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CINEPTHOMY OTUETY

0373

1. HAMUMEHOBAHME JIEKAPCTBEHHOI' O IIPEITAPATA
Pecriuana, 0,25 mr/mit, cycrieH3usl 1711 MHTAJSIIAN T03UpOBaHHAS.

Pecriuana, 0,5 Mr/mi, cycrieH3ust JUIsl MHTISIANA JO3WPOBaHHASI.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JlelicTByto111€€ BEMIECTBO: OYI€COHUI.

Pectiman, 0,25 Mr/mil, CYCIIEH3U JUISI HHTAJBIIUNA JO3UPOBAHHAS

Kaxnprit M1 pactBopa conepxur 0,25 mr Oyaeconua.

Pecnimany, 0,5 MF/MJI, CYCIICH3MS I MHTAIISIIMKA JO3UPOBaHHAS

Kaxxnprit Mt pactBopa coaepxkut 0,5 Mr OynecoHua.

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
CycneH3us Jyisi MHTaIsuui 103UpOBaHHAs.
[Ipenapar mnpeactaBisieT coOOH JIETKO PECYCICHIUPYEMYIO CYCIICH3UI0 O€Joro WM TOYTH

0eJIoro IBeTa.

4. KIMHUYECKUE JAHHBIE
4.1. [loxka3zaHusi K NPUMEHEHUIO
IIpenapar PecniuHupa mnoka3aH K NPUMEHEHHUIO Yy B3pOCIBIX M JETEH B BO3pacTe CTaplle
6 Mecs1EB.
e bponxuanbHas acTMa, TpeOyrolas Teparuy TIIOKOKOPTUKOCTEPOUIaMU JIJIS:
- TOAJEPKUBAIOIICH TEpPANUU;
- o0ocTpeHu#, Korjna ONpaBJaHHO NpPHUMEHEHHEe OyJIEeCOHHWJa B BHJE CYCHEH3UHU I
WHTAJISIIAI.
e XponHuueckas o6cTpykTuBHas 0one3Hsb yerkux (XOBJI) as:
- TOAJAEP>KUBAIOIICH Tepanuu;
- obocTpeHuil, Korja ONpaBAaHHO NPUMEHEHHE OyAecOHHIa B BUAE CYCIEH3UU IS
MHTAJSILUI B KAYECTBE aJIbTEPHATUBBI CHCTEMHBIM [NIFOKOKOPTUKOCTEPOUIAM.
e CTeHO3MPYIONH JTAPUHTOTPAXEUT (JIOKHBIA KPYII).
4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

EpOqua]ZbHaﬂ acmma
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Jlo3a mpemnapaTta moaoupaeTcs HHAWBHAyaIbHA., B TOM(I(;IJ!I_{’:‘;BTEE%;D@%@E{TGII%Q zfc')%é HE

npeBbIaeT 1 Mr/CyTKH, BCIO 103y MpernapaTa MOKHO NMPHHATH 332 OJIMH pa3 (€IMHOBpEMEHHO). B
cilydae mpuema 0ojiee BBICOKOH /103bI PEKOMEHAYETCS €€ pa3[esiuTh Ha aBa mpuema. s Bcex
HAIMEHTOB XKeJaTeIbHO ONPEIEINTh MUHUMAIBHYIO 3()()EKTUBHYIO MOIEPKUBAIOLIYIO JI03Y.

Pexomenoyemas nauanvnas 003a

B3spocinbie/moxxuible manuenTsl: 1—2 Mr B CyTKH.

Lo3za npu nOd()eDZ)fCMGCZIOU/teM JIe4YeHUuU

B3pocnbie/moxxunbie manueHTsl: 0,54 Mr B cyTkH. B ciydae TskenbsIx 000CTpeHUH 1032 MOKET
OBITH yBEITMYCHA.

B ciaydyae He0OX0IMMOCTH JAOCTHXKEHHSI JOTIOJHUTEIBHOTO TePareBTUYECKOro dPQeKTa MOKHO
PEKOMEHIOBaTh YBEIMYEHHE CYTOYHOM J103bl mpenapara PecnuHuI BMeCTO KOMOHMHALIUU
mpenapara ¢ MepopaibHBIMH TJIIOKOKOPTHUKOCTEpOUaMH, Onarojaps Oosiee HH3KOMY DPHUCKY
Pa3BUTHS CUCTEMHBIX 3P PEKTOB.

Hacmynnenue 3qbd)el<ma npu nOC)OQDOfCMGGIObueM JleYeHuu

VYiydmieHne KOHTpPOJIs HaJ OpOHXMAIbHOW acTMOW Ha (OHE MOAJNePKUBAIOLICH Tepanuu
npenaparoM PecnuHUI MOXKET HAcTylarhb B TE€UEHHE 3 NHEH Mociie Hayana JICYEHUs, XOTs
MaKCUMaTbHBIA (P PEKT MOKET OBITh HE JOCTUTHYT 3a 2—4 HEeIemu.

Hayuenmui, nonyuaroujue nepopanivHble ZJZIOKOKODmMKOCmel?Ouabl

OTMeHy TIepOpaNbHBIX TITIOKOKOPTUKOCTEPOUIOB HEOOXOUMO HAYMHATH HA (OHE CTAOMIHHOTO
COCTOSIHMS TanueHTa. B teuenne 10 gHE HE0OXOAMMO NMPUHUMATH BBICOKYIO 03y Ipemapara
Pecniunup Ha doHe Tepanuu nepopasbHbIMU [NIIOKOKOPTUKOCTEPOHUIaMU B IPUBBIYHON 103€. B
JanbHEHIIEM B TEYEHHUE Mecslla CIEAyeT IOCTENEHHO CHUXaTh J03y MepOpaIbHBIX
TIIFOKOKOPTUKOCTEPOUIOB (Hampumep, IO 2,5 MI' TPEeTHU30JIOHA WM €ro aHajora) o0
MUHUMAaNbHON 3¢ (deKTuBHON n03bl. BO MHOTHX cilydasx yaaercs MOJHOCTBIO OTKa3aTbCs OT
preMa MepopaibHbIX TIIIOKOKOPTUKOCTEPOUIOB.

XOBbJI

THoooepacusarowas mepanus XObJI

Jlo3a mpemapara moaOupaeTcsi MHIMBUAYAIbHO. B ToM ciydae, ecinm pekoMeHIyeMasi 03a He
MpeBBINIaeT 1 MI/CyTKH, BCIO 03y MperapaTa MOKHO MPUHSTH 32 OUH pa3 (€AMHOBpeMEeHHO). B
ciydae mpuema 0oyiee BHICOKOW JT03bI pEKOMEHAYETCS €€ pa3IeluTh Ha JBa mpuema. s Bcex
MAIMEHTOB KEJIATeIhbHO ONMPEACTUTH MUHUMAITBEHYIO 3P PEKTUBHYIO TOACPKUBAIOIIYIO 103y .

Pexomenoyemas nauanvnas 003a

B3pocnbie/moxxuiibie manueHTsl: 1—2 MT B CyTKH.

Lo3za npu nOd()eDZ)fCMGCZIOU/teM JIe4YeHUU

B3spocnbie/moxxunblie nanuentsl: 0,54 Mr B cyTKH.
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O6ocmperus XOBJI (NOCNEOQCBATENEHOCTE 0004)

B3spocinbie/moxuible MaueHTsl: 4—8 Mr B CyTKH.
Ho3y cnenyer pasnenuth Ha 2—4 mpuema. JleueHue cienyer MpoJopkKarh 1O AOCTHXKEHHS
KJIIMHUYECKOTO YIyuIleHus1, Ho He Oosee 10 mHei.

