, IPU HATMYUU TUITUYHBIX JJI TPUIIIAa CAMITOMOB B
MepHoJI HUPKYISIIIUY BUpYyca rpunmna B oOmei nmomyssiuu. DPGHeKTUBHOCTh OblIa T0Ka3aHa B
cily4yae HaJalia Tepanuu B TEYCHHUE IBYX CYTOK C MOMEHTA Pa3BUTHUSI CHUMIITOMOB 3a00JICBaHUS.

HDOd)I/IJ'IaKTI/IKa T'pHIIIa

e [Ipenapar Tamudro nokaszaH K NPUMEHEHUIO JJIS TOCTKOHTAKTHOM NMPO(UIAKTUKY IpUIa
y B3pOCJBIX U JIETEN B BO3paAcTe OT 1 roja nocie KOHTaKkTa ¢ KIMHUYECKU
JMarHOCTUPOBAHHBIM IPUIIIOM B MEPHO LUPKYISIIIMK BUPYyca TPUIIA B 00IIEH TOMYJISAIHH.

e JlomxHoe ucnoip3oBanue npenapara Tamuduiro st NpOPUIAKTUKY TPUIIIA CIEAYET
OTIpeNIeNIATh B KaXKJIOM KOHKPETHOM CIIydae cOOOpa3HO 00CTOSTENbCTBAM M MMOTPEOHOCTAM
3alIMTHI IOITYJIAINH. B nckimounTenpHBIX cirydasax (Haan/IMep, B ClIy4a€ HCCOOTBETCTBUA
MEXy IUPKYIUPYIOMUM IITAMMOM BUPYCa M BAaKIIMHOMW, & TAaK)KE B TIEPUO]T TTaHIEMUH )
MOYET OBITh PACCMOTPEHA BO3MOKHOCTh CE30HHON MPOQHMIAKTUKY Y JIUI] B Bo3pacTte oT 1

roaa.
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e [Ipenapar Tamudro mokazan K MPUMEHEHHUO LIS nc')grltgo:ﬂjllgﬂq"i;gﬁ“ E&!&W&&J&%%{m

y neteil B Bo3pacte 10 1 rojga Bo BpeMs BCIBIIIKY MaHASMHUH Ipurina (cM. pazzaen 5.2).

[Tpenapat Tamuduiro He 3aMeHAET BaKIIMHALMIO IPOTHUB IPUIITIA.

[IpyumeHeHre aHTUBUPYCHBIX MPENapaToB AJIs JIeUEHUS U MPOQYUIAKTUKY TPUIIIA JOHKHO
OTIPEEIIATHCS HAa OCHOBE O(ULIMATBHBIX pEKOMEHIalui. Pemienns OTHOCUTENBHO premMa
OcCeIbTaMUBUPA IS JICYCHUS ¥ MTPO(DMIAKTUKY TPHUIIIA JOHDKHBI IPUHUMATHCS C YUETOM JIaHHBIX
0 LUPKYJIHUPYIOUINX BUPYCAX TPUIINA, JOCTYTHOW HHPOPMALIUU O MOJEIISAX JEKapCTBEHHOM
YYBCTBUTEIBHOCTHU I KaXKAOT0O BPEMEHH roJia ¥ BIUSHUS 3a00JI€BaHUS B Pa3IMUHBIX

reorpapuuecKrx peruoHax U MOMYJSIIHIX MAUeHTOB (cM. pa3zaen 5.1).

4.2. PeskuM 103MPOBAHMSA H CTIOCOO MPUMEHEHUs

PexxuM J103upoBanus

Bspocavie u noopocmxu 6 eospacme 13 - 17 nem
Jleuenue
PexoMeH10BaHHas 703a I IPUeMa BHYTPb [UIs B3POCIIBIX U OAPOCTKOB (13 - 17 jer)

COCTaBJISIET 75 MI' OCEIbTaMUBHPA J1BA Pa3a B CYTKHM B TEUCHHE S5 THEM.

Macca Tesaa PexomMennoBaHHas 1032 B PexomennoBanHas 1032 B

TedeHne S mHer Teuyenue 10 queii™

ITarnenTsl ¢ 0caa0JIeHHBIM
MMMYHUTETOM

>40 xr 75 Mr n1Ba pa3a B CyTKH 75 Mr n1Ba pasza B CyTKH

*PexoMeHTI0BaHHAS IPOJIOIDKUTEIBHOCTD JICYEHUSI TAIIMEHTOB C 0Ca0JIeHHBIM HMMYHUTETOM
cocrasisier 10 aueii. bonee moapoOHyto nrdopmanuio cM. B oapaszeie «Ocobble IpyIbl MaUeHToB /
[TaumeHTs! ¢ 0c1a0JIEHHBIM UMMYHHUTETOM ).

IIpuem npenapara ciaeayeT HadaTh KaK MOKHO paHbLIE: B TEYEHHUE MEPBBIX JIBYX CYTOK C
MOMEHTA Pa3BUTHsI CHMIITOMOB 3200JI€BaHNUs TPHUIIIIOM.

Ilocmxoumakmuas npoqbwzakmuka

PexomeHn0BaHHas 103a Ui MPOQUIAKTUKY TPUIIIA IOCIE OJIM3KOro KOHTAKTa C 3a00J1€BIIUM
TPUIIIIOM YEJIOBEKOM COCTABIISIET 75 MT OCeIbTaMUBHpPA [Tl B3POCIBIX U moapocTkoB (13 - 17

JIET) OJIMH Pa3 B CyTKU B TeueHue 10 qHei.

Macca TeJsa PexoMeHng0BaHHAd 1032 B PexoMeHg0BaHHAd 1032 B

Teuenue 10 quei Teyenune 10 qaei™

ITanueHTsl ¢ 0Ccna0IeHHBIM
MMMYHUTETOM

>40 xr 75 Mr ouH pa3 B CyTKH 75 MI OJTMH pa3 B CYTKH
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KOHTaKTa C 3a00JIEBIIUM T'pUIIIIOM YCIIOBCKOM.

Hpoqbwzakmuka 60 6peMA onuoemuu cpunnda 6 061/(461/7 nonyiiayuu

Jis npopuakTUKK FPHUIINIAa BO BpeMs BCIIBIILIKH SMUAEMHUH B 00IIEH NOMYNISIIMA PEKOMEHI0BaH
npueM 75 MT ocelbTaMUBHPA OAWH pa3 B CYyTKU B TeUEHUE 10 6 Henenb (viu 10 12 Heaenb y
MAIUEHTOB ¢ OCTa0JIEHHBIM UMMYHHTETOM, CM. pazaensl 4.4, 4.8 u 5.1).

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmoi ¢ napywienuem ynkyuu nevenu

Koppekiuu 10361 IpH JIEYSHUH U PO(UIAKTUKE IPUIIIA Y MAIUEHTOB ¢ HapylIeHHeM (QyHKIUU
ne4yeHu He Tpedyercs. MccnenoBanus y MalMeHTOB JIE€TCKOTO BO3pacTa ¢ HapyleHueM (yHKIMU
NIEYEHU HE IIPOBOJAUIIUCH.

Tayuenmoi ¢ napywenuem ¢hynkyuu novex

Jleuenue

VY B3pocnbIx ¥ moapocTkoB (13 - 17 net) ¢ HapymeHneM QyHKIUH TOYEK CPEeTHEH WITH TSHKEITO0H
CTETICHU TSHKECTH PEKOMEH]IYeTCsl KOPpeKIUs 103bl. B Tabmuie Hibke oapo0HO MPeaCTaBICHBI

PEKOMCHIAOBAHHLIC 1O3bI.

Kaupenc kpeaTunnna PexoMeH0BaHHAasI 1032 /17151 JIeUeHUSI
>60 (My1/MuRH) 75 Mr n1Ba pasza B CyTKH
>30 mo 60 (Mir/mMuH) 30 mr (cycrieH3usi)** nBa pasza B CyTKH
>10 mo 30 (mi/mMuH) 30 mr (cycrieH3us)** oiuH pa3 B CyTKU
<10 (mMa/MUH) He pexomenayercs (1aHHbIE OTCYTCTBYIOT)
ITanueHThl, HaXoAIIMECS Ha 30 mr (cycrmeH3ust)** mocie Kaxaoro ceanca
reMOINaNN3e reMOo/Inan3a
[TanreHTHI, HAXOAAIIUECS HA 30 mr (cycnensus)*™* pa3zoBas 103a
NEPUTOHEAIbHOM JTHaIn3e™

* JlaHHBIE, TTONTyYeHHBIE U3 UCCIIEI0BAHUN Y IMAlMEHTOB, HAXOAAIIUXCS Ha IIOCTOSHHOM MEPUTOHEATHHOM
nuanuse B amOynaTopHsix yenoBusix (ITAITMD); oxumaercs, 4To KIUPEHC ocebTaMUBHpa KapOOKCHIaTa
OyJeT BbIIIIe, KOTJa MPUMEHSETCSl aBTOMAaTU3UPOBAaHHBIN TIepuTOHeANbHbIH quam3 (AT1J]). Meton
nedeHus MoxkeT ObITh m3MeHeH ¢ AILJl ma ITAITJ] Ha yemoTpenue Hedposora.

** oM. HH(POPMAIIHMIO O PUTOTOBJICHUH CYCIIEH3UH U3 KaIlCyJl HIDKE U B paszele 6.0.

Hpodunaxmuxa

VY B3pocnbix ¥ noapocTKoB (13 - 17 neT) ¢ HapyleHneM QYHKIUH ITOYEK CPeJHEeN WIIH TSHKEIoH

CTCIICHU TSXKECTHU PEKOMCHAYCTCSA KOPPEKIHA JO3bI, KaK OIIMCAaHO B Ta6n1/me HUWXKE.

Kumpenc kpeatuHuHa PexoMengoBanHasi 1032 I NPOPUIAKTHKHI
>60 (My1/MUR) 75 Mr OIMH pa3 B CyTKH
>30 mo 60 (Mi/mMuH) 30 mr (cycrieH3us)** ouH pa3 B CyTKU
>10 mo 30 (mur/muH) 30 Mr (cycrneH3us)*™ Kax/ible BTOpbIE CYTKH
<10 (ms1/mMuH) He pexomenayercst (1aHHbIE OTCYTCTBYIOT)
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IlanueHThl, HaXoAs IIMECs Ha 30 mr ( cvcnemHQﬁ‘é*;}g&'& E‘EJE&?E%&)&% 'Ciéailfrlc'a
reMOINaTn3e reMoIuaIn3a

[TaumenTsl, HaxoaAIIMECS HA 30 Mr (cycnieH3us)*™ oMH pa3 B HEEIIO

NEPUTOHEATLHOM AHajmn3e™

* JlarHbIe, TTOMTydeHHBIE M3 HCCIeI0BAaHIN Y ManneHToB, Haxoaanwxcs Ha [TAI/l; oxumaercs, 9to
KIIMPEHC OCeIbTaMUBUpPa KapOokcuiaTa OyJeT Bhlie, koraa npuMmensercss AIlJ]. Merton iedeHuss MOKET
oniTe m3MeHeH ¢ AllJ] va ITAII/] Ha yemoTpenue Hedpomora.

** cM. HTH(POPMAIHIO O PUTOTOBJICHUH CYCIIEH3UU U3 KaIlCyJl HIDKE U B pa3zene 6.6.

Jatp kakue-11bo peKkoOMEeHAAINH 10 JO3UPOBAHUIO y ieTei B Bo3pacte oT 0 10 12 ser ¢
HapylieHneM (QyHKIUU TOYEK HEBO3MOXKHO M3-32 OTCYTCTBHSI IOCTYIHBIX KIMHHUUECKUX
JAHHBIX.

Tayuenmur nodxcunozo eospacma

Koppekuuu 10361 He TpeOyeTCs, 32 HCKITFOUEHUEM TTOKUJIBIX IMAIIMEHTOB ¢ HAPYIIICHHEM
(GYHKIMY TOYEK CPeTHEH WU TSHKETIOW CTEeHH TSKECTH.

Tayuenmsi ¢ ocrabreHHbIM UMMYHUINEMOM

Jleuenue

PexoMeH0BaHHAS TPOIOJIKUTEIILHOCTD TEPAITMHA OCEITLTAMUBUPOM y TIAITUEHTOB C
ocnablieHHBIM UMMYHHTETOM cocTaBisieT 10 queit (cMm. paznenst 4.4, 4.8 u 5.1). Koppekuuu
1036l He Tpebyercs. [IpueM nmpenapara ciaenyeT HayaTh KaKk MOKHO paHbIIIe: B TEYECHHUE MEPBIX
JIBYX CYTOK C MOMEHTA Pa3BUTHUS CHMIITOMOB 3a00JICBaHUS TPHUIITIOM.

Ceszounas npodpurakmuxa

Jl1st marueHToB ¢ 0cNabieHHBIM UMMYHHUTETOM OILIEHUBAU MPOAJICHUE CE30HHOMN
npodunaktuku 10 12 Hepens (cM. pazaenst 4.4, 4.8 u 5.1).
eTu
Jlemu 6 so3pacme om 1 200a 0o 12 nem
Jleuenue
CKOppeKTUPOBaHHBIE IO MACCe Tella PeKUMBI JO3UPOBAHUS, PEKOMEHIOBAHHBIE JIJIS JICUCHHSI

JIleTeil B Bo3pacTte OT 1 rojia, COCTaBIISIIOT:

Macca Tena PexomeHngoBaHHasA 1032 B PexomengoBanHasi 103a B
Te4YeHue S qHel TeyeHue 10 gHei™
[TateHTHI € OCIAbICHHBIM
UMMYHHUTETOM

10-15 xr 30 mr 1Ba pasa B CyTKU 30 mr aBa pasa B CyTKH
>15-23 kr 45 mr aBa pasa B CyTKH 45 mr aBa pasa B CyTKH
>23-40 xr 60 mr 1Ba pasza B CyTKU 60 mr 1Ba pasa B CyTKU
>40 kr 75 Mr zBa pa3a B CyTKH 75 Mr aBa pasa B CyTKU
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*PexoMeHIOBaHHAS MTPOIOJDKATEIHHOCTD JICUCHHS JleTelt (>1 'QEB%@EQ&%JL%&E&Q& 12)

cocrasisieT 10 nueit. Bomee moapoodHyro HHGOPMAIHIO ¢M. B oapaseie «Oco0ble TPYIIIEI MalieHToB /
[arueHThI ¢ 0CcIabICHHBIM HMMYHHTETOM).

[Ipuem npenaparta cieayeT HayaTh Kak MOKHO PaHbIIIE: B TEYEHUE MEPBBIX JIBYX CYTOK C
MOMEHTA Pa3BUTHsI CAMIITOMOB 3a00JIEBaHHsI TPUIITIOM.

Ilocmxonmakmuas npod)wzakmuka

PexomennoBannas no3a npenapara Tamuiaro st MIOCTKOHTAKTHOM MPO(GUIAKTUKYA COCTABIISCT:

PexoMengoBanHas 1032 B PexoMennoBanHas 103a B
Teuenue 10 nuen™
ITanueHTs! ¢ 0CIa0IeHHBIM

Macca Tena
Teuenue 10 queit

MMMYHUTETOM

10-15 xr 30 Mr oziMH pa3 B CyTKU 30 Mr oiMH pa3 B CyTKH
>15-23 xr 45 Mr oAuH pa3 B CyTKH 45 Mr oaMH pa3 B CyTKH
>23-40 kr 60 Mr oJuH pa3 B CYTKHU 60 Mr oJIvH pa3 B CyTKH
>4(0 kr 75 M OZIUH pa3 B CyTKHU 75 MI OIMH pa3 B CYTKH

HDOC[)I/UZCZKWIMKCZ 60 6peEMA onudemuu cpunnda 6 0614461/7 nonyaiayuu

[Tpodunaktuka Bo BpeMs SIUAEMHUH IPUIIIIA y JeTeil B Bo3pacTe 10 12 jeT He u3yyanack.

Jlemu 6 so3pacme om () 0o 1 2o0a

Jleuenue

PexomenioBanHas TeparneBTHYecKas 103a A1 gereit B Bozpacte ot 0 10 12 MecsieB cocTaBisieT
3 MI/KT Ba pa3a B CyTKH. JTO OCHOBBIBAETCS Ha (papMaKOKMHETUYECKHUX JTAHHBIX U TAHHBIX IO
0€301aCHOCTH, KOTOpPbIE MOKa3bIBAOT, YTO IPU IPUMEHEHUH 3TOU J03b1 y ieTel B Bo3pacte oT 0
1o 12 mecsineB o0ecreunBaroTCs I1a3MEeHHbIE KOHIEHTPAIMK IPOJIEKapCcTBa M aKTUBHOTO
MeTaboJIMTa, KOTOpPhIE IpeanoaraloT odecrnedeHue 3¢pHEeKTUBHOCTH U TPpoduiis 6€301acHOCTH,
COIOCTaBUMBIX C TAKOBBIMH Y B3pOCIIBIX U OoJiee cTapiux aeteit (cM. paznen 5.2). [{ns neyenus

nereit ot 0 1o 12 mecs1eB peKOMEHAYIOTCS CIEYIOIMINI PEXXUM JO3UPOBAHUS:

Macca Tena* PexomeHngoBaHHasA 1032 B PexoMennoBanHasi 1032 B
TeYeHue S qHel TedeHue 10 gHei™™*
[TarmeHTH! ¢ OCIIA0JIEHHBIM
UMMYHUTETOM

3 Kr 9 mr 1Ba pa3a B CYTKH 9 mr 1Ba pa3a B CYTKH
4 xr 12 mMr nBa pas3a B CyTKH 12 Mr 1Ba pas3a B CyTKH
S Kr 15 mr 1Ba pa3za B CyTKH 15 mr 1Ba pa3za B CyTKH
6 kr 18 mr 1Ba pa3za B CyTKH 18 mr 1Ba pa3a B CyTKH
7 Kr 21 mr n1Ba pasa B CyTKH 21 Mr n1Ba pasa B CyTKH
8 kr 24 Mr 51Ba pasa B CyTKHU 24 mr 51Ba pasa B CyTKH
9 kr 27 Mr 11Ba pasa B CyTKHU 27 Mr 11Ba pasa B CyTKH
10 kr 30 Mr 11Ba pasa B CyTKH 30 Mr 11Ba pasa B CyTKH
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* HacTosmas TabmuIa He COAEPKUT BCEX BO3MOMKHHIX Bapnaﬁl;H;' Matcht TR AT et OB oM | 2

nomyssauy. 1 BceX MareHToB B Bo3pacTe 10 1 roga mpuMeHseTcs T03UpOBKa 3 MI/KT BHE
3aBHCUMOCTH OT MacChl Tella MalfeHTa.

Jleuenue cremyeT HadaTh KaKk MOXKHO PAaHBIIE: B TEUEHHE TEPBBIX IBYX CYTOK C MOMEHTA Pa3BUTHS
CHUMIITOMOB 3a00JIEBaHUs TPUTITIOM.

** PeKkOMEHI0BaHHas TIPOAOJDKUTEIBHOCTD JiedeHus aeteid (0-12 MecsieB) ¢ 0cinabaeHHBIM
uMMyHHTETOM cocTaBisiet 10 gaelt. bonee moapoOHyto nHbopMaruio cM. B moapasaene «Ocodbie
rpymniisl nanueHToB «llanueHTs! ¢ ocnabieHHBIM UMMYHHTETOM.

I[aHHBIe PCKOMCHAAHU 110 PCIKUMY OO3UPOBAHUA HC MOAXOOAT AJId HCAOHOICHHBIX I[eTef/'I, T.C.
JIETEN ¢ recTalliOHHBIM BO3pacToM MeHee 36 Hezelnb. i1 JaHHOH rpyNIibl MAllUEHTOB HET
JIOCTAaTOYHOI'0 KOJIMYECTBA JAHHBIX, UM MOXET NOTPeOOBAThCS Apyras JO3UPOBKa 110 IPUYUHE
HE3PEI0CTH (PU3HONIOTNIECKUX PYHKIUI.

