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1O MEJUITMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOI'O ITIPEITAPATA

KBucun aporic

PerncrpaiinoHHbIii HOMep:

Toprosoe HaumeHoBaHue: Keucui aporc

MexayHapoaHoe HellaTeHTOBAHHOe HAMMEeHOBAHHUeE: JICBOIICTUPU3UH

JlekapcrBeHHas popMa: KaIuM Ui IpUeMa BHYTPb

CoctaB

1 MUl nipenmapaTa coaepKUT:

Heticmeyrowee eeuyecmeo: neponeTApU3NHA JUrnapoxiaopu — 5,0000 mr;

ECNOMO2AMENbHBIE Geuyecingéa; TPOTUICHIJIMKOIb, TJIULepoi (TJIUIEPUH), HATpPHUs caxapuHar,
HATpHUSI  aleTaT, YKCycHasi  KHCJIOTa,  MeTHWMaparujpokcudenzoar  (MeTwianapaleH),
mponmwinaparuipokcudenzoat (nponuimapabeH), Bo/1a OUUIICHHAS

Omucanue

[Ipo3paunas win cierka omajeciupyromas OecIiBeTHasI WK CJIeTKa OKpaNIeHHAs KUIKOCTh C
3aIllaXoM YKCYCHOM KHUCITOTHI.

dapmakoTepaneBTHYeCKAs] TPYNIA: AHTUTUCTAMUHHBIE CPEJCTBA CHUCTEMHOTO JICHCTBUS,
MIPOU3BO/IHBIC MMUTIEPA3HHA.

Kox ATX: RO6AE09

dapmakooruiecKue cBoOcTBa

Dapmaxoounamuxa

JleponieTHpU3MH — aKTHUBHOE BeliecTBO mnpemapara Keucunm apomc — 3710 R-sHanTHOMEp
NETUPU3UHA,  MOIMHBIH U  CEJISKTUBHBIH  aHTarOHHUCT  THUCTaAMHUHA,  OJOKHUPYIOIHUH
Hi-rucraMuHoBbIE PEIEITOPHI.

JleBonleTUPU3UH OKa3bIBAaeT BIMSHHE HAa THUCTAMHUHO3ZABUCHUMYIO CTAJIHI0 aJUICPTHUYESCKHUX
peaKIui, a TaKXKe YMEHbBIIAST MUTPAITHIO DO3UHODUIIOB, YMEHBIIACT MPOHUIIAEMOCTh COCY/IOB,
OTPAHUUYUBAET BHICBOOOIK/IEHUE METUATOPOB BOCTIAJICHHUSIL.

JIeBONIETUPHUBHH TPEAYNPEKIACT Pa3BUTHE H 0O0JerdaeT TEUCHHE AJUICPTHUCSCKHUX PEaKITuH,
o0J1aaeT MPOTHBOAKCCYAATHBHBIM, MPOTHBO3Y/IHBIM JICHCTBHEM, NMPAKTHUYSCKH HE OKas3hIBaeT
AHTUXOJIMHEPTHUECKOTO M AaHTHCEPOTOHMHOBOTO JICHCTBUA. B TepaneBTUUSCKHX J03aX
MPaKTHYSCKH He OKa3hIBALT CeJaTHBHOTO d(pdekTa.

D apmaroxunemuxa

QapMaKOKUHETHUESCKHUE TTapaMeTPhl JICBOISTUPU3UHA U3MEHSIOTCS JUHEUHO U TIPAKTHYSCKU He

OTJIHYAKOTCA OT Q)apMaKOKHHeTHKH HETHPHU3HHA.
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Abcopbyus

ITocne mpuema BHYTpH Ipenapar ObICTPO M IOJHOCTBIO abcopOHpyeTesi U3 JKeIyAOUHO-
KHMIIeUYHOro TpakTa. Ilpmem NUIMM He BJIMsAET Ha MOJHOTY abcopOIMH, XOTS CKOPOCTh €€
YMEHBIIAeTCsA. Y B3POCIBIX MOC/IEe OJHOKPATHOTO NpHeMa IperapaTa B TepaleBTHUSCKOH /03¢
(5 mr) makcuMaiibHast KOHLEHTpanusa (Cmax) B IUIa3Me KpoBH JocThraercsa uepes 0.9 daca u
coctapisieT 270 Hr/MiI, mMocie MOBTOpHOro mpuema B jgoze 5 mr — 308 ur/mu. PaBHoBecHast
KOHIEHTpallHsl JOCTUTAeTCA 4epes 2 CYTOK.

Pacnpedenenue

JleponeTupuzun Ha 90 % cps3pIBaeTCs ¢ OesikaMu IUIa3Mbl kKpoBU. O0beM pactipeeneHus (Vd)
coctanisieT 0,4 /kr. buonoctynuocts gocturaer 100 %.

Memabonusm

B w#eGonpmux kommuecTBax (< 14 %) wmeraboimzupyercs B oOpraHmsmMe mnyreM N- H
O-neankuaupoBaHus (B OTJIHMYME OT JPYTHUX AHTAaroHUCTOB Hi-rHCTaMHMHOBBIX PpeLeNITOPOB,
KOTOpble MeTaOOJM3UPYIOTCS B MEUSHH € MOMOIILI0 CHCTEMBI IIUTOXPOMOB) ¢ 0OpasoBaHUEM
(hapMakoJIOTUUSCKH HEaKTHBHOrOo MeTabonuTta. H3-3a He3HAuUTENbHOTO MeTaboiu3Ma U
OTCYTCTBHSI METa0OJUUECKOTO IOTCHIMAIA B3aHMOJCHCTBHE JICBOLETUPHU3HHA C JIPYTUMH
JIEKapCTBEHHBIMH IIpeNlapaTaMH IIPe/ICTaBIIIETCS] MAJIOBEPOSITHBIM.

