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MUHUCTEPCTBO 3PABOOXPAHEHHUS POCEHACKOU @EﬂEPA—HPII/I

UHCTPYKLWA 10 MEJTUITUHCKOMY IIPUMEHEHHIO
JIEKAPCTBEHHOI'O IIPEITAPATA

COMATYJINH® AYTOXKEJIb®

PerucrpanuoHHbIil HOMep:

Toprosoe nanmenosanue: Comaryun® AyToxeins®

Me:xyHapoHoe HeNAaTeHTOBAHHOEe HAHMEHOBAHHE: JIAHPEOTH]
JlekapcTBennas ¢opma: reib I MOAKOXKHOTO BBEICHUS IPOJOHTHPOBAHHOTO

JICUCTBUSA

Cocras

B omrom mmnpwuiie npenapara Comarymn® Aytoxens® 60 Mr comepkuTes:
Jleticmeyiowee eewecmeo. TAHPEOTH 1A arleTaT - 77,9 MI B IiepecyeTe Ha JJaHPEOTH]
- 65,4 mr;

écnomozamenvHule 6eujecmea: BoAA 11 UHBEKIUHA, YKCyCHas KUCIIOTa JISASHAas.
BBoguMas no3a iaspeoruaa - 60,0 mr.

B oxmoM mimpune npenapara Comatyma® Aytoxens® 90 MT coIepKUTCS:

deucmeyiowee 6ewecmeo. nanpeomna anerar - 113,6 mMr B mepecuere Ha
JIaHPEOTH] - 95,4 mr;

" ecnomozamensiwie eewecmeq: BOJA I NHBEKIUH, YKCyCHasl KUCIOTa JIEAsHAs.
BBoaumas no3a nanpeotuna - 90,0 mr.

B oxxoM mmnpure npenapara Comatymmun® AXTO)KCJIB‘E 120 Mr cofiepKUTCA:
‘Oeticmeyioujee eeujecmeo. JNaHpeoTHAa anerar - 1494 mr B nepecqéTe Ha
na"peotuf - 125,5 mr;

6cnomozamenvHule 6ewyecmea: BoJA U1 UHBEKIUH, YKCyCHas KUCIIOTa JIEASHAS.

Beoanmas jno3a nanpeorusa - 120,0 mr.
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Onucanue , (Bxopawmit M3 N4

I'ens oT 6e10BaTOroO 0 KEATOBATOrO IIBETA.

(I)apmaKOTepaneBanecKaﬂ rpymmna: coMaToCcTaTuHa aHajior CHHTETUYCCKUIA.

Kox ATX: HO1CBO03.

dapMaKoJI0rHIeCKHE CBOHCTBA

DapmaKoOuHamuxka

Hanpéom,u NpeAcTaBIgeT co0oil CHHTETHYECKWH HENTHJ, aHaIOr IPHUPOJHOTO
comaroctatuna. [To/106HO IpUPOAHOMY COMATOCTATHHY, JJAHPEOTU ITOABIIACT P
SHJOKPUHHEIX, SK30KPUHHEIX, HEHPOSHIOKPUHHBIX U ITApaKpHMHHEIX MEXaHU3MOB.
BrisiBlicHa BEIpaXKCHHAs TPOIMHOCTH JIAHPEOTH/JA K COMAaTOCTaTHHOBEIM PELIENITOPAM
yenoBeka (CCP) - 2 u 5, n Huskas TponHocTs kK CCP — 1, 3 u 4. Kak monararor,
axtuBamysi CCP — 2 u 5 ABIA€TCI OCHOBHBEIM MEXaHH3MOM, JIEKAIMM B OCHOBE
nofaBiaeHu cexpeuu ropmona pocra (I'P). Jlampeorun sHauutenbHo Goliee
aKTHBEH, YeM IPHPOAHEI COMATOCTaTHH M UMeeT Gojiee JIMTENBHEIH Iephon
neiicteyd. JlaHpeoTHa, mogo0HO COMATOCTATHHY, OKa3kIBaeT 00miee SK30KpHHHOE
aHTHceKkpeTopHoe  gedictBue. OH  mogaBnasger  0asaJbHYyX0  CEKpPEIUIO

NOJMUAIICOHTHAHOrO TOpMOHAa MOTHIHNHA, PEryjiatopa MOTOPUKH KCIyIAKa H

KAICYHUKA, B IIaHKPCATHYCCKOI'0 IIOJUIICIITAZIA, HO HE OKAa3bIBacCT JICHCTBUE Ha

CEKpeIMIO MUINEeBApUTEIbHEIX (EPMEHTOB WM JKENyJO4YHYI0 cekpernuio. Kpome
TOrO, JAHPEOTHJ CHIDKACT IUIa3MCHHBIE KOHIECHTpAallMd XpOMOIpaHWHa A H
moueBuHE S5-TUYK  (5-rugpOoKCHMHI0N-YKCYCHOM KACIIOTEI) W IOBBILICHHBIC
KOHIICHTpaIul MapKEpoB OIyXOJeH y MAIUEHTOB c
racTpPO3HTEPONIAHKPEATHIECKUMHI HEHPOIHIOKPUHHEIMH OITy XOJSAMH (FBH—HBO).
JlaHpeoTH [ CyIECTBEHHO IIOABIIAET HHy UPYEMOE NHIIEH YCHIEHHE KPOBOTOKA
B BepXHEHl ‘ME3CHTEpHANbHOM apTepum M IOpTalbHOM BeHe. JlampeoTun
CYILIECTBEHHO YMEHBIIIAET CTUMYIHpYEMYIO IIpocTarianauHoM E1 cexperuro BoJbL,
HaTpus, KalMsd M XJIOpDHAOB B Tolled Kuiuke. JlaHpeoTwa yMEHbIIAET

KOHICHTpPAUIO IIPOJIAKTHHA Y NNAITUEHTOB C aKPOMCI‘aJII/ICf/i, IOJIy4arOoluXx JICYCHUE

2
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B TCUCHHEC JIUTCIIEHOI'O BpEMCHU. (Bxopawmit M3 N4

DapmaKoKuHemuKka

dapMaKOKHHETHYCCKHE TIapaMeTpEl JIAaHPEOTHAA MOCHE BHYTPUBEHHOI'O BBEICHUA
37I0POBEIM JI00POBOJIBIAM BEIBIIIM OTPaHUYEHHOE BHECOCYAUCTOE PacIIpe/IeieHIe
C PaBHOBECHBIM 00beMOM pacmpenenenus 16,1 1. O6mmit xmupenc Obut 23,7 a1/4,

IIepUOJ| IONyBHIBEAEHUs OpuI paBeH 1,14 4, a cpemHee BpeMsA OIpeACICHUA

‘Tpenapara B wiasme — 0,68 4.

HccnenoBanys, OICHUBAIOIINE BEIBEJCHHE IperapaTa, MOKa3ald, YTo MeHee 5%
JNIaHPEOTUa BEIBOAMTCA MoukamMu U Menee 0,5% HEM3MEHEHHOFO JaHPEOTHAA
06Hapy>1<nBaéTc51 B KaJle, 4TO YKa3hIBaeT Ha HAIWYUE HEKOTOPOH JOIH GrTHApHOI
9KCKPEIHH.