Tlocmxonmakmuas npod)uﬂakmuka

[Tpoduinaktudeckas 103a, peKOMEH0OBaHHAas JUlsl JeTel B Bo3pacTe A0 1 roaa Bo Bpems
BCIIBIILIKY [TaHJEMHUH TPUIIIA, COCTABIISAET IIOJIOBUHY CYTOYHOM TepaneBTHUecKoi 10361 Ha
OCHOBaHUU KJIMHUYECKUX JIaHHBIX, IIOJYyYEHHBIX Y I€TEl B BO3pacTe OT 1 roaa u B3pOCIBbIX,
npoduaakTuyeckas /103a, COOTBETCTBYIOLIAs [IOJIOBUHHOM TepaneBTUYECKON CyTOUYHOH /103€,
KIMHUYEeCKH 3((EeKTUBHA I TOrO, 4T0O0BI n30exkaTh rpummna. s gereit B Bozpacre ot 0 1o 12
MecsI1IeB PEKOMEHIyeTCs ClIeAyIoIIas NpopuIakTHIecKas cxeMa, aanTupoBaHHAasl COTJIACHO

BO3pacty (cM. paszen 5.2 CBeIeHHs O MOJICTUPOBAHUH YKCITO3UIINH):

Bospacr PexoMeHngoBaHHas 103a B PexomengoBaHnHas 103a B

Teyenne 10 xHei Teyenne 10 xHel

ITarmeHTH! ¢ OCIIA0JIEHHBIM
UMMYHHUTETOM

ot 0 1o 12 mecsiuen 3 MI/KT OJIUH pa3 B CYyTKH 3 MI/KT OJIUH pa3 B CYyTKH

JlanHbIE peKOMEHJAINH 110 PEXUMY JO3UPOBAHUS HE MOAXOMAAT /I HEJOHOILIEHHBIX JAETEH, T.€.
JIeTeN C TeCTallMOHHBIM BO3pacToM MeHee 36 Heenb. [{ns JaHHOW rpyIIbl HaMEeHTOB HET
JIOCTAaTOYHOT'O KOJIMYECTBA JAHHBIX, UM MOXET NOTPeOOBATHCS Apyras JO3UPOBKa 110 IPUYUHE
HE3PEIOCTH (PU3HONIOTUYECKUX (PYHKITUH.

HDOd)I/lJZaKmuK(l 60 6peMA onudemuu zspunnda 6 061/”@1/7 nonyaiayuu

[TpodunakTuka Bo BpeMs SMUIAEMHUH IpUra y neteil B Bo3pacte ot 0 10 12 mecsieB He
U3y4ajach.

Crooco0 nmpuMeHeHus

BnyTtpsb.

[TarueHTHI, KOTOPBIE HE MOTYT IJI0TaTh KaICyJIbl, UM KOTOPBIM TpeOyeTcs pa3oBas J03a MEHee
75 Mr, MOT'YT MOJTy4YaTh JICYEHUE COOTBETCTBYIOLIMMHU JJO3aMHU IMPUTOTOBIEHHOMN CYCIIEH3UU

npenapata Tamudiro.
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WHCTPYKIMH 110 IPUTOTOBJICHHIO JIEKAPCTBEHHATO npenﬁDﬁé‘&@'@ﬁﬁoﬁM%‘ CTb 0012)
pyK p p

IPUTOTOBIICHHE CYCHIeH3UH Tpenapara TaMuduiio) nepea npuMeHeHHeM CM. B pasjene 6.6.

4.3. IIpoTuBONOKA3aAHUSA
['MnepuyBCTBUTENBHOCT K OCETTbTAMUBUPY WK K JTI0OOMY U3 BCIIOMOTaTEIbHBIX BEILIECTB,

MEepEUYUCIICHHBIX B pazjene 6.1.

4.4. Oco0Oble yka3aHusl U Mepbl IPEAOCTOPOKHOCTH NIPU NPUMEHEHUHU
OcenpTamuBUp 3 (HEKTUBEH TOJIBKO B OTHOIICHUH 3a00JIeBaHMs, BEI3BAHHOTO BUPYCOM I'pUIITIA.
Jannbie 00 3 PeKTUBHOCTH OcenbTaMUBUPA IIPU Teparuu 3a001eBaHui, BbI3BAHHBIX HHBIMU

areHTaMu, OTCYTCTBYIOT (cM. pa3zgen 5.1).

[Tpemapar Tamuaro He SIBISICTCS 3aMEHON BaKIIMHAIUH.
[Tpumenenue nipernapara TaMugIr0 HE TOJDKHO BIUSATH HA OICHKY MAIMEHTOB MPH MPOBEACHUN

GHCGFOHHOﬁ BaKIIMHAIWKW IIPOTUB I'PHUIIIIA.
38.H_II/ITa OT I'pUllIa JJIUTCA TOJIBKO 0 TCX I10P, ITOKa IIPUMCHACTCH IIperapar TaMI/I(bJ'II-O.

[Ipenapat cienyer UCTOIb30BATh TOIBKO IS JISYEHUS M TPOPMIAKTUKY TPHIINA U TOJIBKO B
CIIyvae, €CJId JJOCTOBEPHBIC SMUIEMHUOJIOTHICCKUE TAHHBIC YKA3bIBAIOT Ha TO, YTO BHPYC TPHUIIIIA
UPKYJIUPYET B OOIICH MOMYJISIUH.

UyBCTBUTENHHOCTH IIUPKYIHPYIONIMX [IITAMMOB BUPYCa TPUMITIA K OCETbTAMUBUPY MOKET
CUJIBHO BapbUpPOBATh (CM. pazzaen S.1).

TakuMm oOpa3om, IpH HA3HAYSHUH TIperapara HeoOXO0JMMO YIUTIBATH CAMYFO TIOCIICTHIOI0
JTOCTYIHYIO0 HH()OPMAIIMIO O YyBCTBUTEIBHOCTH IIUPKYIHPYIONIETO BUPYyCa K OCEbTaMUBHUDY.

Tsbxemoe conyTCTBYIOIISE 3a00J1eBaHUE

Jannsle o 6e3onmacHOCTH U 3 (HEKTUBHOCTH MPUMEHEHUS OCEIbTaMUBHUPA y MALMEHTOB C
JIOCTATOYHO TSKEJBIM COMYTCTBYIOLIUM 3a00JI€BaHUEM HIIM HECTAOUIIBHBIM COCTOSTHUEM,
IIPEIT0JIararoIiMM FOCIUTAIN3ALNI0, OTCYTCTBYIOT.

[TaneHTEI ¢ 0CJIa0JICHHBIM UMMYHUTCTOM

O} PexTuBHOCTH OCENbTaMUBUPA MPH JICYCHUH UIIH MPOPHUIIAKTUKE TPUIINA Y MAIIUEHTOB C
ocyabJieHHBIM HMMYHHUTETOM YETKO He YCTaHOBJIeHa (cM. pasnen 5.1).

CCDZ[C‘{HaSI/ AbIXAaTCJIbHAAd HCAOCTATOYHOCTD

D¢ dekTuBHOCTH OceNnbTaMUBUPA MPH JICUEHUH UK MPOPUIAKTUKE TPUIIIA Y TAIlUEHTOB C
XPOHUYECKON CepJIeYHON W/WIIN JbIXaTeIbHOM HEJJOCTaTOYHOCThIO HE yCTaHOBJIEHA. B nanHOM
MOMYJISIIIMY MTallMEHTOB YaCTOTa BOSHUKHOBEHUS OCIOXKHEHHH Oblila COITOCTaBUMa B IPYyIIe
JIedeHUs U TpyIIe mianedo (cM. pazmen 5.1).

IloyeyHas HENOCTATOYHOCTD TSYKEIOH CTEIIEHU TSYKECTU
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Y B3pOCIBIX MAITUEHTOB U TOAPOocTKOB (13-17 1ET) ¢ TH)I%QB%'J’FE’HIF: K gdlléﬂrdl“ T 00

HEI0CTaTOYHOCTH IPH JICYCHUH U MPO(PUIAKTHKE IPUTITIA PEKOMEHAYETCsI KOPPEKIIHS JO3bI.
Knununueckue nanHble )11 KOPPEKLUMU 03Bl y MJIa/IEHLIEB U AeTel (B Bo3pacte oT 1 rona u
CTapiie) ¢ MOYEYHON HEJTOCTATOYHOCThIO OTCYTCTBYIOT (CM. pazaeinsl 4.2 u 5.2).

IIcuX0oHEBPOIOTrMYECKIE HAPYIICHUS

VY manueHToB (B OCHOBHOM Y J€Teil U MOJPOCTKOB), MPUHUMABIINX MpenapaT Tamudiiio, Obutu
3apCruCTpUPOBAHBI ICUXOHCBPOJIOTHYCCKHUEC HAPYIICHUA. HOI[O6HBI€ ICUXOHCBPOJIOTHYCCKUC
HapYIICHHS TaK )K€ OTMEYCHBI y MAI[UCHTOB C TPUIIIIOM, HE TIOTy4aBIINX npenapatr Tamudiito.
Crnenyer TmaTeabHO MOHUTOPHPOBATH MAIIMEHTOB HA MTPEIMET U3MECHEHHI B TIOBEJICHUH, PUCK U
I1oJIb3a MPOAOJIKCHU A TCPAIIUU JOJI?KHBI 6I)ITI) OLCHCHBI JJIA KaXXJ0I'0o IMaiueHTa MHAWBUAYAJIbHO
(cm. paznen 4.8).

eTU
JlaHHBIC 17151 ONIPEICIICHUS JI03bl Y HEIOHOIICHHBIX JIeTel (TTOCTKOHIENTYalIbHBIA BO3pacT <36

HEJIEJb) OTCYTCTBYIOT.

4.5. B3aumopeiicTBHe ¢ APYTMMH JIeKAPCTBEHHbIMH NPeNapaTaMM M Apyrue BUAbI
B3aNMOJAEeHCTBUSA

dapMaKOKMHETUYECKHE CBOMCTBA OCEIbTAMUBUPA, TAKHE KAK €0 HU3Kas CTENICHb CBSI3bIBAHUS C
OenmkamMu 1 MeTa0OoIN3M, He 3aBUCHMEIH OT n3odepmerta CYP450 u cucteMsl IIIIOKYpOHHIA3
(cM. pasnen 5.2), TO3BOJISIOT MPEIIONI0KUTD, YTO KIMHUYECKH 3HAYNMBbIE JICKAPCTBEHHBIC
B3aMMOJEICTBHA M0 yKa3aHHBIM MEXaHU3MaM MaJIOBEPOSITHBI.

[Tpobenermn

Koppekuuu 10361 IpU 0AHOBPEMEHHOM MPUMEHEHUH C MTPOOEHEINI0M Y AI[UEHTOB C
HOpMallbHOMU (yHKIMEH nodek He TpeOyercs. OqHOBpEMEHHOE TPUMEHEHNE C TPOOEHEUIIOM,
MOIIHBIM MHTMOUTOPOM aHHOHHOM KaHabLIEBOI CeKpelun B MOYKaxX, IPUBOJUT K ~ 2-KpaTHOMY
YBEJIMYEHHUIO SKCIIO3UIIUN aKTHBHOTO METa00JINTa OCEIbTAMUBUPA.

AMOKCUIIWIIINH

Kunernueckoe BSaHMOHeﬁCTBHC OCClIbTaMUBHpPAa U aMOKCHUIINIIJIMHA (BLIBO}ISIHI@FOCS[ TEM XK€
IMyTEM, UYTO U OCCHBTaMI/IBI/Ip) OTCYTCTBYCT. HpeunonaraeTc;I, YTO KOHKYPCHIIHUA OCCIIbTAMUBHpPA
3a BBIBCACHHC ITOYKaMHU ciabast.

BriBenenue ¢ Moyoit

MaJ'IOBCPOSITHI)I KIIMHUYCCKU 3HAYUMBIC MEKIICKAPCTBCHHBIC BSaHMOﬂeﬁCTBHﬂ, CBsI3aHHBIC C
KOHKYpEHIIMEeH 3a KaHAJIbIIEBYIO CEKPEIUIO, IPUHUMAs BO BHUMAaHKE pe3epB 0€30MacHOCTH s
6OJ'II>H_II/IHCTB8. HO,Z[O6HBIX Impernaparos, IyTU BbIBCACHUS aKTUBHOT'O MeTa60JII/ITa ocCClibTaMHUBUpa
(xmyOoukoBast GUIBTpAIUs U aHUOHHASI KaHAJIBIIEBAs CEKPEITHs), @ TAKKE BHIBOISAIIYIO

CIOCOOHOCTH KKI0TO U3 myTeil. OHaKo, MPUMEHSTh OCEIbTAMUBUDP B KOMOWHAITUH C
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TpenapaTaMy, HMEIOIIIMHE Y3KYIO IIHPOTY Tepa erTruetk oo Aentrks (manprep. = 1012)

XJIOPIPOIaMHUJ], METOTpeKcaT, PeHnI0yTa3oH), HEOOXOIUMO C OCTOPOKHOCTBIO.

HOHOHHHTCHBH&SI I/IHd)ODMaI_II/ISI

He oGHapyxeHo ¢papMakKOKHHETHUECKUX B3aUMOIECHCTBUN MEX]y OCEIIbTAMUBUPOM WJIH €TO
OCHOBHBIM METa0OJIUTOM MIPU OAHOBPEMEHHOM IIPUEME C MapaneTaMoIoM, alleTHIICATHIIMIOBON
KHUCJIOTOM, IUMETUANHOM, aHTALUIHBIMU CPEICTBAMU (MarHus U alFOMUHUS TUAPOKCHU,
KaJblMsg KapOOHAT), pUMaHTaIMHOM WK BaphapuHoM (y MaueHToB O0e3 rpuIina, CTabuiIbHbIX

Ha BapdapuHe).

4.6. DepTUIBHOCTDH, 0€PEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

Heb6naronpustHelii ucxoa 0€peMEHHOCTH U aHOMAJIMU Pa3BUTHSI 11014, a TAKXKE PUCK
CEPhE3HBIX BPOXKJICHHBIX TIOPOKOB PAa3BUTHS, B TOM YHCJIC BPOXKICHHBIX IOPOKOB CEP/IIIa,
CBsI3aHBI C 3200JICBAHUEM TPUIITIOM.

Bonsmioe koim4aecTBo JaHHBIX O BO3I[CI>1CTBI/IH OoCClIbTaMUBHpa y 6epeMeHHBIX JKCHIIINH B XO04€
MOCTPETHCTPALIMOHHOTO MPUMEHEHUS U HaOIro1aTeNbHBIX uecnenoanuii (6oxee 1000
NAIMEHTOB Ha MIEPBOM TPUMECTPE OEPEMEHHOCTH) HE YKa3bIBalOT HU Ha TIOPOKU Pa3BUTHUs, HA HA
(deTo/HeoHATATbHYI0 TOKCUYHOCTh OCEIIbTAMUBHUPA.

OpHaKo B OTHOM Ha0II0JaTEIbHOM HCCIIEJOBAHUH PE3YIbTAThI OIICHKH PHCKA Pa3BUTHS
TSAXKEIIBIX BPOXKIACHHBIX ITOPOKOB CEpaAla, JTUArHOCTUPOBAHHBIX B TCUCHUC 12 MECCSAIIEB I1O0CIIC
POXKICHMsI, He ObUTH OJJHO3HAYHBIMU, XOTSI OOIIMI PUCK MTOPOKOB PA3BUTHUS U HE OB YBEIHUEH.
B nanHOM ucclie[oBaHUM YacTOTa Pa3BUTHSI TSHKENIBIX BPOXKIEHHBIX IIOPOKOB CEp/IIia Moce
MIPUMEHEHHUS OCeIbTaMUBHpPA B TEUCHHE MIEPBOTO TpUMecTpa bepeMeHHOCTH cocTaBisiia 1.76%
(7 mnapenteB u3 397 6epemenHocteil) 1o cpapHeHuto ¢ 1.01% npu 6epemeHHOCTH B 001IIEH
NOMyJSIIUK 0€3 MPUMEHEHHUs OcellbTaMUBUpa (OTHOIIEHHE puckoB 1.75, 95% noBeputenbHbIN
untepsan (1) 0.51 no 5.98).

Knmanyeckoe 3HaueHNE TAHHOTO pe3yabTarTa J0 KOHIIA He SICHO, TaK KaK MCCIIeJOBAHUE HMEII0
OrpaHUYCHHYIO MOIIHOCTD.

Kpome Toro, ncciegoBanue ObIJI0 CIUIIKOM HEOOIBIINM, YTOOBI IPOBECTH JTOCTOBEPHYIO
OIICHKY OTJICTbHBIX KATETOPUI TSHKEIBIX TOPOKOB PA3BUTHUS; IIPH 3TOM JIaHHBIC y KEHIIIHH,
IMPUHHUMABIINX W HC IPUHUMABIINX OCCJIbTaMHUBUP, HC MOTJIA OBITH ITOJIHOCTHIO CONIOCTaBUMBI,
HE3aBHCHUMO OT TOTr0, OOJIENN JIU OHU TPUIIIIOM.

HccnenoBaHus Ha )KUBOTHBIX HE YKA3bIBAIOT HA PEMPOAYKTUBHYIO TOKCHYHOCTh OCEIbTAMUBHPA
(cm. pazzen 5.3).

[Tpumenenue npenapara Tamuduro mpu 6epeMEHHOCTH BO3MOXKHO B ClTy4ae HEOOXOUMOCTH U

MOCJIEe OIIEHKH MUMeroIeiicss nHpopMaIuu o 0€30MacHOCTH U T0JIb3e (MHGOPMAIIHIO O MOJIh3€
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MPUMEHEHHUS IpenapaTa y OepeMeHHbIX JKEHIIINH CM. B p@&igg*ﬂ':ﬁ'?%&i@'i{d%r&ﬁq&m% )

HUPKYJIHPYIOLIEro ITaMMa BUpyca TpUIIIa.

JlakTanms

Bo BpeMs TOKIMHUYECKUX UCCIICIOBAHUI OCETbTAMUBHP U AKTUBHBIM META0OJIUT MPOHUKAIU B
MOJIOKO JIAKTUPYIOIIUX KpbIC. J[aHHBIE TTO 3KCKPEIUU OCENbTAaMUBHPA C TPYIHBIM MOJIOKOM Y
YeJIOBEeKa U MPUMEHEHHUIO OCEeJIbTAMUBUPA KOPMSIIIIMMU >KCHIIIMHAMH OTPAHUYECHBI.
OrpaHuYeHHBIE TaHHBIC TTOKA3BIBAIOT, YTO OCEIBTAMUBHP U €T0 AKTHBHBIM META0OJIHT B
HEOOJIBIIINX KOJIMYECTBAX MIPOHUKAIOT B IPYTHOE MOJIOKO, CO3/1aBasi CyOTepaneBTUUECKHE
KOHIICHTpAIlUU B KPOBH IpyaHOT0 pedeHka. [Ipyu Ha3HaueHnH oceabTaMUBHpPa KOPMSIITUM
JKEHIIIMHAM CJIeIyeT TaK)Ke YUUTHIBATh UX COMYTCTBYIOIIEE 3a00IeBaHNE U TATOT€HHOCTh
MUPKYTUPYIONIETO MTaMMa Bupyca rpunma. [Ipu 6epeMeHHOCTH U B IEPHOJ TPYIHOTO
BCKapMJIMBAHHS OCEIbTAMUBHP IPUMEHSIOT TOJIBKO B CIIy4ae, €ClId OKuaeMast siBHasl Mojb3a
JUTSL KOPMSIICH MaTepu MPEBBIIIACT PUCK M1 peOCHKa.

DdepTUabHOCTD

Ha ocHoBanun JOKIIMHUYCCKUX NAaHHBIX HE O KUIAACTCA, YTO IIpcIriapar TaMI/I(l)JIIO BJIMSACT Ha

GbepTUIBPHOCTh MY>KYMH WITU SKSHIUH (CM. pasnen 5.3).

4.7. BausinMe Ha CIOCOOHOCTh YNIPABJIATH TPAHCHOPTHBIMHU CPeICTBAMHU H padoTaTh C
MeXaHUu3MaMHu
[IpenapaT He OKa3bIBAET BIMSIHUS Ha CHOCOOHOCTh YIIPABJIATH TPAHCIIOPTHBIMU CPEICTBAMHU U

pa6 OTaTbh C MCXaHU3MaMU.

4.8. HexenartesibHbIE peaKInu

Pesrome nipoduist 0e30macHoOCTH

OO6mwmit mpoduse 6e3onmacHocTH npenapara Tamudio ocHoBaH Ha JaHHBIX 6049 B3pOoCIIbIX
MAIMEHTOBR/MIOAPOCTKOB U 1473 neteii ¢ rpunmnom, nomydaBinx npemapat Tamudiio win
iane6o, a Takke Ha JaHHBIX 3990 B3pOCIBIX MAlMEHTOB/MIOPOCTKOB U 253 neTei,
nosydaBmux npemnapaT Tamudio uin miamnedo/He ToMyJaBIInX Tepanui B KITHHUYECKUX
MCCJIEIOBAHMSIX O MPOQPUIAKTUKE TPUIIIIA.

Kpome toro, 245 nanueHToB ¢ ocaa0IeHHBIM UMMYHUTETOM (B TOM YKCIIe 7 MOJIPOCTKOB U 39
JeTei) momyunin npenapat Tamuduiro 11 Te4eHus rpurra, a 475 nanueHToB ¢ ocaabIeHHBIM
UMMYHHUTETOM (B TOM uucie 18 mereit, 10 u3 koTophix noxydanu npemnapaTt Tamudmao u § -
marne6o) monyuniu npenapar Tamudurro win mianedo s TpoIaKTUKA TPHTITA.

