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MHCTPYKLIWA
[10 MEJUILIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O TIPEITAPATA

Homuaec®
Toprosoe HanMeHOBaHHe:! Homuznec®
MesxayHapoaHOe HemaTeHTOBAHHOE MJIM I'PYNNHPOBOYHOe HauMeHoBaHHe: OcelbTaMUBHUD
(Oseltamivir)
JlekapcrBenHasi popma: KarcyJisl
Cocras:

Meiicmeyrouee geuiecmeo:

OcensramuBupa docdar: 39,40 mr 59,10 mr 98,50 mr
B [IepecyeTe Ha
0CeIbTAMUBUD: 30,00 mr 45,00 mr 75,00 mr
Bcnomozamenvhsie seuiecmsa:
Kpemuns mauokcun xostouaueni (aspocun) — 6,00 mr/9,00 mr/15,00 Mr; KomoBHAOH —

3,60 mr/5,40 mMr/9,00 mr; kpaxmai npexeraTHHU3UPOBaHHbIH — 65,60 Mr/98,40 Mr/164,00 mr;
Kpockapmesio3a Hatpus — 1,840 mr/2,760 mr/4,60 mr; Hatpus creapuiadymapar — 0,920 mr/1,380
mr/2,30 mr; tanek — 2,640 mr/3,960 mr/6,60 wmr.

Cocmas meeposix JHceanuHO8bIX KANCY.L:

s 0osuposku 30 me:

Kopnyc kancyasl: TATaHa guokcua — 2,0000 %, sxenatun — 10 100 %;

Kpbluieyka kancyavt: THTaHa Juokcua — 2,0000 %, xenatun — 1o 100 %.

s 003uposku 45 me:

KOpnyc Kancyavl. KpacuTelb OpuiuIMaHToBBI romayboit — 0,1500 %, TuTaHa IUOKCHI —
1,8817 %, xenatun — g0 100 %;

KpblUleyka Kancyivl:. KpacuTedb OpuiaMaHToBbl roayboir — 0,1500 %, TuTaHa AMOKCHA —
1,8817 %, xenatun — go 100 %.

Jns 0o3uposku 75 me:

kopnyc kancyawsr. THTaHa Auokeug — 2,0000 %, xenatun — 10 100 %;

Kpbluteuka Kancyavi: Kpacutenab MyHUOBbIH [[loHco 4R] — 0,2401 %, TuTaHa OUMOKCHO —
1,5004 %; xpacuTesb COMHEYHBIN 3aKaT KeJITbIH — 1,2753 %, xenatun — 10 100 %.

Onucanue:

Jlist no3uposku 30 Mr: TBEp/IbIE XKeTaTHHOBBIE Karcy bl Ne «3», Koprtyc Ge1oro 1BeTa, Kphleyka

Oesoro 1BeTa.
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Jlnst no3upoBku 45 Mr: TBepable jKelaTHMHOBBIE Kamcyibl Ne «2», xopryc romyboro usera,
Kpblle4ka roxyooro usera.

JIns 1o3upoBKHU 75 MI: TBEpAbIE KeIaTHHOBBIE Karncyibl Ne « 1», kopiyc 6e10ro 1BeTa, Kpblleyka
OpaHXEBOTO.

Conepxumoe Karcy1 — Oebiid uiu Gesblit ¢ KeITOBATBIM OTTEHKOM ITOPOIIOK.
dapmakoTepaneBTHYECKasi IPYIIA; IPOTUBOBUPYCHOE CPEACTRO.

Koa ATX: JOSAHO2

dapmako/J0rH4yecKne cBoicTBa

DapmakoouHamuKka

Mexanusm oeticmeus

IIpotuBoBupycHBIt npenapat. OcenbTaMUBUP SIBISETCS IIPOJEKAPCTBOM, €ro aKTUBHBIN
metaboaut (ocenpramuBupa kapbokcuiaar, OK) — 3¢ddekTHBHBIH U CETeKTUBHBIH WHIHOUTOP
HellpaMMHHMAa3bl BUPYCOB rpunma Tuna A u B — ¢epmeHTa, KaTalu3upyIOLIEro Mpolecc
BBICBOOOJKAEHHSI BHOBb OOpa30BaHHBIX BHUPYCHBIX YacTHIl W3 MHOHUUMPOBAHHBIX KIETOK, HX
MPOHUKHOBEHUS B HEMH(QUUIMPOBAHHBIE KJICTKU SMHUTEINS AbIXaTENbHBIX MyTeH U JalbHERIIEr0
pacnpocTpaHeHHs BUpyca B OpraHu3Me. TOpMO3MT pOCT BHpyca IpHIIA in Vitro W MOJaBiseT
PEIIMKAlMIO BUPYCa U €ro MaTOTeHHOCT in Vivo, yMEeHbIIaeT BbIAeIeHHe BUPYCOB rpuma A u B
u3 opranusma. Konnentpanus OK, HeoOxoaumas uist MHruOUpoBaHus HelpamuHuaassl Ha 50%
(ICso), cocraBaster 0,1-1,3 HM ans Bupyca rpunna A u 2,6 HM uis Bupyca rpunmna B. Meauana
3HayeHuit 1Cso 11 Bupyca rpunna B HeCKOJIbKO BbIle U cocTaBisieT 8,5 HM.

Kaunuyeckas 3¢hpexkmugnocms

B IIPOBEACHHBIX HCCJIEAOBAHUAX OCECIbTAMUBUD HE OKa3blBaJl BJIMSIHHUA Ha o6pasoBaHne
[IPOTUBOTPUIIIIO3HBIX AHTHUTEJI, B TOM YMCJIE Ha BI:Ipa6OTKy dHTHUTEC]I B OTBET HA BBECICHHEC
HHaKTI/IBHpOBaHHOﬁ BaKIUHBI [IPOTUB I'PHUIIIIA.

Hcenedosanus ecmecmgennol 2punno3Hou uHgdexkyuu

B KJIMHHYECKMX HCCIEOBAHHAX, IPOBEICHHBIX BO BpeMsi CE30HHOM HMH(EKUMH [PHUIINA,
MalMeHThl HAYWHAIM I0JIyYaTh OCEJIbTAMUBMP He no3aHee 40 4 rociie IMOSBICHHUS MEPBBIX
CHMIITOMOB IPUIINO3HOH HHGeKuuu. 97% nauueHToB ObUTH HHPUIUPOBAHBI BUPYCOM IpuIna A
¥ 3% naumMeHToB — BHpycoM rpummna B. OcenpTaMHBHp 3HAYMTENIBHO COKpAllal [EPUOA
KJIMHHMYECKUX NTPOSBICHUH rpUnno3Hoi nudexunu (Ha 32 q).

Y nauMeHToB ¢ MOATBEPKIACHHBIM JHArHO30M IPUIIINA, IPUHAMABIIAX OCEIbTAMHUBHUP, TSKECTh
3a00/1eBaHusl, BBIPaXKEHHAs Kak IUIOIIAAb [0 KPUBOH /Ui CyMMapHOrO HHIEKCAa CHMIITOMOB,
Obuta Ha 38% MeHbIIE MO CPaBHEHUIO C MAlHEHTaMH, MOJTy4yaBUINMH I11anebo. Boiee Toro, y

MOJIOABIX IAIMEHTOB 0Oe3 CONMYTCTBYKOLIUX 3a00/1eBaHU I OCC/IbTaMHUBHP CHHIKAJI NIPUMEPHO Ha
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50% 4YacTOTy pa3BUTHS OCJIOXHEHHIl TIpumma, TpeOyIOmUX NPUMEHEHHsS AHTHOHOTHKOB
(6poHXHMTa, MTHEBMOHUH, CUHYCHTA, CPEJHET0 OTHTA). bpulM MOTy4eHbl YETKHE 0Ka3aTe/IbCTRa
3} (peKTUBHOCTH Mpenapara B OTHOILICHHH BTOPUUYHBIX KPUTEPHEB 3P YEKTUBHOCTH, OTHOCSALINXCS
K aHTHBHUPYCHOM aKTUBHOCTH: OCEJIbTAMUBMD BBI3bIBA] KaK YKOPOUCHHE BPEMEHH BBIICICHHS
BUpYyCa U3 OPraHu3Ma, TaK U yMEHbIIEHHE MIJIOMA/H 10/l KPUBON «BUPYCHBIC THTPBI-BPEMS).
JlaHHBIE, IOJTyYEHHBIE B HCCIIEJOBAHUY 110 TEPAIMH OCEIbTAMUBHPOM Y MALHEHTOB MOKUIOTO U
CTapuecKoro BO3pacTa, MOKa3bIBAIOT, YTO IIPUEM OCEeIbTaMHBHpA B J103€ 75 MI 2 pasa B CYTKH B
TeYeHHe S5 [IHEH CONMPOBOKAAICA KIMHUYECKH 3HAUYMMBIM YMEHBIICHHEM MEIHMAHbI IMEpHOJa
KIMHHYECKAX TPOSBJIEHHH TI'PHUINO3HON HMHGEKIMH, aHAJOTMYHBIM TaKOBOMY Y B3POCIBIX
NanueHToB 0oJjiee MOJOIOr0 BO3pacTa, OJHAKO pa3zIMuus HE JOCTHUIVIM CTATHUCTHYECKOM
3HaUMMOCTH. B JpyroM HCCIEeOBaHHM IAlMEHTHl TIPUINOM cTapme 13 jer, uMeBLIMe
COIYTCTBYIOLIHE XPOHUYECKHE 3a00/I€BaHUS CEPCYHO-COCY TUCTON H/HITH IbIXATEIbHON CUCTEM,
OJIyYald OCEIbTAMUBHD B TOM )K€ PeXHMe J03UpoBaHus Wi 1uianedo. OTauuuil B MeauaHe
nepuoja 10 YMEHbUICHHS KIMHHYECKMX MPOSBICHUN TI'PUNNO3HON HHGEKIMH B rpymnmax
ocenbTaMMBHP M Iulanebo He ObUTO, OJHAKO MEpHO IMOBBIIEHUS TEMIIEpaTyphbl IPH IIpHEME
oceJbTaMUBHpA NMPUMEPHO Ha | aeHb. Jloyid MauueHTOB, BBIACIAIOUIMX BUPYC Ha 2-0H U 4-blif
JIeHb, CTAHOBHJIACh 3HAYUTEIBHO MeHbIe. [Ipoduis Ge30nacHOCTH OcelbTaMUBHPA Y NTALMEHTOB
IPYIIIBI PUCKA HE OTJIMYAJICS OT TAKOBOI'O B OOIIEH IOy ALY B3POCIbIX [TALIHEHTOB.

Jlevenue epunna y bepemeHHbIX JHCEHUUH

KoHTposmpyeMbIx ucciie10BaHuil y GepeMeHHbIX JKEHIIHH He MPOBOAMIOCk. OIHAKO pe3yIbTaThl
MOCTPErUCTPALOHHBIX " PEeTPOCIIEKTHBHBIX Ha0II0AaTeIbHBIX MCCIIeI0BaH UM
IPOJIEMOHCTPHPOBAIM T0JIb3y MpPEAIaraeMoro pexuma JA03WpOBAaHMS Ul JaHHOH MOIyJIALUH
MNAallMEeHTOB B OTHOIICHMH  CHIDKEHHS  3a00JeBa€MOCTH/CMEPTHOCTH.  Pe3ynbrarsl
(bapMaKOKMHETHYECKOT0 aHaJIn3a MoKa3aIi 00Jiee HU3KYIO SKCIIO3ULIMIO aKTUBHOI0 MeTabouTa,
TEM HE MEHee, MU3MEHEHHE peXHUMa JO3UPOBAHUS y OEpEeMEHHBIX KEHIIMH NpH MPOBEICHUU
Tepanuy Wik NpopHIaKTHKU HE peKkoMeHayeTes (cM. paszen « PapMakoIorH4ecKue CBOHCTBAY,
noapasaen «®apMakOKMHETHKAa B OCOOBIX TIpyImax I[alMeHTOB», NYHKT «bepeMeHHbIe
KEHIIUHBIY).

Jleuenue epunnay oemeil

VY nereit B Bo3pacte 1-12 et (cpeanwuii Bo3pact 5,3 roaa), UMeBIIUX Juxopaaky (>37,8°C) u oaun
M3 CHMIITOMOB CO CTOPOHBI JAbIXaTEeIbHOM CHCTEMBI (KalllesIb UM PUHHUT) B NIEPUOA LUPKYIALUHU
BHpYyCa I'PUIIIA CPpear HaceeHus, ObLIO MPOBEAEHO JBOHHOE Clenoe mianedo-KoHTPOIupyeMoe
ucciaenoBanue. 67% nauneHToB ObUTH MHPUUKPOBaHBI BUpycoM rpunna A u 33% nauueHTos -
BupycoM rpumnmna B. OcenbramuBup (npu mpueMe He mo3aHee 48 4 mocie MOSIBACHUS IEPBBIX
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CHMITTOMOB T'PHIINO3HON MH(MEKIHMHK) 3HAYUTEILHO CHHXKaT MPOAOIKUTENLHOCTD 3200 1€BaH s
(1a 35,8 4) mo cpaBHenuio ¢ mianedo. [IpoaomKUTENPHOCT 3a00/1€BaHMs OMPE/eNsiach KaK
BpeMsi 10 Ky[TMPOBAHHUsI KA, 3aI0)KEHHOCTH HOCa, MCUE3HOBEHHSI JIMXOPAIKU, BO3BPALICHHS K
0OBIYHOM aKTHBHOCTH. B rpymme nereif, moaydaBIIHX OCEIbTAMUBHUP, YaCTOTa OCTPOrO CPEAHET0
oTHTa cHUKa1ach Ha 40% 110 CpaBHEHHUIO C IpyIIoi niane6o. Bei3nopoBiieHre 1 BO3BPAIICHUE K
0OBIYHOM aKTUBHOCTH HACTYIIAIO MOYTH Ha 2 HA PaHbIleE y JETEH, IOIyYaBIInX OCeIbTAMUBHD,
[0 CPaBHEHHUIO C IPYMIIOH mianedo.