IMocne riryGoKOro MOAKOXHOro BBeAeHHMs mpenapata Comarymma® Ayrtoxens® B
nose 60 mr, 90 Mr wm 120 Mr 310poBEIM J0GPOBOIBLAM MaKCHMAIbHEIE
xonnentparmu (Cna) JaHpEOTH A B IIa3Me KposH 4,25 Hr/mi, 8,39 Hr/mi u 6,79
HI/MJ1 OBUIN JOCTHTHYTHI B TEYEHUE IIEPBOTO AHSA BBEICHHU NpernapaTak 8, 12 u 74
COOTBETCTBEHHO, ¢ MOCIICAYIOMNM MEAJICHHBIM CHIDKEHHEM (B CPEJHEM IIEPUOA
MIOJTy BEIBEJICHHS COCTaBUII .23,3, 27,4 1 30,1 xH1 COOTBETCTBEHHO). Uepes 4 Henenu

TEpaIuy CpeIHHe KOHICHTPAIIY JJaHPEOTHAA B I1a3Me KpoBH coctasunu 0,9, 1,11

" 1 1,69 HI/MII COOTBETCTBEHHO. AGCOMOTHA GHOIOCTYITHOCTE cocTasmia 73,4, 69,0

1 78,4% COOTBETCTBEHHO.

®p

Iocie TiTyGOKOro MOJKOXKHOTO BBeEHMA mpenapara Comarynun® AyToxens
noze 60 mr, 90 mMr mmum 120 mMr manueHtam ¢ akpomeramueil 3HaueHHSI Crax
nanpeotaa 1,6 Hr/mm, 3,5 ur/mi u 3,1 Hr/min 6su1U nocmrHyTLI B TEYCHHUE NIEPBOTO
IHA K 6, 6 1 24 4 COOTBETCTBEHHO, C HOCIEAYFOLIMM ME/JIEHHEIM CHIDKeHIEM. Uepes
4 HEIENU CpeIHUE KOHIEHTPAIMHU JTaHpEeoTH 1a B IiasMe kposu coctasuiu 0,7, 1,0
I/i 1,4 Hr/MJ COOTBETCTBEHHO.

B cpenHeM TIOCJIE YETBIPEX MHBEKIMIA, BBOAMMEBIX KaXKAble 4 HEAENH, KOHIICHTpaLusa
NaHPEOTHAA B IUIa3Me AOCTHTajla NOCTOSHHOro 3HaueHus. IIpm stoMm cpenmme

3Ha9eHnd Cpox cocTaBiuM 3,8, 5,7 u 7,7 ur/mn ans jo3upoBok 60 mr, 90 Mr u 120

MI' COOTBETCTBEHHO. CpelHue 3HAUeHHS MUHUMAaIbHOU KOHIEHTparuu (Cumin)




COOTBETCTBYET {
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nanpeoTHAa coctasmm 1,8, 2,5 u 3,8 Hrjmn cootBerciBeHNo! KoAcoamT

MaKCHMANBHOH M MUHUMAIBHON KOHIEHTPAIMAMH NaHPEOTHAA B PaBHOBECHOM
cocTosHuM GruTH yMepeHHBIMU: oT 81 10 108%.

I'myGoxwue ﬁonKomHLIé uHbeKImH npenapara Comatyma® Aytoxens® B gose 60
mr, 90 Mr wm 120 Mr y HanMeHTOB C aKpOMETajMel IOKasaid JIMHCHHBIM
dapMakoKuHETHIECKUIT TPOYUIE ﬁmcno6o>1<,ueﬁm JTAHPEOTUA.

IMocne Tpex riry0OKUX MOJKOKHEIX WHBEKIUHA npenapaTa Comatyua® Aytoxens®
Kaxcasie 28 juedt B o3e 60 mr, 90 Mr wm 120 Mr y HalueHToB ¢ aKpOMETaTueii
konuempauvm IAHPEOTHHA B IUIa3Me OBUTA CXOJHOM 10 OTHOWICHHIO C
yCTaHOBUBILEHCSA Komiempauueﬁ JIaHPEOTHJa B IUIa3ME€ KPOBH Y IIAIUCHTOB C
aKpoMeraiueil, paHec I0Jy4aBIINX MHBEKIMHA Npenapara Comatyiua® B z03e 30
Mr Kaxxapie 14, 10 miu 7 qHE COOTBETCTBEHHO.

KOHICHTpaIUs JIaHPEOTHAa B IUIa3Me KpoBH 1 HI/MI crocoOHa CHHXKATh
KoHIeHTpamo I'P 1o < 5 mr/mn y Golee deM 60% M3YyYEHHBIX NAallEHTOB.
KOHuempaum; JNAHPEOTHAA B ILIAa3Me KpPOBH 2,5 Hr/mn crnocoGHa CHIKATB
kornenTpanuo I'P 1o < 5 ur/mi y Gosee yem 90% M3yUEeHHEIX NAI[UEHTOB.

B momynsamuu dapmakokuHeTHdeckoro aHanusa y 290 mamuentos ¢ I'OII-HOO,
IMoJIy4yaBIIMX JiedeHne mnpenaparom Comaryius® Aytoxens® 120 wr, Gvu10
3aMeueHo OBICTpoe HAYANBHOE BHICBOGOX/ICHUE JIAHPEOTHAA CO CPETHHM
3HaueHueM Cpax 7,49 + 7,58 Hr/mi, ,zxocmrHyTLIM B TEUCHHE NEPBOrO JHA IIOCIE
OJTHOKpATHO!M HMHBEKIUH. YCTAHOBHUBIIMECH KOHIECHTPAIMM OBIIM JOCTHIHYTHI
rocne 5 uEbeKknumii npenapara Comatymu® Ayroxens® 120 mr Ka;k,ume 28 nueit u
NOAJEPXKUBATKUCH BIVIOTh JO MOCIEAHEro BU3WTA (X0 96 HeAeny MOCIE NEpBOH
uabeknun). [Ipu ycTaHOBUBHINXCA 3HAYEHUAX cpeznm%[ BenmmuuHa Crax 66112 13,9 +
7,44 Hr/mn, cpeiHAs KOHIEHTpauus B IIa3Me KpOB?I Opna 6,56 + 1,99 Hr/mi.

Cpenuuit mepuo oTyBEIBeIeHNs 0511 paBeH 49,8 + 28,0 auam.

IToxazanus K NPUMEHEHHIO
- Tepamus IAUEHTOB C AKpOMETaideif, y KOTOPHIX KoHUEHTpamusa I'P w/miu

MHCy IMHONOA06Horo (akropa pocra-1 (UDP-1) ocraeTcs MOBHIICHHOH IMOCIE
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, ot 17.04.2 =
OIICPATHBHOTO JICUCHHS W/MIH JydeBoll Tepamuu; “WiA" HA{NCATOB, KOTOPHIM

II0Ka3aHo npoBe;(eHHe MEIUKAMEHTO3HOM Tepamuu. PesyssraToM Tepanuu y
MAalPEHToB ¢ akpoMeraiueil sBiseTcs cHkeHne KonnenTpanuid I'P u UOP-1 uin
HOpMaJIN3aLysl MX KOHIIEHTPAIUK.