VY B3pOCIHbIX NalMEHTOB/MIOIPOCTKOB HauboIee YacThIMU HexenaTeabHbIMU peakiusyvu (HP) B
X0JIe KIMHUYECKUX UCCIIEI0OBaHUN JICUeHHS TPUIIA ObUIM TOIIHOTA U PBOTA, a B XOI€

UCCJIEIOBaHUM 10 MPOUIAKTHKE - TOIIHOTA.

10
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JIEHb TEPAIIUU U CIIOHTAHHO Pa3peIIAIUCh B TEUEHUE MOCIEAYIOMUX 1-2 1HEH.

VY nereit nHaubosnee yacto Bcrpeuatomericss HP Opiia pBora.

VY GosbpIIMHCTBA NMAMeHToB JaHHble HP He npuBoauau k oTMeHe Tepanuu npenapaToM
Tamudiro.

Cepresnbie HP, nepeunciennbie HUXe, peKo 0TMEYaINCh C MOMEHTA BbIXO/1a Ipenapara Ha
PBIHOK: aHAa(pUIAKTUYECKHE M aHA(DUIAKTONTHBIC PEaKIUK, HAPYIICHUS CO CTOPOHBI NIEYEHU
(ynbMUHAHTHBIN renaTuT, HapylueHue GYHKINUN IEYSHU U JKENTyXa), aHTHOHEBPOTUYECKUI
otek, cuHapoM CTuBeHca-/[)KOHCOHA ¥ TOKCHYECKHH IHIepMalIbHbBIM HEKPOJIN3, KeTyJ0YHO-
KHILEYHOE KPOBOTEUEHUE U HAPYILIEHUS CO CTOPOHBI HEPBHOM CUCTEMBI U IICUXUKH (CM. pa3jien
4.4).

TabanuHoe pE3I0OME HEKENATEIBLHBIX PEaKIUH

Crniucox HP npezncrasien B TabnuuHoM dopmare HIKE.

Jlist onucanwmst wactotel HP nemosb3yercst crieayromas Kiaccupukanus: odeHsb yacto (>1/10),
gacto (>1/100, vHo <1/10), Hewacro (>1/1 000, Ho <1/100), peaxo (>1/10 000, Ho <1/1 000),
ouenb penko (<1/10 000). CooTBeTcTBYIOIIAs KaTeropus npucBanBaercss HP Ha ocHoBaHuM
00BbEIMHEHHOT0 aHAJIN3a KJIMHUYECKUX HCCIEeI0OBAaHUH.

Jleuenue u npogpunakmuxa spunna y 63pocivix u NOOPOCMKO8

B tabnuue 1 npeacrasnensl HP, Bo3HukaBmne Hanbosiee 4acTo npu npueMe peKOMEH0BaHHON
1036l penapata Tamudiro B MccineJoBaHUAX M0 MPOGUIAKTUKE U JICUEHUIO TPUIIIIA Y B3POCIIBIX
U MOAPOCTKOB (75 MT 2 pa3a B CyTKM B TeueHHe 5 JHeH 11 edeHus u 75 mr 1 pa3 B cyTku 10 6
HEJIeNb 7151 TPO(PHIIAKTHKH).

B uccnenoBanusix no npoguiakTUke rpunna npoduib 6e30macHOCTH y NalUeHTOB,
NOJy4aBIINX PEKOMEHI0BaHHYIO 103y npemnaparta Tamuduito (75 mr 1 pa3 B cyTku 10 6 Helens),
KAauECTBEHHO HE OTJIMYAJICS OT TAKOBOTO B UCCIIEJOBAHMIX 110 JICYEHHUIO TPUIIIA, HECMOTPSI Ha

OoJee AIUTENBHBIN IPHEM IIpenapaTa.

Ta6ﬂnua 1. HP, BBISIBJICHHBIC B X0J1€ KIMHMYSCKUX HUCCIIEIOBAaHUN O HpO(I)I/IJlaKTI/IKC " JICUCHUTIO
T'puIilia nmpemnaparomM TaMI/I(bJ'IIO Y B3pOCJIBIX MAIIUCHTOB U IOAPOCTKOB UJIK B XOIC

MOCTPETUCTPALIMOHHOTO HAOIIOICHUS.

CucremHo- HP, pacnipeesieHHbI€ COTJIACHO YaCcTOTE BbISIBJIEHUS
OpraHHblii kjacc | OuyeHb 4acToO Yacro Heuacro Penxo
Nudexun u Bpounxur, Herpes
AHBa3UU simplex,

Ha30(apuHTHUT,
nH}pEeKIUn

11
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BEPXHUX

OCIEQOBATEGH

- TD UUTE]

JbIXaTEJIbHBIX
IIyTE€H, CUHYCHUT

Hapymenus co TpomOoruTonieH
CTOPOHBI KPOBHU U usi
auMdaTruaecKon
CHUCTEMBI
Hapymenus co Peakuun AHadunakTuaeck
CTOPOHBI TUNIEPUYBCTBUTE | M€ PEAKIIUH,
UMMYHHOU JBHOCTH aHa(UITAKTOUTHBI
CHUCTEMBI € peakuu
IIcuxuueckue becnokoiicTBo,
HapylIEHUs HEaJIeKBaTHOE
MOBE/ICHUE,
TPEBOKHOCTb,
CITyTaHHOCTD
CO3HaHwusl, Oper,
JETUPU,
TaJUTIOIIMHAIUH,
HOYHbIE
KOLIMAaphl,
npuduHEeHue cede
TEJIECHOTO
MOBPEXKICHUS
Hapymenns co l'onosuast 6o | becconnuna N3menenune
CTOPOHBI HEPBHOM CO3HaHWUS,
CHUCTEMBI cynoporu
Hapymenus co Hapyienne
CTOPOHBI OpraHa 3pEeHUs
3peHUs
Hapymenus co Aputmus
CTOPOHBI cepAla
Hapymenus co Kamens, 6016 B
CTOPOHBI ropJje, puHopes
IBIXaTeIbHOMU
CHUCTEMBI,
OpraHOB IPYyAHOU
KJICTKH U
CPEIOCTEHUS
Kemynouno- TomrHOTA PBota, Ooib B Kenynouno-
KHIIIEYHbIE KUBOTE KHILIEYHbIE
HapyILIEeHUs (BKTIOYast OOk B KPOBOTEUEHMUS,
BEpXHEH YacTu reMopparuuecku
KUBOTA), 1 KOJIUT
JUCIIETICHS

12




COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 29.05.2025 N2 13613

Hapyenus co "iopenmerite | = " ®ynbMirtai i

CTOPOHBI MIEUECHU AKTUBHOCTH renaTur,

u «TEYECHOYHBIX» NeYeHOYHas

YKETYEBBIBOJISALIN bepMeHTOB HEJI0CTAaTOYHOCTh

X IyTen , TeTaTuT

Hapymenus co DK3ema, AHTHMOHEBPOTHYE

CTOPOHBI KOXKHU U JIEPMATUT, ChIlb, | CKHIl OTEK,

MOAKOXKHBIX KparuBHUIA MyIbTU(OPMHAS

TKaHEeHu 3puUTEMA,
CHUHJIPOM
CruBenca-
JxoHCcoHa,
TOKCHUYECKHI
SNUACPMATbHBIN
HEKPOJIU3

OO0mue boinb,

HapyIIEeHUs U TOJIOBOKPYKEHHE

peakiuu B MecTe (BKITIOUAst

BBEJCHUS BEpTUTO),

yTOMIISIEMOCT,

JTUXopajaka, 00Jb
B KOHEYHOCTSIX

Jleuenue u npoghunakmuxa epunna y oemeti

B ximmHMYecKnx HCCIICOOBAHUAX OCCIIbTaMHBHUPA IIPU JICUCHU Y I'pUTIIIa TIPUHUMAIN y4aCTUC

1473 pebenka (BKiItouas B 11€JI0M 370POBBIX JIeTeil B BozpacTte oT 1 10 12 et u nereit ¢ actMoit

B Bo3pacTte oT 6 1o 12 net). 13 Hux 851 pebeHok momydasn Tepanuio ocelbTaMUBUPOM B

JIeKapCTBEHHOM opMe «cycneH3us». Beero 158 nereit momyyanu peKOMEHI0BaHHYIO 103y

npenapara Tamuduiro 1 pa3 B CyTKH B HCCIIEIOBAHUAX MTOCTKOHTAKTHON TPO(DHUIIAKTHKU B

JOMAITHUX YCI0BUX (N=99), B 6-HEIENbHBIX UCCICIOBAHHUAX CE30HHON MPpohumakTHKH (N=49)

u 12-HCI[CJ'ILHLIX HCCIIeIOBAHUSIX CE30HHOM HpO(I)I/IJ'IaKTI/IKI/I Y HallMCHTOB C oca0JIEeHHBIM

ummyHuterom (N=10).

B taGmune 2 npeacrasienst HP, HanbGonee yacto coobmaeMpie B X0/1€ KIMHUYECKHX

WCCIIEIOBAHUH Y JIETEM.

Tabnuna 2. HP, BbIsiBIEHHBIE B X0/1€ KIIMHUYECKUX MCCIIEA0BaHUMN MO MPO(UIAKTUKE U JICYCHUIO

rpurnra npenaparoM Tamuduio y nereit (103a ot 30 Mr 10 75 Mr B 3aBUCUMOCTH OT

BO3pacTa/Beca).

CucreMHoO-

OpPraHHbIN KJace

HP, pacnpene/jieHHbIE COIIACHO YACTOTE BbIABJICHUA

OuyeHb 4acToO

Yacro

Heuacro

Peakxo

13
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Vndexmm u Cpennmit ot (MOCHEQUEATENFHOCTE 00T2)
MHBa3UH
Hapymenus co l'onosnas 6o1b
CTOPOHBI HEPBHOU
CHUCTEMBI
Hapymenus co KoHbIOHKTUBUT
CTOPOHBI OpraHa (BKITIOYAst
3peHus IIOKpacHEHHE

IJ1a3, BbIIETICHUS

1 00J1b)
Hapymenus co boiib B yxe Hapymenus co
CTOPOHBI OpraHa CTOPOHBI
ciiyxau OapabaHHOMI
nabupuHTa MEePENOHKU
Hapymenuns co Kamens, Punopes
CTOPOHBI 3aJ105KEHHOCTD
IBIXaTeIbHOU HOca
CUCTEMBI,
OpraHoOB I'PYyAHOU
KJIETKH U
CpenoCTeHus
Kenynouno- PBora bouib B xuBOTE
KHIIIEYHBIE (BKJTROUast 0OJIb B
HApYILICHUS BEPXHEUN 4acTH

KHUBOTA),

JUCTIETICHSI,

TOLIHOTA
Hapyenus co Hepmartur
CTOPOHBI KOXKH U (BKITIOYAs
MOJIKOXHBIX aJIepru4ecKuit
TKaHeu U aTONHYECKUN

JIEpMaTuT)

Onucanye OTACIbHEIX HeXKENIATSAbHBIX PeaKIIUN

Hapywenus co cmopoHvl HepaHOU cucmembvl U NCUXUKU

['punmo3Hast HHPEKIUS MOXKET aCCOIMUPOBATHCS C PA3IMUYHBIMU HEBPOJIOTHYECKUMU U
INOBEACHUYCCKUMU CUMIITOMAaMU, BKJIFOYadA TaKHUC ABJICHUS, KaK I'aJUIFOIIMHAIIUH, )IeJ'IPIpPIﬁ, 158
HEaJIeKBAaTHOE TOBe/IeHNEe. B HEKOTOPHIX clyyasX OHU MOTYT MPUBECTH K JETAILHOMY UCXOY.
JlaHHbIe SBJICHHS MOTYT BO3HUKATh Kak Ha (hOHE pa3BUTHUA dHIEPANTONATHH UK dHIedaTnTa,
TaK M OTACILHO, 0€3 ABHOIO TSHKEJIOro 3a00JIEBaHUS.

B moctperucTpaiioHHBIX COOOIEHUSX Y MAIIMEHTOB, KOTOPBIE Moaydyaiy npemapaTt TaMudio

AJId JICUCHUA T'puIila, OTMCUAJIUCh CYJOPOru U l[GJII/IpI/Iﬁ (BKJHO‘-IaSI TaKu€ CUMIITOMBI, KaK
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HapyIICHNE CO3HAHMS, CITyTaHHOCTh CO3HAHMS, Heaz[eKB:SJrl'r;')gH&%ﬂ@ﬁ&%‘é}i{c CTb 0012)

raJUTIOIIMHAIINH, OECIIOKOHCTBO, TPEBOKHOCTH, HOYHBIE KOLIMAPHI). DTH CITy4an PEIKO
COIIPOBOKIAUCH IPUUNHEHUEM Ce0€ TEIECHOTO MOBPEXKICHHS UITH JICTaIbHBIM UCXOI0M.
JlaHHbIe siBJI€HUS ObUIN 3apPErMCTPUPOBAHBI B OCHOBHOM CpE/IU AeTel U MOJPOCTKOB U YaCTO
MMeJIU BHE3allHOe Ha4yajio U ObICTpOe pa3pelieHue.

Pousb npenapata Tamuiiio B pa3BUTUU TaHHBIX SBJICHUN HEU3BECTHA. Y Ka3aHHBIC
NICUXOHEBPOJIOTMUYECKIE HAPYILIECHHS TaKKe ObLIM 3apETUCTPUPOBAHBI Y TAIIMEHTOB C TPHIIIIOM,
He noJtyyaBIIux npenapar Tamudiro.

Hapywenus co cmopoHbl neyenu u sceniesvigooauux nymei

Hapy1enns co cTOpOHBI IEYEHH U JKETYEBBIBOIAILNX IIyTEH, BKIIFOYAs TEIIATUT U MTOBBIIICHUE
AKTUBHOCTH «II€YCHOYHBIX» (DEPMEHTOB, OTMEYAJIIChH Y MAI[IEHTOB C TPUIIIONO00HBIM
3a0os1eBaHrEeM. YKa3aHHbIE SIBICHUS TAK)KE BKIIOYAIH (DyJIbMUHAHTHBINA IeNaTUT/Ie4EeHOUHYIO
HEZ0CTAaTOYHOCTB C JIETAIbHBIM UCXOA0M.

IIpoune 0coObIe MONYIISILUNA

Tayuenmoi noxcuno2o 603pacma u NAYUEHMbl ¢ XPOHUUECKOU CepOedHOl u/Unu OblXamenbHOU
HeooCmamoyHOCmMbio

[Tomymsitusi, BKIFOUEHHAs B UCCIICIOBAHMUS 10 JICYCHHUIO TPUIIIA, COCTOSIIA U3 B LIEJIOM 3/I0POBBIX
B3POCIIBIX/TIOAPOCTKOB H MAIUEHTOB IPYIIIBI PHCKa (PUCK PA3BUTHUS OCIOKHEHUH TPHIIIA,
HarpuMep, MOMYJISANNS TAIUEHTOB MOKUIIOTO BO3pacTa M MAIleHTOB C XPOHUYECKOH CeplIeTHOM
WM IBIXaTeNIbHOM HEeI0CTaTOUYHOCTHIO). B 11eoM mpoduns 6e3omacHocTu mpemnapara y
MAIMEHTOB IPYIIBI pUCKa OBLT COMTOCTABUM C TAKOBBIM Y B IIEJIOM 37J0POBBIX
B3POCIBIX/TIOAPOCTKOB.

Iayuenmul ¢ ocnabaeHnbiM UMMYHUMEMOM

Jledyenue rpunma y mareHToB C OCITa0IeHHBIM HMMYHUTETOM OIICHHBAJIOCH B IBYX
KIIMHUYECKHUX UCCIICIOBAHMSIX: TTAI[UEHTHI MOJTyJalld CTAaHAAPTHYIO 03y WM MOBBIIIEHHYIO 103y
(IBOMHYIO UM TpoiHYyI0) penapara Tamuduro (cM. pazzaen 5.1). Ilpoduns 6e3onacHocTr
npernapara, HabJII0aeMbIid B JAHHBIX HCCIIEIOBAHUSIX, OBLI COMTOCTABUM C TAKOBHIM B
MPEIbIIYIINX KIMHUYECKUX UCCIEIOBAaHUAX, B KOTOPBIX Ipenapar TaMudIo IpUMeHsIICS s
JIeYeHUs AI[UEHTOB C HOPMAJILHBIM HMMYHUTETOM CPEJId BCEX BO3PACTHBIX TPYI (30POBHIE
MAIUSHTHI WIA TTAI[USHTHI U3 TPYIIITEI pUCKA, HAIIPUMEP, C ABIXaTeILHOW U/WUITH CepACIHOM
HejocTaTouHOCThI0). Hanbonee yacteiM HexenarenbHbIM siBieHueM (H) y nereit ¢
ocnableHHBIM UMMYHHUTETOM ObLTa pBOTa (28%)).

B xone 12-HenenpHOr0 UCCe0BaHus 0 TPOodUIaKTHKe Tpunmna y 475 malueHToB ¢
ocJ1abJIeHHBIM IMMYHHUTETOM (BKITFOYast 18 nereit B Bo3pacte ot 1 o 12 et u crapiie) npoduisb

0e30MacHOCTH B TpymIe ocelbTaMuBUpa (238 marmeHToB) OB COMIOCTABUM C paHEee
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HaOMoaeMbIM npoduiieM npenapara Tamudir B KHHHILH&KMCJII%EIE% X 'r"roT 5 0012)

npoQuIaKTHKE.

eTH
B nByx uccrnenoBanusix papMakOKUHETHKH, (papMaKOIMHAMUKYU U TPOQHIIsL O6€30MacHOCTH
ocelbTaMHBHpPA, B KOTOPBIX MPUHUMANIX yyacTue 135 nereit B Bo3pacte 0 1 rosa ¢ rpunmom,
npodus 6€30MacHOCTH Ipenapara OblI COITOCTABUM B PA3IMYHBIX BO3PACTHBIX TPYIIaX.
Hau6onee yacto coobmaembiMu HA npu 3TOM ObUTH pBOTA, AMapest U OMPENOCTh (CM. pa3en
5.2). JlaHHBIE O AETAX B OCTKOHIIENTYaJIbHOM BO3pacTe 10 36 Helelb HE0CTaTOYHBI.
JlanHble o 6€30MacHOCTH IPUMEHEHHSI OCEIbTaMUBHpA MPH JICUECHUH Y IeTell B Bo3pacTte 10 1
roJia MOJy4eHbI U3 MPOCIEKTUBHBIX U PETPOCIIEKTUBHBIX HAOIIOAATEIHbHBIX UCCIICIOBAHUIMA
(Brimrogarnu 6osee 2400 neteit JTaHHOTO BO3pacTa), UCCIEAOBAHUN ATUICMHUOIOTHUECKUX 0a3
JaHHBIX U MOCTperucTpauonnoro Hadmoaenus. [Ipoduns 6e3omacnoctu y neteit 1o 1 roga
COIIOCTaBUM C U3BECTHBIM IpoduiieM 0e30MacHOCTH y AeTel B Bo3pacte | roaa u crapiie.
Jlemu ¢ 6porxuanbHoU acmmou 6 aHamHese
B nenom npoune HP y nereit ¢ OporxuansHON acTMOM B aHAaMHE3€ OBLIT COTTIOCTaBUM C
TaKOBBIM B 1I€JIOM Y 3JI0POBBIX JIE€TEH.