B apyrom uccie0BaHUM y4acTBOBAIN AETH B Bo3pacTe 6-12 net, cTpajaiomue OpOHXUaAIbHOM
acTMoit; 53,6% NalMEeHTOB UMEIH TPHUINIO3HYI0 MHQEKIMIO, TOATBEPKAECHHYIO CEPOIOrHYECKH
WWId B KylbType. MeauaHa IpOJO/IKMTENBHOCTH 3a00j€BaHMs B TpYIIE MallUeHTOB,
10JTy4YaBLIMX OCEIbTaAMUBHD, 3HAYUTENIHHO He CHIDKa1ach. Ho k nocieHeMy 6-My JHIO Tepanuu
ocelbTaMMBHPOM 00beM (opcupoBanHoro Beinoxa 3a 1 cex (OPB) noseimancs Ha 10,8% mo
cpaBHeHHIO ¢ 4,7% y nmauueHToB, noxy4asiux mniauedo (p=0,0148).

IIpoghunakmuxa epunna y 63pocivix u NOOPOCMKOE

[Tpodunaktuyeckas 3pPpeKTHBHOCTH OCeIbTaAMHUBHpA IIPU €CTECTBEHHOM IPUINO3HOH HHEKIHHU
A u B 6bu1a 10Ka3aHa B 3 oT/e/bHBIX KinHHYecKuX uccinenoBanusx Il ¢asel. Ha done nmpuema
ocelbTaMHBHpPa Tpurom 3abosenu okoio 1% nmanueHToB. OcebTaAMUBHD TAKXKE 3HAUYUTEIEHO
yMeHbIIIAT 4acTOTy BBIACJICHHUS BUpyca M Ipe0TBpallal Mepeaady BHpyca OT OIHOIO 4ieHa
CEMBH K JIpyroMy.

B3pociible 1 MOAPOCTKH, KOTOPhIE OBLTH B KOHTAKTE ¢ OOJIBbHBIM 4IEHOM CEMbH, HAUMHAIH [IPUEM
OCelbTaMMBHPA B TEYCHHE ABYX JHEH 110C/Ie BOSHUKHOBEHHSI CUMIITOMOB I'PUIINA Y WICHOB CEMbH
U IIPOJ0JDKAIHM €ro B TeUueHHe 7 JHEH, YTO JOCTOBEPHO YMEHBIIAIO 4acTOTy CJIy4aeB IpHIINa y
KOHTAKTUPOBABIIKX JIUL Ha 92%.

VY HENpUBHUTHIX U B LIEJIOM 3/I0POBBIX B3pOCIbIX B Bo3pacTe 18-65 sieT npuem ocesbTaMUBHpaA BO
BpeMsI SIIHUAEMHUH I'PHIINA CYLIECTBEHHO CHUXKAJ 3a001€BaeMOCTb IpUIIoM (Ha 76%). [TauneHTHI
NPUHUMAJIU IpenapaT B Te4eHue 42 qHen.

VY 1M1l OXKKUIIOTO U CTAPYECKOro BO3pacTa, HAXOIUBIIMXCSA B J0Max Juld npectapenbix, 80% u3
KOTOPBIX OBLTM HMPUBUTHI MEPE] CE30HOM, KOr/a MPOBOAMIOCH HCCIIEJ0BaHUE, OCEIbTaMHBHUP
JOCTOBEPHO CHIKaJ 3a601€BaeMOCTh rpunioM Ha 92%. B ToM ke ucciie10BaHUH 0Ce/IbTAMUBHD
noctoBepHo (Ha 86%) yMeHbBINAT YacTOTY OCJOXKHEHHH rpummna: OpOHXHMTa, [THEBMOHHH,
cunycuta. [lanueHTsl IPUHUMAIIH Ipenapar B TeyeHue 42 1Hei.

IIpogpunakmuxa epunna 'y oemei

[Tpodunaktuyeckas 3pPeKTHBHOCT OCEIbTAMUBUpPA IPH €CTECTBEHHON I'PUIIIO3HON HH(EKIHH

ObL1a IpOoAEMOHCTPHUPOBAHA Y nereit ot 1 roxa 10 12 1eT nocsie KOHTaKTa ¢ 3a00JIEBLUIMM YWICHOM
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CeMbH MJIM C KEM-TO U3 IOCTOSHHOIO OKpyskeHHs. OCHOBHBIM MapamerpoM 3QQEeKTHBHOCTH B
3TOM HCCJIEZIOBAHUH ObLIa YacToTa J1ab0opaToOpHO MOATBEPIKACHHON IPUIITIO3HON HHOEKLIHUH.
IIpopunakmuxa epunna 'y auy ¢ 0c1abIeHHLIM UMMYHUMEMOM

V nun ¢ ocnabaeHHBIM HMMYHHTETOM IIPH CE30HHOM IPHINIO3HOH HHGEKIUH U [IPH OTCYTCTBUH
BUPYCOBBIJIC/ICHUST MCXOJHO MNPOMHIAKTHYECKOE MPUMEHEHHE OCEIbTaMHMBHPA MPHUBOIMIO K
CHH)KEHMIO ~ 4YacToThl  J1abopaTopHO MOATBEPXKACHHOH  TPUIIIO3HON uHbeKuny,
CONPOBOXKAAIOIIEHCS KIMHHYECKOH cumnTomaTukor, 10 0,4% (1/232) mo cpasuenuio ¢ 3%
(7/231) B rpymne 1wiaue6o. JlaGoparopHO MOATBEp)KACHHAs TIPHUINO3HAsA HMHEKIHs,
CONMPOBOXIAOIIAsACS KIMHHYECKOH CHMITOMATHKOM, [IMarHOCTHPOBalIach IIPH HAIHYHH
TeMIepaTypsl B NOJIOCTH pra Beme 37,2°C, kaumuis WHIM  OCTPOro puHMTa (BCE
3aperuCTPUPOBAHHBIE B OJMH M TOT K€ JeHb BO BpeMs IpueMa Ipenapara/mnanedo), a Takxe
TI0JIOXKUTEIBHOTO pe3yJibTaTta 00paTHO-TPAHCKPHUIITa3HON MOJIMMEPa3HOM LENHON peaklU Ha
PHK Bupyca rpumnma.

Jleyenue epunna y 83pocivix nayuenmos ¢ 0c1ab1eHHbIM UMMYHUMEMOM

B paHIOMH3HPOBaHHOM [IBOWHOM CJIEIIOM MCC/ICOBAaHUM OLEHKH npoduis 0e30macHOCTH
oceJIbTaMHBHpA ¥ €ro BIHMSHHS Ha pPa3BUTHE PE3UCTEHTHOCTH BHUpyca rpulna (HepBHUHBINA
aHaJM3) y MalHeHTOB ¢ OCIa0JIeHHBIM MMMYHHTETOM W TI'PHIIO3HOH HH(MEKUMeH MpUHHUMA
yuyacte 151 nauwment. Otu nanueHThl (n=151) ObUIM NPUrOAHBI TAKXKe M Ul OLEHKH
3 deKkTHBHOCTH OcebTaMUBUpPA (BTOPUYHBIH HEOYCTEPHBIH aHAN3).

B uccienoBanue ObUIH TaKKe BKIIOUEHBI TAIIMEHTHI MIOC/IE TPAHCIIAHTALMH COJIMAHBIX OPTraHoB,
reMaToNOATHUYECKUX CTBOJOBBIX KiIeToKk, BMY+ manumenter ¢ uuciom CD4+ xietoxk <500
KJIETOK/MM?, MalMeHThl, 0Ty4aBlIie HMMYHOCYIPECCHBHYIO TEpAIMIO, @ TAKXKE IAlMEeHThl CO
3710Ka4eCTBEHHBIM reM00JIacTO30M.

[TaniueHTs! OBLIM paHJAOMMU3UPOBAHBI B I'PYIIILY JEUEHHUS OCEIbTAMHUBHPOM Ha MpOTsyKeHHH 10
AHel (rpymnna cTaHAapTHOH A03bl - 73 mainueHTa, rpymnna JBOHHOU 103bl - 78 IMallMeHTOB) B
TeueHue 96 4acoB C MOMEHTA Pa3BUTHS CUMIITOMOB I'pHUIINA.

Cpennee Bpemsi pa3pellleHUs] CHMIITOMOB TpHIINa ObUIO CONOCTaBHMO B IpYIINe CTaHIapTHOM
no3sl (103 gaca, 90% noseputensHblit uHTEpBa 75,4-110,0) u B rpynmne aBoitHo# 10361 (104 yaca,
90% nmosepurensHblit uHTepBan 65,8-131,0). CooTHOLIEHHE MALMEHTOB C BTOPUYHBIMH
uHpexuusmMu OpUT0 Takxke coroctaBuMo (8,2% B rpyrmnme cTaHaapTHOH 103bl U 5,1% B rpymie
JIBOMHOMU J103b1).

Pezucmenumuocmes

Knunuvecxue uccieoosanus
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PuCK MosIBIeHHs BUPYCOB TPHUIIIIA CO CHH)KEHHOH UyBCTBUTEIBHOCTBIO MJIM PE3UCTEHTHOCTBIO K
npenapary u3ydaiucs B KIMHHYECKHX MCCIIEI0BAHHSX.

[TosiBNleHME PE3UCTEHTHOCTH BHpPyca K OCEIbTaMHBHPY dalle HaOJIOJaIoch y ACTeH 4YeM y
B3pocbix nanuentoB (18% y miazeHieB B Bo3pacTe <1 roga u <1% y B3pOCI/IbIX [TALKEHTOB).

V jeTeil ¢ pe3UCTEHTHBIM K OCEIbTAMHBHPY BUPYCOM HOCHTEIBCTBO, KaK MPaBHUIIO, HMENO Gonee
MPOJIO/KUTENBHBIA XapakTep [0 CPaBHEHHIO C CyObEeKTaMH C BHPYCOM, OOJajaromuMm
4yBCTBHTEIBHOCTBIO.

O1HaKo, BbI3BAHHAs TEpAIHEN PE3UCTEHTHOCTD K OCeIbTaMUBHPY HE BJIMs/Ia HA TEPANIEBTHYECKUH
OTBET Y HE BBI3bIBaJIA MPOJICHHUS] CUMIITOMOB I'PHIIIIA.

V B3pOC/BIX MAIMEHTOB C OCNal/eHHBIM HMMMYHMUTETOM, II0Jy4aBUIMX OCEJIbTAaMUBUD B
cranaaptHoit no3e (14,9%, 10 nauneHToB u3 67) win aBoitHOM no3e (2,8%, 2/71) Ha NIPOTHKEHUH
10 nHeii, yacToTa pa3sBUTHs PE3UCTEHTHOCTH K OCEIbTAaMUBHDY, B CpeIHEM, Oblla BbIILE YEM Y
B3POCJIBIX MAIMEHTOB C HOPMAJIbHBIM UMMYHHTETOM, TAK/KE [0JTy4aBIIMX OCEIbTaAMHUBHP.
BOJILIIMHCTBO MAlMEHTOB C PE3UCTEHTHOCTBIO MepeHec I TpaHcIutanTaruio (8/10 namueHToB B
rpyIIe CTaHAapTHON 10361 U 2/2 NalueHTa B rpynne JBOXHON J03Bl).

Bosnplias 4acTh  MAIMEHTOB-HOCHTENEH  OCEbTAMUBHP-PE3UCTEHTHOrO  BHpyca  Obuia

uﬂcbnuuposaﬂa BHPYCOM I'pHIIlla THIIA A; HOCUTEJIBCTBO UMEJIO HpOIIOH)i(I/ITeJIbeIﬁ XapakTep.

YacrtoTa Pa3BUTHA PE3UCTCHTHOCTH K OCCJIbTAMUBHUDPY B KIIMHUYECKUX HCCIIEJOBAHUAX.

[Tormynsius namueHToB [TatueHTh! ¢ MyTalMIMHU, IPUBOAAIIUMH K PE3UCTEHTHOCTH
®denotunupoBaHue* ['eHo- u peHoTHIIHpPOBaHUE™

B3pocisie 1 noapocTku 21/2377 (0,88%) 27/2391 (1,12%)

Hetu (1-12 net) 66/1698 (3,89%) 72/1698 (4,24%)

Mnanenus! (<1 roga) 13/71 (18,31%) 13/71 (18,31%)

*TTonHoe F€HOTUIIUPOBAHUE HE ObL10 MPOBEACHO HHA B OZTHOM M3 UCClIeJOBAHUH.

IIpogpunakmuxa epunna

[Ipu npueMe ocebTaMUBUPA C LIEJIBEO TOCTKOHTAKTHOM MpoduiakTuk (7 aHel), TpouIaKTHKY
KOHTaKTHpPOBABIIKMX B ceMbe (10 aHel) u ce30HHOM MpOoGHIaKTUKH (42 IHA) Y JHIl C HOPMAIbHOM
GbyHKUIMEH HMMYHHON CHCTEMBI CTy4aeB pe3UCTEHTHOCTH K IIpernapaTy He OTMEUEHO.

B 12-He#enbHOM MCCIEOBAaHHH 110 CE30HHOH NPOQUIAKTHKE Yy /MLl C ocaabIeHHbIM
UMMYHHUTETOM CIy4aeB BOBHUKHOBEHHUS PE3UCTEHTHOCTH TaKkKe HE HAOJII01a10Ch.

JlanHvie omoenbHblX KIUHUYECKUX C1yYaed u Hab.1100amenbHblX Ucci1e008anuli

Y nauuMeHTOB, HE IMOJyYaBIIMX OCEIbTaMUBHp, OOHApY»KEHbl BO3HHMKAIOIIME B IPHPOIHBIX

YCJIOBHAX MyTallU BUPYCOB I'pPHIIIIA Aun B, KOTOPBIC o01a1a/Ii CHHXKEHHOH YYBCTBUTEC/IBHOCTBIO
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K ocenpTamuBupy. B 2008 romy wMmytaums no tumy 3amensl H275Y, mnpuBoasiias K
pe3ucTeHTHOCTH, Obuta oOHapyxeHa GOonee dem y 99% mrammoB Bupyca 2008 HINI,
uupkymupyrommx B EBpone. Bupyc rpumma 2009 HINI («cBuHON rpurim») B OOJNBIIMHCTBE
clyyaeB OBLT 4yBCTBHTENIEH K OCEIbTAMHUBHPY. YCTOWYMBBIE K OCEIBTAMHUBHPY IITAMMBbI
06HAPYKEHBI y JHIl C HOPMaIbHON (yHKUMeH MMMyHHOH CHCTEMBI M JIHMIl C OCIabJeHHbIM
MMMYHHUTETOM, [PUHUMABIIMX OcCelbTaMUBUp. CTENEHb CHHXKEHMS YyBCTBUTEIBHOCTH K
OCeJIbTAMHBHDPY M 4YacTOTa BCTPEYAEMOCTH II0J00HBIX BHPYCOB MOXET OTJIHYAThCs B
3aBHCHMOCTH OT CE€30HAa M perroHa. Y CTOHYMBOCTD K OCEIbTaMHUBHPY OOHApYy’)KeHa y NMAllMEHTOB
¢ mangemuyeckuM rpunnoM HINI, nmomyuyaBmmx mnpenapar, Kak s JICYEHHS, TaK W IS
npodUIaKTHKH.