- Tepanus KIMHUYECKUX CHMIITOMOB aKpOMETaJIHH.

- Tepamnus [3I-HA0 crerieny 1 wm 2 (c uagexcoM nposmdeparyu omyxom [Ki-
67] < 10%), UMeEMOIKUX MPOMCXOXACHHE U3 CpeAHell KWIIKM (TOHKas KI/IuiKa,
OpaBeIfi OTJAE] TOJNCTOM KHUINKH, 4EpBEOOpPasHBI OTPOCTOK), IMOUKENYHX0YHOHU
’KeNe3sl MM M3 HEYTOYHEHHOTO IIEPBUYHOTO odYara (3a MCKIIOYEHHEM OIyXoJiei
JIEBO} HONOBHHEL 060/I0YHOM KUIIKH, IPAMON KHIIKY) y B3POCIEIX NALHCHTOB C
HECEKPETHPYIOIMME - MECTHOPACTIPOCTPAHCHHBIMUA WM ~ METaCTaTHICCKUMU
OITy XOJIIMH.

- Tepamusa cUMOTOMOB KapUMHOMOHOIO CHHAPOMA IIPH HCHPOIHIOKPUHHBIX

OITyXOJIAIX.

IIpoTHBONOKA3AHHSA
I'urepuyBCTBUTENFHOCTh K JAHPEOTHIY, COMAaTOCTATUHY MM K DPOJCTBEHHBIM
IENTHIAM, WA K JI060My U3 BCIIOMOTaTENbHAIX BEMIECTB IIpenapara.

Jerckuii Bo3pact 10 18 ner (3¢ deKTHBHOCTE U 6€30aCHOCTh HE YCTAHOBJICHEI).

C 0CTOPOKHOCTHIO
Xonenutras, GepeMEHHOCT M IEPHOJ IPyIHOTO BCKAPMIIMBAHUS, CaXapHBIA

JuabeT; B Havaie Tepaliy — y MalMeHToB ¢ OpauKapaueil.

IlpumeHeHHe npu GepeMEeHHOCTH M B IEPHOJ IPYAHOI0 BCKAPMJIHBAHHS

bepemennocmo |

JlaHHEIE 0 IPUMEHEHUH JIAHPEOTHa Y OEpEeMEHHBIX JKEHIINH OrpaHNYeHH (MEHEe
300 mcxomoB OepeMEHHOCTH).

B mccneoBaHUAX Ha XXKUBOTHBIX 0OHApy KEeHA PENpPOyKTHBHAS TOKCHYHOCTE, 6e3

pasBUTHS TepaToreHHelXx 5¢dekroB. He uckmodeHn puck A OGepeMeHHON




COOTBETCTBYET 3KCTIEF
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*KEHIIMHEBI U IJI0AA. (Bxogawmit M3 N=4215041)

B xadecTBe npeaynpeaUTENbHOM MEPEI IPEANOYTHTENLHO HE IPUMEHATE Ipenapar
Comatymua® AyTtoxens® Bo BpeMﬂ OepeMEHHOCTH.

Ilepuoo zpyorozo 6cKapmiueanun

CBefcHHA O TPOHHKHOBEHHH JIAHPEOTHIAa B TPYAHOE MOJOKO YEIIOBEKa
OTCYTCTBYIOT.

He ucKIIOYeH PUCK 71 HOBOPOXKICHHEIX (HeTelt).

Ipenapar Comatymua® AyTtoxens® He CleAyeT NPHMEHATH B NIEPHOJ IPYIHOTO

BCKApMIIMBAaHUs.

DepmuibHoCHmb

BrL10 06HApyXKEHO CHIDKEHME GEepTUILHOCTH Y CaMOK KpBIC U3-32 MHTMOMPOBaHHUA
cekpenun I'P mpu NpUMEHEHUH 103, IPEBOCXOMAIINX TEPANCBTHICCKUE HO3BI Y

JCIOBCKA.

Crnoco0 IIPUMCHCHHS H X03bl

Pestcum oo3uposanun

Axpomezanusi

V manueHToB, MOJIyYaOKX TEPamio aHaJloraMi COMAaTOCTAaTHHA B IEPBHIA pas,
pEKOMeH/TyeMas HauanbHas Jj03a cocTaBiAeT 60 Mr — 120 Mr xaxasie 28 nHEH.
HarpuMep, y HAIMEHTOB, paHee NOMydYaBIINX HEbEKIUM Openapata Comaty uu®,

J'II/IO(I)I/IJII/IBaT JJIs1 IIPUTOTOBJICHUA CYCIICH3UN JIJIA BHYTPHUMBIIICYHOI'O BBCACHUA

IPOJIOHTHPOBAHHOTO JeiicTBuA B o3¢ 30 Mr Kaxaele 14 nHei, HavaabHas ;1032

npenapata Comaryiun® Ayrtoxens®, remp U1 HOAKOXHOIO  BBEACHUSA

IPOJIOHTUPOBAHHOTO JSUCTBHSA, JOIDKHA COCTaBIATh 60 Mr Kaxzawple 28 muedt. Y

MALVEHTOB, MOJy4aBHX MHbeKuuu npenapata Comarynmn®, muodunmsar s
IPUTOTOBIICHHSA CY CIICH3UU JJI1 BHY TPUMBIIIICYHOTO BBE/ICHHSA npononmpOBaHHorb
JeiicTBus B fo3e 30 Mr kaxrsie 10 queit, HauansHas J03a npenapara Comaryma®
AyToxens®, rens Ui MOJKOKHOTO BBEJICHUS IIPOJIOHTHPOBAHHOTO | nefcTBu,
IIOJDKHA COCTABIATE 90 MT KaXkasie 28 nﬁeix‘l.'y MalUEHTOB, MOTy4YaBIINX UHBEKIUU

npenapata Comaryyun®, nuoduiuszatr s NPUTOTOBICHHUS CyCNEHSHH Uit
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BHY TPUMBIIIETHOTO BBE/ICHN [IPOIIOHTUPOBAHHOr0 ACHE B 03¢ 30 MrKeviibte

7 nmHel,, HauagbHas Jjo3a npemapata Comaryiun® Ayroxens®, remb s
HOIKOKHOTO BBEJECHHS MPOJIOHTUPOBAHHOIO AEHCTBHSA, JOJDKHA COCTABIATE 120 Mr
Kaxnele 28 nHeil.

B jajpHelfIeM, y BCeX NAIMEHTOB 1033 JOJDKHA MOAOUPaTHCS MHAUBU/YANbHO, B
3aBHCHMOCTH OT OTBETHOM peakmuu mamueHTa (KoTopas OLICHHMBAcTCA Ha
OCHOBAHHH  BHIPXEHHOCTH KIMHWYECKUX CHMITOMOB /WM  CHWKCHHA
xonueHTpanuu I'P w/um UPP-1). '

Eciu oxuaaeMsIil OTBET He OBLI TOCTUTHYT, 1032 MOXKET ObITh yBennrieHa.