COO6H.I€HI/IC O IMOA03PEBACMBIX HCKCIATCIIbHBIX PCAKIIMAX

BaxHo coo0mmare 0 No03peBacMbIX HEXKEIATENbHBIX PEAKLUAX [TOCIIE PETUCTPALIIH
JIEKapCTBEHHOTI'0 Iperapara ¢ 1eJIbl0 00ecreueHns] HeMPepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«I10JIb32a - PUCKY» JIEKAPCTBEHHOT O Mpenapara. MeAUIMHCKUM pabOTHUKaM PEeKOMEHyeTCs
coo01IaTh 0 JHOBIX MOJ03PEBAEMbIX HEXKEIATEIbHBIX PEAKLUAX JIEeKapCTBEHHOT'O Mpenapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOILIEHUS O HEXKENaTeIbHbIX PEAKIINUIX TOCYJapCTB — YIECHOB

EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Pecnybnuxa Apmenus

I'HKO «llenTp 3KCriepTU3bl JEKApCTB U MEIULIMHCKUAX TEXHOJIOTHI»
0051, r. EpeBan, ip. Komwuraca, 1. 49/5

ten. +374 (10) 20 05 05; +374 (60) 83 00 73

e-mail: info@ampra.am

www.pharm.am

Pecnybnuxa benapyce

Pecnybnukanckoe yautapaoe npeanpusitue «L[eHTp sxcnepTH3 u UCTIbITaHui B
3JIPaBOOXPAHEHUI

220037, r. MuHck, nep. ToBapuieckuid, a. 2a

ten. +375 (17) 299 55 14; daxc +375 (17) 242 00 29
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e-mail: repl@rceth.by (NOCNEAQCBATENEHOCTE 0012)
www.rceth.by

Pecnybnuxa Kaszaxcman

Pecny0nukaHCcKoe ToCyIapCTBEHHOE MTPEATPHUITHE Ha MTPaBe XO3HUCTBEHHOTO BEICHUS
«HanmoHaIbHBIN IEHTP AKCIEPTU3HI JIEKAPCTBEHHBIX CPEJCTB U MEAMIIMHCKUX H3ICITHI
Komurera MeaumuHCKOT0 ¥ (hapMalieBTHUECKOro KOHTPOJIi MHUHUCTEPCTBA 3APaBOOX PAHEHHUS
Pecnyonmuku Kazaxcran

010000, r. Acrana, paiion baiikonsip, yn. AManrenau Umanosa, 1. 13

ten. +7 (7172) 235 135

e-mail: farm@dari.kz

www.ndda.kz

Kwipevizckasn Pecnyonuxa

JlenapTaMeHT JIEKapCTBEHHBIX CPEICTB M METUIIMHCKHUX U3ICIUN TP MUHHCTEPCTBE
31paBooxpaneHus Keiproisckoii PecriyOnuku

720044, r. bumkex, yi. 3-s Jluaus, 1. 25

ter. 0 800 800 26 26 «ropsiuas auHus»; +996 (312) 21 92 89

e-mail: dlsmi@pharm.kg

www.pharm.kg

Poccutickaa @edepayus

OenepanbHas coyx0a mo Hag3opy B chepe 3apaBooxpanenus (Poc3npaBuamzop)
109012, r. Mocksa, CnaBstHCKast j101aap, a. 4, crp. 1

teit. 8 (800) 550 99 03 «ropsuast THHUS

e-mail: info@roszdravnadzor.qgov.ru

WWW.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHMIOTOMBI

Coobmienust o mepeo3upoBKe npemnapara Tamudito ObUTH MOTYyYEHBI B XO€ KITMHUIECKUX
WCCJICTIOBAHUI U TIPU MOCTPETUCTPAIIIOHHOM NMPUMEHEHHH. B OONBITMHCTBE Cly4YaeB
nepe03upPOBKa HE COMPOBOKAANACH KaKUMH-TTHO0 HS. B ocTanbHBIX clydasx CUMIITOMBI
nepeno3upoBKU cooTBeTCTBOBaNM HSI, pencraBieHHbiM B pasjene 4.8.

Jleuenue

s npenapata Tamudiio He CyIiecTByeT H3BECTHOTO CIIeU(PUYECKOTO aHTHUIOTA.

CTH
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O nepeno3upoBke npemnapara Tamudiio yarie coo6man6gg:1f-r}a %ﬁggﬂ#@i&%gf qled :w;f"

B3pOCIBIX U MOAPOCTKOB. ClieayeT coOmo1aTh OCTOPOKHOCTD MTPU IKCTEMIIOPATHEHOM

NPUTOTOBJICHUH CYCIICH3UH U IPU Ha3HaueHUH mpernaparta TaMudiio aetsm.
5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoauHAMHUYeCKHe CBOMCTBA
®dapMakoTeparneBTUYECKas TPYIIa: MPOTUBOBUPYCHBIE CPEICTBA CUCTEMHOTO JIEHCTBUS;
POTHBOBUPYCHBIE CPEJICTBA MPSIMOTO JACHCTBHS; HHTHOUTOPBI HEWPaMUHUAA3HI.

Kon ATX: JOSAHO02

MexaHu3M ASHCTBHUS

OcenbTaMUBHp SBJSETCS POJIEKAPCTBOM, €r0 aKTUBHBIN METa0OJIUT OCEIbTaMUBHPA
kapookcmnat (OK) - 3 peKTUBHBIN U CENEKTUBHBIA HHTHOUTOP HEHpPaMUHUIA3bI BUPYCOB
rpunna tuna A u B - pepmenTa, kaTanuzupyroero nporecc BbICBOO0XKIEHHSI BHOBb
00pa30BaHHBIX BUPYCHBIX YaCTUI[ U3 UH(OUIIMPOBAHHBIX KJIETOK, UX IPOHUKHOBEHUS B
HEeMH(DUIMPOBAHHBIE KIIETKH MUTEIUS IbIXaTeIbHBIX MyTEH U JaTbHEHUIIIET0 paclpoCTpaHeHHS
BHpYCa B OpraHU3ME.

OK TopMO3HT pocT BHpyca rpuma in Vitro u noJasiseT peruinKaluo BUPyca U ero
HaTOreHHOCTH IN VIVO, yMEeHBIIACT BbIICNICHHE BUPYCOB rpumma A u B u3 opranusma.
[TepopanbHBIif IpUeM OcelbTaMUBHpPA HHTUOMPYET PEIUIMKALIMIO U TATOTEHHOCTh BUpYca
rpumnmna Tuna A u B in Vivo B uccieoBaHusIX MOJIEIICH IpUIINa Y >KUBOTHBIX TIPH 103X,
AQHAJIOTMYHBIX IIPUEMY 75 MI UEJIOBEKOM 2 pa3a B CYTKH.

[TpoTHBOBUpPYCHAs aKTUBHOCTh OCEJIbTAMHUBHpA B OTHOIIEHUH rpunna A u B Obina
MOJTBEPIK/I€HA MPOBOKAIIMOHHBIMH UCCIIEI0BAHUSIMU Y 3/I0POBBIX 100POBOJIBLIEB.
Konmnenrparus OK, Heobxoaumas j1st nHrubupoBanus Heiipamuanassl Ha 50% (1Cso),
cocraiuseT 0.1-1.3 HM s Bupyca rpunmna A u 2.6 HM aiis Bupyca rpunna B. Menuana
3HaueHuit |Csp 17151 BUpyca rpumnmna B Heckonbko BbIle U cocTaBiseT 8.5 HM.

Knuanueckas 3¢ddekTMBHOCTE 1 0€30ITaCHOCTh

Jleuenue unghexyuu, 6v136anHOLU BUPYCOM 2pUnna

JlanHoe nmoka3zaHue 6a3upyeTcsl Ha KIMHUYECKUX HCCIEIOBAHUAX €CTECTBEHHBIX CIy4YaeB
rpummna, B KOTOPhIX Mpeol1agaromuM ObLT Tpum A.

OcenbramMuBHp 3P HEKTUBEH TOJIBKO MpHU 3a00JI€BaHUSAX, BBI3BAHHBIX BUpycoM rpumnmna. [loatomy
CTaTHUCTUYECKHUE JIaHHbIE aHaIN3a MPECTaBIECHbI TOJIBKO JUIsl HH(QUIIMPOBAHHBIX TPUIIIIOM
nalueHToB. B 00beIMHEHHOM HCCIIeI0BAaHUH MOMYJISIINH, BKIIOYAIOIIEH MOJIOKUTENBHBIX U
OTPHIIATENIBHBIX B OTHOIIEHUH BUpyca rpurmmna nauueHToB (ITT), nepsuunast 3¢ (hekTHBHOCTH

CHIKAJIaCh MPOMOPIMOHATBHO KOJIMYECTBY OTPULIATENBHBIX B OTHOUICHUH BUpYyca IpUIna
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nanuenToB. Bo Bceil momynsImy, momyJasinei Jedenme, gw%%ﬁg%ﬁg’ CTb 0012)

noaTBepxkeHa y 67% (auamazon ot 46% 1o 74%) HaOpaHHBIX TAIIUEHTOB. 3 BCeX MOKHITBIX
nagueHToB 64% ObLIN MONTOXKUTEIBHBIMU B OTHOLIEHUH BUpPYyCa IPUIIIA, U U3 BCEX MOKUIIBIX
MAIMEHTOB C XPOHUYECKOMN CEPJICUHOMN M/UJIH IBIXaTeIbHON HEJ0CTaTOYHOCThIO 62% ObLTH
MOJIOKUTEIHHBIMU B OTHOIIICHUHU BUpYca rpunmna. Bo Bcex KIMHUYECKUX UCCIIe0BaHUAX (Da3bl
Il manmenTOB HAOMPAIH TOJBKO B MEPHO HUPKYIALNUN BUPYCa TPHUIINA B JIOKAIBHOM
TOTYJISIITUH.

Bspocnvie u noopocmku 6 sozpacme 13 nem u cmapuie

Otb6upanuch Te NalMeHThbl, KOTOPbIe COOOIIANN O MPOSBUBILUXCS CUMIITOMaX 3a00JieBaHUs B
npezaenax 36 4acoB, y KOTOPBIX ObuIa Tuxopaaka >37.8°, compoBOXKIAIOMIAsACS XOTs Obl OJTHUM
pecIUpaToOpHBIM CUMIITOMOM (Kalllelb, Ha3aJbHbIE CHMITOMBI, 00JIb B TOpJIE) M XOTs OBl OHUM
CUCTEMHBIM CUMIITOMOM (MHUAJITUs, 03HOO/TIOTIMBOCTD, HEJOMOT'aHHE, YCTATIOCTh WA T'OJIOBHAS
6015b). B 00beIMHEHHOM aHaNM3€e BCeX B3POCIBIX U MOAPOCTKOB, MOJIOKUTEIHHBIX B OTHOILICHUU
BUpyca rpunna (N=2413), BKIIOYEHHBIX B UCCIIEI0BAHUS JICUCHUS], HA3HAUEHUE OCEIbTaMUBHpPA
75 Mr 11Ba pasza B CyTKHM B T€UCHHE 5 AHEW CHU3HIIO CPEIHIOI0 MPOIOJHKUTEIBHOCTD TPHIIA Ha
OJIMH JICHb 110 CPABHEHUIO C TPYIIoi mianebo, ¢ 5.2 aus (95% AU 4.9-5.5 nus) no 4.2 aus
(95% 111 4.0-4.4 aust; p<0.0001).

Jlo71s1 MarMeHToB, Y KOTOPBIX BO3HUKIIM OCIIOKHEHHUSI CO CTOPOHBI HIDKHUX JBIXaTEIbHBIX ITyTEH,
TpeOyroIue JeueHnss aHTUONOTHKaMU (B OCHOBHOM OpOHXHUTA), yMeHbIIUIach ¢ 12.7%
(135/1063) B rpymnme mianebo 10 8.6% (116/1350) y manueHToB, MOTyYaBIIUX JICYCHHE
ocenbTamuBupoMm (p=0.0012).

Jleuenue epunna 8 nonyaaYUsaX 8b1COK020 PUCKA

Cpenssisi IpOOKUTENBHOCTD TPUIIIA CYILIECTBEHHO HE YMEHBIINIACH Y MOXKMIbIX CYyOBEKTOB
(=65 ner) U y NalMEHTOB ¢ XPOHUYECKOH cep/ledHOM U/MIM JbIXaTeIbHOM HE10CTaTOYHOCTBIO,
MOJIy4aBUIMX OCEIbTAMUBHD 75 MTI Ba pa3a B CyTKU B Te4eHuUe 5 THel. B rpymre neyenus
OCEJIbTAMUBUPOM YMEHBIINJIACH ITPOIOJKUTEIBHOCTh IEPUOJIA TUXOPAJAKH HA OJIUH JIEHb. Y
MO>KWIIBIX MTAIIMEHTOB, ITOJIOKUTEIBHBIX B OTHOIIEHUH BUPYCa TPUIIIA, IO IEHCTBUEM
OCEJIbTAMHUBUPA CYLIECTBEHHO YMEHBIIMIACH YaCTOTa BOSHUKHOBEHUS OCJIOKHEHUN CO CTOPOHBI
HIDKHUX JIBIXaTENbHBIX IyTel, TpeOyIomuX JeueH!s] aHTHONOTHKaMU (B OCHOBHOM OpPOHXMTA), C
19% (52/268) B rpynne mnanedo 1o 12% (29/250) y nanueHToB, NOJy4aBUINX JeUEeHUE
ocenbramuBupom (p=0.0156).

VY NON0XUTENBHBIX B OTHOIIEHUH BUPYCa TPUIINA MALUEHTOB C XPOHUUECKOW cepIeuHON U/Min
JIBIXaTeIbHOM HEOCTaTOYHOCTHI0, KOMOMHMPOBAHHAs YaCTOTa BOZHUKHOBEHUS HH(EKIni

HIDKHUX JIBIXaTEIIbHBIX MMyTeH, TpeOYIONUX JICUeHUsI aHTUOMOTHKAaMHU (B OCHOBHOM OpOHXHTA), B
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rpymre mianedo coctasisia 17% (22/133) u B 1pynne, ﬁg%gm% %éeﬁ%gﬂ;p]_—:' 1341’/3): )

(16/118) (p=0.5976).

Jleuenue cpunna y 66D€M€HHblx HCEHUIUH

KoHTpoupyeMbIX KIMHUYECKUX UCCIICI0BAHUI IPUMEHEHHS OCelIbTAMUBHUPA Y OepeMEHHbBIX
JKEHIIMH He MPOBOIUIOCh. OHAKO PE3YJIbTAThl MOCTPETUCTPALIMOHHBIX U PETPOCTIEKTUBHBIX
HaOJII0JaTeNIbHBIX UCCIICIOBAHMI POIEMOHCTPUPOBAIIH MOJIb3Y MPEIIIAraeMoro peKuma
AO3UPOBaAHUA IJIA I[aHHOI71 MOmyJIAuy MaaruCeHTOB B OTHOILCHHWHU CHUXKCHUA
3a00JIeBAEMOCTH/CMEPTHOCTH. Pe3ynbTaThl (hapMaKOKMHETHYECKOTO aHaJIM3a MoKa3aiu OoJiee
HHU3KYIO KCIIO3MIIMI0 aKTHBHOTO METa00JIMTa, TEM HE MEHEE, N3MEHEHUE PEKMMA JI03UPOBAHHSI
y OepeMEeHHBIX KESHIIMH IPU IPOBEICHUH TEPAMTUHU WK MPO(YUIAKTUKHA HE PEKOMEHYeTCs (CM.
paszaen 5.2).

Jleuenue cpunnay demell

B uccrnenoBanuu B 1e10M 310pOBBIX JeTei (65% MON0XKUTEIBHBIX B OTHOLIEHUH TPUIIIIO3HON
uH(pekun) B Bo3pacre 1-12 ner (cpemnuit Bo3pact 5.3 rosa), y KOTOPBIX ObLIa JIMXOpAIKa
(>37.8°C) BMecTe ¢ KanuieM Wik HacMOPKOM, y 67% mnarmenToB Obu1 Tpunm A u 'y 33% — rpunn
B. JIeuenue ocenbTraMuBHpPOM, HaYaToe B TeueHUE 48 4acoB MOCIE Pa3BUTHS CUMIITOMOB
3a0o0JieBaHus, CYIIIECTBEHHO YMEHBIIANO0 BpeMsl, TpeOyrolieecs Ha JieueHue 00JIe3HH (UTO
OTIPENIeNSIIOCh KaK OJTHOBPEMEHHOE BOCCTaHOBIIEHHE HOPMAIILHOTO COCTOSIHUS 37I0POBBS,
AKTUBHOCTH, YMCHBIIICHUE TEMIIepaTyphl, Kaluisd 1 HacMopka) Ha 1.5 gast (95% AU 0.6-2.2 nus;
p<0.0001) o cpaBHeHuto ¢ ianedo. [Ipuem ocenbTaMuBUpPa yMEHbINAT YaCTOTY
BO3HUKHOBEHHS OCTPOTO cpeaHero otuta ¢ 26.5% (53/200) B rpynne mnane6o g0 16% (29/183)
B I'PYIITE MAlUEeHTOB, MPUHUMABIIUX ocenbTamMuBup (p=0.013).

B npyroe uccnenoanue 6b11u BKIt0UeHb! 334 pebeHKa ¢ acTMOM B Bo3pacTe 6-12 net, u3
KOTOPBIX 53.6% ObUIM MOJ0KUTENbHBI B OTHOIIEHUH BUpYca rpumnmna. B rpymnme, nomyuasuiei
JIeYeHHE OCENbTAMUBUPOM, CPEIHSIS IPOJOKUTEILHOCTD 3a00I€BaHUS CYIIECTBEHHO HE
yMmeHblnniaachk. Ha 6 nens (mocneqHuil 1eHp JeueHus) B JaHHOW MOMYJISIUA 00beM
dbopcupoBaHHOTO BBIZI0XA 32 1 cexkyHay yBenuuuBaics Ha 10.8% B rpynie MainueHToB,
NPUHUMABILIUX OCEITAMUBUD, B CpaBHEHHH ¢ 4.7% B rpymnne mianebo (p=0.0148).

[Toka3aHue K IPUMEHEHHUIO y JeTel B Bo3pacTe A0 1 roj1a OCHOBAHO Ha SKCTPATOJISIUN JaHHBIX
110 A GEKTUBHOCTH Y JIETEH CTAPIIIEro BO3paCcTa; PEKOMEH/IOBAaHHBIN PEKUM JTO3UPOBAHUS
OasupyeTcs Ha JaHHBIX PapMaKOKMHETUYECKOT0 MOJENMPOBAaHU (CM. pa3en 5.2).

Jleyenue MHd)eKZ/tUU, BbI3BAHHOU 8UPYCOM cpunna B

B nenom, 15% mnonoxuTenbHOM B OTHOIIEHUH BUpYCa MPUIINA MOMYJIALUU ObLTH HHOUITUPOBAHbI
BUPYCOM Ipua B; Mo faHHBIM pa3IMyHbIX UCCIIEJ0BaHUH 3Ta MPONOPLUs BapbupoBaia oT 1 10

33%. CpenHss NpoJOJKUTENLHOCTD 3a00JIeBaHUs y MAIMEHTOB ¢ TpUMoM B cymiecTBeHHO He
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OTJINYAJIacCh MEXIY TPYIIIaMU JICUCHHS B PA3TUHHBIX HC&Q&E)IMX 'ZIEE%&'éﬁeEﬁﬂ'laﬂlaﬂma

naHHbIe 000 Bcex 504 manueHTax, 3apakeHHBIX TPUIITIOM B, BKIIFOUEHHBIX BO BCE UCCIICIOBAHUS,
ObLTH 00bequHEHBI. OCeIbTaAMUBHP COKpAIIall BpeMs, TpeOyeMoe /il UCUe3HOBEHHUS BCEX
cumnToMoB, Ha 0.7 aus (95% AU 0.1-1.6 aus; p=0.022) 1 npoA0KUTENBHOCTD JIUXOPaIKH
(>37.8°C), kauutst u HacMopka Ha ouH aeHb (95% AW 0.4-1.7 nus; p<0.001), no cpaBHEHUIO ¢
m1anedo.

Jleuenue ecpunna y nayuenmos C 0CAA0NeHHbIM UMMYHUNMENIOM

PangoMusupoBaHHOE JBOMHOE CIIENOE UCCIIEIOBAHHE 110 OLIEHKE O€30MacHOCTH U
XapaKTepucTHKe 3PPEKTOB OCeNbTaMUBHPA Ha PA3BUTHE PE3UCTEHTHOI'O BUPYCa IPUIIIa
(epBUYHBIN aHAIN3) Y MHOHUIIMPOBAHHBIX TPUIIIIOM TTAIIMEHTOB C OCIA0ICHHBIM HMMYHHUTETOM
BKJTI04asio B ce0st 151 B3pocioro, 7 moapocTKoB u 9 neteid asist oueHk 3¢ hekTuBHOCTH
ocenpTaMUBHUpPA (BTOPUYHBIN aHANIN3, HE ycuieH). MccnenoBanue BKIIIOUAIo NalMeHTOB C
TPAHCILIAHTUPOBAHHBIM COJUIHBIM OPraHOM, MAIIUEHTOB C MEePECAKEHHBIMHU FeMOMOATHYECKUMHU
CTBOJIOBBIMH KjeTKamMu, BUY-1010KUTEIbHBIX TAaMeHTOB ¢ ynciaoM kietok CD4+ <500
KIETOK/MM°, MAIIHEHTOB, HOJTyYaIOIIMX CHCTEMHYIO HMMYHOCYIPECCUBHYIO TEPAITHIO, a TAKKE
MAIMEHTOB C T€MaTOJIOTMYECKOM 3JI0KaYECTBEHHON OIYyXOJIbI0. DTH MallMeHThI ObLIN
PaHIOMU3UPOBAHBI JIS JICUCHHS B TeueHHEe 96 4acoB ¢ MOMEHTA Pa3BUTHUS CUMIITOMOB Ha
npotsokennn 10 nHeit. Tepamust mpoBoaMIIaCch B CIEAYIONIEM PEXUME: CTaHAapTHAs 103a (75 Mr
WA CKOPPEKTHPOBaHHAs HA MAacCy Tella y JeTeil) 1Ba pasa B CyTKH (73 B3poCibIX, 4 MOIPOCTKA
u 4 pebenka) wnu qBoiHas no03a (150 Mr winm ckoppeKTUpoBaHHAsI HA MacCy Tela y JIeTeil) 1Ba
pasa B cyTku (78 B3poCIbIX, 3 MOAPOCTKA U 5 JETei) OCeTbTaAMUBHPA.