YactoTa BCTPEYaeMOCTH PE3MCTEHTHOCTH MOXET OBITh BbIlEe y Oosiee MOJIOABIX NALMEHTOB U
MalMEHTOB ¢ OCAa0IeHHBIM MMMYHHTETOM. YCTOMYMBBIE K OCEIbTaMHBHpPY J1abOpaTOpHBIE
IITAMMBl BHUPYCOB TpHIINIa M BHUPYChl TIpHINa OT IALUMEHTOB, I[OJy4YaBIIUX TEPAIHIO
OCEeNIbTAMHUBHPOM, HeCyT MyTauuu Heipamuuuaazsl N1 u N2. Myrauuu, OpUBOAAIIHE K
YCTOWYMBOCTH, YaCTO SBJIIOTCS CIeUM(PUIECKUMH IS IOATHIIA HEeHPaMUHKIA3EL.

[lpy OpPUHATHM pelIeHHs O IPUMEHEHHM OCe/JbTAMUBHpA CIIEAYyeT YYHUTBIBATh CE30HHYIO
YyBCTBUTEILHOCTh BHpyca IpHIINA K Ipernapary (IOCIeAHIOn HHGOPMALMIO MOKHO HalTH Ha
caiite BO3).

Jloknunuueckue oanHvle

JIOKJTMHUYECKUE TaHHBIE, 0Ty YeHHbIE HA OCHOBAaHUH CTaHIApTHBIX UCCIEJOBAHUH 110 H3YUCHHUIO
dapmakosgoruueckoir 06e30MacHOCTH, T€HOTOKCMYHOCTH M XPOHHUYECKOH TOKCHYHOCTH, HE
BBISIBUJIM 0c000# OITaCHOCTH /IS YelIOBEKa.

Kanyepoeennocms: pe3yabTathl 3-X HCCIIE0BAHUH 10 BBISBIEHUIO KAHUEPOT€HHOI0 MOTEHIHaNa
(AByX 2-X JIETHMX HCCJIEZIOBAHMN Ha KpbICaX M MBIIIAX /IS OCEJbTAMUBHpA M OJHOTO 6-TH
MECSYHOI'0 MCCJIeIOBaHUs Ha TpaHcreHHbIX Mblmax [g:AC st akTUBHOTo MeTabonuTa) ObUTH
OTpULIATEJIbHBIMH.

Mymazennocme.: cTaHIapTHbIE T€HOTOKCHYECKHE TECTbl /Ul OCEIbTaMHUBHUpPAa M aKTHBHOIO
Mmetabonura ObUTH OTPULIATETBHBIMH.

Brusnue na pepmunvrocme. ocenpTaMuBHp B 103e 1500 MI/KI/CyT He BIMSUT HA I€HEPATHBHYIO
(GyHKLHIO caMIIOB U CaMOK KpBIC.

Tepamozennocmp. B UCCACIOBAHUAX 110 M3YYEHHIO TEPATOI€HHOCTH OCEIbTaMHBHpa B 103€ 110
1500 mr/kr/cyT (Ha kpbicax) u 10 500 Mr/kr/cyT (Ha KpoJHMKax) BIMSHUS Ha IMOpHO-deTartpHOe
pa3BuTHe He 0OHApyKeHO. B uccne1oBaHUAX M0 H3Y4YEHHIO aHTEHATAJIbHOIO U IIOCTHATAJIbHOIO

MIEPHOIOB Pa3BUTUS y KPBIC IIPH BBEJCHUH oceabTamMuBupa B 103e 1500 Mr/kr/cyT Habmoaa10Ch
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yBeJIMUEHHE IepUoJa POJOB: Iperes 0e30MacHOCTH MEXTy OKCHO3ULMEH [Ull YeloBeKa u
MaKCUMAaTIbHON He okasbiBaromeil addexra no30# y kpsic (500 Mr/kr/cyT) mis ocelbTaMUBUpa
Bbime B 480 pas, a [y ero akTUBHOIO MeTabo/uTa - B 44 pa3za. DKCIO3MIHS y [I0/1a COCTaBIIsL/Ia
15-20% oT TakoBO¥ y MaTepH.

Ipouee: ocelbTaMUBUP U AKTHUBHBIA METAOOIMT IPOHMKAIOT B MOJOKO JIAKTHPYIOIIMX KPBIC.
CorylacHO OrpaHMYeHHBIM JAHHBIM OCEJIBPTAMUBHD M €r0 aKTUBHBIM METaOOJMT IPOHUKAIOT B
rpyaHOe MOJIOKO uenoBeka. [lo pe3synpTataM OSKCTpamoJsSLMK [aHHBIX, IIOJyYEHHBIX B
MCCIIEIOBAHUAX y JKMBOTHBIX, MX KOJHYECTBO B TI'PYJHOM MOJOKe MoxeT cocTaBiath 0,01
mr/cyTk# U 0,3 MIr/cyTKH, COOTBETCTBEHHO.

[Ipumepro y 50% npoTecTHpOBAHHBIX MOPCKMX CBHHOK IIpH BBEIECHHMM MaKCHMAJIbHBIX 103
aKTHBHOM CyOCTaHIIMK OCeIbTaMUBHpa HaOJ10/1a71ach CEHCUOMIN3AUUs KOKH B BUJE 3PUTEMBI.
Takoxe BbIsIBIIEHO 00paTUMOE pa3IpaKeHUe Ii1a3 y KpOJIUKOB.

B To BpeMs Kak O4YeHb BBICOKHE IIepOpajbHble OJHOKpaTHbIE 103kl (657 MI/KI M BBILIE)
OCeTbTAMMBHpA HE OKa3bIBATM BIMSHHUS Ha B3pPOCIBIX KpbIC, JaHHBIE 03Bl OKAa3bIBalId
TOKCHYECKOE NEeHCTBHE HA HE3PEJbIX 7-IHEBHBIX JETEHBIIIEH KPBIC, B TOM YHCJE INPUBOIMIA K
rubenu KUBOTHBIX. HexxenarenpHbIX 3¢ GekToB He HaOI10/1a710Ch IPU XPOHUYECKOM BBECHUU B
no3e 500 mr/kr/cyt ¢ 7 mo 21 JieHb NOCTHATAJILHOTO TEPHO/IA.

Dapmakokunemuxa

Bcacwviganue

OcenbTaMUBHp JIETKO BCAChIBAECTCS B JKEJIYJOYHO-KMIIEYHOM TpakTe M IKCTEHCHBHO
npeBpalaeTcss B aKTUBHBIM MeTaOOJUT IMoJ JeHCTBHEM INEYEHOYHBIX M KHUIIEYHBIX 3CTepas.
KoHueHTpauuu akTHBHOro mMetaboiuMTa B IIa3Me ONpeaessioTcs B mnpenesnax 30 MHH, Bpems
NOCTHIKEHUS MAKCUMaJIbHOM KOHUEHTpauuu 2-3 4, U Oonee uem B 20 pa3 mnpeBbIUAOT
KOHUEHTpauuu nposiekapctBa. He Menee 75% npuHATON BHYTPH J03bI MOMAIAET B CHCTEMHBIiH
KPOBOTOK B BH/I€ aKTUBHOT'0 MeTadouTa, MeHee 5% - B BHl€ HCXOAHOro npenapata. [InazmeHHsle
KOHILIEHTPalMK KaK IIPOJIEKapCTBa, TaK U aKTUBHOIO METab0IMTa MPONOPLUOHAIBHBI 103€ U He
3aBUCAT OT IpUEMa IHUIIIH.

Pacnpeoenenue

O6beMm pacnpenenenus (Vss) akTuBHOro merabosura - 23 J1.

[To naHHBIM HCCIE€0BaHUH, IPOBEIECHHBIX HA )KUBOTHBIX, IIOCJIE IIPHEMa BHYTPb OCE/IbTAMUBUPA
€ro aKTUBHBIH MeTaOOMUT OOHApPYKMBAICS BO BCEX OCHOBHBIX oyaraX HMHGQEKUHH (JIEerkux,
NPOMBIBHBIX BOJax OpPOHXOB, CIM3HCTOM 00O0JIOUKE IMOJIOCTH HOCA, CPEIHEM yXe U Tpaxee) B

KOHIEHTpaIUAX, 00eCIeUNBAIOLUINX IPOTHBOBUPYCHBIH 3¢ BEKT.
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CBs13b aKTUBHOTO MeTabosuTa ¢ Oesikamu 1mia3Mel — 3%. CBs3b nposiekapcTBa ¢ OeIKaMH [LUI1a3Mbl
— 42%, 4YTO HEIOCTATOYHO, YTOOBI CIY)XHUTh IPUYMHOH CYILIECTBEHHBIX JIEKAPCTBEHHBIX
B3aUMO/IEHCTBHUH.

Memabonusm

Oce/lbTaMUBHD SKCTEHCHBHO IIPEBpAIIAETCsl B aKTUBHBIA METabOIMT IO AEHCTBHEM 3CTEpas,
HaXOIAIIMXCs MPEMMYIIECTBEHHO B MeyeHH. Hu ocenbTaMHBUD, HM aKTHBHBIM METabOIUT HE
ABJIAIOTCS CyOCTpaTtaMy WM HHTHOUTOpaMu H30(GepMEeHTOB CHCTEMBI IUTOXpoMma P450.
Buvigeoenue

BeBoautes (>90%) B Bhae aKTHMBHOrO MeTaboJIMTa NPEUMYIUECTBEHHO [MOYKaMH. AKTHUBHBIH
MeTaboJUT He T0ABepraeTcs JajbHeien TpancopMaliuy U BBIBOAUTCS OYKaMHu (>99%) mytem
KITy004YKOBO#M (pUIIbTpALMK U KaHAbIIeBOU cekpermu. [Toueunslii kimpenc (18,8 1/4) mpessiaer
CKOpPOCTh KJIy004KOBO#M unbTpaiuu (7,5 1/4), 4yTo yKas3plBaeT Ha TO, YTO MPeMnapaT BbIBOAMTCS
elle M MyTeM KaHaJbLEeBOH cekpeuuu. Yepe3 kuleyHUK BbIBOaUTCA MeHee 20% MPUHATOro
npenapata. [leproa nosryBbIBeIeHUs aKTUBHOTO MeTabonura 6-10 u.

DapMaKoOKUHeMUKa 8 0CodbIX 2Pynnax nayueHmos

Ilayuenmel ¢ nopadicenuem noiex

[Tpu npumenerun ocenpramuBupa (100 Mr aBa paza B CyTKM B TedeHHE 5 JHEH) y NALUEHTOB C
Pa3/IMYHOM CTENEHBIO MOPAKEHHs MMOYEK IUIOLIAAb IOJ KPUBOH «KOHLEHTpauus aKTHBHOI'O
metabosura B miazme - BpeMsi» (AUCocenstavusipa xapGokewrara) OOpaTHO IPONOPLHOHATBHA
CHHIKEHHIO (DYHKIIUH [TOYEK.

QapMakOKMHETHKAa OCeJIbTaMUBHpa Yy MALHEHTOB C TEPMUHAIBHOM CTagued MO4YeyHOH
HEIOCTATOYHOCTH (¢ KimpeHcoM KpeatHHuHa <10 MJI/MHH), He HaXOLIMXCS HA AHAIH3€E, HE
U3y4asack.

Ilayuenmsl ¢ nopasicenuem neyeHu

[Toxyuennsle in vitro 1 B uccieI0BaHUAX Ha KUBOTHBIX JaHHbIE 00 OTCYTCTBUM 3HAYHTEIBHOIO
nosbimeHuss AUC ocenpTaMUBHpPa WM €r0 aKTUBHOIO MeTabosuTa Mpu HapylleHuH QYHKIUN
[IEYEHU JIETKOW M CpelHeH CTeNeHH TSHKECTH OBbUIM MOATBEPXKIEHBI U B KIMHHUYECKHUX
ucciaenoBanusax (cM. «Jlo3upoBaHue B 0coOBIX CiTydasx»). bezonacHocTh U (hapMaKOKHHETHKA
ocenbTaMuBHpa Gocdara y malueHToB ¢ TSHKEJIBIM HapylieHHeM QYHKIIUU IEYSHH HE U3ydasach.

llayuenmol no*cUI020 U cMAp4ecKo20 803pacma

VY nanueHToB M0XKUJIOT0 U CTap4ecKoro Bo3pacta (65-78 neT) 3KCno3uuus akTHBHOIO METab0IUTa
B PaBHOBECHOM COCTOSIHMH Ha 25-35% BhIle, yeM y 00Jiee MOJIOABIX MAllMEHTOB MIPY HAa3HAYEHUHU
aHAJIOTUYHBIX 103 ocelbTaMuBUpa. [lepuoa nomyBbIBeACHUS Npenapara y MallueHTOB MOKUIOr0
M CTApueCKOro BO3pacTa CYLIECTBEHHO HE OTVIMYAJICS OT TAKOBOrO y 00Jiee MOIOAbIX MAllHEHTOB.
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i YYE€TOM JaHHBIX [0 3KCIIO3UIMH IIpernapara u €ro NEePEHOCUMOCTH IMAIITUEHTAMHU IIOXKHJIOTO H
CTap4yeCKoro Bo3pacta KOPpEKI KU AO3bI IIPH JICHCHUH U npo@pmaxmxe rpurmra He Tpe6yeTc51.