VY nanyeHTos, ¥ Koropmx Ha (oHe Tepamuy MoTy4eHH koHneHTpanuu ['P Hmke 1
ur/mi (oxoxro 2 MEJI/x), ceiBopoTouHEble KoHIeHTpanuyu YIOP-1 HopManu3oBaimichk
1 Hauboyee OOpaTUMEBIE NPHU3HAKU AKpOMETAIMM MCYC3NH, ©KEMECAYHas 1032
MoxeT ObITh cHIDKeHa. IIpy HeoOXOAMMOCTH MOXKHO HasHayaTh Ipenapar
Comaryaur® AyToxens® B go3e 120 Mr ¢ yBEIHUEHHBIM HHTEPBATIOM - KaX/BIE 42—
56 nueil. 1

V nanuenToB, nonydapomux npenapar Comarymua® AyTomenr;@ B f03e 60 mr win
90 mr kaxapie 28 AHEH, TIpU JOCTHIKEHUU XOPOIIEro KOHTpOJIH Haj 3a6oﬁeBaHHeM
(xonuentparus I'P Menee 2,5 ur/mi (oxono 5 MEJI/x), Ho Bhie 1 Hr/MiI (00O 2
ME]l/n); HopMamm3anus KoHueHTparuu F®P-1), no3a mnpemapara JO/DKHA
TOJEPKABATECA HA DTOM K€ YPOBHE, HJIM BO3MOXHO npnMeHeHHe npenapara
ComaTmeﬁ® Aytoxens® B 03e 120 MI ¢ yBeIMYESHHBIM HHTEPBATIOM BBEACHUS —
56 unu 42 THA COOTBETCTBEHHO.

VY [anMeHTOB, y KOTOPHIX KIMHUYECKHE CUMIITOMEI U 6noXnMuqecKne apameTpel
3a00JIeBaHNs aJIcKBATHO KOHTPOJIUPOBATh He yaanock (koHueHTpauus I'P Beinie 2,5
ur/mi (oxono 5 MEJI/i) unu konnentpanusa VIOP-1 Beime HOpMEL), 103a IpenapaTa
Comarymun® Aytoxens® moxer GHITH yBelndeHa A0 MakcuManbHoi: 120 mr
Kaxcpie 28 nHel. ‘

BceMm mamyeHTaM IokasaH pCI'y.II}IpHB_II‘/'I ,IIOJII‘OCpO‘IHBIﬁ KOHTpPOJIb KIIMHUYICCKUX

' CUMIITOMOB, KoHUeHTpaiwu I'P u 1OP-1.

I'OII-HBO0 cmenenu 1 unu 2 (c unoexcom nponugepayuu ohnyJzu [Ki-67] <10%),



COOTBETCTBYET 3

ot 17.0¢
umelowue nPoUCXodicoeHue u3 cpeOHeu KuwKu (maﬁFKaH- Tethictr)- Apdma 'omoen

MONCMOT KUWKY, 4epeeobpasHbiii 0mpoCcmok), noOXCenyOOuHOU dicenesbl unu u3
HEYMOYHEHHO20 NEPEUYHO20 0Yaza (3G UCKTIOUeHUeM OMyXoneli 1e6oti NON06UHb
060004HOT KUWIKY, NPAMOTL KUWKY) Y 63POCIbIX NAYUEHMOB C HeCEKPemUpyIouumMu
Mécmnopacnpocmpaueunbzmu WU MEMACMAMUYECKUMY ONYXONAMU
Pexomenlyemas jo3a mpemnapata Comarymma® Ayrtoxens® cocrasuser 120 mr
kaxxnsie 28 pgueit. Tepanua mnpemapatom Comatyiuu® Ayrtoxens® JomKHa
DPOZOIDKATECS Tak AOITO, KaK 9T0 HE0OXO0IMMO JJIs1 KOHTPOJIA OIyXOJIH.

Tepanus cuMnmMoMo8 KapyuHOUOHO20 CUHOPOMA NPU HEUPOIHOOKPUHHBIX onnyJzﬂx ‘
PexomenyeMas HayajbHas 71033 Npenapara COMaImeH® AyToxeins® cocTaBiser
60 mr — 120 mr xaxaele 28 aneit. B maneHeiimeM n03a JoJnKHA MOAOUPATHCA B
3aBHCHMOCTH OT JIOCTUTHYTOIO YMEHBINEHHMS KIMHHYECKHX CHMIITOMOB
KapIHHONIHOTO CHHAPOMA.

Pesrcum 003uposanus npenapamay ocoovlx 2pynn RayueHmoe

Hapywenue gynxyuu neuenu/novex

VYV NanyeHToB ¢ MOYEYHOH HEAOCTATOYHOCTHIO TAXKEJIOH cTenennu HaOmoAaeTca
yMEHBIICHUEe NPUMEPHO B 2 pa3a OOINEro KIMpEHCa JIAHPCOTHAA B IUTasMe ¢
00YCJIOBICHHBIM 3TUM YBEINYEHHEM IIepYO/ia MOJTYBEIBEACHUA I AUC (ruromans
10X (hapMaKOKHHETHYECKOH KPHBOH 3aBMCHMOCTH KOHIEHTPAIlMK JIAHPEOTH/R B
I1a3Me KpOBH OT BpEeMEHH). Y MalMEHTOB C IIEYEHOYHOH HENO0CTAaTOYHOCTHIO
CpelHelt WM TOKENo! cTeneHn HabmonaeTcs yMEHbIIeHre Kuapenca Ha 30%. Y-
NAEEHTOB € HapyIIeHHAMH (QyHKIMHA TeyeHH O0OH cTemeHd 0GBEM
pachpezeseHus i Cpe/iHee BpeMs yICpiKaHus JAHPCOTH/IA B OPraHA3ME BO3PACTACT.
B momymsuuy  (apMaKkOKMHETHYECKOTO aHAIM3a y [ALUEHTOB ¢ I'SI-H30,
BKIIOYass 165 MmalnueHToB ¢ IIOYEYHOH HEJOCTAaTOYHOCTHIO JIETKOW M CpefHeH
crenenn Tsxectd (106 59 COOTBETCTBEHHO), Ha (poHE TepanMu IperapaToM
Comatymu® Aytoxens® 120 Mr BIASHWS Ha KJIMpEeHC JIaHpeOoTHUAAa OOHAPY KEHO HE
OBLIO. |

OTcyTCTByIOT KIMHUYECKUE MaHHBIE O NPUMCEHCHHM JIAHPCOTHAR Yy IALMEHTOB C

IDRI-HP0 u HapymeHneM QyHKIUHU IeYEHU.
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Her HeoOXOAMMOCTM KOPPEKTUPOBATH HAYaIBHYFO“J(03y" 'y~

HAPYIICHUAMH (QYHKIUHM I€YEeHH WM IOYEK, TaK Kak IPeNrnojiaracrcs, 4ro
KOHIIEHTpAaIs JIaHPEOTH]a B IIJa3M€ KPOBH B JAHHOW IOIYJAIMH NALKCHTOB
HaxXOJUTCA B TOM € AHalla30He U TaKKe XOPOIIO IIEPEHOCUTCH, YTO U Y 3M0POBEIX
JIIOJIEH.