Menunana BpeMeHH 110 pasperieaus cuMitoMoB (T TRS) y B3pocibix 1 OJpOCTKOB OBLIA CX0XkKa
MEXy Tpymmoi npuema crangaptHoil 10361 (103.4 gaca [95% AU 75.4-122.7]) u rpynnoii
npuema JBoiHoM 10361 (107.2 yaca [95% I 63.9-140.0]). TTRS y aereit BapbupoBaia, u ee
WHTEPIIPETAIUS BECbMa OTPaHHUEHA B CBSI3U ¢ HEOONIBIINM pa3MepoM BeIOOpKU. KomnuecTBo
MAIUEHTOB ¢ BTOPUYHBIMU MHPEKIIUSAMHU U3 TPYIIITHI TIpUeMa CTaHIaPTHOH JT03bI M IBOMHON
110361 0b110 cornocTaBuUMO (8.2% npoTtuB 5.1%). B rpynne noapocTkoB U 1eTeil TOIbKO OAUH
MaueHT (MOIPOCTOK) B TPYIITE CTAHJAPTHOM 1036l EpeHEC BTOPUYHYIO HH()EKIINIO
(OakTepuaNbHBIA CHHYCHT).

bruto npoBeneHo uccnenoBannue GapMaKOKMHETHKU U papMaKOJUHAMUKH Y AE€TeH ¢ TSHKEIon
MMMYHHOUM HeI0CTaTOYHOCTHIO (<12 set, n=30), moay4aBmmx cTaHAapTHYIO (75 MT UiIn
CKOPPEKTHPOBAHHYIO Ha MacCy Tefa JIBa pa3a B CYyTKH) KOO0 TPoiHyro (225 Mr ummn
CKOPPEKTHPOBAHHYIO Ha MacCy TeJa JIBa pa3a B CyTKH) 03y OCETbTaMUBUPA B TEUCHUE
aJalITUBHOTO MEPHOJIa BBEJCHUS MTPOIOIKUTEILHOCTBIO OT 5 10 20 HEH B 3aBUCUMOCTH OT

MPOJOHKUTEILHOCTH TIEPHUOa BUPYCOBBIIETICHHUS (CPEIHSA MTPOJOIKUTENLHOCTD JIeUeHus: 9
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nHel). Bropuunbie 6akTepraibHble HHOEKITUN rpynne'glr'g};)llggi;)ﬁ'ﬁgﬁﬂﬁlﬂé}hgﬁﬂpJﬁHm

He ObUTH, TOT/Ia KaK B TPYIIE TPOMHOU O3Bl COOOIIAIOCh O BTOPHYHBIX OAKTEpUATHHBIX
UHQEKIHIX Y ABYX NAIIMEHTOB (OPOHXHUT U CUHYCHUT).

Ilpogpunaxmuxa epunna

OddexTuBHOCTH OCeNbTaMUBUpPA [l MPOPUIAKTHKY TPUIIIA B €CTECTBEHHBIX YCIOBUIX ObLIa
IPOIEMOHCTPUPOBAHA B UCCIIEJOBAHUY MIOCTKOHTAKTHON MPO(PHUIAKTHKH B CEMbSIX U JIBYX
CE30HHBIX MCCIEIOBAHUAX MPODUIAKTUKHA. BO BceX 3THX MCCIeI0OBaHUAX MTEPBUYHBIM
noka3zaresneM 3¢ (HeKTUBHOCTH ObLIAa YaCcTOTa BOSHUKHOBEHHSI TAOOPATOPHO AUATHOCTUPYEMOTO
rpuria. BupyieHTHOCTh BUpyca rpHIila He IPOrHO3UpyeMa U BapbUPYET B IIpe/ieax peruoHa u
OT Ce30Ha K CE30HY, TIOATOMY BapbUPYET U KOJIUYECTBO JIFOACH, KOTOPBIM TpeOyeTcst
npodwmiaktuka rpumma (number needed to treat — NNT).

Tlocmxkonmakmmuas nDOd)MJZCleMKCl

B onHOM HccnenoBaHuy y I, HAXOUBIINXCSA B KOHTAKTE C 3a00JI€BIIUM T'PUIIIIOM YEIOBEKOM
(12.6% ObLIM BaKIMHUPOBAHBI IPOTUB I'PUIIIA), HAUUHAIN IPUMEHEHHUE OCEeIbTaMUBUpa 75 Mr
OJIMH Pa3 B CYTKH, B TIPEJIENIax JIBYX CYTOK ITOCJIC Pa3BUTHS CUMIITOMOB Y MaIlUEHTA U
MPOJOHKaNU B TeueHue 7 AHe. Jluarnos rpunma 011 moaTBepskaeH B 163 ciyuasx u3 377 y
HYJIEBBIX MalMeHTOB. OCeNbTaMUBUP CYIIECTBEHHO YMEHbIIIA YaCTOTY BOZHUKHOBEHUS
KITMHUYECKH BBIPAKEHHOTO TPHIINA Y JIUI], KOHTAKTHPOBABIIHNX C TAIIHCHTAMH C
MOJTBEPKJIEHHBIM rpuriom, ¢ 24/200 (12%) B rpynne mianedo no 2/205 (1%) B rpymnmne
ocenpTamuBupa (92% ymensbmenue [95% AU 6-16, p<0.0001]). ¥V nuil, KOHTaKTUPOBABIINX C
narueHTamu ¢ noarsepxkaeHHbIM rpurnoM, NNT cocrasmisno 10 (95% AU 9-12); u 16 y Bcex
y4yactHrKOB uccienoBanus (1TT) (95% M 15-19) BHe 3aBUCUMOCTH OT cTaTyca
WHQUITUPOBAHHOCTH BUPYCOM HYJICBOTO MAI[UCHTA.

O} dexTuBHOCTH OCeNnbTaMUBUpPA ISl MPOGUIAKTHKY TPUIITIA B €CTECTBEHHBIX YCIOBUAX ObLIa
MPOJIEMOHCTPHUPOBAHA B UCCIIEIOBAHUY MPOPUIAKTHKY MOCIIE KOHTAKTa B CEMbSIX, T/Ie ObUIH
B3pOCIIbIE, TIOJPOCTKU U JIETH B BO3pacte oT 1 10 12 jeT, Kak B KAYECTBE HYJEBBIX MAI[UEHTOB,
TaK U B KAYECTBE KOHTAKTHBIX JUII. [IepBUYHBIM MOKa3aTesleM 3 (EKTUBHOCTH 3TOTO
MCCJIeIOBaHMsI ObllIa YaCTOTa BOSHUKHOBEHUS B CEMBSX JIAOOPATOPHO U KIMHUYECKH
MUarHoCTHpoBaHHOTO rpuria. [IpodunakTika ocenbTaMuBHPOM mpoaosnkanack 10 gueii. Bo
BCEH TOMYJIAINAA 9acCTOTa BO3SHUKHOBEHHUS JIAOOPATOPHO U KJIMHHYECKH JHArHOCTHPOBAHHOTO
TpUIIa B ceMbsiX yMeHbIuaachk ¢ 20% (27/136) B rpynme naiueHToB, He MOTyYaBIInX
npodunaktuky, 10 7% (10/135) B rpymne naiueHToB, MOJIyYUBIIUX NPOoPuIakTuKy (62.7%
ymenbinenue [95% AN 26.0-81.2; p=0.0042]). B cembsix ¢ HyJI€BbIM MAlIUEHTOM YacTOTa

BO3HHUKHOBEHUS I'pUIINIAa YMEHbIIMIACh ¢ 26% (23/89) B rpymre manueHToB, HE MOJIy4aBIInuX
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npodunaktuky, 10 11% (9/84) B rpyrmiie manueHToB, noh%énﬂﬁ%ﬁ&%ﬁﬁﬂ&ﬁ@@?iw 2)

ymenblenue [95% JAN 15.6-79.6; p=0.0114]).

B cootBercTBHU ¢ aHATM30M TIOATpyMIbl 1-12-1eTHUX neTelt 4acToTa BOZHUKHOBEHUS
7a00paTOPHO M KIIMHUYECKH TUArHOCTUPOBAHHBIX CITyYaeB IPUIIIA 3HAYUTEIILHO CHU3UIIACH C
19% (21/111) B rpymme nauueHToB, HE MOJy4yaBIIUX MpoduinakTuky, 10 7% (7/104) B rpymre
NAIMEeHTOB, MOJIYYaBIINX NpodpmiakTuky (64.4% ymenbinenue [95% JIU 15.8-85.0; p=0.0188]).
Cpenu nereil, KOTOpbIe emie He ObLTH 3apakeHbl B HA4ajle UCCIIET0BAaHMsI, YacTOTa
BO3HUKHOBEHUS JTAOOPATOPHO M KIIMHUYECKU JIUArHOCTUPOBAHHOTO TPHIIIA YMEHBIINIACH C
21% (15/70) B rpy1re naueHToB, He MOTyYaBIIUX TpoduIakTuKy, 10 4% (2/47) B rpymme
NaIKMeHTOB, Noay4YaBmux npodmiaktuky (80.1% ymensienue (95% JAU 22.0-94.9; p=0.0206)).
B nonymsimuum geteit NNT cocrasisino 9 (95% AU 7-24) nnst Bceit mOMyIsIIMA UCCIIEIOBAHUS B
uenoMm (ITT) u 8 (95% AU 6, BepxHsis rpaHUIla HE ONpe/eisieMa) B OMYISAILUH JETeH,
KOHTAKTUPOBABIIHMX C HYJCBHIMU MMAIUCHTAMHU.

Hocmkonmakmuas npodunraxkmuka 2punna y demeu 6 sospacme 00 1 200a 60 epemsa nanoemuu

[MpodunakTuky rpurmma Bo Bpemsl MTaHIEMUHU HE U3Y9alld B PaMKaX KOHTPOJIHPYEMBIX
KIMHUYECKHX UCClIeIoBaHMi y ieTeil B Bo3pacte oT 0 1o 12 mecsues. [logpobHbie cBeaeHus 0
MOJICTTUPOBAHUM IKCIIO3UIIMU CM. B pazzene 5.2

Hpoqbwzakmuka 60 6peMA onudemuu zcpunnda 6 0611461/7 nonyaiayuu

B 00bennHEeHHOM aHaMM3€e ABYX MCCIE0BaHUH, B KOTOPBIX TPUHUMAIN YIaCTHE
HEBaKI[MHUPOBAHHBIE U B LIEJIOM 3/10pOBBIE B3pOCIIbIe, ObUIO MTOKA3aHO, YTO MTPHEM
ocelbTaMUBUPA 75 MT OZIMH pa3 B CYTKH B T€UEHHUE LIECTH HEJeJIb 3HAUUTEIbHO YMEHbIIAI
YaCTOTY BOBHHUKHOBEHUSI KIIMHUYECKHU BbIpaykeHHOTO rpumnma ¢ 25/519 (4.8%) B rpymnme miare6o
10 6/520 (1.2%) B rpymime ocensramuBupa (76% ymensiienue [95% JAW 1.6-5.7); p=0.0006]) Bo
BpeMs Benbllky rpumnima B nomynsauuu. NNT B aTom uccnenoBanuu cocranisiio 28 (95% AN
24-50).

B uccnenoBanun, NpoBeIEHHOM CPEIN TIOKHIIBIX JIUII, TPOKUBAIOIINX B JIOMAaX MPECTAPEIIBIX,
rae 80% y4acTHUKOB ObUIM BaKIIMHUPOBAHBI B COOTBETCTBYIOIIEM CE€30HE, MpUeM 75 Mr
ocelbTaMUBUPA OJIMH pa3 B CYTKH B TEUEHHUE IIECTH HENleNb CYyIIECTBEHHO YMEHbINAT YacTOTY
BO3HUKHOBEHUS KIIMHUYECKH BhIpaykeHHOTO rpuria ¢ 12/272 (4.4%) B rpynie 1iane6o g0 1/276
(0.4%) B rpymme ocenbramuBupa (92% ymensiienune [95% I 1.5-6.6; p=0.0015]). NNT B sTom
uccienoBaHuu coctaisiio 25 (95% [N 23-62).

Hpod)uﬂakmuka cpunnay auy ¢ ocnabIeHHbIM UMMYHUMENTOM

JIBoitHOE criemnoe maaredo0-KOHTPOIUPYEMOE PaHI0OMU3UPOBAHHOE HCCIEA0BAHNE CE30HHON
PO UITAKTUKH TPUITIA IPOBOIMIOCH ¥ 475 manueHToB ¢ uMMyHOAeuuToM (388 marmeHToB ¢

TpaHCIUIaHTAIIMEH TapEHXUMATO3HBIX opraHoB [ 195 — mmane6o,193 — ocenbramuBup|, 87
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MAalMEeHTOB C TPAHCIUIAHTAIIMEH KPOBETBOPHBIX :TBOJIOBIQ&I%:J'—I:E:—{%QFti%i'{rlﬁlgﬁ%g,[:4ﬁz'—'j 012]

OCeIbTaMUBUD |, MALUEHTHI C APYTUMHA UMMYHOIETIPECCUBHBIMH COCTOSIHUSMU HE
HCCJIEIOBAIINCE), B TOM uncie 18 nereit B Bo3pacte 1-12 ser. IlepBuuHOM KOHEYHON TOYKOM B
JTAHHOM HCCJIEZIOBaHUM Obljla YaCTOTa BOSHUKHOBEHUS JJAOOPATOPHO M KIIMHUYECKU
JMArHOCTUPOBAHHOTO IPUIIIA, ONPEIEISIOIAsACI BUPYCHON KYJIBTYpPO, U/UIIN 4-KpaTHOE
yBenuuenue Tutpa HAI anturen. Yacrora BOZHUKHOBEHUS JIAOOPATOPHO U KIIMHUYECKU
JUArHOCTHPOBAHHOTO rpulina coctaBuia 2.9% (7/238) B rpymre mranebo u 2.1% (5/237) B
rpynne ocenbtamuBupa (95% AU 2.3%-4.1%; p=0.772).

Crienuduueckux uccie0BaHui, HapaBJIEHHBIX HA OLEHKY CHUKEHHSI PUCKa BO3MOXKHBIX
OCJIOKHEHUH, HE IPOBOAWIOCK.

Peszucmenmnocmo

Knunuueckue uccredosanus

Puck nosiBjieHus: BUPYCOB IPUIIIA CO CHUKEHHON YyBCTBUTEIIBHOCTHIO WIIA SIBHOU
PE3UCTEHTHOCTHIO K Mpenapary u3y4ajics B KIMHUYECKUX UCCIICIOBAHMSIX, CTIOHCUPOBAHHBIX
KoMmaHueu Por.

[TosiBNeHHEe PE3UCTEHTHOCTH BUpPYyCa K OCEIbTAMUBHPY Yallle HaOI01a10Ch y JeTel ueM y
B3pOCIIbIX MAIMEHTOB U oApocTKOB (18% y mmanenueB B Bo3pacte <1 roga u <1% y B3pocibIx
MAIUEHTOB).

VY netelt ¢ pe3UCTEHTHBIM K OCEITbTAMUBUPY BUPYCOM HOCUTEILCTBO, KaK MPABHIIO, UMENO OoJiee
MPOJOHKUTENBHBINA XapaKTep MO CPaBHEHUIO ¢ CYyOBEKTAaMU C BUPYCOM, 001 aI0IIIM
YyBCTBUTEIBHOCTHIO.

Onnako, BbI3BaHHAsS TEPANKMEH PE3UCTEHTHOCTh K OCETbTAMUBHPY HE BIIHsIA HA
TepaneBTUYECKHI OTBET U HE BBI3bIBAJIA TIPOJIJICHUSI CHMIITOMOB TPHUIIIIA.

YV B3pOCIBIX MAIIIEHTOB U TOJPOCTKOB C OCIa0JICHHBIM UMMYHUTETOM, TTOTy4aBITHUX
ocenbTaMUBHUP B cTaHAapTHOM 103¢e (14.5%, 10 manmenTos u3 69) unu nBoitHo#i n03e (2.7%,
2/74) na npotskenun 10 gHEH, yacToTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMUBHPY, B
cpemHeM, OblIa BBIIIE, YeM Y B3POCIBIX MAIMEHTOB U MOJAPOCTKOB C HOPMAJILHBIM
MMMYHUTETOM, TAKXKE MOJYYaBIINX OCEIbTAMUBHUP.

BonpImMHCTBO B3pOCTBIX MAIIMEHTOB C PE3UCTEHTHOCTHIO MEPeHeCTH TpaHcIanTauio (8/10
MAIMEHTOB B IPYMIE CTaHAAPTHON 03Bl U 2/2 MalleHTa B IpyIIe JBOMHON J103b1).

Bonpimas 9acTh manueHTOB-HOCUTENIEH OCETbTAMUBUP-PE3UCTEHTHOTO BUpYCca ObLIa
WH(OUIIIPOBaHA BUPYCOM T'PHIINA TUTIA A; HOCUTEIBCTBO HMEIO MPOIOJDKUTENBHBIN XapakTep.
YacroTa pa3BUTHS PE3UCTEHTHOCTH K OCENbTaAMUBHPY Y neTel (<12 neT), momydaronmx
npenapat Tamugiio, B ABYX UCCIEA0BAHUAX 110 U3YUEHUIO pe3ucTeHTHOCTH cocTaBuia 20.7% (6

nanueHToB u3 29). U3 6 neteit ¢ o0Hapy)KEHHON PE3UCTEHTHOCTHIO K OCEIbTAMUBUDY,
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BO3HHKIIIEH MOCIIE Havana JIeUeHUs, 3 MarueHTa nonyqaﬁg 'EMEA%%RI‘FOTE@b Ijll:%[:—TB?ﬂlggll;I]O

(IBOMHYIO MJIM TPOMHYIO 703Y). Y OOJBIIMHCTBA MAIIMEHTOB OBbLI OCTPBIN JIUM(OUIHBIN JIEHKO3
1 BO3pacT <5 JIeT.

Yacrora Pa3BUTHA PE3UCTCHTHOCTHU K OCCIIbTaMUBUPY B KIIMHUYCCKUX HCCICIOBAHUAX.

IMomyasinusi NAHEHTOB IManueHTHI ¢ MyTAUAME, TPUBOISIIIUMHI K
PEe3UCTEHTHOCTH
®enoTunMpoBanne* I'eno- u
¢deHoTHIIHpPOBaHME™
B3spocibie u moapocTKu 21/2382 (0.88%) 27/2396 (1.13%)
Jetu (1-12 nert) 71/1726 (4.11%) 7811727 (4.52%)
Muagenusr (<1 roxa) 13/71 (18.31%) 13/71 (18.31%)

* [1oTHOE TEHOTHITUPOBAHUE HE OBLIIO IPOBEACHO HU B OJTHOM U3 UCCIICIOBAHUH.

HDOd)MJZCleuKCl cpunnda

[Tpu npueme npenapara Tamugaro ¢ 1eNbl0 NOCTKOHTAKTHOM Npodmiaktuku (7 axeil),
npoUIaKTUKA KOHTAaKTUPOBaBLIUX B ceMbe (10 nHel) u ce30HHOM npodunaktuku (42 nus) y
JIUI] C HOpMaJIbHOW (DYHKIIMEN UMMYHHOM CHCTEMBI CIIy4aeB pE3UCTEHTHOCTH K IIpernapaTy He
OTMEYEHO.

B 12-HenenpHOM HCCIe10BaHUU IO CE30HHOM MPOGMIAKTHUKE Y JIULL C OCJIA0JICHHBIM
MMMYHHUTETOM CITy4yaeB BOZHUKHOBEHUS PE3UCTEHTHOCTH TAaK)K€ HE HAOII0AaJI0Ch.

LanHble OMOEIbHBLIX KIUHUYECKUX cayuaes u HAOMI00aAMENbHBIX UCCIC008AHUL

EcrecTBeHHbBIE MyTallNH, CBA3aHHBIE CO CHUKEHHON YyBCTBUTEILHOCTHIO K OCEILTAMUBHUPY iN
Vitro 6b6UTH OOHAPYIKEHBI [Tl BUPYCOB TpHIiia A u B, BbIIETIEHHBIX Y TAIIUEHTOB, HE
MOJIYYaBIINX OCEIbTaMUBUP. PE3UCTEHTHBIE IITAMMBI, OTOOpAaHHBIE BO BPEMSI JICUEHUS
OCEJIbTAMUBUPOM, OBLIN BBIJICJICHBI KaK y MAIIMEHTOB C HOPMAIBHOW (PyHKITMEH UMMYHHOM
CUCTEMBI, TaK U y MAIIMEHTOB C OCIa0JIeHHBIM UMMYHUTETOM. [larueHTs! ¢ ocnabaeHHBIM
UMMYHHUTETOM M JETH MIIQJIIET0 BO3pacTa UMEIOT 00jiee BRICOKUI PUCK Pa3BUTHUS YCTONUMBHIX
K OCEJIbTAMUBHUPY BUPYCOB BO BPEMSI JICUCHHS.