Hacmynaenue sachchexma

[Tocne nuransauu npenapara Pecnuaua ans nedyenus: odoctpenuit XOBJI nepuoa BpemeHu 110
YIy4YlIEHUS CUMIITOMOB  COIIOCTaBUM C TakOBBIM IIPM  INPUMEHEHHM  CHUCTEMHBIX
KOPTHKOCTEPOUIOB.

Oco0rIe I'pynIbl TanMEHTOB

Tayuenmor noxcunozo eospacma
Koppexkius 10351 y TOKUIIBIX TALMEHTOB HE TPeOyeTCsl.
Tayuenmol ¢ napyuwienuem GyHKYuu nouex
Hert naHHBIX 0 IpUMEHEHNU OyI€COHUA Y TTAIUEHTOB C HapyIIeHHeM (yHKIIMH TTOYCK.
Koppekius 10351 y HaliMEeHTOB ¢ HapylIeHneM (PYHKIUH IoYeK He Tpedyercs (cM. paszaen 5.2.).
THayuenmoi ¢ HapywieHuem QYHKYuUU neveHu
Hert naHHBIX 0 IpUMEHEHNU OyA€COHUA Y TTAITUEHTOB ¢ HApyIIeHHEeM (yHKIIMH TICUCHH.
[IpuauMas BO BHMMaHHe TOT (akT, 4TO OyJECOHHU] BBIBOJUTCS IyTeM OWOTpaHchopmaiuu B
NIEUYEHHN, MOXKHO OXHJATh YBEIMUYCHHs SKCIIO3UIMM Tperapara y MalueHTOB C BBIPAKEHHBIM
IIUPPO30M I€UYeHH (CM. pazzaen 5.2.).

eTH
Bbpouxuanvuas acmma

Pexomenoyemasn nauanvnas 003a

Hetn ot 6 mecsaueB u crapme: 0,25-0,5 mr B cyTtku. [Ipn HEOOXOIUMOCTH 71032 MOXET OBITH
yBeIH4YeHa 10 | Mr/cyTKu.

Jloza npu nodoepacusarouem Jje4eHuu

Jetu ot 6 mecsanes u crapiie: 0,25-2 Mr B CyTKH.

Cmenozupyowuti 1apuneompaxeum (1OACHbIU KPYN)

Hetu ot 6 MecAI1IeB U cTapiie: 2 Mr B CYTKH.

Jlo3y mpemnapata MOXHO NPUHATH 32 OJWH pa3 (€IMHOBPEMEHHO) WM pa3fefiuTh €€ Ha JBa
npuema 1o 1 mr ¢ uatepsaiom B 30 MuH.

[Ipenapat PecnuHua npoTuBonokasaH y A€Tel B BO3pacTe 10 6 MECSIEB.
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Tabuauna s onpeaeieHUs 103bl

Oo0bem npenapara Pecnunua, cycrnieH3us st
Jlo3a, Mr MHT AR
0,25 Mr/mn 0,5 mr/mn

0,25 1 mur* —
0,5 2 M -
0,75 3 MII -—

1 4 mn 2 MII

1,5 - 3 M

2 -— 4 Mn

4 -—- 8 M1

* cnenyer pa36asuth 0,9 % pacTBOpoM HaTpus xJiopuja 10 o0bema 2 MIL.

Cnooco0 npuMeHeHus

[ MHramAMOHHOTO IPUMEHEHUS.

HNHCcTpyKIMIO IO TPUMEHEHHIO MperapaTa ¢ MoMOIbI0 HeOymai3epa cM. B pazjaene 6.6.

4.3. IlpoTuBONOKA3aHUS

e [ umepyyBCTBUTENHLHOCTh K OyAE€COHHIY WIM K JIOOOMY M3 BCIOMOTATENbHBIX BEIIECTB,
IIEPEUUCIICHHBIX B pazzeine 6.1.

e Jlerckuii BO3pacT A0 6 MeCSIIEB.

4.4. OcoOble ykazaHHUsl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipenmapar PecnuHug HEOOXOAMMO NPUMEHATH C  OCHOPONCHOCHIbIO TIPU  CIEIYIONINX

COCTOSIHHSIX: TyOepKyse3 Jerkux (aKkThBHas WM HeakThBHas (opma), TpUOKOBBIE, BUPYCHBIC
win OakTepuajgbHble WH(QEKUUH OPraHOB JbIXaHHs, LUPPO3 IEeUeHH, OEPeMEHHOCTh, MEPHO
IPyIHOTO BCKapMIIUBAHHUSL.

Oo6masg nadopmars

Byneconna He mpemHasHadeH Il OBICTPOTO KYNMHUPOBAHUS OCTPBIX MPHUCTYIIOB aCTMBI, KOT/Ia
TpeOyeTcsi NpUMEHEHHE WHTANSIHOHHBIX OPOHXOAMIATaTOPOB KOPOTKOTO JeicTBus. B cimyuae
000CTpEeHUsI MOXHO YBEIMYHUTH 03y Ipernapara PecnuHuA WM Ha3HAUYUTh KPAaTKOCPOUHYIO
JIOTIOJTHUTEILHYIO TEPATTHIO.

Bbponxocnazm

Kak u npu npyroil MHrajsliMOHHON Tepanuu, BO3MOXHO BO3HMKHOBEHME IapajoKCalbHOIO

OpoHxocma3zMa ¢ HEMEAJICHHBIM YCHIIEHHEM XPHUIIOB IOCIe IpUMEHEeHHUs mpernapara Pecniuuu.
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OLICHUTL COCTOSHUC MMAllUCHTA U, IIPU HGOGXOI[I/IMOCTI/I, HAa3HAYUTH aAJIbTCPHATHBHYIO TCPAIIHIO.

Kananmos poToBoi oJI0CTH

['pubkoBBIe MHGEKIMHU MOJIOCTH PTa MOTYT BO3HUKATh Ha (JOHE MPUMEHEHUS WHTAISIMOHHBIX
TIIOKOKOPTUKOCTEPOUIOB. B ciiydae pa3BuTHA Takol HWHGEKIHMH MOXKET TMOTpeOOBaThCs
HpI/IMeHeHI/Ie COOTBGTCTByIOH_II/IX HpOTI/IBOFpI/I6KOBBIX Cpe,Z[CTB, a y HeKOTOpBIX IMaguCHTOB —
OTMCHA NHTAJISIIITUOHHBIX I‘JIIOKOKOpTI/IKOCTepOI/II[OB. IL]IH CHHNXCHUA pI/ICKa paBBI/ITI/I}I FpI/I6KOBOI‘O
MOPAKEHUSI POTOTIIOTKU CIIEAYET MPOUHCTPYKTUPOBATH MAIUEHTAa O HEOOXOIUMOCTH TIIATEIHHO
MOJIOCKATh POT BOJIOM MOCIIE Ka)K/I0M MHI ALY ITpenapara.

OI[HOBDGMGHHOG OPUMCHCHUC APYTHUX JICKAPCTBCHHLIX IMIPCIIApPATOB

Crnenyer u3berarb COBMECTHOTO HAa3HAa4YeHHsS OYJECOHHIA C KETOKOHA30JIOM, UTPAKOHA30JI0M
uin ApyrumMu MomHbiMu uHTHOuTOpamMu CYP3A4. B crnydae, ecnu OyecoHUT U KETOKOHA30JI
unn apyrue MornHbie HHruOuTOopel CYP3A4 Obutv Ha3HA4YEHBI, CIEAYET YBEIHUYHUTH BpEMS
MEXAy IPUEMOM IIPenapaToB JO MAKCUMAIbLHO BO3MOXKHOTO.