Buigeoenue

¥ B3pocibIX epuoA noryBsiBeAeHus (11/2) coctasiser 7,9 + 1,9 dacoB; y MajeHbKUX jfered Ti2
YKOpOUeH. Y B3pOCIbIX oO0mui KiupeHc coctapisietr 0,63 wr/mun/kr. Okoso 85,4 % npuHATON
JI03bI TIpeTapaTa BBIBOJUTCS MOYKAMH B HEM3MEHEHHOM BHJIE IyTeM KJIyOOUKOBOM (pMIIbTpaliuu
Y KaHAJIbIIEBOM CeKperuu; okoiio 12,9 % — uepes KUNICUHUK.

OmaoentoHobte zpynnst RAUUEHMOE

Hayuenmul ¢ noueunoll HeOOCMAMOUHOCMBIO

Y DanMeHTOB ¢ TOYSYHOM HeA0CTaToYHOCThIO (KiHpeHc KpeatwHmHa (KK) < 40 mu/mun)
KJIUpEHC TMpenapata yMeHbImaercsi, a Tiz yuauHserca (Tak, vy OOJIbHBIX, HAXOJAIMIHXCS Ha
remMouanuze, oOmui kiupeHc cHuxaeTcss Ha 80 %), uTo TpeOGyeT COOTBETCTBYIOMIETO
U3MEHEHHsI pexuma jgozupopaHus. Menee 10 % JeBoneTHpu3MHa yaausderca B Xoje
CcTaHJApTHOM 4-4acoBOU MPOIEAYPhI TEMOUAIIHA3A.

Iayuenmui ¢ neueHOUHOU HEOOCAMOYHOCINb IO

(QapMaKOKMHETHUKA JICBOIETHPU3MHA Y TMAIUEHTOB C II€YCHOYHOM HEJOCTAaTOUYHOCTBIO He
u3ydatack. Y TMAIUEHTOB ¢ XPOHHUUSCKUMH 3a00JIeBaHUSIMHU IeUeHHU (TelaToleJUIIOJISIPHBIN,
XOJIeCTATHUSCKUM W OWiIMapHBIM  ITMPpo3), IOJYYaBIIUX PpaleMHUYeCKoe COeIMHEHHUE
netupuzuHa B jgoze 10 wmwim 20 Mr oJHOKpaTHO, HaOMIONAJIOCH YBEJIMYSHHE IIepHOja

nosyBeiBefieHuss Ha 50 % W cHUKeHHEe KiHupeHca mnpemnapata Ha 40 %, 1o CpaBHEHHIO €O
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3A0POBBIMH JIFOJAbEMH.

Hemu

JlaHHBIE TIO HCcieToBaHUIO (DApMAKOKUHETHKH Tipenapara y 14 neteid B Bozpacte oT 6 o 11 Jet
¢ maccod Tena oT 20 mo 40 Kr npu mepopaJibHOM IMpPHEMe OJHOKPATHO 5 MTI JIEBOLICTUPU3HUHA
nokazaji, 4ro mnokazarejd Cmax M miomaaps nox kpupo (AUC) mpumepHO B JBa pasa
NIPEBBIIAIOT AHAJOTHYHBIE IOKAa3aTeJId y B3POCIBIX 3/IOPOBBIX JIIOAEH IIPU IEPEKPECTHOM
koutposie. Cpenuuii mokazatesib Cmax cocTtaBmwi 450 HI/MI, MakCHMallbHasg KOHIICHTpAIIHSI
JOCTUTATACh B cpefHeM depe3 1,2 gaca, obmuil KIMpPEHC ¢ yUeToM Macchl Tena Opl1 Ha 30 %
BBINIE, a MIEPUO/] MOITYBbIBE/ICHUS Ha 24 % Kopoue y JeTel, 4eM COOTBETCTBYIOMHUE MTOKA3aTe/IH
y B3pocibix. CrnenuanbHble (apMaKOKUHETHUSCKHAE HCCIICNOBAHUA y JAeTeH Miaame 6 JIeT He
MPOBOJIMIIUCH. PeTpocTieKTUBHBIN (PapMaKOKHHETHUSCKUN aHATW3 TpoBe/ieH Vv 323 MaiueHToB
(181 pebenok B Bo3pacte oT 1 g0 5 meT, 18 mgeteit B Bo3pacte oT 6 1o 11 sieT u 124 B3pocibIX B
Bo3zpacTe oT 18 10 55 jeT), nojiy4aBIIuX OJHY WJIM HECKOJBKO J03 JICBOLETUPHU3UHA OT 1,25 mr
mo 30 mr. JlanHble, TIOMyUYSHHBIE B XOJI¢ aHAIW3a, MOKA3ajld, YTO MpHEM IMpemapara B J103¢
1,25 mr y jgetedl B BozpacTe OT 6 MeCSIEB J0 5 JeT NMPUBOJUT K KOHICHTPAIIUU B ILUIA3MeE,
COOTBETCTBYIOIIECH TAKOBOM Y B3pOCIIBIX MIPHU IIpUEME 5 MT Iperapara oJMH pa3 B CYTKH.
LHoorcunvie nayuenmei