Juya nosicunozo eospacma

Y MOXWIBIX TAUEHTOB BBIABICHO YBEIMYCHHUE IIEPUOJA IIONYBEIBEACHUA H
CPE/HEr0 BPEMEHU YIEPXKaHHA JAHPCOTHIA B ILIa3Me KpOBH 10 CPABHEHHIO C
MOJIOZBIMH 3{0POBBIMHU JIOJABMHU.

Het HE0OX0AMMOCTH KOPPEKTHPOBATh HAYaIBHYIO A03Y Y IOXUIBIX [Mal[IEHTOB,
TaK Kak IpeAroaraeTcs, YTo KOHICHTpAIHs IAaHpEOTHAA B IUIa3ME KPOBH B JAHHOM
IONMYJIAIMK ITal[UCHTOB HAXOJUTCA B TOM K€ JHala30HE M TakkKe XOpOIIOo
HEPEHOCUTCS, YTO U y 3{0POBEIX JIFOJEH.

BospacTt He BT Ha KITMPEHC B 00B6EM paclipeieieHus JIaHPEOTU A B TIOITY JLALIMU
dapmakoxuneTruyeckoro aHanmusa y 122 naruentos ¢ I'OII-HO0 B Bospacre oT 65
110 85 1ert, NpoXOAUBIINX TEPAIUIO IpenapaToM COMaTynnﬁ® Aytoxens® 120 mr.
Lemu

V nereit n no,uprTKOB 1o 18 ner npumenenue npenapata Comary ma® AyToxens®
IIPOTHBOIOKA3aHO BBUAY HEAOCTATOYHOIO KOJIMYECTBA JAHHEIX 110 6€30I1aCHOCTH 1
5pPEKTUBHOCTU NPHMEHEHNUA.

Cnoco6 npumenenusn

I'enp [N MOAKOXKHOrO BBEACHHUA MPOJOHTUPOBAHHOIO NEHCTBUA IIOCTAaBIAETCA B
NpEABAPUTEILHO 3aII0JHEHHOM IIMpUIlE, CHAGXKEHHOM 3aIlUTHEIM YCTPOHCTBOM,
KOTOPO€E aBTOMaTHYECKH 3aKpBIBAaET UIJIy Cpa3y I10CiIe IPOBEJCHUSA UHBEKIUH, TEM
CaMEIM IIOMOTA€ET IIPEAOTBPATUTD CITy4dailHpIi YKOJI U0 OCIIE UCIIOIb30BaHM.
ITpenapat BBoAMTCS I'Ty60KO IIOAKOXKHO HEMEIEHHO 1IOC/IE BCKPHITHS YIAaKOBKH.
1 mmpun ¢ npenaparom npenHa3Haqeh TOJIBKO JJISl OTHOKPATHOTO BBEJCHU.
IIpenapat BBOAWTCA MEMULMHCKUAM IIEPCOHAIOM B BEPXHMI JIaTEPaIbHEIH KBaJPAHT
ATOJUIIE] WIIM B BEPXHIOIO YacTh Gexpa.

B cioyuae ecnu NanMeHT MOJyYaeT CTabMIBHYIO m03y mperapara Comaryaua®




COQTBETCTBYET 3KCMEPTHOMY OTYETY

|
L]

ot 17.04.2 = g
{Bvrnmonusth M2 N=4215N41
AyToxeis®, MHBEKIMH MOTYT NpPOBOAMTBCA B JOMAHMHK! Yendnmix® Cavmm

MAIMUCHTOM HJIA €ro OJMM3KHMMH IIOCNIE IPEIABAPUTENLHOIO COOTBETCTBYIOIIETO

TpeHuHra y Bpada. IIpu caMOCTOATEIBHOM INPOBEACHHM HMHBEKIHH NAalEHTOM
Ipenapar ClieyeT BBOJUTE B BEPXHIOIO 4acTh Oepa.

IIpu BBeieHNH Npenapara COGITIONANTE CIEAYIONME YKA3aHH:

1.  Jlocransre mpenapar Comaryua® AyToxens® u3 XonoauisHuKa 32 30 MUH
JI0 IpUMeHenus. B ciydae, eciy npenapaTr B HEBCKPHITOM IAaKETE HAXOMUJICA TpH
KOMHATHOI# TemriepaType (BIwiots 10 40° C) 6Gonee 30 MuHyT, HO He 6oiiee 72 9acos,
OH MOXET OBITh MCIOJIF30BaH WM BO3BPAIEH B XOJOAWIBHHK JUI XpPaHEHUS H

IOCJICAYIOIETO IIPUMCHCHUA.

2. V6enurech B HAIMYMK YHCTOrO MECTa Ui IOArOTOBHTENBHBIX JNEHCTBUM M
BEIMOMTE PYKH. |

3. ITepen BCKpEITHEM IIPOBEPHTE LIEJIOCTHOCTH I1AKETa, B KOTOPHIA IIOMEILEH IIIIPHIL
¢ mpenapatoM. Taxke, He0OX0aAUMO yOEOUTECSA, YTO Y IpelapaTa HE MCTEK CPOK
rOAHOCTH. JlaTa OKOHYaHUs CPOKa TOXHOCTH IPUCYTCTBYET Ha STUKETKE ITaKeTa.
HE ITPUMEHSUTE IIPEITAPAT B CJIVUYAE HAPYIIIEHUS LIEJJOCTHOCTU
IMTAKETA WJIA 110 UICTEYEHUH CPOKA I'OJHOCTH.

{

%>, ':"
4. BCKpOﬁTC MaKeT H U3BJICKUTE U3 HCI'O HIIPHUIY C 3alllUTHHIM yCTPOi/'ICTBOM.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 17.04.2023 N2 7.

(Bxogawmid M3 N24215041)

5. BeiGepuTe MECTO [ IIPEeTIoNaracMoi HHbEKINHM (BapuaHnT A uin B — B ciiyqae

NPOBCACHUA HWHBCKUMYA MEAUIWHCKUM IICPCOHAIOM MM OJIU3KUM NanueHTy

YCJIOBEKOM; BapuaHT B-8 éJIy‘-IaC CaMOCTOATCIIBHOr0 IIPpOBECACHUA I/IH'I)CKI.II/II/I).

ITpoaesnHuIEpPyiiTe MECTO HpEANONaracMoil MHBEKUHMH, M30eras pacTUpaHHs

KoxH. VIHBEKIMsA AenaeTca KaxIbiil pas MOMepEeMEHHO, TO B JIEBYIO, TO B IIPaByIO

ArouLy Wi 6eapo.

. 7. CHUMHTE KOJIIAYOK C MIJIEL.

11



Injection by HCP
oratrained p

8. BeexuTe UIMy B BEPXHIOIO YacTh Oelpa WM BEpXHMH JIATCPAILHBIA KBaJPaHT
Srojuusl Ge3s 3axBaTa KOXKHOM CKIAJKH, HO YACP)KHBAsS KOXy OONBIIMM M
yKa3aTeNbHBIM MaJbLiaMH1, KaK ITI0Ka3aHO Ha PUCYHKE.