Ilepexoa ¢ mpuemMa mnepopalbHbBIX IIIOKOKOPTUKOCTEPOUI0B Ha IpenapaT PecnuHua

N3-3a BO3MOXHOTO pucKa ocnabieHus GyHKIUM HAATOYEYHUKOB 0C000€ BHUMAHHUE
HEOOXOMMO  yIeNATh NalyeHTam, KOTOpbIE  TEPEBOASTCS c HepOPaTBHBIX
TIIFOKOKOPTUKOCTEPOUIOB Ha TpueM mpemapata Pecnmaun. Takske oco0oe BHUMaHHE CIETYET
YACIATh NalUCHTaM, IMPUHUMABIINM BBICOKUC JO3bI TNIIOKOKOPTUKOCTCPOUAOB, UJIU AJIUTCIIBHO
MOJYYaBIIUM  MaKCUMAJIBHO  BBICOKME  PEKOMEHJOBAaHHBIE  JIO3BI  WHTAJSIIMOHHBIX
TIIIOKOKOPTUKOCTEPOUIOB. B CTPECCOBBIX CHUTyalUsiX y TaKUX IMAlMEHTOB MOTYT MPOSBUTHCS
IMPU3HAKHW U CHUMIITOMBI HaI[HO‘Ie‘IHI/IKOBOI\/'I HEAOCTAaTOYHOCTH. HpI/I CTpeCCax WJIHW B Cllydadax
XUPYPIruidcCKOro BMCHIATCIIbLCTBA PCKOMCHAYCTCA MNPOBOAUTL HOOIOJHUTCIBHYIO TCPaAIInio
CHCTEMHBIMH TIIFOKOKOpTUKOCTepouaaMu. Ocoboe BHUMaHUE HEOOXOIUMO YACTATh MaIllMeHTaM,
KOTOpPBIE TEPEBOATCS C CUCTEMHBIX HA MHTASIIMOHHBIC TIIFOKOKOPTUKOCTEPOHUIBI (IIperapar
Pecnimaun) wnm B citydae, KOrja MOKHO OXKUAATh HAapyIIEHUE THIO(PU3apHO-HAAOYEYHUKOBOM
¢GyHKIMU. Y TakuX MaUEHTOB CIEAYeT ¢ 0CO00i OCTOPOKHOCTHIO CHUXKATh J03Y CHCTEMHBIX
TIIIOKOKOPTUKOCTEPOUZOB M KOHTPOJHMPOBATH THUIOTAIAMO-THIIO(PH3APHO-HAATOYECYHUKOBYIO
bynkmmio.  Takke  TanMeHTaM  MOXET  IMOTpeOoBaThcs  J00aBICGHHE  MEPOpPaTbHBIX
TIIFOKOKOPTUKOCTEPOUIOB B TIEPUOJ CTPECCOBBIX CUTYaIlMi, TAKMX KaK TpaBMa, XUPYPrudecKoe
BMCIIATCIIBCTBO U T. 1.

[lpu mepexone ¢ MEpOpPaNBHBIX TIIIOKOKOPTUKOCTEPOUAOB Ha Ipernapar PecnuHuI MarueHThl
MOTYT IOYYyBCTBOBaTh paHee HAOIIOJABIIAECS CHUMIITOMBI, TaKWE KaK MBIIICUYHbIC OOJU WIIH
6OJ'II/I B CyCTaBax. B Takmx ClIy4dasx MOXKCT HOHaI[OGI/ITBCH BPECMCHHOC YBCINYCHHUC O3bL

NEPOPANBHBIX TIIIOKOKOPTUKOCTEPOUZIOB. B penkux ciydasx MOTryT HaONIOJaTbCcs TakHe
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CUMITOMBI, KaK YYBCTBO YCTaJIOCTH, T'OJIOBHAS 60JIL'qg{&H-!)ﬁ*;'%E'ﬁgcggt%ﬁIﬁﬂlﬁrﬁé Ha

CHUCTEMHYIO HEJIOCTATOYHOCTh TJIFOKOKOPTUKOCTEPOUIOB.
3amMeHa NEepOpalbHBIX TINIIOKOKOPTUKOCTEPOUIOB HA HWHTAISIUMOHHBIE HHOT/IA TMPUBOJUT K
MPOSIBICHUIO COMYTCTBYIOUICH ajiepruu, HampuMep pUHUTa U SK3€Mbl, KOTOpbIE paHee
KyIUPOBAJINCh CHCTEMHBIMHU MIpenapaTaMu.

CucreMHBIE 3d)d)eKTbI HHTATATTMOHHBIX TTIIOKOKOPTHKOCTCPOUI0B

Cucremubie 3(G(}EKTbl MOTYT TPOSBUTHCS TPU TPUMEHEHUU JIIOOBIX HHTATSIIHOHHBIX
[IIIOKOKOPTUKOCTEPOUI0B, OCOOCHHO TMpH NPUMEHEHHWH B BBICOKMX J103aX B TEUYEHHUE
JUINTETILHOTO TepHoja BpeMeHU. BeposTHOCTh pa3BUTHS TAKMX CHUMIOTOMOB 3HAYUTEIHHO
MEHBIIIE TPU WHTATALNAOHHONW TIIFOKOKOPTUKOCTEPOUIHON Tepanuu, 4eM MpU MPUMEHEHUU
NEPOPANBHBIX TIFOKOKOPTUKOCTEPOUIOB. Bo03MOXXKHBIE CHCTeMHBIE J(P(EKThl BKIIOYAIOT
cugapoMm KyimHra, KyInuHrOMAHbIE YepPThl, M0oAaBleHUue (YHKIUU HAAOYEUHUKOB, 3a/I€PKKY
pocta y JneTeil U MoApPOCTKOB, CHIDKEHHE MUHEpPaIbHOU IJIOTHOCTU KOCTHOM TKaHM, KaTapakTy,
TJIayKOMY, TICUXOJOTHYECKHE CHMIITOMBI M HApYIICHUs MMOBEICHUS, BKIOYasi ICUXOMOTOPHYIO
THIIEPAKTUBHOCTb, HAPYIIEHUS CHA, TPEBOKHOCTH, JCIPECCHIO U arpeccuio, 0COOEHHO y JeTei
(cm. pazmen 4.8.). Jlo3a MHTAIAIMOHHOTO TTIOKOKOPTUKOCTEPOHIA JTOJDKHA OBITh HaWMEHBIIICH,
IIPU KOTOpO# coxpansieTcs 3 HEKTUBHBINA KOHTPOJIb 3a00ICBaHUS.

Hapymenne QyHKOHM T€YEHH MOXKET BIHUATh Ha BBIBEICHUE TIIOKOKOPTHKOCTEPOUIOB,
BBI3bIBAasl CHUKCHHE CKOPOCTH BBIBEICHUS M YBEIWYCHHE CHCTEMHOH sKcro3uiuu. [lamueHTos
clenyeT MpeAyNpeauTbh O BO3MOXKHBIX CHCTEMHBIX HEXeNaTelnbHBIX peakiusx. KnumHuueckue
UCCIIEIOBAaHMSI W MeTa-aHaJIMW3bl  MOKa3ald, UYTO  MNPUMEHEHHE  HMHTaISIHOHHBIX
[JIIOKOKOPTUKOCTEPOUAOB Tpu mnoxjepkuBaromer tepanuu  XOBJI Moxer mnpuBecT K
MOBBIIIICHUIO pPHUCKA IMHEBMOHWUHU. Bpauam creqyer MOMHHTH O BO3MOXKHOCTH Pa3BUTHS
nHeBMOHUM y TnaureHToB ¢ XOBJI, MmockonbKy KIMHUYECKHME NPU3HAKU TMHEBMOHHHM U
obocTpeHus 3a001eBaHUs YaCTO COBIAAIOT.