Jlemu 6 8o3pacme om 1 200a 00 8 nem u nodpocmxu

dapMaKOKMHETHKY OCEJIbTaMUBHpa H3ydand y Jeteit ot 1 10 16 1er B papMakoKHHE THYECKOM
HCC/IEIOBAHMM C OJHOKpPAaTHBIM IIPHEMOM IIperapara M B KJIMHHYECKOM HCCJIEJOBAaHUH IO
M3y4YEeHHIO MHOTOKPATHOrO IpHeMa Ipenapara y HeOOoIbIIoro 4ucia aetei B Bospacte 3-12 jer.
CKOpOCTh BBIBEICHHS aKTHBHOIO MeTaboJIUTa C IONPABKON Ha MacCy Tejia y AeTei MIIaiero
BO3pACTa BBILIE, YEM y B3POCIBIX, YTO HMPUBOAMT K Oosnee HU3KMM AUC MO OTHOLICHHIO K
KOHKpeTHOM 03¢, [Ipuem mpenapara B 103¢ 2 MI/KI 1 OJHOKpPATHBIX 103 B 30 Mr uym 45 mr B
COOTBETCTBUH C PEKOMEHIAUMSAMH 110 [O3UPOBAHHIO M JE€TeH M IKCTEMIOPATbHOMY
IIPUTOTOBJIEHHIO CYCIICH3MH, MpHUBEJCHHBIMH B pasjene «Crnoco® NpUMEHEHHs H JI03bD»,
obecreunBaet Takyio xe AUC ocenbramuBupa KapOOKcuiara, Kakas JOCTUIAETCs Y B3pOCIBIX
1ocJie OJHOKPATHOIO IpHeMa KarcCysbl ¢ 75 Mr mperapara (4TO SKBHBAJISHTHO NPUMEPHO |
mr/kr). @apMakOKMHETHKA OCeIbTaMUBHUpA y JeTelt crapuie 12 j1eT Takas ke, Kak y B3pOC/IbIX.

bepemennvie scenuyunbl

B xome 00beJHHEHHOr0 aHalu3a MOMYJIAUMOHHOH (apMAKOKHHETUKH OBUIO BBIABJIEHO, YTO
IPUMEHEHHe OcellbTaMUBUpa B J103€, yKa3aHHOH B paszjene «Crnoco® NMpUMEHEHHS U 103bI»,
MPUBOAMT K 00Jiee HM3KOM IKCIIO3UIMU aKTUBHOrO MetabosuTa (B cpexHeM Ha 30% B TeyeHHe
BCEX TPUMECTPOB OepeMeHHOCTH) y OepeMEHHBIX XEHIIMH [0 CPaBHEHHIO ¢ HeOepeMeHHBIMH
KeHIIMHaAMH. HaumMeHblas pacyeTHas OKCIO3MLMS, TeM HE MEHee, OCTaeTCs BbIIIE
HHIHOUPYIOIMX KOHUEHTpauui (3HaueHus [C95), onHOBpeMEHHO HaAXOIIChb Ha YPOBHE
TEepareBTUYECKOTO BO3JEHCTBHUS Ul psijla IUTaMMOB BUpyca rpunna. Kpome Toro, pesybTarhl
Ha0JI0IaTeIbHBIX MCCIIE0BAaHUN BBIABISIOT 110JIb3Y CYLIECTBYIOLIENO PEXUMaA J03MPOBAHHUS B
YKa3aHHOW MOIyJIAUH TalueHTOB. TakuMm oOpa3oM, HM3MEHEHHE peXHuMa HO3UPOBaHUS Y
OGepeMeHHBIX KEHIIMH [IPU POBEICHUH Teparuy WK Npo(uIakTHKH IPHUIIIa HE PEKOMEHIYETCS
(cMm. pasmen «®dapmakojoruueckue CBoHCTBa», mnoapasgen «®PapMakoaMHAMHMKa», ITyHKT
«Jleyenue rpumnmna y 6epeMeHHBIX KEHILIUHY).

Hayuenmoi ¢ ocrabieHHbIM UMMYHUMEMOM

AHaiu3 MOMyJIAIMOHHON (hapMaKOKMHETHKH YKa3bIBaeT Ha yBelWdeHHe dKcro3uuuu (1o 50%)
aKTHBHOTO MeTabo/IMTa OCeIbTAMUBHpPA Y B3POCIIBIX MAMEHTOB C OCIa0I€HHBIM UMMYHHTETOM
10 CPABHEHHIO ¢ MAllMEHTaMH C HOPMaIbHBIM HMMYHHTETOM (Kak yka3aHo B paszene «Crnocod
PUMEHEHHs U 103b1»). [Ipn 3TOM KIMpEeHC KpeaTHHHHA B 3TUX IPYIIIax OCTAETCs COMOCTAaBUMBIM.
Hanuuue CHMIKEHHOTO MMMYHMTETAa Yy B3pOC/BIX [AaLMEHTOB He TpeOyeT KOPPEKLHH 03Bl
ocenbTaMHMBHPa, O1aroaps BHICOKOMY Ipefery 0e30MmacHOCTH akTUBHOro meradonura. Tem He
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MeHee, y B3POCIIbIX MAIHEHTOB C MOPa)KEHHEM IOYeK J03bl HEOOXOIMMO KOPPEKTHpOBaTbh B
COOTBETCTBMH ¢ MH(DOpMaIKeii, peaAcTaBlIeHHOH B paszaene «Crocod NIpUMEHEHHUS U 103bD».
IToka3zaHusi K NpUMEHEHHIO

. JleyeHue rpuIna y B3pocibIX U AeTel B Bo3pacTe cTapuie 1 roza.

. [IpoduiakTika rpumma y B3pOCABIX M IOJPOCTKOB B BoO3pacTe cTapuie 12 Jer,
HaXOJAIIMXCs B IPYINax MOBBIIEHHOTO pHCKa HHQUIIMPOBAHUSA BUPYCOM (B BOMHCKHMX YacCTAX H

00oJIBIIMX IIPOU3BOACTBEHHBIX KOJUICKTUBAX, ¥ ocabIeHHBIX naunemos).

. [Tpodunaktuka rpumnmna y aetei crapue 1 roaa.

IIpoTuBonokazanus

E [ToBhIlIEHHAs YYBCTBUTEILHOCTD K OCEIbTAMUBHPA ocdary WM I0OOMY KOMIIOHEHTY
npernapara;

s TepMuHabHas CTa/Hs MOYEYHOM HEAO0CTATOUHOCTH (KIMpeHe KpeaTuHuHa <10 MI/MHR);
> Tsxenast neyeHo4Hast HEJOCTATOYHOCTb;

. Jetckuii Bo3pact 10 1 roza.

C 0cTOpPOKHOCTBIO

o bepemeHHOCTb, EPHO IPyAHOIO BCKAPMIIMBaHUS.

° [lpumenenne B KOMOMHAUMM C I[IpenaparaMd, HMEIOUMMH  Y3KyIO  LIMPOTY
TepaneBTHYECKOro ACUCTBUS (HalpruMep, XJIOPIPOIaMUl, METOTpeKcar, Oy TauoH).

IIpumenenue npu GepeMeHHOCTH H B NIEPHO/I IPYAHOI0 BCKAPMJIMBAHHS

FBepemennocmo

HeGnaronpustHelii ucxon 6epeMeHHOCTH U @aHOMAJIMK PA3BUTHS I1710/18, @ TAK)KE PUCK CEPbE3HBIX

BPOX/IEHHBIX IIOPOKOB pa3BUTHUs, B TOM YHCJE BPOXKIEHHBIX I[IOPOKOB CepAld, CBs3aHbl C

3a00/1eBaHUEM T'PUIIIIOM.

BosbIi0e KOJIMYeCTBO JaHHBIX O BO3JEHCTBHM OCEIbTaMHUBHpA y O€pEeMEHHBIX KEHIIMH B XOJe

MOCTPETUCTPALIMOHHOTO MPUMEHEHUS U HaO IroAaTe IbHbIX uccienoBanuii (6osree 1000 nauueHToB

Ha IIEPBOM TpuUMecTpe OepeMEeHHOCTH) HE YKa3blBalOT HU Ha IIOPOKH pa3BUTHUs, HU Ha

deTo/HeoHaTaTbHYIO TOKCHYHOCTE OCEIbTAMHUBHA.

Opnnako B 0JHOM HaOII0AATETBHOM HCCIE0BAaHUHU PE3YIbTAaThl OLICHKH PHCKA Pa3BUTHS TSKEIIBIX

BPOX/IEHHBIX ITOPOKOB Ceplia, JMAarHOCTUPOBAHHBIX B TeUeHHE 12 MecsaLeB [0ciIe POKIAECHHS, HE

OBUIM OJTHO3HAYHBIMH, XOTs OOIIMH PUCK MOPOKOB pa3BUTHS U HEe ObL1 yBeauueH. B nanHOM

MCCIIEJOBAHUHM HaCcTOTa Pa3BUTUS TsKEJIBIX BPOKACHHBIX IOPOKOB CEp/la 10C/IEe PUMEHEHHS

ocelbTaMHUBHpA B TEYEHHE IIEPBOr0 TPUMECTpa OepeMeHHOCTH cocTasisia 1,76% (7 miiazneHues

u3 397 GepemenHocreit) mo cpaBHenuto ¢ 1,01% npu GepemeHHOCTH B 0oOuied nomyaauuu 6e3

11

[
o
on
sl
e



JITI-N (000056) — (PT'-RU)-080520

NpUMEHEHHS ocellbTaMuBUpa (OTHOIEeHHEe pucKoB 1,75, 95% nosepurensubiit uaTepsan 0,51 1o
5,98).

KimHuyeckoe 3HaYeHUe AaHHOTO pe3ysibTaTa J0 KOHIA HE SICHO, TaK KaK MCCIEOBAHUE UMEJIO
OrpaHUYEHHYIO MOIIHOCTb.

Kpome Ttoro, uccrenoBanue ObLIO HETOCTATOYHO OOBEMHBIM, YTOOBI MPOBECTH JOCTOBEPHYIO
OLIEHKY OTAENBHBIX KATErOPHH TSAKEIBbIX MMOPOKOB PA3BUTHS, IPHU ITOM AaHHbIE y MKEHILMH,
IPUHUMABIIMX U HE MPHHUMABIIMX OCETTAMUBHP, HE MOIJIA OBITH MOTHOCTBIO CONOCTABUMBI,
HE3aBUCUMO OT TOro, 60J1€IH T OHU TPHUIIIIOM.

HccnenoBanust Ha )KMBOTHBIX HE YKa3bIBAalOT HA PENPOAYKTUBHYIO TOKCHYHOCTb OCE/IbTAMHUBHPA
(cm. paznen «DapMakosIorHyecKue CBOHCTBaY, nojapasaen « oK IMHHYECKHe JaHHbIEN).
[Ipumenenue ocenbTaMuBUpa Npu GepeMEHHOCTH BO3MOXKHO B CiIydae HEOOXOAMMOCTH U IOCIIe
OLEHKH HuMerolleiics uHpopmanuu o Oe3omacHOCTH M Moib3e (MHGOPMALMIO O TOJb3e
IpUMEHEHUS TpenapaTa y 6epeMeHHbIX KEHIIHH CM. B ojpazaene « GapmMakoMHAMUKa», Iy HKT
«Jleuenue rpumnna y 6epeMeHHBIX XKEHIINH»), @ TAK)KE TATOT€HHOCTH LIUPKYIUPYIOLIETO TaMMa
BHpYyCa IpHIIIa.

I pyonoe eckapmiusanue

Bo BpeMs IOK/IIMHUYECKUX MCCIIEOBAHUM OCEJIbTAMUBUP M aKTUBHbIH MeTaOOJIUT MPOHUKAIH B
MOJIOKO JIAKTUPYIOLIMX KpbIC. JIaHHBIE MO HKCKPELUHU OCeIbTaMHUBHpA C I'PYJHBIM MOJOKOM Y
4yejloBeKa W [PUMEHEHMIO OCEJIbTaMHBUPAa KOPMSIIMMM  JKEHIIMHAMH  OrPaHHYEHBI.
OrpaHuyeHHblE JaHHBIC IOKA3bIBAIOT, YTO OCEIbTAMUBHP M €ro AakTHBHBIH MeTaboIUT B
HEeOO/IBIIMX KOJIMYECTBAX MPOHUKAIOT B IPyJHOE MOJIOKO, cO3/aBasi CyOTepaneBTHYECKHE
KOHLIEHTpallUd B KpOBH rpyaHoro pedOenka. [Ipm Ha3HayeHUM oOcejIbTaMHBUpPA KOPMSIIHM
KEHIMHAM CJIe[lyeT TaKke€ YYHUTBHIBaTh COMyTCTBYIOLlee 3a00jeBaHHE U IATOr€HHOCTh
LIMPKYJMPYIOIEro INTaMMa Bupyca rpummna. [Ipu OepeMEeHHOCTH U B NEPUOA TPYAHOrO
BCKapMJIMBAaHHs OCEJIbTAMUBUP IPUMEHSIOT TOJILKO B CIIy4ae, €CIM OXKu1aeMasi sBHas 110J1b3a UL
KOpMsIlelt MaTepH MPEeBBIIAET PUCK pedeHKa.

Depmunvrocmy

Ha ocHOBaHMHM MJOKIMHMYECKMX JaHHBIX HE OXHIAETCs, YTO OCEJbTAMHBHp BIHSET Ha
(GepTHIPHOCTD MY KUHH WM XKEHUMH (cM. pazaern «Dapmakosornueckue CBOMCTBAY, MOApa3ae
«JloxIMHUYeCKHe TaHHBIEY).

Cnocob npuMeHeHusi U 103bl

[Ipenapar ocesbTaMUBUP IPUHUMAETCS BHY TPb, HE3aBUCUMO OT ITPUEMa [TUILK KT BO BPEMSI €IbL.

[TepeHocHMOCTD Ipernapara MOXKHO YTy 4IIHTh, €CJIA IPUHUMATE €r0 BO BPEMS €/Ibl.
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[Ipu npuMeHEeHUH B3POCIBIMU, [TOJPOCTKAMH, J€TbMHU, KOTOPbIE HE MOTYT IPOIJIOTUTH KaIcyry
WIH TIpU HAJIWYMM NPH3HAKOB "cTapeHus' Karcys (Hampumep, MOBBIIEHHAsS XPYMKOCTh HIIH
Ipyrue HapyleHus: GU3NYeCKOro COCTOSHUS), HEOOXOAUMO OTKPBITh KAaIlCyJIy H BBICHINATH €€
colepKuMoe B HeOOJIBLIOE KOJMYECTBO (MakCHMalbHO | 4allHas JI0KKa) [MOAXOMASIIErO
MO/IC/IAIEHHOr0 MPOAYKTa MUTAHUs (IIOKOJIAJHBIH CHPOI ¢ HOPMAJIBHBIM COZIEPXKAHUEM caxapa
uim 0e3 coaepkaHMs caxapa, MeJ, CBETJIO-KOPUYHEBBIM caxap WIH CTOJIOBBIA caxap,
PAacTBOPEHHBIH B BOJE, CIAAKUH JecepT, CrYLUIEHHOE MOJIOKO C caxapoMm, S0J04YHOe MMIope WM
Horypr) 1t TOro, 4ToOB! CKPBITh FOpbKHii BKyc. CMech HE0OX0AMMO TIIATENBHO MEPEMEIaTh 1
JaTh nauueHTy ueaukoM. CrefyeT NpoOrJoTHTh CMeCh cpa3y JKe I0CiIe MPUrOTOBJICHHUS.
[TogpoGHble pekOMEHJAUMK JaHbl B mojapasaeie "DKCTeMIIOPaJIbHOE IPUTOTOBJIEHHE
CycreH3uu".