YcroitunBbIe K OCETbTAMUBUPY BUPYCHI, BBIICIICHHBIE Y MAIIMCHTOB, MOTYYaBITHX
OCEIIbTAMHUBUP, U YCTOMYMBBIC K OCEITFTAMUBHUPY JTA0OpPaTOPHBIEC MITAMMBI BUPYCOB TPHUIIIA
uMmenu Mmytanuu Heipamuangazsl N1 u N2. Myraiiuu ycToMuYnBOCTH UMETH TeHISHITUIO OBITh
cnenuuIHBIMEU K ioaTunam Bupyca. C 2007 roga BCTpedaromascs B IpUPOe YCTOWIHUBOCTb,
cBsi3aHHas ¢ mytanueid H275Y ce3onubix mrammoB HIN1 crama ciopagndecky BBISBIISITHCS.
UyBCTBUTEIHHOCTH K OCEIbTAMUBUPY U PACTIPOCTPAHEHUE TAKUX BUPYCOB MEHSIIOTCS B
3aBHCHUMOCTH OT ce30Ha U MectHocTH. B 2008 roxy H275Y Obina Haiinena y >99%

mupkynupytomumx mrammoB rpunna HINI B Espone. B 2009 roxy rpunn HIN1 («cBunO#
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TPHUII») OBLI MOYTH PABHOMEPHO YYBCTBUTEIICH|, K ocenbﬁgllxﬁrfn—/lgvl Bt E’EUEBHG‘HBI TONEKG

CIOpaauvecKre cOOOIIeHUs 00 YCTOHUMBOCTH, KaK MPH JICYCHUH, TaK U TPH MPO(UITAKTHKE.

5.2. ®apmMakoKHHeTHYECKHE CBOICTBa

Abcopbrus

OcenbTaMUBHp JIETKO BCACBIBAETCS B JKEIyIOYHO-KUIIEYHOM TPAKTE U SKCTEHCUBHO
npeBpamaercs B akTuBHbIN Metabonut (OK) nmpenmyIiecTBeHHO MO IeHCTBHEM IEUEHOYHBIX
screpas. He menee 75% npuHATON BHYTPh 03I IIONIAJAET B CUCTEMHBIA KPOBOTOK B BUJIE
aKTUBHOI'O MeTabosuTa, MeHee 5% - B BUJe HCXOAHOTO npenapara. [Ina3smMeHHble KOHIEHTpaluu
KaK [IPOJIEKApCTBA, TAK U AKTUBHOI'O META00IMTa IPOINOPLUOHAIBHBI J103€ U HE 3aBUCAT OT
pueMa MUIIH.

Pacnpenenenne

Cpennnii 06beM pacnpeneneruss OK B paBHOBECHOM COCTOSIHUM Y Y€JIOBEKa COCTABIISET
IpUOIU3UTENBHO 23 J1, 4TO SKBUBAJIEHTHO 00bEMY BHEKJICTOYHOM HKUJAKOCTH.
[TockonbKy aKTUBHOCTh HEMPAMUHKIa3bl UIMEET BHEKJIECTOUHYIO TIpupoay, To OK
pacnpenensaeTcss BO BCEX TOUKaX pacnpOCTPaHEHUsI BUPYCa TPUIIIIA.

Casi3pIBaHNE aKTHBHOTO METa00IMTa ¢ OeNTKaMH I1a3Mbl He3HaUuTeNNbHa (0K0J10 3%).

buotp aHC(bODMaHI/IH

OcenbTaMUBHpP IKCTEHCUBHO MPEBPALIAETCS B aKTUBHBIA METa0O0INUT MO ACHCTBUEM ACTEPa3,
HaXOJISIIIUXCSI TPEUMYILIECTBEHHO B MeueHu. MccnenoBanus in Vitro mokasanu, 4To HA
ocelbTaMUBUP, HU aKTUBHBINA META0OINUT HE ABISAIOTCS CyOCTpaTaMy WIIM MHTUOUTOpaMHU
n30(hepMeHTOB cucTeMbl IiuToxpoma P450. MccnenoBanus in Vivo He BBISIBUIN BTOPOIt (ha3bl
KOHBIOTMPOBAHUS KaKUX-THOO KOMIIOHEHTOB.

OJIUMUHAIMS

AGcopOupoBaHHBIM OCETbTAMUBUP MPEUMYILIECTBEHHO BBIBOAUTCS (>90%) myTeM nmpeBpaiieHus
B OK. ITukoBble nmnazMeHHble KOHLeHTpauun OK CHMXKAIOTCS ¢ IEPUOJOM MOJIYBBIBEICHUS,
KOTOpBIH cocTaBiisieT oT 6 10 10 yacoB y OOJBIIMHCTBA JIUL. AKTUBHBIN METaOOJIUT MOJTHOCTHIO
BhIIeNIIeTCs uepes modku. [Toyeunsrit kmupenc (18.8 1/4) mpeBbImaeT CKopocTh KITyOOUKOBOM
¢mbTpanuu (7.5 1/4), 4TO yKa3bIBAaeT Ha TO, YTO IpenapaT BHIBOAUTCS €IIe U MMyTeM
KaHAJIbLIEBOM CEKPELH JIOTIOJIHUTENBHO K KITyOouKkoBo# ¢uibTparun. Menee 20% OT NpUHSTOM
BHYTPb J03bl, IOMEUEHHON PauOJIOTHYECKH, BBIACISAETCS Yepe3 KUILIEUHUK.

[ToyeyHast HETOCTATOYHOCTD

[Tpu npumenenun npenapata Tamudio (100 Mr 1Ba paza B CyTKU B TeUeHHE 5 JHEN) Yy
NAIMEHTOB C Pa3IMYHON CTETEHBI0 opaXkeHHs mouyek skcrnosutus OK obpatao
IPONOPLHOHATIBHA CHIDKEHUIO (PYHKIIUH ITOYeK. PekoMeHaanuu no pexumy 103MpOBAHUS — CM.

pazzaen 4.2.
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IleueHOYHAS HEAOCTATOYHOCTD

Ha ocHoBaHuu uccieoBanuii in VItro He 0XKKUIaeTCs CYIIECTBEHHOTO TOBBIMICHHSI SKCITO3UIIMN
OCEIbTaMUBHUPA UJIM CYIIIECTBEHHOTO CHIDKEHUS DKCIIO3UIINH €T0 aKTHBHOTO METaboIHTa y
HAIMEHTOB C MEYCHOYHON HEAOCTATOUYHOCTRIO (CM. paszen 4.2).

JInIia moKMI0Tro BO3pacTa

Y nanueHToB MoKUIoro Bo3pacta (65-78 5ier) 3KCIo3uIus aKTHBHOTO METaboInTa B
PaBHOBECHOM COCTOSIHUH Ha 25-35% Bbiie, yeM y 0oJiee MOJIOIBIX MALIMEHTOB MPU HA3HAYCHUN
aHAJIOTMYHBIX 103 npenapaTta Tamudiro. [leproa nmonyBeiBeieHUs penapaTa y MallueHToB
MOKUJIOTO BO3pACTa CYIIECTBEHHO HE OTIMYAJICS OT TAaKOBOro y OoJsiee MOJIOIbIX MmanueHToB. C
Y4ETOM JIaHHBIX 110 SKCIIO3UIMH IIpenapara v ero MepeHOCHMOCTH MAIlHEHTAMH MTOKUIIOTO
BO3pacTa KOPPEKIIUH JT03bI IIPH JICYCHUHU U TPOPIIIAKTHKE TPHIIA HE TpeOyeTCs, eClii HEeT
COITYTCTBYIOILIETO HAPYIICHHs (PYHKIIUU MOYEK CPETHEN WITH TSKEJION CTETEeHU TSHKECTH
(xmupeHc kpearuHuHA MeHee 60 mur/MuH) (cM. pasnaen 4.2).

JIpyrue 0coObIe TPVIIIBI

bepemennvie scenujunul

B xozne 00beIMHEHHOr0 aHaJIn3a NOMYJISLMOHHON (hapMaKOKUHETUKU ObUIO BBISBJIEHO, YTO
npruMeHeHue npenapata Tamudiro B 103e, ykazaHHOH B pasjene 4.2, IpUBOJUT K 0oJiee HU3KOI
HKCIIO3UIIUU aKTUBHOTO MeTaboiuTa (B cpeqHeM Ha 30% B TeueHUE BCeX TPUMECTPOB
OepeMEeHHOCTH) Y O€peMEHHBIX KEHIIIH M0 CPABHEHHUIO C HeOePEeMEHHBIMH JKEHIIIMHAMH.
HaumMenbI1as pacyeTHasi 3KCIO3UIHS, TEM HE MEHEE, OCTAeTCsl BbIIlIe MHTUOUPYIOIINX
KoHIeHTpauuil (3HaueHus 1C95), oqHOBpeMEHHO HaXO0/1ACh Ha YPOBHE TEPANeBTUYECKOTO
BO3ICUCTBUS [UTS Psijia IITaMMOB BUpyca rpurnma. Kpome Toro, pe3ynbTaTsl HaOIr01aTeIbHBIX
UCCIIEIOBAaHHI BBISIBIISIIOT TI0JIh3Y CYIIECTBYIOIIETO PEKUMa JI03UPOBAHHSI B YKa3aHHOM
HOMYJISALUY MAMEeHTOB. Takum 00pa3oM, H3MEHEHUE peXUMa JI03UPOBaHMS Y OepeMEeHHbIX
YKEHILMH ITPYU IPOBEACHUH TE€PANNUU WM NMPO(PUIAKTUKH IPUIIIIAa HE peKOMEHyeTcs (CM. pasien
4.6).

THayuenmol ¢ ocnadreHHbIM UMMYHUMENMOM

Pe3ynpraThl mOonyasMOHHOTO (apMaKOKMHETHYECKOTO aHAIN3a YKa3bIBalOT Ha TO, YTO TEparnus
0CeIbTaMUBUPOM Y MALUEHTOB C OCIa0JICHHBIM HMMYHUTETOM (B3pOCIBIX U JI€Tell B BO3pacTte
<18 net) (kak onucaHo B pazfene 4.2) NPUBOIUT K YBEIMUCHUIO OKUIAEMOM IKCITO3UIIHH (C
npuban3uTenbHo 5% 10 50%) akTHBHOTrO MeTab0JIMTa IO CPABHEHUIO C MAlUEHTaMH C
HOpMaJIbHBIM UIMMYHHUTETOM, UMEIOLIIMH COTTOCTaBUMBIE TIOKA3aTeIN KIMpEeHca KpeaTHHUHA.
Bcenenctue mmpokoro crekTpa 0€30macHOCTH aKTUBHOTO META00JIMTa KOPPEKLUS 103bl Y

ManucHTOB HA OCHOBAHWH X CTaTyCa MMMYHHUTCTA HE Tpe6yeTC$1. O)IH&KO JJI1 TIAallTUEHTOB C
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0CJIa0JICHHBIM IMMYHHUTETOM C HapyleHueM (pyYHKIIMU ﬁ%éﬂ&&%ﬁ)&gg '65'1:5' Tb 0012)

CKOPPEKTUPOBAHBI B COOTBETCTBUH C TpeOOBaHUAMHU paznena 4.2.
PesynbraTel apMaKOKMHETHYECKOTO U (DapMaKOAMHAMUYECKOTO aHAIN3a B PaMKax JIBYX
HCCJIEIOBAaHUM C y4acTHEM MALUEHTOB C OCJIa0JIEHHBIM IMMYHUTETOM yKa3bIBalOT Ha
OTCYTCTBHE 3HAUMMOI1 IOMOTHUTENILHOM MOJIb3bI IPU 00JIee BBICOKOM 3KCIO3UIIMU, HEXKETH
Jl0CTUraeMast 1ocjie IPUMEHEHNs CTaHAAPTHON JI03bI.

eTu
Jlemu 6 so3pacme 0o 1 2o0a
dapMaKkOKHHETHKa, (hapMakoAUHaMUKa U 0€30MacHOCTb npenapara Tamudiiio oreHuBaIKuCh B
JIBYX HEKOHTPOJIUPYEMBIX OTKPBITBIX HCCIIEOBAHUSIX, BKIIOYABIINX HH(PHUIIMPOBAHHBIX
rpuUIIoM sereit B Bo3pacre 10 1 roga (n=135). YpoBeHb KiIupeHca akTUBHOTO METa0OJIUTa,
CKOPPEKTHPOBAHHBIN 110 Macce Tela, CHUKAJCS y MAIMEeHTOB B Bo3pacTe 1o 1 roaa.
Konnentpanuu merabonura Takxke 0osiee BapuaOenbHbl y AeTel JaHHOW BO3PACTHOM TPYIIIIHI.
Hmerommuecs TaHHBIE MOKA3bIBAIOT, YTO JOSHUPOBKA 3 MI/KT y neTeid B Bo3pacte 0-12 mecsies
MO3BOJIIET JOCTUYb KOHLIEHTPALIUK IPOJIEKApCTBAa U aKTUBHOTO METa00INTa, KOTOPbIE
npenonararoT oodecrneueHue 3PpPexTuBHOCTU U Tpod s 0€30MaCHOCTH, COTOCTABUMBIX C
TaKOBBIMH Y JIeTel OoJiee cTapiiero Bo3pacta u 'y B3pOCIbIX MpH npueme npemnapara Tamuduo B
peKoMeH10BaHHOM 7103¢e (cM. pasnensl 4.1 u 4.2). Otmeuasmuecs HP Obutn cormoctaBuMEBI €
npodunaem 0e30macHOCTH y 6oJiee cTapiinx JeTei.
Hert naHHBIX 0 HOCTKOHTAKTHOW NpoduiIakTUKe rpumnmna y aereit miaame 1 roga. [lpopunakruka
BO BpeMsl SIIUIEMUH T'PUIINIA HE U3y4asach y fereit muanamie 12 ner.
TIlocmxonmaxmuas npogurakmuxa epunna y oemeti 8 gozpacme 00 1 2o0a 8o epems nanoemuu
PesynbTaTsl MoaenupoBaHus MPUMEHEHUS Mpenapara B 103UpOBKe 3 MI/KT OJJUH pa3 B CYTKH Y
JIETEH B BO3pacTe 10 1 roga IEMOHCTPUPYIOT, YTO IKCIIO3ULIUS IIperapaTa HaXOUTCS B TOM XK€
JMarnasoHe, 4YTo U IpU PeXXUMe J03UPOBaHUs 75 MI OJIUH pa3 B CYTKH Y B3pPOCIIbIX, HITH
MpeBBIIIAET ero. JKCIO3UIIK MTpernapaTa He MPEeBBIIIaeT FKCIO3ULINI0, HAOII0aBUIYIOCS ITPU
JedeHuu aetelt B Bozpacte A0 1 rona (3 MI/Kr aBa pasa B CyTKH), U 05KMJIA€TCs, YTO MPOdUIh
Oe3omacHOCTH OyIeT cornocTaBuM (cM. pasnen 4.8). KinuHnueckue uccieJoBaHus mo
npoduIakTUKE TPUIIIA Yy AeTeil B BozpacTe 10 1 rojia He IPOBOIMINCE.
Jlemu 6 6o3pacme om 1 2ooa
dapMaKOKMHETHKA OCeJIbTaMHUBHpa U3y4allach B UCCIIEIOBAaHUAX (PapMaKOKWHETUKH
OJIHOKpaTHOM J103b1 Y IETEN U MOJPOCTKOB B Bo3pacTe oT 1 roga 1o 16 ner. DapMakOKUHETHKY
MOBTOPHBIX J103 UCCIIEOBATIHN HAa HEOOJBIIIOM YHCIE JIETeH, KOTOpble MPUHUMAIIN YIacTHE B
KIIMHUYECKOM HcclieJoBaHUH 3P (HEKTUBHOCTU. Y MaleHbKUX JETeH KIMPEHC MpoJieKapcTBa U

€ro aKTUBHOTO MeTa0oJiuTa ObLI BhIIIE, YEM Y B3POCIbIX, PE3yJIbTaTOM YETo SABJsuIach Oojee
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HU3Kas SKCIIO3HINS TIPH JaHHOM 103¢ B MI/KT. Ipn npnﬁg&ﬁ%E?Tms&LFaéM&ﬁ )

koHueHntpanusa OK Obl1a cpaBHIMA C KOHIIEHTPALMEH, MOIy4yaeMoil y B3pOCIBIX MOCIIE
OJTHOKPATHOTO MMPUMEHEHUS 103b1 75 Mr (pubnu3urtensHo 1 mr/kr). @apMakoKHMHETHKA

OceNbTaMUBHUpA Y JIETEH U MOAPOCTKOB B Bo3pacTe OT 12 yieT mojo0Ha TaKOBOW y B3POCIbIX.

5.3. /laHHbIEe JOKJIHHHYECKOH 0€30IacCHOCTH

JloKITMHUYEeCKe JaHHbIe, TOJTYYeHHbBIC HA OCHOBAaHUH CTaHJIAPTHBIX MCCIIEOBAHUH 110
U3y4eHHIO (PapMaKoJIOrHyecKor 6€30MacCHOCTH, TEHOTOKCHYHOCTH U TOKCUYHOCTH TIPH
IOBTOPHOM BBEJICHUH, HE BBIIBUIIM 0COOOH ONAaCHOCTH i yenoBeka. CTaHapTHbIE
UCCJICI0BaHMsI KAHLIEPOT€HHOCTH Ha KpbICaX MPOJEMOHCTPUPOBAIN J0303aBUCUMYIO
TEH/ICHIMIO YYaIlIeH!s] BOSHUKHOBEHHS HEKOTOPBIX OIYXO0JIEH, KOTOPBIE SBIISIOTCS THITMYHBIMH
JUTSL BUZOB TPHI3YHOB, BKJIIFOUEHHBIX B HcciieoBaHue. COmoCTaBsis MpeAeIbHbIE KOHIICHTPAIUN
B HICCIIEIOBAaHUAX HA KPbICaX C KOHLUEHTPALUAMHU, KOTOPBIE OXKHUIAIOTCS MPH IIpHEME /103,
IpEeNoiIaraéMbIX JJIs JIFOJeH, 3TU HaXOJKU He N3MEHSIOT COOTHOILIEHHE PUCKA U MOJIb3bI IIPU
npuMeHeHnr npenapaTa Tamudiio mo 3aperucTpupoBaHHBIM TOKA3aHUSM.

B uccrnenoBanmsax mo U3y4eHHIO TEPATOTEHHOCTH OCEIbTaMUBUpa B 103¢€ 10 1500 mMr/Kr/cyTku
(na kpeicax) u 10 500 Mr/Kr/cyTku (Ha KpOJIMKax) BIUSAHUS HA SMOpHO-(eTanbHOe pa3BUTHE HE
oOHapy»eHo. OcenbTamMuBup B 103€ 1500 MI/Kr/cyTku He BIusu1 Ha (GepTUIBLHOCTD CaMIIOB U
CaMOK KpbIC. B nccieioBanusx mo n3yueHuro mpe- U MOCTHATAIBHOTO MEPUOIOB PA3BUTHS Y
KpBIC TP BBEICHUHU OocelbTaMuBupa B 103€ 1500 Mr/Kr/cyTkn HabII0Ja10Ch YBETUUEHNE
HepuoJia poJIoB: Mpejiesl 6e30MaCHOCTH MEX Ty SKCIO3HLIMEH [Tl YeoBeKa 1 MaKCUMaIbHOH He
okasbIBarolel a¢pexra 1030i y kpbic (500 Mr/Kr/cyTkn) 11 ocenbTaMuBupa Boiie B 480 pa3s, a
JUIsl €r0 aKTUBHOT'O MeTabonuTa - B 44 pa3za. DKCIO3ULIKA Y MJI0JI0B KPBIC U KPOJIUKOB
cocTapsuia npubnusurensHo 15-20% ot TakoBo# y Matepw.

OcenbTaMHUBUP U AKTUBHBIA META0OIUT MIPOHUKAIOT B MOJIOKO JIAKTUPYIOIIUX KpbIc. CoriaacHo
OTPaHUYEHHBIM JaHHBIM OCEIbTAMUBHUP U €0 aKTUBHBINA METAOOINUT MPOHUKAIOT B TPYHOE
MOJIOKO YerioBeka. [1o pe3ympTaraM SKCTParoIsSIuy JaHHBIX, TOJYYSHHBIX B UCCIICIOBAHUAX Y
YKUBOTHBIX, UX KOJMYECTBO B TPYJTHOM MoJIoKe MOeT cocTaBisaTh 0.01 mr/cytku u 0.3
MTI/CYTKH, COOTBETCTBEHHO.