Hrna pomxna OBITE BBEJACHA OBICTPO, Ha BCIO JUIMHY, HEPIEHIMKYJIIPHO
HIOBEPXHOCTH KOXKH (TTyOoKas MOAKOMKHAS HHBEKIINA). |

9. MenmieHHO BBEOWTE BECh IIpenapar, OKa3blBas IIOCTOAHHOE PaBHOMEPHOC
JIaBJICHHE Ha TOpIIEHb, OCTABJAA IIPY 3TOM HITy B HENOJBIDKHOM COCTOSHHMH
(0OBIYHO JIA TIOJTHOTO BBEJEHHUSA INpemapara Tpedyerca okono 20 cek.). Beenure
IOJHYIO 03y ¥ HaJaBUTE B MOCHEAHMI pa3, 9TOOB yOEIUTHCS, YTO NOPLICHD

00JIBIIE HE IBUTACTCA.

2 )\ 20 sec.

3amcuaHue: HpOJIOJI)K&ﬁTG YACPKUBATH IIOPIIEHE B HaXXaToOM COCTOSAHHM BO

-m36exanye cpabaThIBaHNs 3aLTUTHOTO YCTPOMCTBA.

12



COOTBETCTBYET SKCNEPTHOMY OTUETY
2 N4 W

oT 1 U LAULS "'I'-' 7369
10. Y 1ep>kuBas MOpIIEHb, BEIHBTE Uy M3 MecTa nubekims i M3 N=4215041)

11. ITocae 3TOro, OTIyCTUTE MOPIIEHb, UIJIa ABTOMATHYECKU BTAHETCA B TPYOKY

3aIIUTHOTO YCTPONCTBA U 3a0JI0KUPY€ETCS B HEM.

v/

12. AKKypaTHO TpPUJIOXKUTE K MECTYy HHBEKIMHM CyXOW BaTHBIM JHMCK HIIH
cTepuibHYI0 canderky, 4yToObl u3bexath kpoBoredyeHus. HE pactupaiite u He
MaccHpyiTe MECTO BBE/ICHHs Ipenapara 1ocje UHbEKIHUH.

13. YTunusupyiTe MCIOIB30BAaHHBIN INIPHUI B COOTBETCTBUMM C MHCTPYKIHUAMHU,

[IOJTY4YCHHBIMU Bamu ot nevaiero Bpaya.

IToGo4Hoe aeiicTBHE

HesxenatenbHble peakiuy, 3aperuCTPUPOBAHHBIE B KIMHUYECKUX MCCIIEOBAHNUAX Y
nanueHToB ¢ akpomeranueit u I'OI1-HDO, nmosyyaBmux Tepanuio JaHPEOTUIIOM,
pacrpejiesieHsl B COOTBETCTBUU € CUCTEMHO-OPTaHHBIMHU KJIaCCaMM C YKa3aHHEM
YaCcTOTHI X BOSHUKHOBEHHUS COTIacHO pekoMenanusM BO3: ouens uacto (>1/10),
gacto (>1/100, Ho <1/10), Hewacto (>1/1000, Ho <1/100), peaxo (=1/10000, HO
<1/1000), ouenr penko (<1/10000), wyacrora Heu3BecTHa (Ha OCHOBAHUU
MMEIOIMXCS IAHHBIX OLIEHUTh HEBO3MOXKHO).

HauGosiee 0XHIaeMBIMU HE)XEIAaTeIbHBIMU pPEakIUsIMU Ha (OHE NPUMEHEHHUS
JIaHPEOTH/Ia SBJISIOTCS HapyIICHUS CO CTOPOHBI JKEIyJAOYHO-KUIIEYHOIO0 TpaKTa
(HauGoJiee YacTo BCTpeYaauch Juapess U 00Jb B KUBOTE, OOBIYHO OT JIETKOM JI0

YMepCHHOﬁ CTCIICHU BBIPAXKCHHOCTU U npexoz[ﬂmne), X0JIejIuTra3 (‘IaCTO

13



GecCHMIITOMHOTO XapakTepa) M peaknup B MecTe Hifbéxipiif' (605,

yToJmeHus u yroTHeHue). [Ipoduns HexenaTenbHBIX peakiuii ObLT CXO0XK UL

BCeX MOKa3aHui.

COOTBETCTBYET 3KI(

ot 17.04

35eNkoBEIe

CucremHo- , Yacrora
. Ouensb yacto Yacro Heuacro
opraHHbIH KJace : HEH3BECTHA
Hndexnnonnpie AGcnece B MecTe
H napa3uTapHbie BBE/ICHHS
3a00/1eBaHUS
' Hapymenus co 'unornuxemus,
CTOPOHBI 00Mena CHUJKEHHE
Bemecrs H anmeruta’”,
NUTAHHUA TUNEPrIIUKEMHUs,
caxapHblii 1uaber
Hapymenns BeccoHHuIa’
NCHXHKH
Hapymenns co T0JI0BOKpYKEHHE,
CTOPOHBI rojioBHas 607k,
HepBHOIi 3aTOPMOKEHHOCTh
CHCTEMBI *
Hapymenns co CunycoBas
CTOPOHBI CepAANa GpasuKapaus’
Hapymenns co [IpuanBEI KPOBH
CTOPOHLI COCYX0B K iy’
Hapywenust co  |[Tuapes, TommHoTa, pRota, |M3MeneHue IlankpeaTut
CTOPOHBI | JKuKuli cTyn’,  [3ariop, 1{BETa KaIOBBIX
JKETYIOUHO- 6oJb B JKHBOTE  [METEOPHU3M, Macc
KHIIEYHOr 0 B3yTHE JKHBOTA, .
TpaKTa auckoM¢opT B
JHBOTE
JMCTIencHs,
crearopes’
Hapymennst co |XonenuTuas Pacmupenue XOonenucTur,
CTOPOHBI TeYeHH HENMTHBIX XONaHTHT

14




OTKJIOHCHHUE OT
HOPMBI
AKTUBHOCTH
AJIT",

TNOBBIIICHHC

KPOBHU ",
OTKJIOHEHHE OT
HOPMBI

KOHLCHTpalluu

OounupyOuHa B

COOTBETCTBYET ZKCINEPTHOMY OTUYETY
or 17.04: 2023 N 7
Cucremno- (Bxommwmit M3 N-Aéhoival )
. Ouens yacTo Yacro HewacTto
OpraHHBIii KJ1acc HEH3BECTHA
! " ' TIPOTOKOB”
KeTUEBLIBOASLIM
X nyTeil
Hapymenus co KocTHo-
CTOPOHBI MBIIIEYHAA
CKeIeTHO- Gonp"*,
MBILIEYHOH 1 MUAITHA
COeAHHUTEIbHOM
TKAHH
Hapyuienns co Anonenus,
CTOPOHBI KOKH H TUTIOTPUXO3"
HOAKOMKHBIX
TKAHEH
O6mmue AcCTeHus,
paccrpoiicTBa H YCTaJIOCTb,
HapyuIeHns B peaKiu B MecTe
MecTe BBeleHHs BBeJieHuA (6onb,
IPHILyXJIOCTb,
YIIOTHEHUE,
Y3€JIKOBBIE
YTONIICHHUS, 3y/T)
JlaGopaTopHbIE T[ToBBILIEHHE TToBbiIeHHAE
oKAa3aTeJIn aKTHBHOCTH aKTHBHOCTH
AT, ACT",
OTKIIOHEHHE OT  |IIOBBILICHHE
HOPMBI aKTHBHOCTH
AKTHBHOCTH LIEeJIOYHOU
ACT, docdarass B