Cmanoapmmlii pexcum 003uposanus

Jleyenue

[Ipuem npenapata He0OXOIMMO HAYMHATEH HE MO3IHEE 2 CYTOK C MOMEHTa Pa3BHUTHS CHMIITOMOB
3a00J1eBaHus.

Bspocnvie u noopocmiu 6 sozpacme > 12 nem

Pexomenayemas cytounast qo3a coctaBisier 150 mr. [Ipenapar naznavaioT B go3e 75 mr (oaHa
KarcyJa 75 Mr uid oaHa Kamncysna 30 Mr + ojHa Karcya 45 Mr) 2 pa3a B CyTKH BHYTPb B TeUEHHE
5 nuelt. YBenuuenue 1o3sl 6onee 150 MI/cyTKu He IPUBOAUT K yCUIIEHHIO 3G dekTa.

Jlemu ¢ maccoii mena 6onee 40 ke uru 6 sospacme om 8 0o 12 nem

JleTH, KOTOpBIE YMEIOT MPOTJIaThIBaTh KaICyJIbl, TAKXKE MOTYT I10Jy4aTh JeYeHHe, IPUHUMAS I10
75 mr (oaHa Kamcysa 75 Mr win oaHa Kancyiaa 30 mr + onHa karncyna 45 mr) 2 pa3a B CYTKH B
TEYECHHE 5 THEH.

[lemu 6 6o3pacme om 1 0o 8 rem

PexomeHI0BaHHBIH peXXUM JT03UPOBAHUS OCeIbTaMUBHpa Karcyibl 30 u 45 mr.

Macca tena PexomennoBanHas 103a B TeueHHe 5 IHE#H
<15 xr 30 mr zBa pa3za B CyTKH
>15-23 kr 45 Mr 7Ba pa3sa B CyTKHU
>23-40 xr 60 Mr 1Ba paza B CyTKH

B03MOXHO DNpUMEHEHHE CYCNEH3MH, IIPUTOTOBICHHON 3KCTEMIIOPAJbHO (CM. moapasien
"DKcTemMnopanbHOE IPUTOTOBJIEHUE CyCIIeH3un").

IIpodhurakmuxa

HpI/IeM npenapara He0OXO0AMMO HAUYMHATE HE nosaHee 2 CYTOK IIOCJIE KOHTAKTa C O0IBHBIMH.

Bspocnvie u noopocmiu 6 sozpacme > 12 nem
13
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[To 75 mr (oana xancyna 75 Mr wiu oaHa xancyna 30 mr + oaHa karcyia 45 mr) 1 pa3 B cyTku
BHYTPb B TeyeHue He MeHee 10 queil mocie koHTakTa ¢ 601bHBIM. BO BpeMsi Ce30HHOU 3MUAEMUH
rpumma — 1no 75 mr 1 pa3 B cyTku B TedyeHue 6 Hezxenb. [Ipodunaktuueckoe aencTBhe
IIPOI0JIKAETCS CTOIBKO, CKOJIBKO UIUTCS TIPHEM IIpernapara.

Jemu c maccou mena 6onee 40 ke unu 6 so3pacme om 8 0o 12 rem

JleTr, KOTOpbIE MOTYT IIPOIJIAThIBaTh KaIlCyJbl, TAaK)K€ MOTYT IOJy4aTb HPOQUIAKTHYECKYIO
Tepaluio, IpuHUMas 1o 75 Mr (oaHa Karcyna 75 Mr wiM oaHa karncyna 30 Mr + ogHa Karcysa
45 mr) 1 pa3 B cyTku B TeueHue 10 quei.

Jemu 6 6o3pacme om 1 0o 8 1em

Macca tena PexomennoBanHas 103a B TeueHue 10 guei
<15 kr 30 mr 1 pa3 B cyTkH
>15-23 xr 45 mr 1 pa3 B CyTKH
>23-40 kr 60 Mr 1 pa3 B cyTku

PexoMeH/1I0BaHHBIM peXUM J03UpOBaHUs oceabTaMuBUpa Karcynasl 30 u 45 mr. Bo3moxHO
IIPUMEHEHHE CYCIIEH3HH, IPUTOTOBJIEHHON SKCTEMIIOPAIbHO (CM. mojpas/en "IKCTeMIopaibHOe
IPUTOTOBJICHUE CyCIIEH3HU").

Jo3uposanue 8 ocobvix cayvanx

Ilayuenmul ¢ HapywieHuem PYHKYUU NOYeK

Jleuenue

[TaniuenraMm ¢ kiaupeHcoMm KpeaTuHHHa Oosee 60 MJI/MHH KOppeKUHH 103bl He Tpebyercs. VY
MALIMEHTOB C KJMpeHcoM KpeatuHuHa oT 30 mo 60 Ma/MHH 103y OCelbTaMHUBHUpA CIEAYET
yMeHbIINTH 10 30 MI 1Ba pa3a B CyTKHU B T€YEHHE 5 THEH.

VY nanueHToB ¢ kaupeHcoM KpeatuHuHa oT 10 mo 30 mMa/MHMH 103y OcelbTaMHBUpa CIIEAyeT
yMeHpIUTh 10 30 Mr OoauH pa3 B CYTKH B TedeHHe S5 nHeit. [lampeHram, HaxoIsSIIMMCS Ha
MIOCTOSSHHOM TéMO/IMa/In3e, OCeJIbTaMHUBHP B IEPBOHAYAIBHON 03¢ 30 MI' MOXKHO MPHUHATH 10
HavaJla [Majn3a, €CJIM CUMIITOMBI I'PHUIINA OSIBUJIUCH B TeYeHHUE 48 U MEX/Iy ceaHcaMy Iualin3a.
Jlnsa mopaep:KaHus IJa3MEHHOM KOHLEHTpAaLMH Ha TepaneBTUYECKOM YPOBHE OCEIbTaMHUBHD
ciaeayer npuHUMath 1o 30 Mr mocie KakAoro ceanca auanusa. [lamueHTaMm, HaXOIAIUMCS Ha
[IEPUTOHEATLHOM IHAJIN3€E, OCEIbTAMUBHUD CJIey €T IPUHUMATh B IepBOHAYAIbHOM 03¢ 30 MT 10
HayaJla IPOBEICHHU s AUaIn3a, 3ateM 1o 30 Mr Kaxaple 5 JHEH.

(QapMakOKMHETHKAa OCelbTaMUBHpA Yy TALMEHTOB C TEPMUHAIBHOM CTaauel XpOHUYECKOit
II0YEYHOH HEJAOCTATOUHOCTH (C KIMpeHCOM KpeaTHHHHA <10 MJ/MHH), HE HaXOISIIMXCSH Ha
AUaan3e, He u3ydyauach. B CBs3M ¢ 3TUM peKOMEHJAlUHU IO JA03UPOBAHHUIO y JAHHOM IPYIIIIBI

[MAIIHEHTOB OTCYTCTBYIOT.
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IIpochunaxmuxa

[lanueHTaM ¢ KJIMPEHCOM KpeaTHHHHA Gojiee 60 MJI/MHUH KOppEeKUMH 103bl HE Tpedyercs. ¥
MalMeHTOB ¢ KiMpeHcoM KpeaTuHuHa oT 30 g0 60 MuI/MMH 103y OCelIbTaMHBHpA CIELyeT
yMeHbLHUTH 10 30 Mr OJMH pa3 B CyTKH. Y NAaLMEHTOB C KJIMPEHCOM KpeatWHuHa oT 10 mo
30 MJI/MHH PEKOMEHIYETCs YMEHBIIMTH 103y oceabTamMuBupa 10 30 mr yepes aeHb. [lauuentam,
HaXOAIIMMCS Ha MOCTOSHHOM IeMOJMaliu3e, OCeJIbTAMHBUD B IHepBOHayanpHOH no3e 30 mr
MOJKHO MPHHSTH 10 Hayada auanu3a. [l noanepKaHus IIa3MEHHOW KOHUEHTPALMH Ha
TepaneBTHYECKOM ypOBHE OCEJbTAaMHBHp clieayeT npuHuMarh nmo 30 Mr 1ocie Kaxaoro
MOCJIEAYIOUIEr0 HEYeTHOro ceaHca auanu3a. llauuentam, HaxomsUIMMCS Ha MEPUTOHEATLHOM
JManu3e, OcelbTaMUBHP CliellyeT MPUHUMATh B IepBOHayaabHOM n03e 30 Mr mo Hayana
NpoBeeHHs Auanu3a, 3ateM 1o 30 mr xaxzable 7 aHeil. PapMakOKHMHETHKA OCEJIbTaMHUBHpA Y
NAlMEHTOB C TEPMUHATIBHOMN CTajuel XPOHHYECKON IOYeUHOH HEAOCTaTOUHOCTH (C KIMPEHCOM
kpearnHruHa <10 MJI/MHH), He HaXOJSINMXCS Ha [QUaIM3e, HE H3ydajach. B CBA3M ¢ 3THM
PEKOMEH/IAIMHU 110 JO3UPOBAHHUIO Y TaHHOH I'PyHIIbI TALMEHTOB OTCYTCTBYIOT.

Ilayuenmol ¢ Hapyuienuem QyHKyuu nevyeHu

Koppekiuu 10361 IpH JeYeHHH U IPOQHUIIaKTHKE IPUIIIA y [TALKUEHTOB ¢ HapylleHneM QyHKIMHU
[IEYEeHH JIETKOM U CpeHel CTENeHH TsSKeCTH He Tpebyetcs. be3omacHocTh U papMaKOKHHETHKA
OCeIbTAMUBHPA y MAIIMEHTOB C TSHKEJIBIMHU HAPYILICHUAMH QYHKIUH [1€Y€HH HE U3ydasach.
Ilayuenmul nodXxcUI020 U cMapyecko2o 603pacma

Koppekiuu 10361 U151 mpoUIaKTUKK WK JIEYEHHUs TPUIIIa He TpeOyercs.

Iayuenmul ¢ ocaabaeHHbIM UMMYHUMEMOM (nOC.1e mpanchaanmayuu)

Jleuenue

PekomeH10BaHHAs 1032 OCeIbTAMHUBHPA COCTABISET 75 MI' 2 pa3a B CYTKH BHYTPb Y B3pOCIBIX
nmanueHToB (cM. paszaensl «OcoOble yka3anus», «[lobodnoe aeicTBre» U « DapMakoJIOrHyecKue
cBoiicTBay). [Ipuem npenapara He0OX0AUMO HAUMHATH HE MO3/HEE 2 CYTOK C MOMEHTA Pa3BUTHS
CHUMIITOMOB 3a00J1€BaHuA.

JIns ce30HHON NMPOQUIAKTHKY I'PHUIINA Y MAMEHTOB C 0C/IabIeHHBIM UIMMYHUTETOM B BO3pacTte
>1roga — B TeueHue 12 Heaenb, KOPPEKLIUH 1036l HE TpeOyeTcs.

Jlemu

OcenpTaMUBHD B JaHHOMH JIEKApCTBEHHOH (opMe He cieyeT Ha3Ha4yaTh AeTAM 10 1 roja.
Ixcmemnopansroe npuzomosnenue cycnensuu Homuoec®

B ciyyasx, koraa y B3poCIbIX, MTOJPOCTKOB U JE€TEH CyIIecTByeT 1podieMa ¢ MporiaTbiBaHUEM
KancyJ, Wi MpPU HaJIMYUM MPU3HAKOB "CTapeHus" Karcysl, HeOOXOAMMO OTKPBITh KalcCyly U
BBICBINIATh €€ COJAEepXKMMOe B HeDO/IbIIOE KOJWYECTBO (MakCHMaJbHO | uvaiHas JI0KKa)
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[10IXO/ISIIErO [O/CIAMEHHOT0 IPOAYKTa MUTAHHS (CM. BBILIE) JUIS TOTO, YTOOBI CKPBITH TOPbKUH
Bkyc. CMech HEOOXOAMMO TIIATEIBHO MEPEMELIaTh M [aTh NALMEHTY LETUKOM. Cnenyer
IIPOTJIOTUTH CMECh CPa3y XKe I0C/Ie MPUTOTOBJICHHUS.

Kancynvl 75 me

Ecnu nmauuenTtam TpebyeTcs f03a 75 Mr, TO HEOOXOIMMO CJI€ZI0BaTh CJACAYIOLIHMM HHCTPYKIUAM:
1. Jlepxa omHy Kamcyiy 75 Mr Homugec® Hag MasneHbKOH €MKOCTbIO, aKKypaTHO PAacKphITh
KaIlCyJIy ¥ BBICHINIATh OPOIIOK B €MKOCTb.

2. Jlo6aBuTH HEGOIBIIOE KOTMYECTBO (He Goee 1 yaiHO# JI0XKKH) 10IXOISLIEr0 MOC/IAEHHOr0
IPOAyKTa MUTaHHUs (4T00bI CKPBITh TOPLKUH BKYC) M XOPOLIO MepeMeIIaTh.

3. TuaTeIbHO MepeMeIaTh CMECh U BBIIMTH €€ Cpa3y Xke M0CJIe IPUTOTOBIEH . ECi B eMKOCTH
OCTAJIOCh HEOOJbIIOE KOMMYECTBO CMECH, TO CJEAyeT OIOJOCHYTb €MKOCTh HeOOJIBILINM
KOJIMUECTBOM BOJIbI U BBIITUTH OCTABLIYIOCS CMECH.