JlanHbie 10 (papMaKOKMHETHKE Y TOKHWILIX TAIUEHTOB OrpaHuueHbl. [Ipu moBTOpHOM mpHeMe
30 Mr JeBOLETUPHU3UHA OJUH pa3 B CYTKU B TeUeHHUE 6 JHEHW y 9 MOKHWIBIX MAIUSHTOB (BO3pacT
oT 65 g0 74 ner) oOmmui KiupeHC ObUT NpHOIU3HTENbHO Ha 33 % HHXKE, YeM TaKOBOH Y
B3poCHbIX OoJiee MOJIOJIOTO Bo3pacTa. bpUTo ToKazaHO, 4YTO paclpejefieHHe pareMara
HeTUpPU3HHA OOJIbIIE 3aBUCHT OT (PYHKIMU TMOUYEK, YeM OT BO3pacTa. DTO YTBEPIKICHHUE TAKKe
MOXKET ObITh MPUMEHUMO M K JICBOLICTUPU3HMHY, TaKk Kak o0a mpemapara W JICBOICTHPU3HUH, H
LHETUPURHH BBIBOJSITCS NMPEUMYHISCTBEHHO ¢ MOYOoH. [losToMy, y MOXKHWIBIX MAllMEHTOB J03a
JICBOIIETUPU3HHA JIOJDKHA ObITh CKOPPEKTUPOBAHA B 3aBUCUMOCTH OT (PYHKITUH TTOUEK.
IlokazaHus K IpUMeHEeHHIO

. Jleuenne  CUMNTOMOB  KPYIJIOTOAMYHOTO  (TIEPCUCTUPYIONMIETO) M CE30HHOTO
(MHTEPMUTTUPYIONIETO) AJUISPTUUSCKUX PUHUTOB U AJUIEPrUUSCKOTO KOHBIOHKTUBUTA, TAKUX KaK

3YIA, YUXAaHHUEC, 3ATO0KCHHOCTE HOCA, pUHOPCH, CIIC30TCUCHHUC, THIICPCMHUA KOHBIOHKTHUBEI,

. MOJUTHHO3 (CeHHAsI TUXOPAIKa);

. KpaInuBHUIIA,

. JIpyTHe aJUIepTUUYeCKUe IepMaTO3bl, COMIPOBOMIAIONIUASCS 3Y/I0M U BHICBITIAHUSIMHU.
IIpoTuBOMOKA3ZaHNA

® ['UrepdyBCTBUTEIBHOCTh K JICBOLICTUPU3HHY, IETHPU3HHY, THIAPOKCH3HHY, IJHOOOMY

[IPOU3BOTHOMY IHIIEPA3HHA WU K JIFOOOMY APYroMy BCIIOMOTaTeIbHOMY BEIECTBY Ipenapara;
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© JETCKUH BozpacT J0 2 JieT (BBHJAY OIPAaHHUSHHOCTH JAHHBIX 1O SPPEKTUBHOCTH U

6e30TIaCHOCTH TIperapara).

C ocTopoxHOCTBIO

IIpy  xpoHHYecKOW TOUYCUHOM HEJOCTATOUHOCTH (HeoOXoAuMa  KOPpeKIUsl peXuMa
JIO3BUPOBAHUS).

Y AU MOKUIIOTO Bo3pacTa (MIPH BO3PACTHOM CHIDKCHHH KITYOOUKOBOU (DUIIBTPALIUH).

Y manueHTOB ¢ MOBpEKASCHUEM CIIMHHOTO MO3ra, TMIEpIUIa3ZHed IpeJcTaTe/IbHOM JKeJIe3bl, a
TaKKe TPU HATUYHH JPYTUX IpeJpacloaralomux (pakTopoB K 3aJepiKKe MOUH, MOCKOJIBKY
JICBOLETUPURHH MOIKET YBEJIIMUUBATH PUCK 3aSPIKKU MOYH.

OCTOpOIKHOCTH ClleJTyeT CoO0aTh V MAIHSHTOB ¢ SIUJICTICHEeH W MOBBINICHHOUW CY/IOPOKHOU
TOTOBHOCTBIO, TOCKOJIbKY JICBOLETUPU3UH MOXKET BbI3BATh 000CTpEeHHE MIPUCTYIIOB.

IIpu ogHOBpeMEHHOM YHOTPeOJICHUH C aJIKOTOJIEM (cmompu pazoen «Bzaumooeticmeue ¢
Opyeumi IeKapcmeeHHuIMIU CPEOCTNEAMU »).

BepeMeHHOCTH U NTepUO/I IPYJHOTO BCKAPMJIUBAHHUS.

IIpumeHeHe TIPU GepeMeHHOCTH U B TIEPUO T'PYIHOT0 BCKAPMIMBAHMS

Bepemennocms

JlaHHBIE 110 IPUMEHEHHUIO JICBOIIETUPU3UHA BO BpeMsi OepEeMEHHOCTH MPAKTUUYECKH OTCYTCTBYIOT
win orpannueHbl (MeHee 300 mcxomoB GepeMeHHOCTeH). OHAKO, MPHUMECHEHHE IETHPU3HHA,
palemMata JIeBOIeTUpU3MHA, IpuU OepemeHHOcTH (Oonee 1000 mexogoB OepeMeHHOCTEH) He
COMPOBOXKAAIOCH MOPOKAMH PA3BUTHUSI U BHYTPUYTPOOHBIM M HEOHATAJIBHBLIM TOKCHUYSCKHUM
BO3JIecTBUEM. B HcCClIeIOBaHUAX Ha JKMBOTHBIX HE BBISIBJICHO IPSIMOTO WJIM KOCBEHHOTO
HeOMaronpusiTHOTO BJIMAHMUST Ha TeueHHe OepeMEeHHOCTH, SMOpHOHaIbHOE U  (eTalnbHOoe
Pa3BUTHE, POJbl U MOCTHATAIHHOE PA3BUTHE.

