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NHCTPYKOVET
10 MEJULIMHCKOMY IIPUMEHEHUIO JICKaPCTBEHHOT'O Mperapara

Tumon0a-COJOpapm

Homep perucTtpaumoHHOI0 y10CTOBEPEHU:
Toprosoe naumenoBanue: Tumonon-COJIOpapm

Me:xnynapoanoe HenaTteHTOBaHHOe HaumenoBanne (MHH): Tumonon

JlekapcTBenHasi gopma: Kariu ria3zHble

CocraB npenapara Ha 1 mi

Heticmsyroujee sewecmeo:

TumoJton 5,0 Mr
(B BUIE TUMOJIONIA MajleaTa) 6,84 mr

Bcnomozamenwvhuie eewecmeda.

benzankonus xnopung 0,10 mr
Harpus nurugpodocdar nuruapar 6,10 mr
Hatpwust ruapodocdar quruapar 15,16 mr
Bona misa uaseknuit no 1 mn
Onucanue

[Tpo3paunast GecriBETHAS WK CO CIeTKa KOPUYHEBATHIM OTTCHKOM JKUIKOCTD.

(I)apMaKOTepaﬂeBTl/l‘leCKaﬂ rpymnmna
Cpe,[[CTBa, IMPUMCHSCMBIC B O(I)TB.J'IBMOJ'IOFI/II/I; IMPOTHUBOIJIAYKOMHBIC IIPEIIapaTbl © MUOTHYCCKUC

cpencTBa; 6eTa-aapeHOo0I0KATOPBHI.
Koax ATX: SO1EDO1

DapMaKoJIOrHyecKue CBOMCTBA

Dapmaxoounamuka

HecenexTuBHbIil O50KkaTop OeTa-aApeHOPELENTOPOB 0€3 CUMIAaTOMHUMETHYECKON aKTUBHOCTH.
He obnamaer 3HaunMoll BHyTpeHHEH CHMIIATOMUMETHYECKOW, MPSAMO YTHETarolled MHOKapA U
MECTHOM aHECTE3UpYIOoIIeH (MeMOPaHOCTAOMIIM3UPYIONICH ) aKTHBHOCTBIO.

bnokana 6era-anpeHopenenTopoB B OpoHXax U OpOHXMOJIAX MOBBIIIAET CONPOTUBIAEMOCTD Jbl-

XaTCJIbHBIX HYTCﬁ, OGYCHOBJ'ICHHyIO OTCYTCTBUCM aHTAroHMU3Ma K HapaCHMHaTOMHMCTHqCCKOﬁ
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aKTUBHOCTH. Takoi 3 (HeKT y ManueHToB ¢ OpOHXHATEHON aCTMOM MITH WHBIMIA OPOHXOCITACTH=
YECKUMU COCTOSIHUSIMH MOXKET MPEICTaBIATh MOTEHIIUAIBHYIO OTTACHOCTbD.

Bbnokana 6era-agpeHOpEIenTOPOB CHUKAET CEPICUHBIA BEIOPOC KaK y 3A0POBBIX CyObEKTOB, TaK
U TAIMEHTOB ¢ 3a00JIEBaHUSMH CepAla. Y MAlUEHTOB C TSDKENbIM HapylmeHHeM (DYHKIIMH MHO-
Kapaa Ojokazna 0eTa-aJpeHOPELEnTOPOB MOKET OCIA0IATh CTUMYJIUPYIOIIEE BIAUSHUE CUMIIATH-
YECKOUM HEPBHOM CHCTEMBI, HEOOXOAMMOE IS MOAJEpKaHUs aIeKBaTHON QYHKIIUHU CepAlia.

[Tpu MECTHOM NPUMEHEHUH B BUJE TJIa3HBIX Kallelb CHI)KAET KaK HOPMAJIbHOE, TaK U MOBBIIIECH-
HO€ BHYTPHIJIA3HOE JABJICHUE 3a CUYET YMEHBIIEHHUS 0Opa3oBaHUs BHYTPUIJIA3HOM KHUIKOCTH.
[ToBbIlIIEHHOE BHYTPUIJIA3HOE JABJICHHE SIBJISIETCS OCHOBHBIM (DAKTOPOM pHCKAa B HaTOreHe3e
pa3BUTHA XapaKTEPHBIX ISl T1ayKOMBI IMOPaXKEHUSI 3PUTEIHLHOTO HEPBA M CY>KEHUS TPAHULL TO-
neit 3penus. He okaspiBaeT BIMSHUS HA IUPUHY 3payka U aKKOMOJIALUIO.