Ecnu namuentam Tpebyrotcs 10361 30-60 mMr, TO Ul MPaBUIBHOIO J03MPOBAHUA HEOOXOAUMO
CJIEZIOBATH CIIEAYIOIIMM HHCTPYKLHUSAM

1. Jlepxa oaHy Kamcyijly 75 Mr mnpenapara Homupec® Haa MaqeHbKOM €MKOCTBIO, aKKypaTHO
PaCKpBITh KaICyly U BBICHIIATh IIOPOLIOK B EMKOCTb.

2. Jlo6aBuTh B MOPOIIOK 5 MJI BOABI C IMOMOINBIO IIIPHIA ¢ METKAMH, MOKa3bIBaIOUMHU
KOJIMUECTBO HaOpaHHOM KuAKOCTH. TIuaTe pHo nepeMeniaTb B TEHEHHE 2 MUHYT.

3. Ha6paTb B HINPHUI] HE0OX0IMMOE KOJIMYECTBO CMECH U3 EMKOCTH COIJIACHO HH)KCHpHBC}IeHHOﬁ

TabIuIE:
KomuuecTBo cMecH
Macca Tena PexoMeHnioBaHHas J103a "
Homuzaec™ Ha oauH npueMm
<15 kr 30 Mr 2 M1
>15-23 xr 45 mr 3 M
>23-40 xr 60 Mr 4 M

Her HeoOxomumocTH B 3a00ope HEpacTBOPEHHOro 0€0ro Mopollka, IOCKOJIbKY OH SIBIISETCS
HEaKTUBHBIM HaloJHMTeleM. HaxkaB Ha MOpLIeHb IINpPHULIA, BBECTH BCE €r0 COJAEPKHMOE BO
BTOPYIO eMKOCTh. OCTaBIIYIOCS HEUCIIOIB30BAaHHYIO CMECh HEOOXOAMMO BEIOPOCHUTS.

4. Bo BTOpYIO €MKOCTb 100aBUTH HeOOJbLIOE KOJIMYEeCTBO (He Oosnee 1 4YaiHOH JIOKKH)
MOAXO/IAIIEr0 MOACIAIEHHOTO MPOIYKTa MUTAHUSA, YTOOBl CKPBITh I'OPBKHH BKYC, ¥ XOPOLIO
riepeMenars.

5. TmareabHO IepeMelIaTh CMECh U BBIMUTH €€ cpa3y ke 110CIe IPUToTOBIeH . Eciu B eMKOCTH
OCTaJI0Ch HEOOJBIIOE KOJHMYECTBO CMECH, TO CJIEAYET OIOJOCHYTb €MKOCTh HEOOJBLIMM

KOJIMYECTBOM BOJBI H BBIITUTH OCTABIIYIOCA CMECH.
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JIaHHYIO TIPOLIEY Py CJIeAYyeT MOBTOPSATH MEPe/l KaXKIbIM IPUEMOM IIpenapara.

Kancynvr 30 me u 45 me

I[JISI IPpaBUIIBHOTO JO3UPOBAHUS HEOOXOIUMO CJIe/10BaTh CIICAYIOMNUM HHCTPYKIUAM:

1. Onpeseuth HeoOX0aMMOE KoTuuecTBO Kancy1 Homuzec®, Tpebyrommeecs 171 MPUrOTOBICHUS

CMECH:

Macca tena*

Komuuectso kancyn Homuaec® mis
obecrieye s peKOMEHI0BAHHO# 1036l

C LICJIBIO JleueHUuA B TCUCHUC 5 nHe#

KonmuectBo karcy1 Homunec® s
obecrieuyeHns peKOMEHI0BAaHHOHN 1036l

C LICJIBIO npm]m.flakmuku

<15 kr 1 karicyna 30 mr 2 pasza/cyT 1 kanicyna 30 mr 1 paz/cyT
>15-23 kr 1 karcyna 45 mr 2 paza/cyT 1 kanicyna 45 mr 1 pas/cyT
>23-40 xr 2 xarncyisl 30 Mr 2 pasa/cyT 2 karncynel 30 mr 1 pas/cyT

*Temu ¢ maccou mena >40 ke uru 6 o3pacme om 8 0o 12 nem u 63pocivie MO2Ym NOLYYAMb
Homuodec®, ucnonvsya ona npueomoenenus cmecu 00Hy kancyry 435 me + oomy kancyny 30 me
2 paza 6 cymku 01 nevenus unu 1 pas 6 cymku 011 npOPUIaKmuK.

2. Vb6emurech, YTO HCIIOJNB3yeTCs IpaBWiIbHAs Jo03a Ipenapara (B COOTBETCTBHH C
BBILICTIPUBEACHHO TaGmuiteit). Jlepka OIHY MM HECKOJbKO Karcy1 Homuaec® Hax MaleHbKOM
€MKOCTBIO, aKKyPaTHO PacKpbITh OJIHY HJIM HECKOJIBKO KalCyJl U BBICHINATh IIOPOLIOK B EMKOCTb.
3. JIo6aBuTh HEOOIBIIOE KOJIHYECTBO (He Oos1ee 1 yaiHOM JI0KKH ) MOAXOIALIEr0 MOAC/IaleHHOI 0
MPOJIYKTa MUTAHHUS, YTOOBI CKPBITh TOPEKUH BKYC, U XOPOLIO II€peMeNIarh.

4. TwaTeIbHO TepeMelIaTh CMECh U BBIIUTE €€ Cpasy XKe I10c/Ie MPUroTosiaeHus. Eciu B eMKocTH
oCTaioch HEOOJBIIOE KOJTMYECTBO CMECH, TO CJEAYEeT OIOJOCHYTh E€MKOCTb HEOOIIBIIUM
KOJIMYECTBOM BOJIbI M BBIITUTH OCTABLIYIOCS CMECH.

[ToBTOpSsiiTe aHHYIO MTPOLEYPY Nepe Kax/IbIM IPUEMOM IIperapara.

IloGouyHoe neiicTBHE

0O0630p npoduias 6e300acHOCTH

O6mmwmit npodusap Oe30macHOCTH OCeIbTAMUBHpPA OCHOBaH Ha JaHHbBIX 6049 B3pocibix
MalMEeHTOB/TIOAPOCTKOB U 1473 neTeit ¢ rpunmnoMm, noTy4aBIIMX OCEIbTAMHUBHD WIIHM IL1aLedo, a
Takke Ha JaHHBIX 3990 B3pOCHBIX MAIMEHTOB/TIOAPOCTKOB M 253 geTelf, MOJIyYarolIMX
OCeNbTAMHMBUD WM IUIale00/He IMOMyYaBIIMX TEpalUM B KIMHUYECKUX HCCIIENOBAHHSX I10
npo¢uIaKTUKe IPUIIIA.

Kpome Toro, 199 B3pocibIX MalMeHTOB ¢ 0C1a0I€HHBIM UMMYHUTETOM MOJIYYHIU OCEIbTAMUBUD
IUIS JIeYeHHs TpUIa, U 475 nauueHToB ¢ ocableHHBIM UMMYHHUTETOM (B ToM uucie 18 nperei,
10 13 KOTOPBIX MOJyYali OCENbTAMUBHP U 8 - 11anedo) moTyduIu oceabTaMUBUD MM ILIALE00

JUtst TpOGUITAKTUKY TPUIIIA.
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Y B3pOCIBIX NAIMEHTOB/TIOAPOCTKOB HauboIee YacThIMU HexenateabHbiMu peakuusivi (HP) B
X0/le KIMHHYECKMX MCC/IE0BaHUH JieyeHus rpumma ObUTM TOIIHOTA M pBOTA, a B XO/€
HCClIeI0BaHuUi 110 MPO(UIAKTHKE - TOLIHOTA.

BoIBIIMHCTBO yKa3aHHbIX HP ObLM 3aperucTpupoBaHbl OHOKPATHO B IEPBBII MK BTOPO# JeHb
Tepanuu U CIOHTAHHO pa3peluajich B TeYeHHE MOCIeayomuX 1-2 nHei.

V nereit Haubosee yacto Berpevaromeiicss HP Opuia psoTa.

VY 60/bIIMHCTBA NalMeHTOB AaHHble HP He mpuBoAMIIM K OTMEHE TEPANIUU OCEIbTaMUBHPOM.
Cepnesuble HP, nepeudnciieHHble HMXKE, PEAKO OTMEYAIMCh C MOMEHTA BBIXOJA Ipenapara Ha
PHIHOK: aHaduIaKTHYeCKHe M aHA(QUIAKTOMIAHBIC PEAKIMH, HAPYIICHUs CO CTOPOHbI NMEYECHU
(by/IBMUHAHTHBIA TeNaTUT, HapylleHHe GYHKIHMH NEYEHHM M JKEITyXa), aHTHOHEBPOTHYECKHH
otek, cuapom CruBeHca-/[PKOHCOHA M TOKCHYECKMH SMHAEPMAIbHBIA HEKPOJIU3, JKEIy0YHO-
KMIIEYHOE KPOBOTEUEHME M HAPYIIEHHs CO CTOPOHBI HEPBHOM CHCTEMBI M IICHXHMKH (CM. pasjern
«Oco0Ople yKa3aHusn»).

CIHCOK HeXeaTeIbHBIX peakilnii peAcTaBieH B TabIMuHOM GopMaTe HHIKE.

Jns onMcaHHs 4acTOThl HEKeJATeNbHBIX PEaKLHi HCIOIB3YeTCs Cleqylomas KiaccuQHKalus:
oyeHb uactele (>1/10), uacteie (>1/100 u <1/10), mewactsie (>1/1000 u <1/100), penxue
(>1/10000 u <1/1000) u o4yens penkue (<1/10000). CooTBeTCTBYIOIIAsA KATETOPHUS [IPHCBANBACTCS
HeKeJIaTe/IbHBIM PeakIMaM Ha OCHOBAHNH 00 beIMHEHHOTO aHaIM3a KJIMHUYECKUX UCCIIEI0BAHUHM.

Jleyenvie u npod)uﬂakmuxa 2pUnna y 83pociiblX U NOOPOCMKOB

B tabnuue 1 npexncraiaensl HP, Bo3HukaBime Haubosee 4acTo mpH NpHeMe PeKOMEHI0BaHHOM
JI03bI OCEJIbTAMHUBHPA B HCCIEAOBAHUSAX MO MPOGHUIAKTUKE M JICYEHUIO TPHUIINA y B3POCIBIX U
noapocTkoB (75 Mr 2 pasza B CyTKH B TedeHHe 5 JHEH Ul jJedeHust u 75 Mr 1 pa3 B CyTkH 10 6
HeJeb U1 POUIIaKTHKH).

B uccaenoBanusax mo npoduaakTuke rpumnna npo@uib 6€30nacHOCTH y MalHEHTOB, [10JIy4YaBIIMX
PEKOMEHIOBaHHYIO 103y ocenbTamuBupa (75 Mr 1 pa3 B cyTku 10 6 Heleslb), KAYECTBEHHO He
OTJINYAJICSA OT TAaKOBOT'O B HCCIICOBAHUAX I10 JICYEHHUIO TPHUIIIIA, HECMOTPS Ha 00Jee AIUTE/IbHbIH
TIIpUeM Ipenapara.

Tabnuna 1. HexenatenbHble peakllMd, BBIIBICHHBIE B XOJ€ KIMHUYECKHX MCCIIEI0BaHHUH I10
npodHIAKTHKE U JICYEHUIO TPUIINA OCEIbTAMUBUPOM y B3POCIIbIX MAIIMEHTOB M [1OJPOCTKOB UJIH

B X0/J1€ NOCTPETUCTPALITMOHHOTO HaOII0/IeHHS.

Kunace cucrem HexenateabHble peakiuu, pacnpeaeieHHbIe COTJIACHO YaCTOTe
OpraHoB BbISIBJICHHUS
OueHb yacTo Yacto Heuacro Peaxo
18
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Hughexyuonnvie u

bpouxut, Herpes

napazumapHuie simplex,
3abonesanus Ha30(apuHTUT,
UH}eKumun
BEPXHUX
JBIXaTeIbHBIX
IyTeH, CHHYCUT
Hapywenus co Tpombouuronexnus
CMOPOHbL KPOBU U
qumpamuyveckoil
cucmembl
Hapywenus co Peaxkuuu AHaduakTuyeck
CMOPOHbI TUIIepYyBCTBUTEIb| HE PEAKIIHH,
UMMYHHOU HOCTH aHa(UIaKTOUIHBIE
cucmembl peakuuu
Hapywenus becnokoiicTBo,
NCUXUKU aHOpMaJIbHOE
TMIOBE/ICHHE,
TPEBOKHOCTb,
CIlyTaHHOCTb
co3HaHus, Open,
JIeTTUPUH,
raJUTIOLIMHALIMH,
HOYHBIE KOLIMaphl,
npuyuHeHue cede
TEJIECHOTO
MIOBPEKAECHU S
Hapywenus co ['onoBuast 6o1b | becconnuna W3menenue
CMOPOHbBL HEPEHOU CO3HaHU4,
cucmembl CyZ1OpOrH
Hapywenus co Hapyenue
CMOPOHbL Opeana 3pEHHS

3peHus

12561

19

4




JIIT-N (000056) — (PT'-RU)-080520

Hapywenus co Aputmus
CMopoHbL cepoya
Hapywenus co Karens, 6016 B
CMOPOHbI ropJse, puHopes
ObIXamenbHOU
cucmembl, Op2aHos
2PYOHOU KIemKU U
cpedocmeHus
Hapywenus co TomnoTa PBoTa, 60116 B XKenynouno-
CMOpOHbI ’KUBOTE KU IIEYHbIE
JHCenyO0YHO- (Bxutrouasi 6016 B KpPOBOTEYEHHS,
KUeyHo20 BEpPXHEHN 4acTu reMopparuyecKkui
mpakma ’KUBOTA), KOJIUT

JUCTICTICHS
Hapywenus co [ToBeliIEHKE @y 1IbMHUHAHTHBINA
CMOPOHBL NeYeHU U AKTUBHOCTH renarur,
JHCeNYeBbIBOOAUSUX «TIEYEHOYHBIX» TIeYeHOYHas
nymeil bepmeHTOB HEJI0CTATOYHOCTb,

renarur

Hapywenus co Dk3ema, AHTHOHEBPOTHYEC
CMOPOHBL KOJCU U JePMaTHT, ChIllb, | KU OTEK,
NOOKOJCHbBIX KparuBHULIA MyJ1bTH(OPMHAS
mKaneu IpUTEMA, CHH/IPOM

CtuBeHca-
JIXKOHCOHa,
TOKCHYECKUH
SMUAEPMaIbHBIN

HEKpPOJIH3
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Obwue Bonp,

paccmpoiicmea u rOJIOBOKPYKEHUE

HapyuLeHus 6 (BxmO4as

Mecme 66e0eHUs BEPTHUTO),
yTOMJIIEMOCTb,
nauxopazaka, 60sb B
KOHEYHOCTSIX

Jleuenue u npohurakmuxa epunna y oemetl

B KIMHHYECKHX HCCIIEI0BAHUAX OCEIbTAMUBHIPA TIPU JIEYeHUH TPUIIIIA IIPUHUMATH yuacTue 1473
pebeHka (BK/IIOYas B LIEJIOM 3J0POBBIX AeTedl B Bo3pacTe oT 1 10 12 jeT u neTed ¢ acTMOi B
Bo3pacte oT 6 mo 12 ner). M3 nux 851 pebeHok moiydan Tepamuio OCEIbTAMHBHPOM B
JTeKapcTBeHHON (opMe «cycnenzus». Beero 158 nereil mosyuyanu peKOMEHIOBAHHYIO 103y
ocelbTaMHBHMpPa | pa3 B CYyTKH B HCCIIEJOBAHHMAX TOCTKOHTAKTHOH NMPOQUIAKTHKM B JOMAIIHUX
ycnoBusax (n=99), B 6-HeeNbHBIX MCCIEIOBAHUSAX CEe30HHOM mpoduiakTuku (n=49) u 12-
HEJIeJbHBIX MCCJEJIOBaHUSX CE30HHOH MNpOGWIAKTHKM Yy MAlMEHTOB C  0CjIa0IeHHBIM
umMMyHuTeTOM (n=10).