Hapyiuenue 3peHus

Hapymenue 3peHMsT MOXET BO3HMKAaTh IIPM CHCTEMHOM UM MECTHOM IPUMEHEHHH
[IIIOKOKOPTUKOCTEpOon10B. Eciin y marueHTa MOsBISAIOTCS TaKHEe CHUMITOMBI, KaK HEYETKOCTb
3peHUsl WM JApYyrue HapylIeHUs 3peHHs], CIelyeT PacCMOTPETh HEOOXOTUMOCTh HaIpaBlIEHUS
nanveHTa K o(QTanbMoNory Ui OIEHKH BO3MOKHBIX INPHUYMH, KOTOpPBIE MOTYT BKIIOYATh
KaTapakTy, TJAyKOMy WM peakue 3a0ojieBaHMs, TaKUe KakK LEHTpalbHas Cepo3Has
peTuHomaTtusi,  OTMEYaBUIMEeCs]  IOcJAe  CHUCTEeMHON0O M MECTHOIO  NPUMEHEHHS

TIIIOKOKOPTUKOCTEPOUIOB.
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VY nereil M MOAPOCTKOB, IMOJIYYAIOUIMX JICUEHHE TIIOKOKOPTHKOCTEpPOUAaMHU (HE3aBUCHMO OT
croco0a JOCTaBKM) B TEYCHHE MPOAOIDKUTEIBHOTO MEPUOJIa, PEKOMEHIYETCS pEryJsIpHO
KOHTPOJIMPOBATh MTOKa3aTeau pocTa. B ciaydae 3anepxKku pocta cieayeT NepecMOTPETh TEPANNI0
C IEJbI0 CHIXKEHHS J103bl HHTAISALMOHHOIO TIIIIOKOKOPTHKOCTEPOMA, €CIM BO3MOXKHO, [0
HaMMEHBIICH J103bl, IPH KOTOPOH coxpaHsercs 3(h(HEeKTUBHBIA KOHTPOIb OPOHXHUATBHON aCTMBI.
Heo6xoauMo TiiaTenbHO OLEHUBATH COOTHOIIEHHUE TOJIb3bI TTIIOKOKOPTHKOCTEPOUTHON Tepaniu
U BO3MOXKHOTO pHUCKa 3ameJyuleHus pocta. Kpome Toro, nanueHra peKOMEeHIyeTcsl HalpaBUTh K
JETCKOMY TyJIbMOHOJIOTY. [IpuMenenune Oyaecornaa B no3e 10 400 MKT B CyTKH y IETE€H cTapiie
3-X JIeT He MPUBOIWIO K BO3HUKHOBEHHIO CHUCTEMHBIX 3(PQekToB. brnoxummuueckue mpu3zHaKu
cucTeMHOro 3dexTa mpenapara MOryT BCTpedaTbcs pu Ipueme mpemnapara B 1o3e or 400 mo
800 mxr B cyTtku. [Ipu mpeBbimenun 10361 800 MKT B CYTKH cHCTeMHBIE 3((EKThI mpemnapaTa
BCTPEYAIOTCS YacTo.

4.5. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aMMO/EHCTBUA

He naOnronanoces B3auMoeiCcTBUs Oy1€COHMA C APYTUMHU NpenapaTaMu, UCIO0Ib3yEMbIMU MIPU
JI€YCHUH OPOHXUAIBHON aCTMBI.

Kerokonazon (200 Mr oawH pa3 B CYTKH) TIOBBIIIAET IUIA3MEHHYIO KOHIICHTPAIUIO
nepopanbHOro OynaecoHuna (3 Mr oJuH pa3 B CYTKH) B CpeJHEM B 6 pa3 NpH COBMECTHOM
npueme. [Ipu nmpueme keTokoHazona yepe3 12 gacoB mocie mpuemMa OyJeCOHHIa KOHIICHTPAIUs
IIOCJIEHEr0 B IJIa3Me€ KPOBM yBEJIMYMBaiach B cpeaHeM B 3 pasza. MHdopmanus o nmonxoOHOM
B3aUMOJICHICTBUM TIpU TpueMe OyAecOHHWJa B BHJAE HHTAALUUA OTCYTCTBYET, OJHAKO
IpearoyiaraeTcsad, 4ro M B OITOM Cly4ae CJIEAyeT OXXHMJIAaTh YBEIUYEHHUS KOHLEHTpaluu
OynecoHuaa B Iia3mMe KpoBu. B ciiydae HEOOXOIMMOCTH MpHeMa KETOKOHA30J1a B OyJeCOHHIa
ClIeZlyeT YBEIUYUTh BpEMsI MEXIY MPUEMOM IPENapaTroB A0 MAaKCUMAJIBHO BO3MOXHOro. Taxxke
CJIEZlyeT paccMOTPETh BO3MOXKHOCTh CHIDKEHHs J03bl OynecoHupaa. Jlpyroil moOTeHUIMATbHBIN
unruourop mzodpepmenta CYP3A4, Hanpumep, UTPaKOHA30J, TAKKE 3HAYUTEIHHO MOBBIIIACT
IUIA3MEHHYI0  KOHLEeHTpanuio  Oyaeconupa.  [lpenBapurenbHas — uHramsanus — Oera-
aIpeHOCTUMYJIATOPOB paclIMpseT OPOHXH, YIy4dllIaeT NOCTyIUIeHne Oy1eCOHUA B AbIXaTElIbHbIE
NYTU U YCUIIUBAET €r0 TePareBTUYeCKUl dPPeKT.

®enobapOutain, (HEHUTOMH, PUPAMIUIUH CHIXKAIOT 3(PPEeKTUBHOCTh (MHAYKLUS (HEPMEHTOB
MHKPOCOMAJIBHOTO OKUCIICHHS) OyCCOHMIA.

MeTaHapOoCTEeHOIOH, CTPOTeHBI YCUIIMBAIOT JIeHCTBHE OyACCOHMIA.
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4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

Habmionenne 3a OepeMEHHBIMH IKCHIIMHAMHU, NPUHUMABIIMMU OyJECOHHJ, HE BBIIBUIIO
aHOMaJINH pa3BUTHS y IUI0JIA, TEM HE MEHEE HEJb3s MOJHOCTBIO UCKIIIOUMTh PUCK UX Pa3BUTHS,
[IO9TOMY BO BpeMsi OEpeMEHHOCTM B CBA3M C BO3MOXKHOCTBIO YXYALICHHS TEUCHUS
OpOHXHMANBHON aCTMBI CIIEYET MCII0JIBb30BaTh MUHUMAIbHYIO 3((EKTUBHYIO 103y OyI€COHUAA.
JlakTanus

Byneconunn mnpoHMKaeT B TpPyAHOE MOJOKO, OJHAKO IpH TNPUMEHEHUH OyAecoHHIa B
TEepaneBTUUECKUX J103aX BO3JEHCTBUs Ha peOeHka He oTMeueHo. [Ipemapar Pecriuamm MoxeT
IPUMEHSTHCSI BO BPEMsI TPYJHOTO BCKapMJIMBAHUSI.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padoTath ¢
MeXaHM3MaMH

[Ipenapatr PecnimHuza He OKa3bIBaeT BIMSHMS Ha CHOCOOHOCTh YHPAaBJIATh TPAaHCHOPTHBIMU
CpeAcTBaMU M paboTaTh C MEXaHU3MaMH.