15




COOTBETCTBYET 3K(

ot 17.04

Cucremuo-

OpraHHBIH KJIace

Ouenb yacTo

(Bxogawmi

qaud

LY.
Te4YacTo

HEN3BECTHA

KOHLEHTPALHK
OGunupyOuHa B
KpoBH’,
THOBBILICHHE

KOHHCHTPANH

T'/IFOKO3bI B

KpoBM ',
TIOBHILICHHE
COMEPIKAHHS
TVIHKHTAPOBAHHOT
0 remoryo6uHa’,
CHIKEHHE MacChl
TeJIa, CHYDKEHHE
AKTHBHOCTH
TNaHKPEaTHYECKUX

*K
(hepMeHTOB

KpOBH
CHIDKEHHE
KOHIIEHTPAIHH

HaTPHS B KPOBH

Hapywenns co

CTOPOHBDI

HMMYHHO#

CHCTEMBI

Anneprudeckue
peakuuy (BKIOYast
AHTHOHEBPOTHYECK
Wi ajlNiepruuecKuit
OTeK,
aHa(uaKcHIo,
TUNEPYYBCTBUTEIND

HOCTb)

OcHoBaHbl Ha OOBEAWHEHHBIX peE3yJbTaTaXx MCCIENOBAaHMN y MAIUEHTOB C

akpomeranueii

** OcHOBaHE! Ha 00BEqUHEHHEIX PE3yJIbTaTaX MCCICAOBaHMH y nanuenToB ¢ I'Oll-

HB3O0.

Ilepeno3upoBka

B ciy4ae mepe/io3upOBKH [MOKa3aHO MPOBEAECHNE CHMITOMAaTH4ECKOH Tepaluy.
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COOTBETCTEY ET ~ KCTIEF

o1 1/

dapmakonoruaeckuii 3¢ppexT JIaHpeOTmLa H2 JKEITy JOUHO-KUIIIEYHEIM TPaKT MOXKET
CHIDKATH a0COPOIMIO B KUIIEYHAKE OXHOBPEMEHHO IIPUHUMAEMEIX IPENapaTos, B
TOM 4YHCJE LIUKIOCIOpHHA. IIpH OJHOBpEMEHHOM INPHMMEHEHWH JaHPEOTHAA U
[AKJIOCIIOPHHA MOYKET CHIDKATHCSA OTHOCHTENbHAA GHOAOCTYIIHOCTS UKIIOCTIOPHHA
¥, BCIEACTBHE STOTO, MOXET BOHHKHYTH HEOOXOIUMOCTH -KoppeKTI/IpOBaTB 103y
[MKJIOCIIOpPHHA. |

BsanmMoeiicTBrE ¢ JIEKAPCTBEHHBIME CPEICTBaMHU, 00JaJalOIMMH BEIPAKCHHOM

. CBA3BIO C OeNKaMH IUIa3MBI KPOBH, MAJIOBEPOSTHO BBHAY CIabOro CBA3BIBAHUA

JlaHpeoTuza ¢ GeTKaMu IIa3MEl.

Cy1mecTByIOT OrpaHMYEHHBIE OIY6IMKOBAHHBIE JAHHBIE, YKASHBAIOUIME, YTO [IPH
OJJHOBPEMEHHOM IIPIMCHEHWH aHAJIOIOB COMATOCTaTHHA H GPOMOKPHUIITHHA MOXET
IIOBBICHTECS OHOAOCTYITHOCTE OPOMOKPUITHHA. |

Ilpu oHOBpEMEHHOM npnMeﬁeHnn JIAaHPEOTHla U JICKapCTBEHHBIX CPEICTB,
CHIDKAIONMX 9acTOTy CEpACYHOro purMa (Takux, Kak Gera-aHApeHOGIOKAaTOPE),
MOXET BO3HUKHYTh 3((eKT HeGOMBIIOro JOTOJHUTEBHOTO CHIDKCHUS YaCTOTEHI
CepeYHbIX COKpallleHMi cepAuna, CBA3AHHBINH C NPUMEHCHHEM JIAHPEOTUJA.
ITosToMy, B 3TOM CiIy4ae MOXET IMOHAJXOOUTHCS KOPPEKIMS J03bI OJIHOBPEMEHHO
[IpUHUMAEMOro Ipenapara.

Cy1ecTByIoT orpaﬁﬁquHme oIy 6MKOBaHHEIE JaHHBIE, YKAa3hIBAIOIME HA TO, YTO
aHaJOTM COMATOCTATHHA MOTYT CHIDKATh METa0ONMYECKHUH KIMPEHC IPenaparos,
MeTaboau3upyeMBIx npu nomomm depmeHToB muToxpoma P450. 910 Moxer
MPOUCXOMNUTE W3-3a yrHereHus cexperyu I'P. Tax KaK HeNb3s MCKIIOYaTh, 4TO
MPUMEHEHUE JTaHPEOTUAA MOET BEI3BaTb TaKoii a¢dekT, HeoOXoauMo cobII0AaTh
OCTOPOXXHOCTb | IpY COBMECTHOM MPHUMEHEHUH JIAHPEOTHAA H IIPENapaTos,
MeTaboIN3NPYEMEIX, B OCHOBHOM, Ipy moMomu CYP3A4 u uMerommx HU3KHi

TepaneBTUYECKUN MHICKC (TaKUX, KaK XUHUAUH, TepheHaAnH).

Oco0ble yka3zaHus

JI%IHp@OTH}I MOXET CHHU3UTH MOTOPHKY XCIYHOIO IYy3BIpA, YTO MOXKCT BBI3BATH
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‘ COOTBETCTBYET 2KCNEPTHOMY OTYETY

——

ot 17.04.2 =
o6pasoBaHNe KaMHEHl B JKETYHOM IHyBeIpe. PexOMéyetos nepuomueckunii

MOHMTOPHMHI COCTOSHYIA ManueHToB. Y3 3KeITYHOro my36Ips CIeAy €T POBOIUTE B
HayaJie Tepalty, 3aTeM Kakasie 6 MecsueB. FIMEIoTCs IOCTMapKETHHTOBEIE JaHHbIE
O PpasBUTHM Yy NAlMEHTOB, IPHMEHSAIOMMX JIAHPEOTHZ, OCIOKHCHHI
KeTJeKaMeHHOH GoJle3HH, BKIIOYAad XOJNEIMCTUT, XOJNAHIMT M MaHKPeaTwT,
TpeOyOIIX npOBeneHmi XOJICLUCTIKTOMAY. TIpH [OJO3PEHHY Ha OCIOMHEHUS
XOJNeJUTHA3a cnez‘xyeT OpEKPATHTs [PUMEHEHHE JAHPEOTHIa H IPOBOJUTH
COOTBETCTBYIOIIIEE JICUCHHE. |