IIpu OGepeMeHHOCTH Ha3HAUYCHHME JICBOICTUPU3UHA MOXKET OBITh pPACCMOTPEHO B cliydae
HeOOXOUMOCTH.

Ilepen mpumenenueM npenapata Keucui apornc, ecau Bel GepeMeHHbI, WK Tpe/Iojaraete, 4To
Ber mormm  Gbl ObITh OepeMeHHOM, WIHM IUIaHHpyeTe OepeMeHHOCTh, HE0OX0UMO
MIPOKOHCYJILTUPOBATHLCS ¢ BPAUOM.

1lepuoo epyoHozo 6ckapMaueaHus

IleTupusun, pareMar JeBOLETHPU3HUHA, SKCKPETUPYETC ¢ TPYAHBIM MosiokoM. [lorTomy Takske
BEpPOSITHO M BBIJICJICHUE JIGBOLIETUPU3UHA C TPYJIHBIM MOJIOKOM. Y JeTel, HaXOJSAMUXCS Ha
TPY/IHOM BCKapMJIMBAHUHU, BO3MOXKHO TMOSIBJICHHE MOOOYHBIX peaKlUd Ha JIeBOICTUPU3HH.
[TosToMy HeoOx01MMO COOIIOIATh OCTOPOIKHOCTE IIPH HA3HAUSCHUH JICBOLIETUPHU3UHA B TEPUOJT

IpyaHOIro BCKapMJIMBaHHUS.
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He0OX0IUMO MPOKOHCYIBTUPOBATHCS ¢ BPAUOM.

Depmunvrocms

Knunudeckue TaHHbBIE IO JICBOLIETUPUBUHY OTCYTCTBYIOT.

Crniocod nmpyMeHeHHs U T03bI

BHyTpb, BO BpeMs IIpHeMa ITUIIY I HATOINAK.

Jlns mpuema mpemaparta cleayeT HCIOJIb30BaTh 4aHyio J1oxkky. [Ipu HeoOxomaumocTH 103y
mpemnapaTa MOXKHO pa30aBUTh B HeOOJBIIOM KOJHMYSCTBE BOJBI HEMOCPEJICTBEHHO TMEpe]
yIoTpeOIecHUEM.

Bspocnvie u oemu cmapuie 6 nem: cyTouHasi Ao3a coctaBisieT 5 mr (20 karmesib) OJHOKPATHO.
Hemu om 2 0o 6 nem: no 1,25 mr (5 xamens) 2 pasza B JieHb; cyTouHasi o3a — 2,5 mr (10 karesn).
[TockopKy JIEBOLIETUPU3UH BBIBOJUTCS U3 OpraHU3MAa IMOYKAMH, IIPH MPUMEHEHHUH IIpernapata
HAYUeHmam ¢ nOYeUHOU HeOOCMAMOUHOCILIO U NAYUEHMAM NOACUNOSO 603pACHA TO3Y CITYeT
KOpPpEKTUPOBATh B 3aBUCUMOCTH OT BeJIMUMHBI KiMpeHca kpeatuHuHa (KK).

Kmupenc kpeatunmHa (KK) i My:KUYMH MOJKHO paccuuTaTh, HCXOAS M3 KOHIICHTPAIUH
CBIBOPOTOYHOTO KpeaTHHHUHA, TIO CIeYIoNeH hopmyrie:

[140 - BozpacT (roawr)] X macca Tena (Kr)
72 X KKCBIBOPOT (MF/HH)

KK (Ma/mMun) =

KK 151 )KeHITUH MOZKHO PACCUUTAaTh, YMHOMKHUB MOJyUeHHOE 3HAUeHHE Ha KodddurueHT 0,85.

11
oHeHa KK (Mur/mMuH) Pexxum mozupoBaHust
HEeTO0CTATOUHOCTH
Hopwma = 80 S5 wMr/cyr
Jlerkas 50-79 SwMr/cyr
Cpenusis 30-49 SwMr/cyr x 1 pa3 B2 qHs
Tsxenas <30 Swmr/cyt x 1 pa3 B3 aHs
TepMuHaIbHAS CTAIUS —
IIpuem npenapata
MaITHEeHTHI, HAXO SN HECS Ha <10
MIPOTUBOMOKA3aH
JAajnze

Hayuenmam ¢ nouedHol U neveHoUHON HeOOCMAaMOUYHOCHIbIO TOZUPOBAHHE OCYIIECTBIIICTCS IO
TabJIUIe, TPUBEACHHOH BBIIIE.

Hayuenmam ¢ HapyuieHueM mMORbKO (QYHKYUNU nNeyeHy KOPPEKIUH PeKUMa JO3HPOBAHHS HE
TpeOyeTcsL.