4.8. He:xkenaTesibHbIE peaKIUU

TabanyHOE pe3roMe HEXKENATENbHBIX PEAKIINI

HexxenaTenbHble peakiMu CrPYIIUPOBAHbI B COOTBETCTBUHM C KiaccHU(HUKaIUeil OpraHoB u
cucreM opranoB MedDRA. B mpenenax Kaxaod Tpymibl OpraHoB W cucteM opranoB HP
NEPEYHCIICHBI B MOPSIKE YMEHBIIECHHUS YaCTOThl BCTpeYaeMOCTH. B mpesnenax Kaxmoil rpymmsl
yacToThl BeTpeuaeMoctu HP ykazaHbl B mopsiike yMEHBIICHUSI UX TSKECTH.

JInst OLIEHKW 4YacTOThI MCIOJB30BAaHBI CIEAYIONMIUE KpUTEpUHU: OYeHb yacto (>1/10), gacto
(>1/100, vo <1/10), Hewacto (>1/1000, o <1/100), penxo (>1/10 000, vHo <1/1000), oueHB

peako (<1/10 000), yacroTta Heu3BecTHa (Ha OCHOBAaHWU WMCIOIIUXCS JAHHBIX OICHUTH

HEBO3MOIKHO).

CucTeMHO-OpPraHHbIi KjIace IHoGounas peakuus Yacrora
Hapywenust co cropoHsl uMMyHHOU | Peakuuu TUIIEPYyBCTBUTENIBHOCTH | Penko
CUCTEMBI HEMEJUICHHOI'O ¥ 3aMEJIEHHOIO THUIIA,

BKJIIOYAs CBIIIb, KOHTaKTHBIN
JE€pPMATUT, KpaIluBHULLY,
AQHTMOHEBPOTUYECKUI OTEK,
OpoHxocmasM U aHAPUIAKTHYECKYIO
peaKknuIo.
Hapymenust co cropoHsl HepBHOU | HepBO3HOCTS, BO30yAMMOCTb, | Penko
CUCTEMBI Jenpeccusi, HapylIeHUs IOBEIECHUS.
Hapymiennst co croponsl oprana | Karapakra, rtimaykoma (cuctemHoe | O4eHb PelKo
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3peHust NeHCTBHE).

Hapymenus co croponsl | Kanaunoz porornotku, ymepeHHoe | Hacto
IBIXaTEJIbHOM  CHUCTEMBI, OpPraHOB | pa3lpak€HHE CIM3UCTOH 000JI0YKH
I'PyAHOM KJIETKU U CPENOCTCHUS ropJya, Kamleilb, OXPHUIUIOCTh I0JIOCa,
CYXOCTb BO pPTy, DHEBMOHUS (Y

nanueHToB ¢ XOBJI).

Bbponxocmnaszm. Penxo
Kenynouno-kumieunsle HapyieHus | TomHoTa. Penxo
Hapymenust co croponsl koxu u | [losBieHHE CUHAKOB Ha KOXKE. Penxo
MOJKOKHBIX TKaHEU
OOmwme HapymieHUs M peakiuu B | AHTMOHEBPOTHYECKUN OTEK. Penxo
MECTE BBEICHHUS
JlaGopatopHsble U | YMCEHBIICHUE MUHepanbHOU | OueHb peako
MHCTPYMEHTAJIBHBIE JaHHBIE IUIOTHOCTH KOCTHOU TKaHH

(cucTemMHOE NIEHCTBHE).

Onucanue OTAEILHBIX HEXKEIATEIbHEIX PEAKIINT

[IpyHMMas BO BHUMaHHE PUCK Pa3BUTHS KaHIUA03a POTOTJIOTKH, IMALUEHT JOJDKEH TIIATEIbHO
IIOJIOCKATh POT BOJOM IIOCJIE KaKI0OM MHTAJIALMHY IIperapara.

B peakux ciy4asx MOTyT BO3HHUKAaTb CHMIITOMBI, BBI3BAHHBIE CHCTEMHBIM JCHCTBUEM
[JIIOKOKOPTUKOCTEPOUIOB, BKIIHOYAs THHNO(YHKIMIO HAAMOYEYHUKOB U 3aMEMJICHHE pocTa y
JeTe. BBIpaXXeHHOCTh 3THX CHMIITOMOB, BEPOSTHO, 3aBHCHT OT JIO3bl IIpenapara,
IIPOJIOJKUTEIIBHOCTH Tepanuu, COILYTCTBYIOILECH U IpeabIIyIen Teparuu
[JIFOKOKOPTUKOCTEPOUIAMH, a TAK)KE MHIUBUIYaIbHON YyBCTBUTEILHOCTH.

OTMeyanuch ciyyau pa3Jpa)keHus: KOKU JIMLA IPY UCTI0Ib30BaHUH HeOymaii3epa ¢ Mackoil. s

NpeaAynpeKACHUA pasapaKCHHUA MMOCJIC UCITOJIB30BAHHA MACKHU JIMIO CJICAYCT BHIMBITH BOHOﬁ.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxxHo coo0maTh 0 mo03peBacMbIX HEXKENATENbHBIX PEAKIUAX TIOCTe PETUCTPAINK TIperapara
C TIenbl0  OOECIeYeHHs HENpPEepPHIBHOTO MOHHUTOPHHTA COOTHOIICHHS — «IIOJb3a-PHCK»
JIEKapCTBEHHOTO TIpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHYETCSl COOOIIaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATETBHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HaIlMOHATbHBIC
CHUCTEMBl COOOIICHHS O HEXKeJaTelIbHbIX pPEaKLUUsAX ToCyIapcTB-wieHoB EBpa3zuiickoro
9KOHOMHYECKOTO COI03a.

Poccuiickasa ®@eoepayus
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109012, Mocksa, CnaBsHCKas 101131k, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

Pecnybnuxa benapyco

Anpec: 220037, r. Munck, niep. ToBapuiieckuit, 2a

VII «llenTp 3KcnepTU3 U UCHBITAHUHN B 3JPaBOOXPAHECHUI)

Tenedon: +375 (17) 242-00-29

®akc: +375 (17) 242-00-29

DnekTpoHHas mouta: repl@rceth.by

Caiit: https//www.rceth.by

Pecnyonuxa Kazaxcman

PI'TI na IIXB «Hanumonanbensiii LIeHTp 3KCIEpTH3BI JIEKAPCTBEHHBIX CPEICTB U MEIULIMHCKUX
w3nenuity KomuTera MeETUIIMHCKOTO U (apMaleBTUYECKOr0 KOHTpoJss MUHHUCTEpCTBa
3npaBooxpanenus Pecy6nuku Kazaxcran

010000, paiion baiikonslp, r. Actana, yi. A. Mmanosa, a. 13, BIl «Hypcaynet 2»
Tenedon: +7 (7172) 235-135

OnexTponHas noyra: farm@dari.kz

Caiit: http://www.ndda.kz

Keipevizckas Pecnybauka

JlemapraMeHT JIEKapCTBEHHBIX CpPEICTB M MEIMIMHCKUX W3Jenuid npu MuHucrepcrse
3npaBooxpanenust Koipreizckoit Pecryomiku

720044, Yyiickas obnactb, T. bumkek, yi. 3-1 Jluaus, 25

Tenedon: +996 (312) 21-92-86

OnextponHas noyra: dlsmi@pharm.kg

Caiit: http://www.pharm.kg

Pecnyonuxa Apmenus

I'HKO «lleHTp sKCepTU3bl JEKApPCTB U MEIUIIUHCKUX TEXHOJIOTHUI»

0051, r. Epesan, np. Komuraca 49/5

Tenedonsr: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas rmoyra: vigilance@pharm.am

Caiit: http://pharm.am
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4.9. [lepeno3upoBka

IIpu octpoil mnepeno3upOBKE KIMHUYECKUX IMPOSBICHUN He BO3HMKaeT. [lpu mmurensHOM
UCIIOJIb30BAaHUM IIperapara B J03aX, 3HAYUTEIBHO IPEBBIMIAIOIIUX PEKOMEHIYEMBIE, MOKET
Pa3BUTBCSI CUCTEMHBIA TIIIIOKOKOPTHKOCTEPOUIHBIH 3((eKT B BHIAE TMIEPKOPTHLH3MA MU

noaBIeHUS QYHKIIUHA HAIITOYCUHUKOB.