B03MOXHOCTB pa3BUTHS KOKHBIX aNIEPTHUECKUX PEAKIUN IPU pUEeMe OcelbTaMUBUPA
HCCJIeIOBAJIacCh HA MOPCKUX CBHHKAaX € IOMOIIIbIO TecTa «Makcumuzanum». [Ipumepno y 50%
POTECTUPOBAHHBIX MOPCKUX CBMHOK IIPY BBEACHWU MaKCHMAJIBHBIX 103 aKTHBHOHN CyOCTaHIIMA
ocelbTaMUBUpa HaOII0/1a1ach CEHCUOMITU3AIMS KOXKH B BUJIE IpUTEMBI. TakKe BBISBICHO
o0paTtumMoe pazIpaxeHue Iaa3 y KpOoJIUKOB.

B To Bpems kak 0ueHb BBICOKHE IEpOpalibHBIE OTHOKpaTHbIE 10361 (1310 Mr/kr) conu

ocenpTamMuBupa (hocdaTta He OKa3bIBAIHM BIHUSIHUS HA B3POCIBIX KPBIC, JaHHBIE TO3bl OKa3bIBAIH
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TOKCHYECKOE JICHCTBUE Ha HE3PEIbIX 7-THEBHBIX ﬂeTeHH':IHle_f/f%%B&I%%%&E&tﬁagﬁﬁb%ﬁﬁlx

ru0enu KUBOTHBIX. J[aHHBIE SIBIICHUS HAOJIIOJAJIMCh TIPU IPUMEHEHUH 103 657 MI/KT 1 BBILIE.
[Tpu npumenennu 10361 500 MI/KT B TOM YKCIIE TIPU ATUTEIHHOM IIPUMEHEHUH B 1103¢ 500
MI/KT/CYTKH ¢ 7 110 21 IeHb TOCTHATAILHOTO MEpHo/a HeXenaTeabHbIX 3 dexToB He

HaOJIFOJAJIOCh.
6. ®APMALEBTUYECKHUE CBOMCTBA

6.1. Hepeqenb BCIIOMOraTeJ/JIbHbIX BCIIECTB

Coiep:KMMO¢E KaIlCyIIbl:

Kpaxmall IpexeIaTHHU3UPOBAHHBIN;
nosugoH K30;

HATPUS KPOCKAPMEIUI03a;

TaJIbK;

HaTpus creapuidymapar.

0O00J109Ka KaCyJIbL:

Kopnyc

JKEJIaTHH;

KpacuTenb xenesa okcup uyepHsiii (E172);
tutana nuokcun (E171).

Kpviweuka

JKEJIaTHH,

KpacuTelb xeneza okcu kpacHelil (E172);
KpacHuTelb xene3za okcua xkentoiil (E172);
tutana nuokcun (E171).

YepHuaa aiad HaHECSHU HAANWCH Ha KaIlCye:

ATaHOII;

IeJiakK;

OyTaHoT,

tutana auokcup (E171);

JIaK aIFOMUHHUEBBINA HA ocHOBe MHaUTOKapmuHa (E132);
ATaHOJI IEHATYPUPOBAHHBIN [CIIUPT METUIIMPOBAHHBIH |;

MOT'YT UCIIOJIb30BAaThCSI KOMMEPUYECKH JOCTYIHBIC YepHuiia, Hanpumep, Opacode S-1-4118 Blu.

6.2. HecoBMeCTHMOCTD

He npumennmo.

6.3. Cpok roqHoCTH (CPOK XpaHeHHs )
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7 1er.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH PU XPaHEHHH

XpaHuTh Ipu TeMnepatype He Boimre 25 °C.

6.5. XapakTep u coaep:kaHue MEPBUYHON YIAKOBKH

[To 10 xancys B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY (OJUCTEp), H3TOTOBJICHHYIO U3 TPHUILJICKCA
(IIBX/TIS/TIBAX) 1 Gosbru amroMAHUEBOM.

1 GmcTep BMECTe C JIMCTKOM-BKIIAIBIIIEM IMOMEIIAIOT B KAPTOHHYIO MAYKY.

C 1enbro KOHTPOJIS IEPBOTO BCKPHITHS HA MAYKy HAHOCHTCS 3allMTHAS rojiorpadudeckas

HaKJIeHKa.

6.6. Oco0Oble Mepbl PEIOCTOPOKHOCTH NMPH YHUUYTOKEHHH UCI0JIb30BAHHOTO
JIEKAPCTBEHHOI0 Mpenapara UM 0TX0/10B, MOJIYy4YeHHBIX M0cJ/Ie TPUMEHeHusI
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUMyJIALMHU ¢ IPenapaToM

[Tpu HeobxonuMocTH pabOTHHUK alTEKH MOXKET MPUTOTOBUTH CYCIIEH3UIO 6 MI/MII U3 Karcy
npenapata TamudIro, UM TalMeHT MOKET IPUTOTOBUTH €€ IoMa.

HpI/IFOTOBJIeHI/Ie CYCIICH3MHU B alITCKE NPCANOYTHUTCIBHEC ITPUTOTOBJICHUIO B JOMAIITHUX
YCIIOBHSIX.

J{ns mpuema cycrneH3uu, NPUroTOBJICHHON SKCTEMITIOPAJIBHO KakK B alTeKe, TaK U
MPUTOTOBJIEHHON B JIOMAIlIHUX YCIOBUSX, TOJXKEH UCTIOIb30BATHCS TO3UPYIOLIUI ITPHIL
COOTBETCTBYIOIIET0 oObeMa. JIjist 000uX ciydaeB MpeaouTUTENbHES, YTOOBI ObUIH CIeTaHblI
METKH JUII 0003HAYEHUSI HEOOXOAMMOro o0beMa.

HDI/IFOTOBHGHI/IG CYCIICH3HUHU B aIlITCKC

Cycnemu;z 6M2/]l/l]l, npucomoe6l1eHHAsl IKCMeMNopajlbHO U3 Kancyi

BS’DOCJZble, nodpocmku, odemiu 6 6o3pacme om 1 20()(1, Komopble He Mo2ym 2/lonams Kancyijbvl uiu

Komopbim mpe6yemc;1 paszoea 003a menee 75 me

JlanHast METO/IMKA OMUCHIBAET IPUTOTOBJIEHUE CYCIIEH3UU 6 MI/MII, KOTOpasi 00ECIeUUT OJJTHOTO
NAUEHTa JOCTaTOUYHBIM KOJIMYECTBOM JIEKAPCTBEHHOTO CPENICTBA )i S-ITHEBHOT'O Kypca
neuenust 1100 g 10-1HEeBHOrO Kypca npoduiaakTuky. [l manueHToB ¢ 0clabIeHHBIM
MMMYHHUTETOM HE0O0X0aUM Kypc jedeHus 10 guei.

PaGoTHUK anTeku MOKET MPUTOTOBUTH CYCIIEH3HUIO 6 MI/MJI U3 Karcyi npenapara Tamuduiro 75
MT UCHOJb3Ys BO1y, coaepxairyto 0.05% Gen3zoaTta HaTpusi, KOTOPBIN 100aBIsETCS B KaUeCTBE
KOHCEpPBAHTA.

Bo-nepBbix, paccunTaiite TpeOyemblii 001IMii 00beM Ha 5-AHEBHBIN Kypc jeueHus win 10-
JHEBHBIN Kypc A npoduinakTuku. O01muil 00beM onpeaenseTcs UCX0As U3 Macchl Tena

NanucHTa B COOTBCTCTBUU C pPCKOMCHAAIUAMU B TaGJIHLIG, HpeHCTaBHeHHOﬁ Hroxe. YToOs!
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B THERH AL TH 001,

(CNEPTHOMY OTYETY

TEPaNeBTUYECKYIO 103y B CYTKHM Ha IPOTSKEHUU S5 THEN) PU IPUTOTOBJIEHUH CYCIIEH3UH

CIICAYCT OPUCHTUPOBATHCA HA KOJIOHKY C YKAa3aHUCM ITOTCPU JICKAPCTBCHHOI'O CPCACTBA ITPU

HU3MCPCHHU.

I[J'ISI IIannMCHTOB C 0CJ1a0JI€HHBIM HMMYHHUTCTOM paCCqHTaﬁTe O6H.IPII>1 00BeM CYCIICH3H1U,

KOTOPBII HEOOXOAMMO MPUTOTOBUTH U BBIAATH MAIIMEHTY A5 10-THEBHOTO Kypca JeUeHHs.

Tpebyemblit 001l 06beM ISl MAITUEHTOB C OCIA0JICHHBIM UMMYHUTETOM ONPEIEIseTCS

HCXOJd U3 MACChI TC€JIa MAalMUEHTAa B COOTBETCTBUHU C pEKOMEHAALIUAMU B Ta6n1/1ue,

MIPEACTaBICHHON HIKe. UTOOBI 00€CIIeunTh TOYHOCTh 0TOOpa HeoOxoauMoro oobema 10 20 103

(o 1Ba 0TOOpPA HA CYTOYHYIO TEPANEBTUYECKYIO 103y Ha MpoTshkeHuu 10 mHeit) npu

IMPUT'OTOBJICHUUN CYCIICH3UU CIICAYCT OPUCHTUPOBATHECA HA KOJIOHKY C YKa3aHHUEM IIOTCPU

JICKAPCTBCHHOTI'O CPCACTBA ITPH UBMCPCHUU.

O06mbem cycrieH3un 6 MI/MJi1, KOTOPBIN H3TOTaBIMBACTCS B allTeKe UCXOJIS M3 MACChI Tela

nanueHTa Juist 5-1HEeBHOTo Kypca JieueHus win 10-1HeBHON nTpopuiIaKTHKU

Macca teaa (kr)

OO0muii 00beM IJISI CMEIINBAHNSA B
3aBHCHMOCTH OT MAaCChl NAallHEHTA
(Mur)

IloTepu B u3MepeHuu He

OO0muii 00beM IJI CMEIINBAHNSA B
3aBHCHMOCTH OT Macchl NaIlMEHTAa
(vur)

IloTepu B M13MepeHNH YYUTHIBAOTCS

YUYHMTBIBAIOTCS
ot 10 mo 15 xr 50 mn 75 M
>15 go 23 kr 75 Mn 100 mx
>23 1o 40 kr 100 M 125 M
>4(0 Kr 125 mn 137.5 mn

OO0BeM IPUTOTOBJICHHON B allTeKe CYCIEH3UU 6 MI/MJI, KOTOPBIN M3rOTaBIMBACTCS B allTEKe

MCXO/S U3 Macchl Teja nanuenTta A 10-a1HeBHOro Kypcea JJeueHus y MalueHTOB ¢ 0CIa0IEHHBIM

HMMYHUTCTOM

Macca teaa (kr)

OO0muii 00beM JJIs1 CMEIIMBAHNSA B
3aBHCHMOCTH OT MacCChl NAIHEHTA
(Mur)

IHoTepu B u3MepeHuu He

OO0muii 00beM AJI CMeIIMBAHUSA B
3aBHCHMOCTH OT MaccChl MAIHEHTA
(vur)

IloTepu B M13MepeHNH YYUTHIBAKOTCS

YUYHMTBIBAKOTCS
ot 10 mo 15 xr 100 Mt 125 Mo
>15 go 23 kr 150 M 187.5 M
>23 mo 40 kr 200 mn 250 mn
>40 kr 250 mn 300 M

Bo-BTOpBIX, OnpenenuTe KOJIMUecTBO Karcyil U pacTBOPUTENs (BOJIbI, CoiepKalleil B KauecTBe

koHcepBaHTa 0.05% OGeHzoat HaTpus), KOTOpBIE TPEOYIOTCS AJIsl IPUTOTOBJICHHUS 00IIEro o0beMa
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 29.05.2025 N= 13613

(BBICYUMTAHHOTO HA OCHOBE TaOJIMIIbI, TPEACTABACHHOMN Bh%i%g}éﬁll— %%H\&']&i‘ C;HI]ICI?iHO

B IIPECTaBICHHON HUXKE TaluIIe.

KomnaectBo KallCyJ 1 BOJbI, HCO6XO,I[I/IMBIX JJI IIPUT'OTOBJICHU A O6H.[Cl"0 o0beMa CYCIICH3UH 6

MI/MJI B aniTeke (U1 5-aHEeBHOTo Kypca jiedeHus win 10-1HeBHON TpOQHIaKTHKH)

OO0uuii 00bem moayuaemoii | Heo0xogumoe koimuectBo | HeoOxogumoe K0JM4eCTBO
CyCIIeH3HH KAaIcyJl mpenapara BO/IbI
Tamuduo (75 mr
oceJIbTAMUBHUPA)
75 M 6 xancyn (450 mr) 74 mn

100 M 8 karcyi (600 mr) 98.5 M

125 mn 10 xancyn (750 mr) 123.5 mn

137.5 mn 11 kancyn (825 mr) 136 M

KomnuectBo KarcCyJ U BOJbI, HCO6XO,I[I/IMLIX JJIA IIPUTOTOBJICHUA O6H.[CFO o0beMa CYCIICH3UHU 6

mr/mi B anteke (st 10-IHEBHOTO Kypca JICUeHHs MAIMeHTOB ¢ 0CJIa0JICHHBIM HMMYHUTETOM)

OO0umii 00bem nosryuyaemoii | Heodxogumoe koiuvyectBo | Heodxoaumoe KoJM4ecTBO
CyCleH3uu KarfncyJ npemnapara BO/IbI
Tamuduo (75 mr
0CeJIbTAMHBHPA)
125 Mo 10 kancyn (750 mr) 123.5 mu
187.5 mn 15 xancyn (1120 mr) 185 mn
250 mn 20 xancyn (1500 mr) 246.5 mn
300 mn 24 xancynsl (1800 mr) 296 M

B-tperbux, cnenyiite nporeaype NpuroToBiaeHus cycnen3uu npenapara Tamudoto (6 mr/mi) us

Karcy:

1. B creknsHHBIN MEpHBIN CTaKaH MOIXOSIIETO pa3Mepa MOMECTUTE YKa3aHHOE KOTUYECTBO
BOJIbI, cojiepxalieil B kauectBe koHcepBanta 0.05% m/00 Gen3zoara HaTpusl.

2. Jlo6aBbTe yKa3aHHOE KOJIMYECTBO COIEPKUMOTO Karcyd npernapara TaMugro, OTKpPBIB
KaX/1yI0 Karcysny U IOMECTUB COJIEPKUMOE KaXKJJOU KarlCyybl HEITOCPEICTBEHHO B
CTEKJISIHHBIN CTAKaH C BOJIOU.

3. Tlpu momomy NOAXOMAIETO YCTPOHCTBA s TIEPEMEITNBAHUS, TIEpEMEIIIANTE COIEPKIMOE

CTaKaHa B TEUCHHUE 2 MUHYT.
[Ipumeuanue: akTUBHOE BEILIECTBO OCelIbTaMHUBHpa Gocdat Jerko pacCTBOPUMO B BOJIE.
Cycnensus 06pasyeTcst BCeACTBIE Colepykanus B Karcynax npenapata Tamudimo®
HEPACTBOPHMBIX BCIIOMOTATEIHHBIX HHTPEIUEHTOB.

4. Tlepeneiite cycreH3uIO B OyTHUIKY U3 TEMHOTO CTeKIa uin nosmatuiaeHtepedranara (PET).

Uto0s! n30ekKaTh MPOTUBAHUS, HCIIONB3YHTE BOPOHKY.

33



COOTBETCTBYET ZKCNEPTHOMY OTUETY

5. 3akpoiite OyTBUIKY CICIIUATBLHOM MPOOKOH ¢

ot 29.05.2025 N= 13613

sammrol AR OBATENEHOCTL 0012)

6. Haxuneiite Ha OyTBUIKY 3THKETKY C HAANMUCKIO: «Ilepen UCIoIb30BaHMEM OCTOPOKHO

B300JITATHY.

HpI/IMe‘IaHI/ICZ nepea NpuMEHCHUEM IIPUT'OTOBJIICHHYIO CYCIICH3HUIO OCTOPOXHO B36OJ'ITaTB,

9TOOBI CHU3UTD TEHACHIWIO BOBJICUCHHUA BO3yXaA.

7. W3BectuTe poAMTENs WIM ONEKYHA O TOM, 4YTO HEOOXOIMMO BHIOPOCUTH JIFOOOH OCTaBIIUICS

MaTepHall Imociie 3aBepUICHNs JIeUeHHU. DTy HHPOPMALIUIO PEKOMEHTyeTCsl 100aBUTh B BUJIE

HOHOHHHTCHBHOﬁ OTUKETKH Ha 6YTI>IJ'IK6 HJIN B BUJC I/IH(i)OpMaHI/II/I Ha alTEeYHOHN STHKETKE.

8. Haknelite Ha 6YTI)IJ'IKy 9TUKETKY CO CPOKOM I'OJHOCTHU B COOTBETCTBHUH C YCIIOBUAMU

XxpaHeHus (cm. pazzaen 6.3).

9. HaxuneiiTe Ha OyTBUIKY alITEYHYIO 3TUKETKY, HA KOTOPOW HAIMCAaHbl UM TTALUEHTA,

HHCTPYKIHUHA 11O JO3UPOBAHUIO, CPOK I'OAHOCTU, HA3BAHUC JICKAPCTBCHHOTI'O IIpCIiapara 1

Apyras H606XOI[I/IMa$I I/IH(I)OpMaLII/IH B COOTBCTCTBHU C JIOKAJIbHBIMH Tpe6OBaHI/I$IMI/I.

I[J'ISI IMOJIYYCHHA OOJIKHBIX I/IHCTp}/KIII/Iﬁ 10 JO3UPOBAHHUIO CM. Ta6JII/IIIy HUMKC.

KapTa pacucTa JO3UPOBaAHUS JJIS1 CYCIICH3UU 6 MF/MJ'I, Hle"OTOBJ'ICHHOﬁ OKCTCMIIOPAJIbHO U3

Karicyl npenapata Tamugoto B anTeke A AeTel B Bo3pacTe oT 1 roaa

Macca tena | [loza | Oobem Ha | TepaneBTuyeckas | Tepanesrudeckas | [Ipopunakruueck
(kr) (mMr) |ogny 03y 6 J103a a03a asi 1o3a (nas 10
MI/MJI (nJis1 S nHei) (no1s1 10 gHeit) AHei)
Jist manueHToB ¢
0cJIa01eHHBIM
HMMYHHUTETOM
oT 10 kr mo |30 mr 5 M 5 M1 7Ba pas3a B 5 M1 ABa pasza B 5 MJT OJIUH pa3 B
15 kr CyTKH CyTKH CYTKH
>15 1023 kr |[45mr| 7.5 mn 7.5mn nBapazaB | 7.5 miu gBapasaB | 7.5 M OQUH pa3 B
CYTKH CYTKH CYTKH
>23 1040 kr (60 mr| 10 mn 10 mn nBapazaB | 10 mu gBa pazaB | 10 mMa oguH pa3 B
CYTKH CYTKH CYTKH
>40 kr 75wmr| 125wmn | 12.5 mu nBapa3za B | 12.5 M 1Ba pa3a B | 12.5 mu1 onuH pas3 B
CYTKH CYTKH CYTKH

*P €KOMCH/IOBaHHAas NPOAOJKUTECIILHOCTD JICUYCHHUS Yy NALIMECHTOB C oca0JIEHHBIM HUMMYHHUTCTOM (21 FO,Z[)

cocraisieT 10 mueit. [l 6onee nmoapoOHOI nHpOpMaIuK cM. pazjen 4.2.

BergaiiTe CycrieH3u0 BMECTE CO CIIEIMAIBHBIM I'PalyMPOBAHHBIM IIITPUIIOM, ITPEJHA3HAYEHHBIM

JUISl OTMEPUBAHUS MaJIBIX 103 CycrieH3u . [10 BO3MOXKHOCTH I KK I0TO MalMeHTa cleanTe

OTMETKY Ha IIIPHUIIE, COOTBETCTBYIONIYIO MOIXOAIIEH 103€ (CM. TaOIUITy BBIIIE).
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A03bI C NOAXOAAIUM CIIaJKUM MUIICBBIM IPOAYKTOM, TAKMM Kak CJiaaKad BOJa, IHOKOH&I[HLIﬁ

CHUPOII, BUIIHEBbII CUPOIL, COYCHI I JECEPTOB (HAIIpUMEpP, KapaMeIbHbIM UM CO BKYCOM

CIIMBOYHOU TTOMAJIKH).

Jlemu 6 so3pacme 0o 1 200a

JlaHHast METO/IMKA OMUCHIBACT IPUTOTOBIICHUE CYCTICH3UU 6 MI/MJI, KOTOpasi 00ECTIIEUUT OJTHOTO

NnanueHTa JOCTATOYHBIM KOJUYCCTBOM JICKAPCTBCHHOI'O CPEACTBA AJIA 5-IHEBHOT'O Kypca

nedenus 100 s 10-1HEBHOTO Kypca NpopUIaKTHKU. J[J1s MalueHTOB ¢ 0CIa0JIeHHBIM

MMMYHHUTETOM HE00X0auM Kypc jiedeHus 10 qHei.