IIpooonicumenvHocms npuema npenapama:

[Ipu neveHnn Ce30HHOTO (MHTEPMHTTHPYIOIIETO) aJUICPTrHUSCKOTO PHHHATA (HAJTHYHE CHMIITOMOB
MeHee 4 JTHeH B HeeI0 WK UX 00IIast MPOoT0/IKUTSILHOCTh MeHee 4-X HeJlelb) JUTUTEIbHOCTh

JICUCHHA 3aBHCHUT OT XapaKTepa 3&60J’IeBaHI/I5{; JIeUeHHEe MOMKET OBITh IMIpeKpamcHoO IIpH
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IIpu JleyeHHUM KPYIJIOTOAWUYHOTO (IIEPCUCTUPYIOIIETO) ALUISPIHUYECKOTO pHHHUTA (HAIUYHE
CUMIITOMOB GoJiee 4-X JHEH B HeJeN0 WM UX 00Iasi MPOJOJDKUTEILHOCTh Ooiee 4-X HeJlelb)
JISYSHUE MOJKET IIPOJIOJIKATHCS B TEUSHHE BCETO MIEPHO/1a BO3/ICUCTBHS aJUIEPTEeHOB.

UmeeTcst KIMHMYSCKMH ONBIT HENPEPHIBHOTO TPUMEHEHMS] Y B3pOCIBIX MAIlUCHTOB
JUIUTEJIBHOCTBIO JI0 6 MECSIIEB.

Ecnu nocne nedenus yayuwienus He HAcMynaem Ui CUMWMOMbLL  YCYeYONaomces, unu
NOAGAAIOMCA HOBbIE CUMNMOMbL, HEODXOOUMO NPOKOHCYIbMUposamvca ¢ 6épadom. Ipumenaiime
npenapam monbKO COSRACHO MeM NOKA3GHUAM, MOMY CHoCoOy NpuUMEHeHUs U 6 mex 003aXx,
KOMOpbie YKA3anbl 6 UHCINPYKYUU.

IloGouHoe nelicTBHE

MeTunnaparupokcuOeH30aT U MPOMWINaparuipokKCHOSH30aT, BXO/AIINE B COCTAR Karelb JUIs
NpUeMa BHYTPb, MOTYT SIBJISITHCS MPUUMHON AUIEPTUUSCKUX peaklui (BO3MOIKHO 3aMeJIEHHOTO
THIIA).

Jannsie no 6ezonacrocmu, nojiyuyeHHsie RPU U3YYHEHUU eMmUPU3UHA

HaGmronanucs clieyronue HexkesaTelbHbIe PeaKkIluu:

Peoxo (= 1/10000, < 1/1000)

BeTtpeuanuchs sierkue M BpeMEHHBIC HEKENIATSIIbHBIC SIBJICHUS, TaKUe KaK YTOMIISIEMOCTD,
HapyIleHHe KOHICHTPAIIUH, COHJIIMBOCTH, TOJOBHasi 00Jib, TOJIOBOKpPYKEHHE, BO3OYKICHHE,
CYXOCTh BO PTY M JKeIYJOYHO-KHMIIEUYHbIe paccTpodcTBa (3amop). B HEKOTOpBIX cilydasix
HAGIIOTATTUCH PEAKIIMK TUIIePUYBCTBUTSILHOCTH U AHTHOHEBPOTHUSCKUN OTEK.

Takke coobmanock 00 OTASIBHBIX CIyYasAX CYAOPOT, PEAKIMH CBETOUYBCTBUTEIHLHOCTH,
MOpPAKEHUH TICUCHH, aHA(WIAKTHUSCKOTO IIOKAa, HAPYIICHHUS KpOBOOOpAIeHHS, TIyXOThI,
IJIOXOTO CaMOYYBCTBUSL, 3y/1a, BACKYJIUTA, 3pUTEJIbHBIX HAPYLIICHUN U KOIIMAPHBIX CHOBUACHUH.
Jlannsie KuHUYeCKUX UCCTIC006AHUT

Knmuuueckue wWccienoBanus mokazaind, 4ro y 14,7 % manueHToB, NPUHUMABIIUX
JICBOIETUPURHH B J103¢ 5 MI HaOIIOJaMCh HEeXKeNaTeIbHbIe peakiuu B cpaBHeHuu ¢ 11,3 % y
MAIUSHTOR TPYIIbL IUianebo. 95 % JaHHBIX HeXKeJaTeAbHBIX peakiuid ObUIH JISTKUMHU WIH
YMEPEHHO BBIPAKCHHBIMU.

B KIMHHWYECKHX HCCIIEOBAHUSX YACTOTa TPEKpAI[eHHs] Tepaluu B CJICJICTBHH Pa3BUTHUS
moGouHbIX peaknui cocraBwia 0,7 % (4/538) y mDanueHTOB, pPaHIOMHU3HPOBAHHBIX IS
MOJIYyUYeHUS JIeBOLeTUpH3HHA B JTo3e 5 Mr u 0,8 % (3/382) ni1s manueHTOB, paHIOMHU3HPOBAHHBIX
B Ipynimy miaiedo.

Crieyronyue HelKeNaTeJIbHbIC peaKITHH ObUTH BRISBJICHBI V MAIIUEHTOB (n = 538) ydacTBOBaBIINX

B KJIIMHHYCCKOM HCCJICJOBAHHHU H IPHMCHSBIINUX JICBOLUCTHPU3HUH B PCKOMCHIOBAHHBIX 034X
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(5 Mr OJIMH pa3 B CYTKH):

C yacmomorn 1-10 %

Heowcenamenvnvie peaxyuu Jesoyemupusun 5 me (n=538) | Ilnayebo (n=382)
CoHIHBOCTL 5,6 % 1.3 %
CyxocTh BO pTY 2,6 % 1.3%
I'onosuast 6015 2.4 % 2.9 %
YTOoMIIIEMOCTH 1,5 % 0,5 %
AcTeHust 1,1 % 1,3 %

XoTsl "YacToTa CIIy4aeB COHJIMBOCTH B TpYIIE JICBOLCTUpPH3WHA OblIa BBINIE, YeM TaKoBasi B
rpynne 1mianebo, B OOJILITUHCTBE CIyYaeB 3TO HeXKeaTeNIbHOE SIBJIeHHE ObLIO JISTKOH WU
YMEpSHHON CTEIICHH TSIKECTH.