5. PAPMAKOJIOTMYECKHUE CBOUCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

dapmakoTepaneBTHUYECKass TPYyIIa: CPeACcTBa I JICYCHUsT OOCTPYKTHUBHBIX 3a00JIe€BaHUIA
JbIXaTENbHBIX IYTEH; OPYTrUe CPEACTBA Uil MHTAISLMOHHOTO BBEIACHUS, NPUMEHSIEMBIE IS
JeyeHHst OOCTPYKTUBHBIX 3a00JI€BaHUN ABIXAaTEIBHBIX MTyTEH; TIIIOKOKOPTHKOU/IBI.

Kox ATX: RO3BA02

MexaHu3M IeHCTBUS

Byneconus, MHTANSIMOHHBIN TIIFOKOKOPTUKOCTEPOUI, B PEKOMEHJIOBAHHBIX J03aX OKA3bIBACT
MPOTUBOBOCIIATIUTENILHOE IEUCTBUE B OPOHXAX, CHIKAsI BBHIPAXKEHHOCTh CHMIITOMOB M YacTOTY
o0ocTpeHu OpOHXMATBHOM acCTMBl C MEHBIIEH YacTOTOW MOOOYHBIX 3(P(DHEKTOB, YeM MpH
UCIIOJIb30BAaHUU CHCTEMHBIX TIIOKOKOPTUKOCTEPOHUIOB. YMEHbBIIAET BBIPAXKEHHOCTh OTEKa
CIIM3UCTONH OpOHXOB, MPOIYKIMIO CJIH3U, OOpa30BaHHE MOKPOTHI W THIEPPEAKTUBHOCTH
IBIXATeNbHBIX IMMyTed. XOpOomo TEPeHOCUTCS TpH IUTEIBHOM JICUEHWH, HE o0lajaer
MUHEPATOKOPTUKOCTEPOUTHON aKTUBHOCTHIO.

[TokazaHo 10303aBHCHMOE BO3CHCTBHE HA CO/AEpKaHHE KOPTU30Ja B IJIa3Me U MOode Ha (oHe
npueMa mpenaparoB OynecoHuga. B pekoMeHJOBaHHBIX [03aX Mpenapar OKas3bIBaeT
3HAUUTEIHHO MEHBIIICE BIMSHUE Ha (PYHKIIMIO HAAMOYSUHUKOB, YeM IIPETHU30JI0H B 103¢ 10 M,
Kak OBLJIO IMMOKAa3aHO B TECTaX CTUMYJISIIUU aapeHoKopTukoTporHoro ropmona (AKTT Tectax).
[Tpu OpoHXHMaAIBHON acTME€ U NMPUMEHEHUH HHTATSIMOHHBIX TIIFOKOKOPTUKOCTEPOUIOB MOKET
OTMEUaThCs 3ajiepKKa pocra. MccrnenoBanusi ¢ ydacTHeM JETeH W MOIPOCTKOB, MOTYYaBIIHX
Tepanui OyJECOHUOM B T€UECHHUE JITUTEIBHOTO BpeMeHH (110 13 JieT), moka3aiu, 4yTo MalueHThI
JOCTUTJIA 0’KUJAEMOT0 POCTa BO B3POCIOM BO3pacTe.

Tepanus UHTaIAMOHHBIM OynecoHU0M 3 deKkTrBHA B TPOPMIAKTHKE OPOHXHAIBHONW aCTMBI
¢u3nUecKoro ycumus.

Kimmaunueckas 3¢ heKTUBHOCTD M 0€30IIaCHOCTD

Knunuuecxkue uccnedosanus — obocmpenus XObBJI
Heckonbko wccnenoBaHuii 1O NPUMEHEHHIO HEOYIM3MPOBAHHOTO OyJecoHuIa B J1103¢ 4—
8 Mr/cyTku nokazanu 3pQeKTUBHOCTH B Tepanuu odboctpennit XOBJIL.

Knunuuecxue uccneoosanus — 6p0quaJZbHa}l acmma

11
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DdPeKTHBHOCT, NpenapaToB OyJIeCOHUIA OHEHHBanac'il,-l B ot R R e AN,

Bruto nokazano, uro npenapar 3¢ ¢eKTUBEH B TepANuU NePCUCTUPYIOLIEH OPOHXHATBHON aCTMBI
KaK y B3pOCIbIX, TaK M y JeTed, NPy MPUMEHEHUU OJWH WM JIBa pa3a B CyTKU. Takxke ObLIO
MOKa3aHO, YTO WHTAISIHOHHBIA OymecoHua ASPQPEKTHBEH B Tepanmud W TPEIOTBPALICHUA
obocTpeHut OpOHXHAIBHON aCTMBI Y JIETEH M B3POCIIBIX.

eTu
Krunuueckue uccnedosanus — 1024cHblll KpYn
B psne uccinenoBaHuil y geTed € JIOKHBIM KPYIOM IPOBOJMIIOCH CpPAaBHEHHE IMpernapara
Oyneconnma c¢ 1oiane0o. Hmke mpuBeneHbl MpHMEPHl PENpPe3CHTATHBHBIX HCCIIEIOBAHHIA,
OLICHUBABIIMX NMPUMEHEHHE Mpernapara OyI1ecCOHUAA A1l TePauu ACTeH C JI0KHBIM KPYTIOM.

Dpdhexmusnocms y demeil ¢ J0HCHBIM KPYROM JIe2KOU U cpeOHell CmeneHiy maxicecmu

PannomusupoBaHHOE IBOMHOE CIIENOE IIare00-KOHTPOIUPYEMOE UCCIIEIOBAHNE C ydacTHeM 87
JeTeil B Bo3pacTe OT 7 MecsleB 10 9 JeT, TOCHUTAIU3UPOBAHHBIX ¢ KJIMHUYECKUM JAHArHO30M
JIOKHBIA KpPYyH, MPOBOJWIOCH C IENBI0 YCTAHOBUTH, YIydllaeT JH Mpemnapar OyJecoHuna,
CyCHEH3Usl, OLIEHKY CHUMIITOMOB JIOKHOTO KpyINa WJIM COKpAallaeT Jd MPOAOKUTEIBHOCTD
CTaloHapHoro jgedeHus. [lanueHTs! momydanu npenapat 0y/1ecoHH 1A, CYCIIEH3Hsl, B HaualbHON
J103€ 2 MT' WJTH TU1anedo ¢ MoCcIeAyIoUM IpUMEHEHUEM Mpernapara 0yecoHua B 103e 1 Mr win
miane6o kaxasie 12 gacos. I[Ipemapar Oyneconmna, CyCneH3us, MPUBOAWUI K CTATUCTHUYECKU
3HAYMMOMY YMEHBIICHHIO BBIPAXXEHHOCTH CHUMITOMOB JIOXKHOTO Kpymna uepe3 12 yacoB u
24 yaca, a TakKe uepe3 2 yaca MOCJIE MNPUMEHEHHUS B MOATrPYIIE MAIMEHTOB C HCXOIHOMU
OIIEHKOM cUMNTOMOB Bbile 3. [IpogoKUTENBHOCTh CTAallMOHAPHOTO JICUEHUS] TaKXKe
cokparuinach Ha 33 %.