JlanpeoTny, og06HO COMATOCTATUHY U €TI0 aHAJIOraM, MOXET BEI3BATH [IO/IABJICHHE
CEeKpelMM MHCYJIWHa W TmoKaroHa. ClieIoBaTeNbHO, y MAlMEHTOB, MOJIyYaromux
TEPAIHNIO JIAHPEOTUIOM, BO3MOXKHO Pa3BUTHE THIIONTNKEMHH WIH TUNEPTTMKECMHUH.
IMocie Hayana JeYeHUs UM IPH KOPPEKIUH J035 HEOOXOANMO KOHTPOIMPOBATh
KOHLIEHTPAIMI0 [VIIOKO3EI B KPOBH. VY TAIUEHTOB C CaXapHBEIM JUabeToM
HEOOXOAUMO JIONOJIHUTENPHO KOPPEKTHPOBAaTh 03Bl T'HIOTMKEMHYECKHX
npenapatos. [Ipu Ha3HaUYSHUH TAHPEOTHA 103y HHCYIIMHA CIEAyET CHU3UTD Ha 25
%, najiee KOPPEKIMs JO3I IPOBOAUTCA B 3aBUCHMOCTH OT Konnéﬂlpaunn TJTEOKO3BI
B KpOBH, YPOBEHb KOTOpOH CIEAyeT TINATEAbHO KOHTPOIMPOBATH, HaYMHAA
TEPAIHIIO JIAHPEOTH/IOM y [ALMEHTOB C CaXapHBIM AUAGETOM.

B mpomecce JEYECHHA TNANUEHTOB C aKpOMETrajiuell MOoXerT HaGiofaThes
HE3HAUYNTENBHOE CHIDKCHHC (GYHKIWH LIUTOBUIHOHN XKENE3bl, ONHAKO PasBUTHE
THIOTUPEO3a HaGNIONaeTcss Pefko. B 3aBUCHMOCTH OT KIMHMYECKOH KapTHHBI

HEOOXOMMO KOHTPOIUPOBATEH (DYHKIIUIO IUTOBUAHOM XKEIE3BL.

'V mnamnueHToB, He MMCIOIUX BEIPAXCHHBIX HapyUIEHHII CO CTOPOHEI CEepila,

JIAHPEOTH I MOXKET IPUBECTHU K 3aMEIICHHUIO YaCTOTH CEPACYHBIX COKpAICHHH, HE
BCEr/a cnn,uercnbcrnyfomemy 0 pasBuTHH Opajgukapaud. Y MAaIMEHTOB C
3a060JICBAHMAMI  CepAlla MOXKET Da3BUBATECI CHHYCOBas 6paz(i/n<ap11m.
HeobxomuMo cob6ir0gaTh OCTOPOXKHOCTH IPH Hayale Tepaldd JaHPEOTHAOM Y
HAIUEHTOB ¢ GpagnKapAuei.

Hasnadenue naﬁpeom,ua NaleHTaM C aKpoMerajueil He JOIDKHO MCKIIIOYATh

MOHHUTOPHHT pa3Mepa OIyXoJH runodusa.

18



4= A
17 F

COOTBETCTBYET 3K(

Y NanyeHTOB ¢ BEIPAKEHHON M JUTATEBHOM CTeaTopes HeoGKoNnMo HasHa

(hepMEHTOB IOKEITY JOYHOM JKENE3HL.

BiausiHHe HAa CHOCOGHOCTH YNPaBJASTH TPAHCNOPTHBIMH CpPEACTBAMH H
paboTaTh ¢ MeXaHN3MaMH

IIpenapar Comarymua® AyTtoxens® oxasbiBaeT HEOONBIIOE MM YMEPEHHOE
BIIMSHUE Ha CIIOCOOHOCTH YIIPaBIATh TPAHCIOPTHEIMU CPEACTBAMM M paboTaTh €
Mexanu3Mamu. Hcce[oBaauii 1o U3y4EHUIO BIUSAHHUA HA CIIOCOOHOCTD YIIPABIATH
TPaHCIOPTHBIMU CPEACTBAMH U pa60TaTL ¢ MEXaHU3MaMH TPOBEJICHO HE OBLIO.
OmHako OBUIO COOOIIEHO, YTO Ha ()OHE TEpanuy IpEenapaToM MOMKET Pa3BUTHCH
TOJIOBOKpYXEHHUE. 1Ipy pasBUTHM JAaHHOM HEXeNaTelbHON pEeakiuu He CieayeT

yIpaBJIaTh TPAHCIOPTHEIMU CPEJICTBAMU H paboTaTh ¢ MEXaHU3MaMH.

@opMma BBIIYCKA

Tesb 118 OAKOXKHOTO BBEICHMS IPOJIOHTHPOBaHHOT O JAeticTBrs, 60 mr, 90 Mr, 120
MT.

ITo 266 mr (ms gosmposku 60 mr), mo 388 mr (a4 JO3UPOBKH 90 Mr) wi 1o 510
mr (it go3vpoBku 120 Mr) mpemapata B OJHOPa30BOM IOIHIPONMICHOBOM
mnpuine o6bseMoM ‘0,5 MI € 3alIUTHEIM YCTPOMCTBOM B ° KOMIUIEKTE C
cuIanu3upoBanHoi urinoit (1,2 MM x 20 MM) U3 HepXKaBeIollel cTaly, 3aKpEITOM
KOJIAYKOM U3 IUIACTHKA U 3aUUTHEIM KOJIIaYKOM. |

Inpun, NOMEINEHHENI B  IUIACTHKOBYIO IOMIONKKY, YTAKOBAHHEIA B
- JaMHHUpPOBAHHEIA NAKeT M3 INONMITHIEHTepe(TaIAT/aTOMIHMM/ 0NN THNICHE,
BMECTE€ C MHCTPYKLHCH MO MEIUIMHCKOMY NPUMEHEHHIO IOMEIIEH B IIAUYKy

KapTOHHYIO C KOHTPOJIEM IIEPBOTO BCKPHITHS.

Ycinosust XpaHeHus
Xpauuts mpu TeMuepatype oT 2 1o 8°C (B XOIOAUIBHHUKE).
He 3amopaxuBats!

XpaHUTE B HEAOCTYITHOM JJI AETeH MECTe.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 17.04.2023 N2 7369
(Bxopmwmia M3 N24215041)

Cpoxk rogHocTH
3 roxa.

He NIPpUMCHATE 10 UCTCYCHUHU CPOKaA 'OAHOCTH.

Ycii0BHs 0TIIyCKA

OTmycKaroT Mo petenTy.

JepsxaTeb (BJjajesen) perucTpalHoOHHOI0 YI0CTOBepeHHUsI

Uncen ®apma, Opanuus

IIpousBoauTen
WUncen ®apma buotek

®panuus, 83870, CuHs.

Opranu3anus, NPUHAMAKIAs NPeTeH3HH 0T NoTpeduTe e
000 «Hncen»

109147, Mocksa, yi. Taranckas, 17-23.

teit. (495) 258-54-00, daxc (495) 258-54-01.

SJIEKTPOHHAS MI0YTa: ipsen.moscow(@ipsen.com

Cneuuanamct 1o perucTpanun

JIEKapCTBEHHBIX CPE/CTB OtBaruna E.A.
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