Heuacmo (0,1-1 %): Gonu B JKUBOTE.

Hocmpezucmpanuonrsie uccitedoeanus

B mepuoa MOCTPErHCTPAIlMOHHOTO TMPUMEHEHHSI IIperapaTa HaOMIONaIUCh  CIeAyIoNue
11o60ouHbIe YPPEKTHI:

Co cmopoHsl UMMYHHOT cucmeMbl: peaKITiH THIIEPIYBCTBUTSILHOCTH, BKIIOYAsk aHA(DHIIAKCHIO.
Co cmoponvl obMmena eeujecms 1 nUManyA; TIOBbIICHUE alTIeTHTA.

Hapywienus ncuxuxu: TpeBora, arpeccus, Bo30YKJIeHHE, TaUTIONHHALIUY, [ISTIPECCHs,
OeccoHHUIA, CYHITHTATTbHBIE HACH, KOIIMAapHbIe CHOBHICHHUSI.

Co cmoponsl HepsHOIl cucmembl. CyITOpPOTH, TPOMOO3 CHHYCOB TBEpIOH MO3TOBOM 0O0OJIOUKH,
MapecTesusi, TOJIOBOKPYIKEHHE, BEPTUTO, OOMOPOK, TPEMOp, IUCTEB3HUSL.

Co cmoponsl opeana 3peHus: BOCTIAIIUTEIILHBIC TPOSIBICHUS, HapyIICHHE 3pSHUS], HEUSTKOCTh
3PUTEIHLHOTO BOCTIPHUSITHS, HETIPOU3BOJIBHbIC JIBHIKEHHUS TJIA3HBIX SOJIOK (HUCTATM).

Co emoponbl cepoya: CTCHOKApAUS, TAXUKAP,IUs, ONTYIICHHE CepIIeOHeHHUS.

Co cmoponst cocyooe: TpoMO03 SIPEMHOU BEHBI.

Co cmopoHvl ObIXaMENLHOI CUCEMbl, OP2AHOE SPYOHOU KIEMKU U Cpedocmenus: yCUIeHHe
CHMIITOMOB PHUHHTA, OJIBINTKA.

Co cmopoHbl KOJCH U NOOKOJICHLIX MKaHell: aHTHOHSBPOTHUSCKHH OTeK, DK3aHTeMa,
TUIOTPUXO03, 3V, Chillb, TPSHIUHBI, KPAMUBHUIIA, (POTOCCHCHOMIN3AIUS/ TOKCUUHOCTh, CTOWKAsI
JIeKapCTBEHHAS YPUTEMA.

Obwue paccmpoticmeéa: Hed>PPEKTHBHOCTh TMPOAYKTA W €ro  B3aHUMOACHCTBHS, CYXOCTh
CIIU3UCTHIX 000JIOUCK.

Co CMOPOHbBL olceﬂyc)quo-KumeQHoao mpaxkma. TOIIHOTa, pBOTa.
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Co cmoponbl CKENeMHO-MbIUEUHOU, KOCMHOU CUCEMbL U COEOUHUMENbHOU mKaHu: OO0Jlb B
MBIIIIAX, apTPAJITHA.

Co cmopoHbl nouex 1 MOYeEbI6O0AWUX Nymeli: TARYPUS, 3a/IepiKKa MOYH.

Obuwjne paccmpoiicmea i HAOPYWEHUA 6 MeCme 66e0eHU. OTeK.

Jlabopamopnvie u uHCmMpymMeHmanoHbie OaHHbie! YBEJIMYEHHE MacChl TeJla, H3MEHEHHE
(P YHKIIMOHAJIBHBIX NIPO0 MeYeHH, epeKpecTHAsi PEaKTUBHOCTb.

Onucariue omoenbHyIX HeHCeIametb HbIX PeaKiiil

Y wMajoro KoJM4ecTBa IAlMeHTOB HaOMrofaics 3y IHocie IpeKpalleHHs] NPUMEHEHUs
JICBOIIETUPURHHA.

Baoicno coobugamev 0 pazsumuu HeJCenamenbHuiX peakyuli ¢ Yenvio obecnedeHis Henpepoli6Ho2o
MOHUMOPUHSA OMHOUEHUA NOAL3LL U PUCKA JleKapcmeeHHo2o npenapama. Ecnu nwbvie u3
VKA3AHHBIX 6 UHCMPYKYUU nobouHvlx 3ghghexmos ycyeyonsiomes, umi Bur zamemunu nwoduvie
Opyeue nobounvie sphexmul, He YKA3aHHbIC 6 UHCMPYKYyuu, coobuume o6 2MoM 6pay.
Meouyuncxue pabomuuxu coobwarom o N0ObIX HEJICENAMENbHbIX PeaKyUuax NeKapCmeeHHO20o
npenapama yepes HayUoOHAbHLIE CUCTIEMbL COODUEHUA O HEAHCENAMENLHBIX PEAKYUAX.
Ilepeno3supoBka

Cumnmomui; COHIUBOCTL (Y B3pOCIBIX), BHaudajlle MOI'YT TMOSIBUTHCA BO3OYXKJIEHHE U
OeCIOKOUCTBO, 3aTeM CMEHSIIOIUECS COHJIMBOCTHIO (Y JAeTeH).