Dphexmusnocms y demeil ¢ J0HCHBIM KPYHROM _CPeOHel U MsHCeaol CmeneHy maxicecmu

B pangoMu3upoBaHHOM JIBOWHOM  CIIETIOM  I1anle00-KOHTPOJIUPYEMOM  HCCIEAOBaHUU
cpaBHUBaAIN 3P (HEKTUBHOCTH Mperapata OyJAeCOHHIa U IJIanedo B Teparuy JOKHOTO Kpyra y
83 miazieHieB u ereit (B Bo3pacte OT 6 MecAleB 10 8 JeT), TOCIUTAIM3UPOBAHHBIX 110 TOBOIY
JoxHOoro kpyna. [lanueHTsl monydanu mpernapar OyJIeCOHH[a, CYCHEeH3Us, 2 MI' WU Tuianedo
Kaxple 12 yacoB B TeueHHe 10 36 4acOB WM A0 BBIMMCKKA W3 cranmuoHapa. OOmias oreHka
CHMITOMOB JIOXKHOTO Kpyna mnpoBoauiack deped 0, 2, 6, 12, 24, 36 u 48 yacoB mocie
NPUMEHEHUS HadalnbHOU N103bl. Yepes3 2 waca W B TpymIme mpemnapara OyJecoHuIa, U B TPYIIE
m1ane0o HabII0JaI0Ch CX0KEee YMEHBIIEHUE BBIPAKECHHOCTH CHMIITOMOB JIOKHOTO Kpyma, 6e3
CTaTHUCTUYECKM 3HAUMMOM pa3HUIBl MexIay Tpynmnamu. Yepe3 6 4vacoB mocie HpUMEHEHUs
HAYaJbHOM J103bl HAOJIONANOCh CTATUCTUYECKH 3HAYMMOE YMEHBIICHHE BBIPaXXEHHOCTHU
CUMITOMOB JIO)KHOTO KpyIia B TpyMIEe mpenapara OyIecOHHa, CYCIeH3Us, M0 CPaBHEHUIO C

rpymnmnoii mianebo, 1 JaHHOE yIIydlIeHne ObIIo CX0KUM depe3 12 yacoB u 24 yaca.
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5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus

Wuranupyemsiii 0yneconun ObicTpo abcopbupyercs. Y B3pOCIBIX CHCTEMHasi OMOJI0CTYIHOCTb
OyzmecoHHma T1ocie WHTamAnuu mpenapara PecrnimHun depes HeOymai3ep cOCTaBIsieT
npuom3uTeNnbHo 15 % ot obmel HazHawaemou 103bI U okojio 40-70 % OT mOCTaBICHHOM.
MaxkcumanbHasi KOHIIEHTpaIUs B IJIa3Me KpOBU JocTHraerca uepe3 30 MUHYT mociie Havajiga
UHTAJISLINN.

Pacnopenenenue

Ces3p ¢ Oenkamu 11a3Mbl coctaBisieT B cpeadeM 90 %. OOwveM pacmpeneneHust OyJecoHHIA
COCTaBJISIET PUMEPHO 3 JI/KT.

Buorpancdopmarus

[Tocne BcacwsiBaHus OyiecoHH]T oiBepraercss uHTeHcuBHOU (Oonee 90 %) OuoTtpanchopmanuy B
ne4YeHu ¢ oOpa3oBaHHEM METa0OJUTOB C HHU3KOM TIIIOKOKOPTUKOCTEPOUAHON aKTHBHOCTHIO.
['MTIOKOKOPTUKOCTEPOHIHAS AKTUBHOCTH OCHOBHBIX METAa0OJIUTOB OB-THUIPOKCHOYNECOHHIA U
160-TUAPOKCUTIPETHN30I0HA COCTaBIsieT MeHee | % TIIOKOKOPTHKOCTEPOUTHOW aKTUBHOCTH
OynecoHuma.

OJIMMUHALNS

Byneconun merabonmsupyercss B ocHOBHOM ¢ ywactueMm ¢epmenta CYP3A4. Merabonutsl
BBIBOJISITCS. B HEM3MEHEHHOM BHJIE C MOYON WM B KOHBIOTHpOBaHHOW (opme. Byneconun
00J1a71a€T BICOKUM CHCTEMHBIM KIHUPEHCOM (0KoJio 1,2 in/MuH). @apMakOoKMHETHKA Oy1eCOHUIA
IIPONOPLMOHANIbHA BEJIMYMHE BBOJIMUMOI J103bI ITperapaTa.

IloyeyHas HEAOCTATOUYHOCTD

dapMakoKMHETHKA OyJIecOHHMIa Yy TAaIMeHTOB C HapylmieHueM (YHKIHH T[OYeK He
HCCIIEI0BAJIACD.

IIeueHOYHAS HEAOCTATOYHOCTD

Yy MMalucCHTOB C 3a00JIEBaHUSIMU [TIEUCHH MOXKET YBCIMYNBATHCA OKCIIO3ULIUA GYI[GCOHI/I,Z[a.

6. PAPMAIEBTHUYECKHUE CBOMCTBA
6.1. [Iepeuenb BcnoMorareJibHbIX BellleCTB

Pecrimann, 0,25 mr/ma u 0.5 Mr/mi, cycleH3us JUisl MHTAJBIIUNA JO3UPOBAHHAS

Harpus xnopug,

[Tommcopbar 80,

Junatpus saerar,

JIMMOHHO# KHUCTIOTHI MOHOTHUPAT (MM JIMMOHHASI KUCJIOTA, B IepecueTe Ha TMMOHHOW KHUCIOTHI

MoHorupar) (st koppekuuu pH).

13
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Bona mi1st uHLEKITHA.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

2 roxa.

OTKpBITHIH (Pr1aKOH JOJKEH OBITH UCIOJIB30BaH B TeueHue 12 gacos.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh OpPUTHHAIbHON ynakoBke ((IakoH B MakeTe W Mayke) JUIsl 3alluThl OT CBETa MpHU
TemMriepatype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

I[Io 2 M1 Bo ¢makoH u3 OecHBETHOTO cTeKiIa | THIPONUTHYECKOTO Kiacca, YKYHNOPEHHBIH
OpOMOYTHIIKAydyKOBOH TPOOKOM M OOKaTaHHBIA ATIOMUHHEBBIM KOJIMTAYKOM C TJIACTHKOBOM
KphIKo# Trna «duum-odpd». Ha xaxasiii GiakoH HaKIEHMBAIOT STUKETKY.

ITo 5 ¢pnakoHOB C BKJIAABIIIEM KApTOHHBIM IIOMEMIAIOT B MaKeT M3 KOMOWHUPOBAHHOTO
MarepHaia HOJM3TUICHTepedTanaT/amoMUHII/ oM TUIeH. Ha KaXIplii MakeT HaKJIeHBAIOT
ITUKETKY.