TouHBI MEXaHU3M CHMKEHUSI BHYTPHUIJIA3HOTO JaBJIEHUS, 00YCIOBIEHHOTO TUMOJIOJIOM, HE U3-
BecTeH. CoracHO JaHHBIM TOHOTpaguH U (IIyOPOMETPUH Y YEIOBEKa, THMOJIOJI PU MECTHOM
MPUMEHEHUU TOHIKAeT BHYTPUIIIA3HOE JABJICHUE 332 CUET YMEHbIIEHUS 00pa30oBaHMs BOJSHU-
CTOM BJIarM U HEOOJBIIOrO yBeIHUEHUs ee oTToka. CHUXKasi BHYTPUTIIA3HOE JaBJICHUE, HE BIIUS-
€T Ha aKKOMOJIALIMIO U pa3Mep 3payka, M03TOMY HE MPOUCXOIUT YXYJIIEHUS OCTPOTHI 3pEHUS;
HE CHUXAeT KauyecTBO HOYHOIO 3peHus. JlelicTBue nmpossisercs yepe3 20 MUH HOCTE 3aKanblBa-
Hus1. MakcumanbHbIi 3 dext HabmogaeTcs yepes 1-2 4. [Ipo1omkuTeIbHOCTh ASHCTBUSA 24 4.
DapmakoKkunemuxa

Tumosnon GpICTPO MPOHMKAET Yepe3 POroBUILY B TKaHM Iiaza. [lociie nHCTUILIISLIMY BO BIIare me-
peaHel kaMmepsl Ilaza MakcuMaibHas KoHueHTpanus (Cmax) B mia3Me KpOoBH JOCTUTAETCs ye-
pe3 1-2 4. B He3HAUNTENTbHOM KOJIMYECTBE MOMAJaeT B CUCTEMHBIH KPOBOTOK IyTeM abcopOuuu
yepe3 KOHbIOHKTUBY, CIIM3UCTBIE 000JI0UYKH HOCA U CJIE3HOIO TPAKTa.

Cmax TumoJIoya B Tuia3Me KpoBH cocTaBisieT okoiio 0,824 Hr/mi u coxpaHsieTcs A0 mopora 00-
HapyXeHHsI B TeueHue 12 4. Y HOBOpOXIEHHBIX W MaJleHbKUX JeTeil Cmax TuMosiona cyuie-
CTBEHHO IpeBblimaeT Cmax B miaa3me KpoBu B3pocislx. [lepuon nomyseiBenenus (T12) Tumono-
Ja cocraBisieT 4,8 9 mocie MECTHOrO MpUMEHEHHs. MeTaboiu3M THUMOJIONa OCYIIECTBIISAETCS
nzopepmentom CYP2D6. Tumonon u obOpasyromuecss MeTabOIUThl B OCHOBHOM BBIBOJISITCS

IIOYKaMH.

Iloxka3zaHus K NIPUMEHEHHIO
[ToBbIlIEHHOE BHYTpPUIIIA3HOE JaBjieHHe (O(TaTbMOTUIEepTEeH3Hs), OTKPBITOYTOJIbHAS TJIayKoMa, Iia-

yKOMa Ha ahakuyeckoM Ia3zy W APYrue BUIbl BTOPUYHOM INIayKOMBI, BPOXKAEHHAsS Tiaykoma (Tpu
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HEed(PEKTUBHOCTH JIPYTUX CPE/CTB), B KauecTBe MOMOIHUTEIEHOIO CPEACTBA Bl CHIDKCHIT BHYT-

PUITIA3HOTO JIABJICHUS TP 3aKPHITOYTOJIbHOM INIayKoMe (B KOMOMHAIIMY C MUOTHKAMH).

IIporuBonokaszanus

Bponxuanbhas actMa, cuHycoBasi Opaukapus, aTpuoBeHTpuKyIsipHas 6iokana 11 u 11l crenenun 6e3
KapIMOCTUMYJIATOPA, AEKOMIIEHCUPOBAHHAs XPOHUYECKask cepAeuHas HEeAO0CTaTOYHOCTh, KapIHOreH-
HbIM 110K, TsDKeNasi XpoHUUYecKas 0OCTPYKTHBHAsl OOJI€3Hb JIETKUX, CHHIIPOM CJIAa00CTH CHHYCOBOT'O

y3i1a, TUIICPIYBCTBUTCIIbHOCTh K KOMIIOHCHTAM ITpcriapara.

C 0CTOPOKHOCTHIO

LlepeOpoBackyisipHasi HEIOCTATOYHOCTh, apTepHAIbHAS TMIIOTEH3Ms, CaXxapHbIH aAnadeT, TUIo-
TJIUKEMHS, JIETOYHAs! HEAOCTaTOYHOCTh, THPEOTOKCUKO3, MHACTEHUsI, CHHOATpUalIbHasl 0J10Kaa,
HapyleHne MepruQeprudeckoro KpoBooopamieHus (B T.4. cuHApoM Peiino), 6epeMeHHOCTh, 0/1-

HOBpPEMEHHOE Ha3HAaYeHUE APYTruX 0eTa-aapeHo0I0KaTOPOB.