Jleuenue: HeoOXOMUMO TIPOMBITh JKEJIYJIOK WIM IPUHATH aKTHBUPOBAHHBIH YIoJb, €CIIM IOCIIE
IIpHeMa Ipernapara IpolLIo Majlo BpeMEeHH. PekoMeH /1yeTes IpOBEIeHUE CUMIITOMATHYECKOHN U
nojJep;kuBatome Tepanuu. Crierududeckoro anTuaoTa HeT. ['eMonnanuz He > eKTUBEH.
BzaumoaeiicTBHe ¢ APYTUMU JIeKAPCTBeHHBIMU CpeacTBaMU

HzydyeHne B3aMMOJEHCTBUS JICBOLIETUPH3MHA € JPYIHMH JICKAapCTBEHHBIMH IIpelapaTaMH He
IpOBOAWIOCH. [IpH HM3ydeHHHM JIeKapCTBEHHOTO B3aMMOACHCTBHS paleMara LETUpH3HHA C
AHTUITUPUHOM, A3UTPOMHUIIMHOM, HUMETHIMHOM, JHA3EIaMOM, DPUTPOMHUIIMHOM, TJIMIIHU3H/IOM,
KETOKOHA30JIOM U T1ceB0d (e JpUHOM KIMHUYSCKU 3HAYUMBIX HEKeJIaTeIbHbIX B3aUMOIeHCTBUH
HeE BBISIBJICHO.

ITpu oHOBpeMeHHOM NpUMeHeHHH ¢ TeopuiumHoM (400 Mr/cyT) oOImMMM KJIMpEHC HEeTUPU3HHA
cHUKaeTcs Ha 16 % (KuHeTHKa Teo(PHIUTHHA HE MCHSISTCST).

B wuccieqoBaHMM ¢ HCMOJIB30BAHUEM MHOTOKPATHBIX /103 IIPH OJHOBPEMEHHOM IIpHEMe
putonasupa (600 Mr 2 paza B JAeHb) H 1leTupu3uHa (10 MT B JIeHB) MOKA3aHO, YTO DKCIIOZHUIUS
LeTHpH3UHA yBeauuuBaiack Ha 40 %, a SKCIO3MIMS PUTOHABUPA HE3HAUYUTEIBHO M3MEHUIIACH
(-11 %).

B paae CliydacB IIpU OJHOBPEMEHHOM IIPUMCHCHHH JICBOLCTHpPH3HWHaA C aJIKOTOJIEM HIIH
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HepBHyIO cuctemy (ITHC), BozmoskHo ycuiienue ux pamsinus Ha ITHC, xoTa He qokazaHo, 4To
paremar HeTUpU3UHA MOTSHITUPYeT AP(HEKT aTKOTOJISL

Oco0ble yKazaHuA

HUuTepBasibl MEKIY J103aMH JOJKHBI OBITH 1MOI0OpaHbl HHIMBHIYAIHLHO B 3aBHCHMOCTH OT
OYeYHOU (PYHKITUH.

Pexomenayercs coOm0aTh OCTOPOIKHOCTh MPU OJHOBPEMEHHOM YIOTPEOJIEHHU ¢ aJIKOTOJIEM.
[Ipu HamuuuM y MAIUEHTOB TMpepacioyaraiolux (GakTopoB K 3aJep:Kke MouH (Hampumep,
MOBpeIKACHHES COUHHOTO MO3Ta, THUIePIUIA3Hs MpeACcTaTeIbHOM JKelle3bl) ciieyeT coOonaTh
OCTOPOJKHOCTh, IIOCKOJIbKY JICBOLETUPUZHH MOJKET YBEJIMYMBATh PHUCK 3aJep:KKH MOYH.
MeTunnaparugpokcuOeH30aT U MpOIUWINaparuipokcuOeH30aT, BXO/SIIHE B COCTAB KalleJib I
MIpUeMa BHYTPb, MOTYT SIBJISITHCS MPUYUMHON a/UIEPTUUSCKUX peaklui (BO3MOKHO 3aMeJICHHOTO
THIIA).

OCTOpPOKHOCTE CIeAyeT cOOMIOAaTh Y MAIlMSHTOB ¢ SIUJICTICHEH U TOBBIMNEHHOW CYAOPOIKHOM
TOTOBHOCTBIO, TOCKOJIbKY JICBOLETUPU3UH MOXKET BbI3BATh 000CTpEeHHE IIPUCTYIIOB.

Peak1iusi Ha KOJKHBIE aJUIepTHUYECKUe MPOOHI MO/IABIISCTCS AHTUTHCTAMUHHBIMY TIpeNapaTaMu, U
nepe]l TpoBeJCHUEM TECTHPOBAHUA HEOOXOAUMO BO3JEpHKATHCS OT IpHeMa IperapaTa B
TeUueHHe 3 JHEH.

Bo3mokHO mosiIBJICHHE 3yJa TOCHe TpeKpalleHusi MpHueMa JCBOICTHPHU3WHA, JaKe eCiH
0T00HBIX CUMIITOMOB He ObLIIO B Hadajie JeueHuss. CUMIITOMBI MOTYT MIPOUTH CaMOCTOSITEIIHHO.
B HekoTOpHIX Ciy4asiX CHMITOMBI MOTYT OBITh CHJIBHO BBIPAKEHHBIMH, M HTO MOXKET
noTpeboBaTh B030OHOBICHNUS JieueHUs. [locie BO30OHOBICHHUS ISUSHUS STH CUMIITOMBI JTOJDKHBI
MIPOMUTH.