ITo 2, 4 wim 12 makeToB ¢ (JTakoOHaMHU BMECTE C JINCTKOM-BKJIABIIIEM TOMEIIAIOT B KAPTOHHYIO
nauky. Ha kapToHHYI0 MayKy MOKeT ObITh HAaHECEHA ITUKETKA KOHTPOJIS IEPBOTO BCKPBITHUSI.
6.6. OcoOble Mepbl MNPeJOCTOPOKHOCTH TPH YHUYTOKEHHHM HCHOJb30BAHHOTO
JIEKAPCTBEHHOI0 Mpenapara WJIM OTX0A0B, TMOJYYEHHbIX IOcjde NpPHMEHEeHUs!
JIEKApPCTBEHHOI'0 Mpenapara, u Apyrue MaHuIMyJsiiHU ¢ NpenapaToM

HNHcTpyKUMS 110 NPOBEACHUI0 HHT AU

Jlns npuMeHeHus npenapaTta PecnuHuI He MOIXOAAT yIbTPa3ByKOBBIE HEOYIaii3ephl.

[Ipenapar Pecniuuuj npumeHsieTcsl UIsi MHTAIALUUMNA C HCIOJIb30BAHUEM COOTBETCTBYIOILIETO
HeOyai3epa, OCHAIIEHHOTO MYH/IIITYKOM M CIIeUabHON Mackoil. HeOymaiizep coenunsieTcs ¢
KOMIIPECCOPOM JUIsl  CO3JaHMsl HEOOXOAMMOTO BO3MYIIHOrO TMOTOoKa (5—8 n/MuH), o0BeM
3aroyiHeHust HeOynan3epa JOKEH COCTaBIATh 2—4 MII.

Basicno:

- BHUMATelbHO TMPOUYUTATh HMHCTPYKLHUIO IO HCIOJBb30BAHUIO TIperapara, a Takke
MHCTPYKIIHIO IO SKCIUTyaTalui HeOynan3epa;

- cycneH3utro mnpenapara PecnuHua MmoxkHo cMemmBath ¢ 0,9 % pacTBopoM HaTpus
XJopuza WM C  pacTBOpamMH  TepOyranuHa, caimpOyTamona,  ¢eHoTepona,
aleTWILMCTENHa, HAaTpUs KpPOMOIUIMKATa, umparponus Opomuaa; pa3daBlIeHHYIO
CYCHEH3HUIO CJIEIyET UCIOb30BaTh B TeueHue 30 MUHYT.

- [OCJIC UHTAJIAIUU CIICAYCT IMMPOIIOJIOCKATh POT BOI[Oﬁ IJI1 CHUKCHUA pa3BUTHA KaHINU103a
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POTOIIOTKH;

- I TOPEeNOTBpAIlCHHs] pa3[pakeHUs KOXKHM IIOCJI€ HCIOJIb30BaHUS MAaCKH CJEeAyeT
IIPOMBITH KOKY JIMLA BOJOM;
- PEKOMEHJIIyeTCs peryjsipHO NPOBOAMTH OYMCTKY HeOyjaiizepa B COOTBETCTBHH C
YKa3aHUSMH U3TOTOBUTENS;
- B CydYasx, Korjga peOeHOK He MOXKET CaMOCTOATENbHO CeNaTh BIOX depe3 HeOyaiizep,
IPUMEHSIETCA ClIeUalIbHas MacKa.
Kax ucnonvzoeams npenapam Pecnunuo ¢ nomouwipro nedynaiizepa
1. BeckpoiiTe ¢utakoH ¢ mpemnapaTom.
2. 3anonHuTe HeOyaii3ep Yepe3 BepXHEe OTBEPCTHE HEOOXOUMBIM KOJIMYECTBOM Ipenapara.
3. HeOynupoBanue mpou3BOAUTE B COOTBETCTBUM C MHCTPYKLHUEH A MCHOJIB3yEeMOro THIIA
HeOynaizepa.
4. Eciiu Bel monb3yerech Mackou, yOeaUTeCh, UTO IPU MHTAAIMHA MacKa IJIOTHO MPHUJIETraeT K
muny. [lockonbky npenapat PecniuHu nonaaaer B IETKUE MPU BJI0XE, BaKHO BIBIXATh Mpenapar
4yepe3 MyHAIITYK HeOynaizepa CoKOHHO U poBHO. OTKPBITHINA (DJIAKOH XPaHST B 3aIUIICHHOM
oT cBeTa MecTe. OTKPBITHIN (hJIaKOH JOJKEH OBITh MCIIOIB30BaH B TeueHne 12 4acos.
Ouucmka
Kamepy nebOymnaiizepa, MyHAIITYK MM MacKy MOIOT TEIUION BOJOW, UCHONB3Ys MITKOE MOIOIIEe
CPEICTBO UM B COOTBETCTBUU C MHCTPYKIUSMHU MTPOU3BOIUTEIISL, TOCIE KAXKAOTO IPUMEHEHHUS.
Xopo1Io IponoJIoIKUTe M BBICYIIUTE HeOynaif3ep, COEOTUHUB KaMepy € KOMIIPECCOPOM HIIH

BXOAHBIM BO3AYIIHBIM KJIAITAHOM.

He nabmonanock B3anMoaeiCcTBHs OyAecOHUa C APYTUMH MpenapaTaMu, UCIOIb3yEMbIMU MIPH

JieYeHur OpOHXUATbHON aCTMBI.

Jt1000€ KOIUYeCTBO HEUCIIOIL30BAHHOTO JICKAPpCTBCHHOT'O IIpfIliapaTa WJIMW OTXOAbI IIOCIIC €ro
HCIIOJIB30BaAHUA CJICAYCT YTHINU3HUPOBATH B COOTBCTCTBHUM C MCCTHBIMU HOPMATUBHBIMU

TpeOOBAHUSIMU.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs

000 «IICK ®apmay

141983, MockoBckas 00u1., T.0. JIyOHa, r. Jlyona, yiu. IIporpammucTtos, a. 5, ctp. 1
Tenedon: 8 (499) 400 16 99; 8 (496) 218 19 19

OnekrponHas nouta: officel @rusbiopharm.ru
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Coro3a

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccuiickaa ®@eoepayus

000 «IICK ®apmay

141983, MockoBckast 0011., r.0. JlyoHa, r. [ly6Ha, yi. [Iporpammuctos, 1. 5, ctp. 1
Tenedon: 8 (800) 234 16 99

DNeKTpOoHHAas 1oYTa: pv(@rusbiopharm.ru

Pecnybnuxa benapyco

000 «PapmAccucTeHc

220131, r. MuHck, yn. 'amapuauka 30, opuc 404 (6 stax)

Tenedon: +375 29 640 42 86

DneKTpoHHas 1movTa: pv(@pharmassistance.by

Pecnybnuxa Kazaxcman

TOO AJIIUME]]

050051, r. Anmatsl, Mukpopaiion Camai 1, gom 1
Tenedon: +7-727-263-27-34

OnexTtponHas noyra: aldimed@mail.ru
Kuipevizckasa Pecnybauxa

OcOO0 «MencepBuc.KG»

720051, r. bumkek, yin. Kypmanxan Jlatka, 1. 131-133
Tenedon: +996 312 36-90-39

OnexTpoHHas noyra: medservice.kg@mail.ru
Pecnyonuxa Apmernus

000 «Pyanym Tpaguury

r. EpeBan, yn. Kouapsn, 1. 18/52

Tenedon: +3 749 566 36 68

OnektponHas nmoyra: rudiumtrading@gmail.com
8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
9. TATA NEPBUYHOW PETUCTPAIIMU (IIOATBEPXJIEHWUS PEIMCTPAIIMU,

IHNEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:
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10. JATA IIEPECMOTPA TEKCTA

OO01mmas xapakTepuCTHKa JIEKapCTBEHHOTO MpemnapaTta PecnuHua nocTynHa Ha HHOPMAIMOHHOM
noprtaiie EBpa3suiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

«uTeprer» http://eec.eaeunion.org/
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