B rtabmuune 2 npencrtaBnensl HP, nambGonee wyacrto coobuiaemble B XO0[A€ KIMHHYECKHUX

UCCIIEJOBAHUN Y ETEH.

Tabnmuua 2. HexenatenpHble peakilMd, BBIABICHHBIE B X0J€ KIMHUYECKHX HCCIEIOBAHUH IO
npoduIaKTUKE M JICUEHHIO TI'pHUINa OCeJbTaMUBUpPOM Y jeteit (no3a ot 30 mr go 75 mr B

3aBUCHMOCTH OT BO3pacTa/Beca).

Knace cucrem HexenatenbHble peakiuH, pacnpeaeeHHbIe COTJIACHO YaCTOTe
OpraHoB BbISIBJICHHUSI
Ouenb yacTo Yacrto Heuacro Peaxo
Hugpexyuonnwie u Cpenuuii oTuT
napasumapHule
3abonesanus
Hapywenus co ['onoBHas 60116
CMOPOHbL HEPBHOT
cucmembl
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Hapywenus co KOHBIOHKTHBUT
CMOpPOHbL  OP2aHda (BKTIOYAA
3penus TIOKpacHEHHe IJ1a3,

BBI/IEJICHUS "

0071b)
Hapywenus co bossb B yxe Hapywmenust co
CMOpOHbL  Opeana CTOPOHBI
cnyxa u OapabanHOH
nabupurmmole MEePENOHKU
HapyuileHUs.
Hapywenus co | Kamens, Punopes
CMopoHbl 3aJI0’)KEHHOCTh
ObIXamenbHO HOCca
cucmembl, 0p2aHos
2PYOHOU KAemKU U
cpedocmeHus
Hapywenusa co PBoTta boas B xHBOTE
CMOpOHbI (Bxioyast 6oib B
JHCeNYOOYHO- BepXHEH 4acTH
KUUe4yno2o KHBOTA),
mpakma JUCIIETICHS,

TOILIIHOTA
Hapywenus co Jlepmarut
CMOPOHBL KOJCU U (BKITIOUAs
NOOKOJICHbBIX ALIEPrU4YeCcKUi 1
mKaweu aTONUYECKU N

JIepMaTHT)

Onucanue omoelbHblX HeHcelamelbHblX PeaKyull

Hapywenus co cmoporsi HepeHotl cucmemvl U NCUXUKU

['punnosnas wuHpexuus

MOXET acCoOUMHUpPOBATBCI C

pa3/iIndHbIMA  HCBPOJIOTHYCCKUMHU

CUMIITOMAaMH KW HU3MCHCHHSIMH IIOBCIACHHUA, BKIKOYAs TAaKHMC CHUMIITOMBI, KaK Tra/lJIFOIIMHALIUU,

IeTUpUil, W aHOpMajlbHOE MOBEeIeHHE. B HEKOTOpBIX CIy4asX OHH MOTYT IPHBECTH K

CMEpTEIbHOMY HCXOIY.

.3,
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JlaHHBIE SBJICHUS MOTYT BO3HMKATh Kak Ha GOHe pa3BUTHs dHIehaTonaTuy wiu dHiedatura, Tak
U OTIEJIbHO, 0€3 IBHOTO TsKeI0ro 3aboseBaHus.

B mocTperucTpaloHHbIX COOOMICHUSX y MAalHEHTOB, KOTOPBIE IOJIyYald OCEIbTAMHBUD UL
JleYeHHs FPHIINA, OTMEYAIUCh CYI0POTH U IeTMpHH (BKIIIOYas TaKMe CUMIITOMBI, KaK HapyIICHHE
CO3HAHMS, CIOYTaHHOCTh CO3HAHWS, AHOPMAJIbHOE IIOBEJEHME, Opel, TraUIOLUHALNY,
6eCIIOKOMCTBO, TPEBOXKHOCTh, HOYHBIE KOIIMaphl). OTH Cllydad pEIKO CONMPOBOXKIAIMCH
OMAacCHBIMM I KM3HM aKTHBHOCTAMM WJIM JIETAJIbHBIM HCXOJ0M. JlaHHBIE SBIECHHMA OBUIH
3aperiCTPUPOBAHbI B OCHOBHOM CPE/IM JI€TeH M MOAPOCTKOB M YacTO MME/IH BHE3AIHOE HAyaslo U
ObICTpOE pa3pellIeHue.

Pons  ocenbTaMMBHpa B Pa3BUTHM  JaHHBIX  SBJICHHH  HEU3BECTHA.  YKa3aHHbIE
[ICUXOHEBPOJIOTHYECKHE HApYIICHHs Takke ObLIM 3aperMCTPUPOBAHBI Y IALMEHTOB C I'PHUIIIIOM,
HE I10JTy4aBIIUX OCEJIbTaAMUBHUP.

Hapywenus co cmoponsl nevenu u Jcen4esul800Auux nymeil

Hapy1iieHus co CTOPOHBI EUEHH U JKETUEBBIBOJAIIMX IIyTEH, BKIKOYAs I'€laTHT U IOBBIIICHHE
AaKTUBHOCTH «IIE€YEHOYHBIX» (EPMEHTOB, OTMEUAINCh Yy T[ALMEHTOB C TPHUIINONOA00HBIM
3abo0/ieBaHHeM. Y Ka3aHHBIE SBJICHUS TaK)Ke BKIIOYAIU (y/JIbMUHAHTHBIN renarut/MeYeHOUHy10
HEJI0CTATOYHOCTD C (paTaIbHBIM UCXOJIOM.

IIpouue ocobvle nonyrsayuu nayuenmos

Jlemu (0o 1 200a)

B nmByx wuccienoBaHusx (apMakOKUHETHKH, (apMakOAMHAMUKH M mpoduis Oe30macHOCTH
oceJIbTAMHUBHMPA, B KOTOPBIX MpUHUMaIU ydacTue 135 nmereit B Bo3pacte /10 1 roja ¢ rpurmmomM,
npopuis Oe3omacHOCTH mpenapata ObUT COMNOCTaBMM B PaA3IMYHBIX BO3PACTHBIX TIpyIIax.
Haubosee yacto cooburaeMpiMu HeKelaTeIbHBIMU SBJICHUAMHU IIPU 3TOM OBLIIM PBOTA, AHApeEs H
ompesnocTe (cM. paszen «®PapMakoJoruyeckue cBoicTBay, moapaszuen «DapMakOKHHETHKAY).
JlaHHBIE O AETSAX B IOCTKOHLENTYAJIBHOM BO3pacTe 10 36 Heaelb HeA0CTaTOUHBI.

JlanHble 110 O€30MaCHOCTH PUMEHEHHUS OCeIbTaAMHBHpA MPHU JICYCHHUH y AeTel B Bo3pacTte 10 |
roja IOJy4eHbl M3 MPOCIHEKTUBHBIX M PETPOCIEKTUBHBIX HAOJIOJATEIBHBIX HCCIIEI0BAHUN
(Bxmouanu 6onee 2400 nmeteil JaHHOTO BO3pacTa), UCCIEAOBAHHHM JIUAEMHOJOrHMYECKUX 0a3
JaHHBIX M IOCTperucrpauuoHHoro Habmoaenus. [Ipopuas GezomacHoctu y aerteit 1o 1 roxa
COIIOCTaBMM C HM3BECTHBIM INpoduieM 0e30macHOCTH y AeTeit B Bo3pacTe | roga W crapiue.
Iloocunvie  nayuenmvl u  nayueHmsr ¢ XPOHUYECKOU CEPOCYHOU Wuiu  OblXAMeabHOU
Heo0Cmamo4HoCmbo

[Tonynauus, BKIIOUEHHAs B HCC/IEIOBAHUS 10 JICYEHHUIO TPHIIIIA, COCTOSIIA U3 B LIEJIOM 37I0POBBIX
B3POCJIBIX/IOAPOCTKOB ¥ MALMEHTOB TPYINbl pUCKa (PHUCK pa3BUTHS OCJIOKHEHHH TpHIINA,
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HaNpUMeEp, MOIYJISLKs [TOXKHJIBIX MAlMEHTOB M MAlHEHTOB C XPOHMYECKOH CepACHHOH MU
NIBIXaTeNbHOM HEJ0CTAaTOYHOCTRIO). B 1emom mpoduib 6e3omacHOCTH npenapara y NalueHTOB
rpyNNbl puUcka ObUT COMOCTABMM C TakOBBIM y B II€JIOM 3J0POBBIX B3POCIBIX/TOAPOCTKOB.
Iayuenmol ¢ ocrabieHHbIM UMMYHUMEMOM

B aBoitHOM ciemnoM HccieaoBaHud 199 B3pOC/IBIX MAMEHTOB € OCJa0JEHHBIM UMMYHHMTETOM
(KOTOpBIE OTBEYAIN KPUTEPHUSIM s OLEHKH Npoduis 6€301nacHOCTH) ObUIH paHIOMH3UPOBAHBI
JUIA TIOJTy4EHHs OCElbTaMMBHMpa Ha MpoTshkeHHH 10 qHel Uit jedenus rpunmna: 98 mauneHTos
MOJTy4asli CTaHAapTHYIO 103y (75 Mr 2 pasa B cyTku) # 101 nauueHT nosmydus ABoiHyo 103y (150
mr 2 pasa B cyTk#). [Ipoduis Ge3omacHOCTH npenapara, Habar01aeMbli B JaHHOM HCCIIEI0BAaHUH,
ObLI CONOCTABHM C TAKOBBIM B TPEABIAYUIMX KIMHMUYECKUX HCCIEI0BaHMX, B KOTOPBIX
OCeJIbTAMUBHP MPUMEHSUICS UL JICUSHHUs! TAlMEHTOB ¢ HOPMAJIbHBIM MMMYHHTETOM (370pPOBBIE
NalyMeHThl MM MAlMEeHThl W3 TPYINBl PUCKA, HANpUMEp, C bIXaTelIbHON H/WIU cepaedHOH
He0CTaTOYHOCThI0). COOTHOIIEHHE IAlMEHTOB, Y KOTOPBIX OTMEYaJIUCh HEXKeIaTe/IbHbIe
sSIBJIEHUs, OBUTO HIDKE B TPYIIE CTaHJAPTHOH /103bl 0 CPABHEHHUIO C IPYIION JBOMHOH 103bI
(49,0% u 59,4%, coorBeTcTBeHHO) (CM. pazaen «DapmMakoJIOrHYECKHE CBOWCTBa», MOApa3iel
«DapMaKkoAMHAMUKAY).

B xome 12-HeaenpHOro HCCiIeOBaHUS I10 NpoduIakTHKe rpunmna y 475 M[NalueHTOB ¢
ocnabieHHbIM UMMYHHTETOM (BKIIOYast 18 meteit B Bo3pacte ot 1 10 12 neT u crapiue) npoduib
Oe3omacHocTH B rpymme ocenbramuBupa (238 naunueHToB) ObUT CONOCTaBUM C  paHee
Habo1aeMbIM PO uIeM oceIbTaMUBHPA B KIIMHUUECKUX MCCIIEOBAHUSX IO NPOdHIaKTUKE.
Jlemu ¢ 6ponxuanvHot acmmoil 6 anamHese

B uenom npoduis HexxenaTenbHbIX peaklui y AeTeil ¢ OpoHXHaIbHON acTMOM B aHaMHe3e ObL1
COIIOCTABHM C TAKOBBIM B II€JIOM Y 3JI0POBBIX JETEH.

Ilepeno3upoBka

B OonplIMHCTBE Cily4aeB Iepelo3UpOBKa B XOA€ KIMHUYECKHX MCCICOBAHUM W IIpH
HOCTPErHCTPAllMOHHOM MPUMEHEHHH OCeJbTaMHBHpa HE COIPOBOXKAATach KaKUMHU-IHNO0
HEeXKEJIaTeNbHBIMU  SBJICHUSMH. B OCTaJIbHBIX  ClydasiX CHMIITOMBl  IEepeI03UPOBKH
COOTBETCTBOBAIM HEXKEJIATEIIbHBIM SBJICHUSM, IMpeAcTaBieHHbIM B paszzgene «llobounoe
JIEHUCTBUEY.