PaboTHHK anTeku MOKET MIPUTOTOBUTH CYCIIEH3HMIO 6 MI/MJT U3 Karcyl npernapara Tamudoaro 75

MT UCTOJB3Ys BOMy, coaepxanryto 0.05% Genzoarta HaTpus, KOTOPBIA J00aBIsSETCS B KAYECTBE

KOHCCpBAHTA.

Bo-nepBbix, paccunTtaiite o0mii 00beM, KOTOPBI HEOOXOUMO MPUTOTOBUTD U BBIJIATh

nanuenty. Tpedyemblii 001IMit 00bEM ONPEEISIETCS] HCXOS U3 MAacChl TeJla MalueHTa B

COOTBECTCTBUU C pCKOMCHAAIUAMU B Ta6JII/IHe, HpeI[CTaBHeHHOﬁ HIDKE: 9TOOBI U3BJIEYh TOYHBIN

00wem 10 10 o3 (o 2 3a60pa eueOHbIX 103 B ICHb HA IPOTSHKEHUU 5 THEH) cienyer

OpPUCHTHUPOBATHCS HA KOJIOHKY, YKa3bIBAOIIYIO CTCIICHb paCXoJa IIpeliapara.

Jl1s manmeHToB ¢ 0c/1abJIeHHBIM UMMYHUTETOM paccuuTaiTe o0l 00beM CycreH3uu,

KOTOpBIfI H€O6XOI[I/IMO IMPUTOTOBUTH U BbIAATH MALIUCHTY AJIA IO-I[HCBHOFO KypcCa JICUCHUA.

Tpe6yeMLH71 O6H.[PII>1 00BeM OMpECACIIICTCA NCXOA U3 MACCHI TCJIa MAllUCHTA B COOTBETCTBHUU C

PEKOMEHAaIUsIMU B Ta6J'II/II_Ie, HpeﬂCTaBﬂeHHOﬁ Hike. UToOBI 00eCIIeYnTh TOYHOCTD 0T60pa

Heobxoaumoro oorema 70 20 103 (1o 1Ba 0TOOpa HA CYTOYHYIO TEPANEBTHUYECKYIO 103y HA

npoTskeHuu 10 qHei) mpu NPUTroTOBIEHUH CYCIIEH3UU CIIEyeT OPUEHTHUPOBATHCS Ha KOJIOHKY C

YKa3aHHuEM IMOTEPHU JICKAPCTBECHHOI'O CPEACTBA ITPHU USMEPCHUU.

OO0BeM IPUTOTOBJICHHON B allTEKE CYCIIEH3UU 6 MT/MII, KOTOPBIA N3TOTaBIMBACTCS UCXO/ISI U3

Macchl Tesa nanueHTa (171 S-THEeBHOTo Kypca JiedeHus uiu 10-1HeBHON NpOoPUITaKTHKY)

Macca Tena OO01muii 00beM IJISI CMEINNBAHNSA B OO0muii 00beM IJI CMEINNBAHNSA B
(kr) 3aBHCHUMOCTH OT Macchl Tejia 3aBHCHMOCTH OT MacChl TeJIa MalHeHTa
nagveHTa (MJ) (mun)
IloTepu B u3MepeHuu He IloTepu B M13MepeHNH YYUTHIBAKOTCS
YUYHMTBIBAIOTCS
<7 xr 1o 40 mn 50 M
>7 no 10 kr 50 mn 75 mn
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OO0BeM IPUTOTOBJIICHHON B allTeKe CYCIICH3UH 6

COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 29.05.2025 N= 13613

/v, KOSt Ot R A R St 3

Macchl Tena naueHTa uist 10-1HeBHOro Kypca JISYSHHs! Y TTAIMEHTOB ¢ 0CIa0IeHHBIM

HMMYHUTCTOM

Macca tena (kr)

OO0mmii 00LeM IJIS CMellIMBAHUSA B
3aBHCHMOCTH OT MacCChl NAIHEHTA

OO0mmii 00eM IJI9 CMEIIMBAHUSA B
3aBHCHMOCTH OT MacCChl MAIIHEHTA

(mu1) (vur)
IloTepu B u3MepeHnu He IoTepu B M3MepeHNH YYUTHIBAKOTCS
YUYHMTBIBAIOTCS
<7 xr Jo 80 mn 100 M
>7 mo 10 xr 100 mn 125 M

Bo-BTOpBIX, OllpeennTe KOIMUYECTBO KANCysl U pacTBOPUTEIA (BOJIbI, COZIepKalllell B KaUeCTBE

koHcepBaHTa 0.05% OeHzoaT HaTpus), KOTOpPbIe TPEOYIOTCS sl MPUTOTOBJICHUS 0011Iero oobema

(BBIC‘II/ITaHHOFO Ha OCHOBC Ta6J'II/II_[LI, HpeHCTaBHCHHOﬁ BLII_I_IG) CYCIICH3UU 6 MF/MJ'I, KaK OIIMCaHO

B IIPEACTABICHHOM HIKE TAOJIHIIE.

KonmuaecTBo Karcynn v BoAbl, HEOOXOAUMBIX JUIsl IPUTOTOBIICHUST 00IIET0 00beMa CyCIIeH3uH 6

Mr/mit B anteke (st S-AHEeBHOTO Kypca JieueHus Wik 10-1HeBHON MPohHIaKTHKN)

O61mii 00bemM Heo6xonqumoe kosimuectBo | HeoOxoaumoe KoJa1u4ecTBO
MOJIy4aeMoii CycreH3un KarncyJa npemnapara BOJIbI
Tamudaro
(75 mr ocesbTamMuBHpA)
50 mn 4 xancyser (300 mr) 49.5 mn
75 mn 6 karcyn (450 mr) 74 mn

KonuyecTBo Karncys u Bojbl, HEOOXOIUMBIX ISl IPUTOTOBIIEHUS O0OIIET0 00bemMa CycreH3un 6

mr/mi B anteke (st 10-THEBHOTO Kypca JISYeHUs! Y MAIMEHTOB C 0CIa0JICHHBIM UMMYHUTETOM)

OO0mmii 00bem moayuaemoii | Heo0xogumoe K0JIMYECTBO Heo0xoanMoe koJIm4ecTBO
CyCIeH3UH KalcyJ1 npenapara BOJIbI
Tamu o
(75 Mr ocessbTAMHUBHPA)
100 mu 8 xarrcyi (600 mr) 98.5 mn
125 mn 10 xamcyn (750 mr) 123.5 M

B-Tpetbux, cneayiite npoienype NpUroToBiIeHUs cycrieH3uu npenapara Tamuduiro (6 Mr/mi) u3

KarcyJ:

1. B cTexnasHHbBIN MepHLIfI CTaKaH MOAXOJAICT0 pasMepa IIOMECTUTE YKA3aHHOC KOJIUYCCTBO

BOJIBI, cojiepkalieil B kauectBe koHcepBaHTa 0.05% m/06 OeH3oart HaTpusl.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 29.05.2025 N= 13613

Jlo6aBbTe yKa3aHHOE KOJIMYECTBO COACPIKUMOIO Kanwgll;plﬁgd;%h"f%g', Jﬁk]gf,:hl::'

KQKJIYIO Karcyily U IOMECTUB COACPKUMOE KaXKI0M KaIlCyJibl HEMOCPEICTBEHHO B
CTEKJISIHHBI CTAKaH C BOJIOM.

[Tpu nmomo1y NOAXOASAIIEro yCTPOMCTBA Ui NepeMellInBaHus, IepeMelIaiiTe coaepKIuMoe
CTaKaHa B TEUECHUE 2 MUHYT.

[Ipumedanue: akTHBHOE BEIIECTBO OCeNbTaMuBHpa Gocdar Jerko pacTBOPUMO B BOJIC.
CycrnieHsus o6pa3yeTcs BCIEACTBUE COJEpKaHus B Kancynax npenapara Tavudmo®
HEPACTBOPUMBIX BCIIOMOTATEJIbHBIX HHIPEIUCHTOB.

[Tepeneiite cycneH3uio B OyTHIIKY U3 TEMHOTO CTEKJIa Wiy nosmdtuiaeHtepedTanara (PET).
Uto0BI n30ekKaTh MPOJTUBAHUS UCTIOIB3YHTE BOPOHKY.

3akpoiiTe OyTHUIKY CHEIUATBLHON IPOOKOH C 3alIUTON OT ACTEeil.

HaxkneiiTe Ha OyTBhUTKY 3TUKETKY ¢ Haanuceto: «llepen ncnoap30BaHNEM OCTOPOKHO
B300JITaThHY.

[Ipumeuanue: nepea NPUMEHEHHEM MPUTOTOBJICHHYIO CYCIIEH3HIO0 OCTOPOKHO B30OJITATh,
4TOOBI CHU3UTH TEHJICHIIUIO BOBJICUCHHUS BO3/yXa.

W3Bectute poauTeNs WIKA OMIEKyHA O TOM, YTO HEOOXO0IMMO BBIOPOCHUTH JIFO0O0M OCTaBIIUKCS

MaTepHrall 1ocCJIC 3aBCPIICHUA JICUCHUS. 9Ty I/IH(bOpMaI_II/IIO PEKOMCHAYCTCA I[O68.BI/ITL B BUJC

I[OHOJ'[HI/ITGJ'II)HOI\/JI OTHUKCTKHU Ha 6yTI)IJ'IKe niIn B BUAC I/IH(i)OpMaIH/II/I Ha anTEeYHOM YTUKETKE.

8. HaxkureliTe Ha OyTBUIKY STHKETKY CO CPOKOM T'OJTHOCTH B COOTBETCTBHH C YCJIOBHSIMH

xpaHeHus (cM. pazzen 6.3).

9. HakuneiiTe Ha OyTBUIKY alITEYHYIO 3TUKETKY, HA KOTOPOW HalMCaHbl UMS MaLUEHTa,

HHCTPYKIUHU IO AO3UPOBAHUIO, CPOK I'OJHOCTH, HA3BAHHUEC JICKAPCTBCHHOI'O ITp€TiapaTta u

npyras HeoOxonuMasi nH(GOpMalus B COOTBETCTBUU C JIOKAIbHBIMU TPEOOBAHUSMH.

I[J'IH TMOJIYUCHU A OOJIKHBIX I/IHCTpYKI_[I/Iﬁ 10 JO3UPOBAHUIO CM. Ta6JII/II_Iy HHWIKC.

WNHcTpyKIus 1o 103UpOBKe CyclieH3uun npenapara Tamudiro 6 Mr/mi, MpUroToBIeHHON B

arnTeKe U3 Karcyl, JUisl IeTel B Bo3pacTte 110 1 rona)

MaccaTena | Jloza | O6bem | TepaneBt | TepanesTndecka | Ilpodpmnakrudec | PexomengoBa
(oxpyriaenHa | (mr) oqHOW | W4yeckas 1 1032 Kas 1034 HHBII pa3mep
1 10 03Bl 71032 (B Teuenue 10 (B Teuenue 10 NMUNETKH-
Ommekaiux (6 (B TeueHuUe aHen*) JHel) ao3aropa
0.5 kr) Mr/mi) | S aHei) IanueHTsI ¢ (rpaagyupoBka
0cJ1a0JIeHHBIM 0.1 M)
HMMYHUTETOM
3 Kr 9 mMr 1.5mn | 1.5mmasa | 1.5 mur qBa paza B | 1.5 mur onwH pas B 2.0 M
pasa B CYTKH CYTKH i 3.0 M
CYTKH
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 29.05.2025 N2 13613

3.5kr 10.5 1.8 mim | 1.8 M aBa | 1.8 M aBa ﬁg'a"i;"'_i E%"hﬁ'b’ﬂ;@%i&ﬂ' CT5 Z'.i(i 1&3&-’
MT pasa B CYTKH CYTKH v 3.0 mit
CYTKH
4 xr 12Mmr | 2.0Mm1 | 2.0 v gBa | 2.0 mur aBa pa3a B | 2.0 Mur oviH pa3 B 3.0 Mt
pasa B CYTKH CYTKH
CYTKH
4.5 kr 135 | 23 mn | 2.3 mmaBa | 2.3 M aBa pa3a B | 2.3 M1 OMH pa3 B 3.0 Mo
MT pasza B CYTKH CYTKH
CYTKH
5 kr I5Mr | 2.5ma | 2.5vmaBa | 2.5 Mt aBa pa3a B | 2.5 MJI OIWH pa3 B 3.0 Mt
pasza B CYTKH CYTKH
CYTKH
5.5kr 165 | 2.8 ma 2.8 M1 2.8 M1 mBa paza B | 2.8 MJI OZTWH pa3 B 3.0 M
Mr JiBa pa3a B CYTKH CYTKH
CYTKH
6 Kr 18 Mr | 3.0 ma1 3.0 M1 3.0 mn nBa pa3za B | 3.0 M1 0uH pa3 B 3.0 M
JlBa pa3a B CYTKH CYTKH i 5.0 M
CYTKH
6.5 kT 195 | 33 Mmn 3.3 M 3.3 M 1Ba paza B | 3.3 Mu1 oivH pa3 B 5.0 M
Mr JiBa pa3a B CYTKH CYTKH
CYTKH
7 xr 21 mr | 3.5 Mn 3.5 mn 3.5 mu nBa pa3za B | 3.5 Mi ouH pa3 B 5.0 M
JiBa pa3a B CYTKH CYTKH
CYTKH
7.5 kr 225 | 3.8wmn 3.8 M 3.8 Myt 1Ba pa3a B | 3.8 MU 0J1MH pa3 B 5.0 M
MT JIBa pasa B CyTKH CYTKH
CYTKH
8 kT 24 mr | 4.0 ma 4.0 M 4.0 M aBa paza B | 4.0 mu1 o1MH pa3 B 5.0 M
JIBa pasa B CyTKH CYTKH
CYTKH
8.5 kr 255 | 43 mn 4.3 mn 4.3 mn nBa paza B | 4.3 MJ OAMH pa3 B 5.0 M
MT JIBa pasa B CyTKH CYTKH
CYTKH
9 kr 27 wmr | 4.5 Mn 4.5 mn 4.5 M aBa paza B | 4.5 MJI OIWH pa3 B 5.0 M
JIBa pasa B CyTKH CYTKH
CYTKH
9.5 kr 285 | 4.8 mn 4.8 M 4.8 M1 1Ba paza B | 4.8 MII OJIMIH pa3 B 5.0 M
Mr JIBa pasa B CyTKH CYTKH
CYTKH
10 xr 30mr | 5.0 ma 5.0 M 5.0 mn 1Ba pasa B | 5.0 mu1 oiuH pa3 B 5.0 M
JIBa pasa B CyTKH CYTKH
CYTKH

*PCKOMCHHOBaHHa}I JJIATCIBHOCTD JICUCHHA Y MMALIUCHTOB C oc1a0JIeHHBIM HUMMYHUTCTOM (0-12 MCCHI_IGB)

cocrapysieT 10 aueit. [TogpoOHyro nHGOpMarHio cM. B paszaene 4.2.

Brinaiite cycneH3nio BMeCTe CO CrielnaibHbIM I'PaAyHPOBAHHBIM LITTPUIIOM, MPEAHA3HAYEHHBIM

AJI1 OTMCPUBAHUA MAJIbIX 103 CYCIICH3UH. 110 Bo3MOXKHOCTH JJI KaXKA0T0 IMMainueHTa c,ueﬂaﬁTe

OTMETKY Ha LITPHULE, COOTBETCTBYIOIYIO MMOAXOAIIEH 103€ (CM. TaOJIUILy BBIIIE).
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JI03BI C MOAXOISAIIUM CIaJKUM ITUIIEBBIM IIPOJYKTOM, TAKUM KaK CIaaKas BOJA, LIOKOJIa AHbINA
CHUPOII, BUILIHEBBII CUPOIIL, COYCHI I JJECEPTOB (HAIIPUMEP, KapaMeJIbHbIM UM CO BKYCOM
CJIMBOYHOM MTOMAJIKN).

[IpuroTroBacHNE B JIOMAIIHUX YCIOBHIX

Ecnu HeT BO3MOXKHOCTH MTPUTOTOBUTDH CYCIIEH3UIO B alITEKE, TO MOKHO ITPUTOTOBUTH €€ B
JIOMAIIHUX YCJIOBUSIX.

Ecnu nanuenty tpedyercs A03UpOBKa 75 MT, TO 03y MpernapaTa Moly4aroT MyTeM OTKPBITHS
KaIcyJibl U CMEUINBAHUS €€ COAEPKUMOro ¢ HeOOIbIIUM KOJIUYECTBOM (MaKCUMaIbHO OJIHA
yaifHast J10’KKa) NOJIXO/IAIIET0 CIaJKOro MUIIEBOro MPOIyKTa, TAKOr0 KaK clajKas BoJa,
IIOKOJIATHBIN CUPOI, BUIITHEBBIN CHPOII, COYCHI JIJIsl AECEPTOB (HApUMEp, KapaMeJIbHbINA WU CO
BKYCOM CIIMBOYHOI MOMAJKH) 111 MACKUPOBKH TOPHKOro BKyca. CMech clielyeT nepeMeniarh u
JaTh MAlMEHTY LEeIUKOM. MUKCTYpY ClieZlyeT IPOrJIOTUTh Cpa3y ke MOCie MPUTOTOBIICHUSI.
[Tpu HEeoOxomuMocCTH TToNTydeHust 103 30 Mr u 45 Mr, MPUTOTOBJICHUE CYCIICH3UU TIperapaTa
Tamudiro BKITtOUaET AOTOTHUTEIBHBIC CTATUN.

[TonpoOHast MHCTPYKIUS MPEICTaBICHA B JIMCTKE-BKJIA IbIIIIE.

MHCTpYKIIUM 10 NPUMEHEHUIO, O6DaH_IeHI/IIO W YHUYTOXCHHUIO

[Tonamanue IeKapCTBEHHBIX MPENAapaToB B OKPYKAIOIILYIO CPEy JOJIKHO OBITh CBEIECHO K
MUHUMYMY. He ciienyeTr yruian3upoBats npenapar ¢ oMOIIbI CTOYHBIX BOJ UM BMECTE C
ObITOBBIMU 0TX0aMHU. I10 BO3MOKHOCTH HEOOXOIMMO HCIOIb30BATh CIIEUAIbHBIE CHCTEMBI

AJId YTUIIN3al U JICKAPCTBCHHBIX ITPCIIapaToB.

7. JEPXKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA
[IIBetimapus

@. Xopdmann-JIs Pour Jltn.

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

www.roche.com

7.1. IlpeacraBuTeb AeprKaTeJIsl perHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un HOTDG6I/ITCJICI71 HaIpaBJIITh 10 aApecy.

Pecnyonuxa Apmenus

000 «Axtu I'pyn»

0015, r. Epesan, yn. [I3opanu, 1. 70/3, 4 atax
ten. +374 (91) 79 66 88

e-mail: gayaneh.ghazaryan@gmail.com
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Pecnyonuxa benapyco

HNOOO «Pouu [Mponakrc Jlumureny»
220030, r. Munck, yn. CBepaiioBa, a. 2, 1 stax, nomemenue 20
ten. +375 740 740 97 41

e-mail: belarus.safety@roche.com

Pecnybnuxa Kazaxcman

TOO «Pom Kazaxctan»

050051, r. Anmatsl, Meneyckuit paiton, np. Jlocteik, 1. 210
Ten. +7 (727) 321 24 24

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

Kuipevizckaa Pecnyonuka

Arentckuit opuc «D. Xopdbmann-JIs Porr JItm.»

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

e-mail: cholpon.galieva@gmail.com

Poccuiickas ®@eoepayus

AQO «Pom-MockBa»

107031, r. MockBa, TpyOHas momass, 1. 2, momemenue 1, stax 1, komHara 42
ten. +7 (495) 229 29 99

e-mail: moscow.reception@roche.com

8. HOMEP PETUCTPAIIMOHHOT'O YIOCTOBEPEHUSI
JITI-Ne(003418)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPAIIAM (ITOJATBEPXKJIEHUE PETUCTPAIINN,
NEPEPET'UCTPALIUS)
Hara nepsoii peructpanuu: 13.10.2023

10. JATA MIEPECMOTPA TEKCTA
OO011ast xapakTepUCTHKA JIEKapCTBEHHOT o MpenapaTta Tamudiio J0cTynHa Ha HHPOPMAITMOHHOM

nopraje EBpa3HﬁCKOTO OKOHOMHYCCKOT'O COI03a B I/IH(I)OpMaI_II/IOHHO-KOMMYHHKaHHOHHOﬁ CCTHU

«Hurepuer» http://eec.eaeunion.org/.
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