Bcenomozamenvnoie eeujecmea

[Ipenapat COJIEPAKUT MeTHINaparupokcubeHzoar (MeTuapabeH) u
nponuwinapargapokcubenszoar (nponmwinapadeH), KOTOpPble MOTYT BBI3BIBATH AJUICPTUUSCKUE
peakIuy (B TOM YUCIE, OTCPOUCHHBIC).

[IpenapaT coJep:kUT TIUlEpod (TIUIEPHUH), KOTOPHIM MOJMKET BBHI3BIBATH TOJIOBHYIO O0JIb,
PACCTPOUCTRO XKeIyAKa U JUapelo (ITOHOC).

[Ipenapat comep:kutT 350 M TPOMWISHTJIMKOISA B 1 MJI, YTO SKBUBAICHTHO 5 MI/KI/CYTKH JJISI
B3pOCIBIX | 8,75 MI/KI/CyTKH JUIs1 IeTe#t 1o 6 JieT.

Bmisimite Ha cIIOCOOHOCTH YNIPABJIATH TPAHCTIOPTHHIMH CPe/Iic TBAMM, MeXaHH3MaMU
JleponieTHpUBRMH MOKET TNPUBECTH K IOBBINICHHOM COHJIMBOCTH, CJIEJOBATEJIBHO, Ipenapar
Keucun npornc MoxeT OKasbplBaTh BIMSHHE HAa CIOCOOHOCTH VIPABISATH aBTOMOOWIIEM WIH

pa60TaTL ¢ TexHukoiu. B nepuoja JICUCHHUS H606XOI[I/IMO BO3JCPKUBATHECA OT 3aHATHH
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MMOTSHIIUAJILHO OIAaCHBIMHU BHUJAMHU JISITEILHOCTH, Tpeﬁgllo

BHUMAaHHUSI U ObICTPOTHI ICUXOMOTOPHBIX PeaKIUuH.

dopma BhITyCKA

Karnmu g npueMa BHYTPb, 5 MI/MIL

I[To 10 mu, 20 M3 Bo (uakoHBI TEMHOTO CTEKJIa ¢ BHHTOBOM TOPJIOBUHOM, YKYITOpEHHBIE
poOKaMHU-KaleIbHUIIAMU [TOJIUATHICHOBBIMU M KPBIIIKAMH HAaBUHUYHUBACMBIMU U3 TOJUMEPHBIX
MaTepHaJIOB ¢ KOHTPOJIEM IIepBOTO BCKPBITHS MJIM ¢ KOHTPOJIEM IEPBOTO BCKPBITHS M 3al[UTOU
OT JJeTEH.

{DiakoH ¢ HHCTPYKITHEH 1O MPUMEHEHUIO MTOMETAIOT B MAYKy W3 KapTOHA SIS MOTPEOUTEIbCKOM
Tapsl.

Y caoBus xpaHeHus

IIpu Temnepatype He BbimIe 25 °C.

[Tocne nmepBoro BCKPBITHS UCTIONB30BaTh B TeueHHe 90 CyTOK.

XpaHHUTh B HEJOCTYITHOM /UL IeTeH MecTe.

Cpox rogHoctu

4 rona.

He npuMeHsITH 10 UCTEYSHUH CPOKA T'OJTHOCTH.

Y ciroBus oTIy CKA

OrnyckaroT 6e3 perenTa.

Baajeseny perucTpaiMoHHOTO Y/I0CTOBEPEHUS:

OOIIeCTBO ¢ OrpaHHYESHHOH OTBEeTCTBeHHOCTBHIO «Ipeyronmpuuk»y (OO0 «TpeyroibHHK»)
IOpunuueckuii agpec: 630108, Horocubupckasa obnacts, r. HoBocubupcek, yi. CraHnuoHHas,
1. 30A, xopnye 15, momemenue 48.

Ten./dake: 8 (383) 350-03-10.

IIpomBogurens/Opranuzaiys, MPUHIMAIONUIA MPEeTeH3UH OT MMOTpeduTe Ieli:
lIpouzeooumens

AkruoHepHoe obmectBo «lIpousBocTeerHas papMmareBTHUSCKast KoMaHusi OOHOBIIEHUE»
Aopec mecma npouzeoocmea

630096, r. HoBocubupck, yi. CtannuonHas, 1.80.

Dacosuux, ynakosuux

Ax1oHepHoe o0mectBo «lIpousBoacTBeHHAA hapMalleBTHUSCKAd KOMIaHUI OGHOBICHUE)
630096, r. HoBocubupck, yi. CrannuonHasi, 1. 80,

633621, Hosocubupckas 061., CysyHcKkui paiion, pi. CysyH, yi. Komuccapa 3stpkoBa, 1. 18.
Buinycxaowuii konmpons kxauecmea

AKHHOHepHOG 06IJ_IGCTBO ((HpOHBBO)ICTBeHHaﬂ (l)apMaHeBTH‘{eCKaﬂ koMnaHuss OOHOBJICHHE»

10



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 15.06.2023 N= 11110
0. (MOCNEOOBATENBHOCTE 0001)

630096, r. Hopocubupck, yi1. CTaHIHOHHAS, 1.8

Opeanuzayus, NPUHUMAOWAs npemen3uy om nompebumeneil

Ax1onepHoe obmectBo «lIpouspocTBeHHas dapMalieBTHUSCKasd KoMaHua OGHOBIICHHE)
630096, r. HoBocubupck, yi. Crannuonnasi, .80,

Ten./dake: 8 (800) 200-09-95

e-mail: pretenzii@pfk-obnovlenie.ru
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