B3aumopeiicTBHe ¢ APYrHMH JIeKaPCTBEHHBIMH NperapaTaMu

®apMakOKHHETHYECKHE CBOMCTBA OCEIHTAMUBHPA, TAKHE KaK €ro HU3Kasi CTENEHb CBA3bIBAHUSA C
6enkaMu U MeTaboIu3M, He 3aBUCUMBIH OT n3opepmenta CYP450 u cuctemsl ritoKypoHUaa3 (CM.
pazzen «@apmakooruyeckue CBocTBa», noapasaen « PapMakoKuHETHKa»), HE Aal0T OCHOBAHHUH
Ipearnonarat HaTMuUe KIMHHYECKH 3HAYMMbIX B3aUMOIEHCTBUN M0 yKa3aHHBIM MEXaHH3MaM.
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IIpobeneyuo

Koppekiu 10361 HpH OJHOBPEMEHHOM IPHUMEHEHMM C IpOOEHEUUIOM Yy MALUEHTOB C
HOpMaJIbHO# (yHKUHMel modyek He Tpebyercs. OMHOBPEMEHHOE NIPUMEHEHHE C IIPOOEHELUIOM,
MOIIHBIM HHTHOUTOPOM aHHOHHOM KaHAIBIIEBOH CEKPEIMH B [TOYKAX, IPUBOAUT K ~ 2-KPaTHOMY
yBEJTHUYEHHIO SKCIIO3UIIMU aKTUBHOTO MeTaboJIuTa OCeIbTaAMUBHPA.

Amoxcuyunium

Kunetnyeckoe B3aMMOJEHCTBHE OCEIbTAMUBHPa M aMOKCHLMJUIMHA (BBIBOAAILEIOCS TEM e
IMyTeM, YTO ¥ OCEIbTaMUBHUP) OTCYTCTBYeT. [Ipeanonaraercs, 4T0 KOHKYpPEHIHSA OCEIbTaMUBHpa
3a BbIBEJICHHE [TOYKaMU cJiabas.

Buigeoenue ¢ movou

MaioBepOSITHBl KIMHUYECKH 3HAUYMMblE MEXJIEKApCTBEHHBbIE B3aUMOAEHCTBHUS, CBS3aHHBIE C
KOHKYpEHIMeH 3a KaHaJbLIEBYIO CEKpELHIO, IPUHUMas BO BHUMaHUE pe3epB 0e30MacHOCTH /IS
O0JIBIIMHCTBA 1TOIOOHBIX MPENapaToB, MMyTH BbIBEJIEHHUSI aKTUBHOIO MeTab0IMTa OCelbTaMUBHpa
(kryOoukoBass (uiabTpauMs ¥ aHUOHHAs KaH&IbLIEBas CEKpelusi), a Tak)Ke BBIBOISIILYIO
CrocoOHOCTh Kaxaoro u3 myrteil. OjHaKo, NPUMEHSTh OCEJIbTAMHUBUP B KOMOMHALMH C
npenapaTaMd, HMEIOUIMMH Y3KYHO IIHPOTY TEPaneBTUYECKOro JEHCTBHUS (Hampumep,
XJIOpIIpONiaMu/I, METOTpeKcat, Oy TaioH), HEOOXOIHMO C OCTOPOKHOCTBIO.

Honoanumenvras ungpopmayus

He oOHnapyxeHO (apMaKOKMHETHYECKMX B3aUMOJCHCTBHHA MEXKIy OCEIbTAMHBUPOM HIIH €ro
OCHOBHBIM MeTabOJIUTOM IIpH OJHOBPEMEHHOM IIpHEME C MapaleTamMosIoM, aleTHICATHIIUIOBOM
KUCJIOTOH, HIUMETHAMHOM, aHTAI[UIHBIMU CPEACTBAMH (MAarHus U aJIOMUHUS THIPOKCHI, KATbIIUS
kapOoHaT), pUMaHTaJAMHOM WM BapdapuHoMm (y mnauueHToB Oe3 rpumma, CTaOWIBHBIX Ha
BapdapuHe) .

Ocobble ykazaHusi

OcenpramuBup 3¢ (HeKTHBEH TOJBKO B OTHOIICHUH 3a00JI€BaHUs, BBI3BAHHOTO BUPYCOM TpHIIIIA.
Jlanuble 00 3()(eKTUBHOCTH OcCelbTaMUBHpa MpU Tepanuu 3a0o0jeBaHUM, BBI3BAHHBIX MHBIMU
areHTaMH, OTCYTCTBYIOT (cM. pazgen «®dapmaxosoryueckue CBOHCTBAY», IOApaszeln
«DapMaKoIMHAMHUKAY).

Ocenbmamusup He AGNACMCA 3AMEHOI 8AKWUHAL UL

Hcnonp3oBanue ocelbTaMHBHPA HE JODKHO BIMSTH HA OLIEHKY MalMEHTOB IIPH NPOBEICHHH

€XKEroJHOM BaKUMHAIIUHU IIPOTUB I'pHUIIIIA.
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IIpenapar cieiyeT MCIOIb30BaTh TOJIBKO JUIA JIEUEHHS M NPOGHUIIAKTHKA TPHIINA U TOJBKO B
cilyyae, eclii JOCTOBEPHbIE SMUAEMHOIOTMYECKHME JaHHbIE YKa3bIBAIOT HA TO, YTO BUPYC IpUIINaA
LUPKYIUPYET B OOLLEH MOITy 1AM,

UyBCTBUTEIBHOCTD LMPKYIUPYIOLIIMX IITAMMOB BUPYCa IPHUIIIA K OCE/IbTAMUBHPY MOXKET CHIIBHO
BapbUpOBaTh (CM. paszen «DapMakonoruyeckue cBoifcTBay, noapasien «dapmMakoauHaMUKay,
IMyHKT «Pe3UCTEHTHOCTBY).

Takum o0pa3om, IpH Ha3HAYEHWU IIpernapara HEOOXOAMMO YYMTBIBATH CaMylO IMOCJIEIHION
JIOCTYIHYIO HH(OPMAIMIO O YyBCTBHTEIBHOCTH LUPKYJMPYIOUIEr0 BUPYCa K OCEIbTaMHUBUDY.
Tsocenoe conymemeyloujee 3a001e6aHue

Jlauupie o Oe3omacHOCTH ¥ 3G(EKTUBHOCTH NMPUMEHEHHs OCeIbTAMHUBHpPA Y IIALIUEHTOB C
JOCTATOYHO TSDKEJIBIM COIYTCTBYIOIIMM 3a00JeBaHUEM MM HEeCTaOMIIBHBIM COCTOSTHHEM,
peIoaralonM rocuTaIn3alHo, OTCYTCTBYIOT.

Ilayuenmol ¢ ocnabrenHbIM UMMYHUMEMOM

D¢ heKTHBHOCTh OCeTbTaMHUBHpPA MPH JEYEHUH WIM NpOQHIAKTHKE IPHUINA Y IallMeHTOB C
ocableHHBIM HMMYHHUTETOM YETKO He YcTaHoBiAeHa (cM. paszzgen «DapMakoIoruyeckue
cBoiicTBay, moapasaen «PapMakoanHamukay). OQHAKO y B3POCIIBIX NMALMEHTOB ¢ 0CIa0I€HHBIM
UMMYHHUTETOM JIeU€HHME TpUINa CJeAyeT MPOBOAUTH Ha mnpoTspkeHud 10 aHed, Tak Kak
KIMHAYECKHE HCCIeIoBaHUs Mpu Oojiee KOPOTKOM Kypce Tepalud He IPOBOAMIIHMC.
Cepoeunas/OvixamenbHas HeOOCMamo4HOCMb

D¢ hexTHBHOCTh OCeTbTaMUBUpPA NPH JEYCHUH WJIM NPOGHIAKTHKE TPUINA Yy MAIUEHTOB C
XPOHHYECKOH cepIevHOi W/WiIM IbIXaTeJbHOH HEIOCTAaTOYHOCTHIO HE YCTAHOBJIEHA. B naHHOH
MOIYJISIMM TTAIIMEHTOB 4acTOTa BO3HUKHOBEHHMsI OCJIOXHEHUH ObUla CONOCTaBMMa B IpyIIe
JeYeHUs U rpyImne miauedo.

Jlemu

JlaHHbBIE [UIA ONpeJeeHus 1035l Y HEJOHOLIEHHBIX JeTeil (IOCTKOHIENTyalbHbli BO3pacT <36
HeZleNlb) OTCYTCTBYIOT.

Iloueunas Heoocmamo4HOCMb MANCENOU CMeNneHU MAXcecmu

VY B3pocabIX MallMEHTOB M MOAPOCTKOB (13-17 ner) ¢ TsKeaOH CTENEHBI0 I0YEeYHOH
HEJOCTATOYHOCTU MpH JIeYeHUH U NpodHIAKTUKE TPHUINA PEKOMEHIYEeTCs KOPPEKUHS 03Bl
Knunuueckue naHHbIE A KOPPEKUMH 03Bl y MJIAJEHLEB U aeTed (B Bo3pacte oT 1 roma u
cTaplue) ¢ MOYeUYHOH HeAOCTATOYHOCTBIO OTCYTCTBYIOT (cM. paszensl «Crocod mpUMeHEeHus U
no3el» U «®Dapmakonorudyeckue — cBOHCTBa»,  moapasgen — «DapMaKOKMHETUKA»).
IIcuxonegponozuyeckue HapywieHusy TalMeHTOB (B OCHOBHOM Yy JeTedl M IOJPOCTKOB),
NPUHUMABILINX OCEJIbTAaMHUBHP, ObUTH 3aperuCTPUpPOBAHBIICUXOHEBPOJIOTHYECKUE HApYLICHHUS.
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[To06HBIE ICHXOHEBPOIOTMYECKHE HAPYUIEHHUs TaK j)K€ OTMEYEHBI y IallMEHTOB C TPUIIIOM, HE
MOMy4aBIIMX ocenbTaMuBup. CreayeT TIIATEIbHO MOHHTOPMPOBATH MALMEHTOB HA IPEIMET
U3MEHEHMH B IIOBEJIEHHH, PHCK U M0JIb3a MPOJODKEHHUS Tepaluy J0DKHBI OBITh OLEHEHBI [UIA
Ka)kJ0T0 MalueHTa MHAMBIIAYIbHO (M. paszaen «Ilobodnoe neictere).

Huempykyuu no npumeHneHuro, 06pawyeHuI0 u YHU4mo’CeHuIo

[Tonasanue JeKapCTBEHHBIX IIPENapaToB B OKPYXKAIOLIYIO Cpeay HOKHO OBITH CBEIEHO K
MHHEMYMy. He ciemyer yTWiM3upoBaTh Ipenapar ¢ MOMOILBIO CTOYHBIX BOJ MJIM BMECTE C
ObITOBBIMH OTX0ZaMH. [10 BOZMOKHOCTH HEOOXOAMMO HCIIO0JIb30BaTh CIIELHAIbHBIE CUCTEMBI IS
YTHUJIM3aLMH JIEKapCTBEHHBIX IIperapaToB.

Bansinne Ha croco6HOCTH YIIPABJISATH TPAHCIIOPTHBIMH CPEACTBAMH U MeXaHU3MaMHU
HccnenoBanus o U3y4YEHHIO BIMSHHS IIperapaTa Ha ClIOCOOHOCTb YIIPABJIATh TPAHCIOPTHBIMH
CpeICTBaMH M 3aHMMAaThCs JAPYTMMH IIOTEHLMAIbHO ONACHBIMH BHIAMHU JIEATEJIBHOCTH,
TpeOyIOMMH MTOBBIIEHHOH KOHUEHTPALMK BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX PEAKLHUH,
He poBoAuIHCh. Vicxoas u3 npoduis 6e30macHOCTH, BIUSHUE OCEIbTaMUBHPA HA IaHHbIE BH/IbI
JESTeIbHOCTH MaTOBEPOSTHO.

®opma BbIycKa

Kancyner mo 30 mr; 45 mr; 75 wmr.

ITepsuunan ynakoska 1ekapcmeenHo20 npenapama

[To 5 wmu 10 kancya B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 IUICHKM MOJMBUHHWJIXJIOPHAHON U
(bosbru aTFOMHUHUEBOM NeYaTHOM JIAKUPOBAHH OH.

[To 20, 30 xancyn B OaHKy NOJIMMEPHYIO C KPBIIKOH HAaTATHBAaeMOW C KOHTPOJIEM IEepBOIrO
BCKpbITUs. CBOOOIHOE MPOCTPAHCTBO 3aMOJHAIOT BaToi MeauuuHcKod. Ha GaHku HakienBaroT
STHKETKM U3 OyMaru OTUKETOYHOH WM TNHMCYeH WIM M3 IIOJHUMEPHBIX MaTepuasos,
CaMOKJICIOIIHECS!.

Bmopuunan ynaxkoska n1ekapcmeennozo npenapama

[To 1 uu 2 KOHTYpHOI AYEHKOBOM YITaKOBKE BMECTE ¢ HHCTPYKIHEi 110 IIPUMEHEHHIO IOMEIAI0T
B MTaUKy M3 KapTOHA Ul NOTpeOUuTeNbCKON Taphl. [1auku nomeinaioT B rpynnoBylo yIakoBKY.

[lo 1 OaHke BMecTe ¢ MHCTPYKLHMEH 10 NPUMEHEHHIO [OMEIIAIOT B [A4yKy M3 KapTOHa s
noTpeduTenbCcKoi Tapsl. [lauku momemaroT B rpynmnoBykO YIaKOBKY.

Ycii0BHsI XpaHeHHS

XpaHUTb B 3aLMIIEHHOM OT CBETa MECTe IpU Temreparype He Boie 25 °C.

XpaHUTh B HEJIOCTYITHOM ISl IeTel MecTe.

Cpok rogHocTu

5 ner.
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JITT-N (000056) — (PI'-RU)-080520

He npuMeHSTh 110 HCTEUYEHUH CPOKA I'OJHOCTH.
YciaoBus oTIycKa

OTnyckaroT 1o peuenry.

IIpousBoaurenn

AO «®apmacunres», Poccus.

FOpuanygeckuii agpec: 664007, r. MUpkyTck,
y1. KpacHorBapaeiickas, 1. 23, od. 3.

Azipec mpou3BOJACTBEHHOM IIOIIAIKH:

r. UpkyTck, yiu. P. JliokcemOypr, a. 184,

ten.: (3952) 550-355, dakc:550-325
Opranu3auuu, NPUHHMAIOLINE MIPETeH3UH:
AO «®apmacuntesy, Poccus, 664040, r. Upkyrcek, yi. P. JliokcemOypr, a. 184,
Ten.: 8-800-100-15-50,

www.pharmasyntez.com.

u
000 «®apmacunres-Pureitn», Poccus, 664040, Upkyrckas obnacts, r. Upkyrck, yn. Po3sl
JlrokcemOypr, 1.184, 0¢.448

ten.: (495) 750-54-37, (3952) 550-355,

info-ritail@pharmasyntez.com.

«I"opsyas AUHHA»:

nomides-hotline@pharmasyntez.com
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