IIpumeHeHnne npu 6epeMEHHOCTH M B NIEPHO/] TPYIHOT0 BCKAPMJINBAHUS

[Tpu 6epeMeHHOCTH MPUMEHSIOT C OCTOPOXKHOCTBIO TOJIBKO B CiIydae, KOIJa OXHJaeMblil Tepa-
HneBTHYECKUH 3((eKT A MaTepu MpeBbIIaeT NOTEHIIMAIbHBIN PUCK JUIS IJI0AA UM peOeHKa.
[Ipr HEOOXOAMMOCTH TPUMEHEHHUs Iperapara B MEpUOJ JAaKTallud TPYAHOE BCKAPMIIMBAHHE

CIIeIyeT IPEKPATUTD.

Cnocod npuMeHeHus U 103bl

B Havane neuenus no 1-2 xarim B mopaxeHHBIN T1a3 2 pa3a B JICHb.

Ecin BHyTpUTIIa3HOE NABJICHHE MPH PETYJIIPHOM MPUMEHEHHH HOPMAIIM3YETCsl, CIEAyeT CHH-
3uTh 103y 10 1 kamu 1 pa3 B nenb yrpom. Jlo3sl, npessimatomue 1 karmmo 0,5 % pactBopa Tu-
MoJona 2 pa3a B CyTKH, HE MPUBOAST K JOMOTHUTEIFHOMY CHIKEHUIO BHYTPHUTIIA3HOTO JIaBIie-
Hus. Ecnu mpu mpuMeHeHUH TUMOJIIONa HE YOAeTcsl JOCTUTHYTh HEOOXOIHMMOTO YPOBHS BHYT-
PHUTIIA3HOTO JIaBJICHUS, HEOOXOIUMO PACCMOTPETh BOTPOC O MPUMEHEHHH JOIOJTHUTETHHBIX TH-
MOTCH3WBHBIX TpenapatoB. OJHOBpEeMEHHOE MPHUMEHEHHE JBYX OeTa-aJpeHO0I0KATOPOB s
MECTHOTO MPUMEHEHUS HEBO3MOXKHO. Y TAIMeHTOB CO 3HAYUTENbHO MUTMEHTHUPOBAHHOH pa-
Jy>)KHOUM 000JIOUKOI MOXKET OTMEUaThCsl MEHEe BBIPAXKEHHOE CHUKEHHE BHYTPUTIIA3HOTO JIaBJie-
HUS, a Takke OoJiee JUTUTEIBHBIN MMePHOJ] TOCTHKEHUS KOMITCHCAIIMN BHYTPHIIJIA3HOTO JIaBIIe-
Hus. [locite mpekpaiieHus JIeYeHUs THITOTCH3UBHBIA 3PPEKT THMOJIOIAa MOXKET COXPAHATHCS B
TE€YCHHE HECKOJIbKUX JTHEH, a B Cllydae AIUTEIHHOTO MPEIIIECTBYIONIETO JICYSHHsI OCTATOYHBIN

TUIOTEH3UBHBIN 3P (HEKT MOKET COXpaHAThCS OT 2 10 4 Henenb. [Ipu npoBeneHUN Tepanuu TH-

3
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MOJIOJIOM TOJIBKO B OTHOIIIECHHH OJHOIO Ijia3a MOXCT OTMCUdTHCAH ll/lllOlCHjl/lBHbll\;l 3(1)(1)61(1 n'b
OTHONICHUU KOHTpaJaTepalbHOro Iia3a.

KonTtponb 3¢ heKTHBHOCTH IpenapaTa peKOMEHIyeTCsl IPOBOAUTH MPUMEPHO yepe3 3-4 Henenu
1ocjie Hayaja Tepanuu (He paHee, 4yem uepes 1-2 Hexenu). [Ipu nauTenbHOM NPUMEHEHUU TH-
MOJIOJIa BO3MOXKHO ociabienue a¢dexra.

Ilepexoo c opyeoti cunomen3usHol mepanuu

[Tpu nepexoje ¢ Tepanuu OAHUM OeTa-aJPEHOOIOKATOPOM Ha TEPaIUIo IPYTHM MIpermapaToM 3
rpynmnel 06era-aJipeHO0I0OKATOPOB PEKOMEHIAYETCSl 3aBEPIIUThL IONHBINA J€Hb TEpalu paHee
MPUMEHSIBIIUMCS TUIIOTEH3UBHBIM areHTOM, a Ha CJIEIYIOIIUH JIeHb HaYyaTh HHCTHUISILIUA TUMO-
nona 0,25 % B Ka)xbplil TOpaKeHHBIN TJ1a3 110 1 Karuie 2 pa3a B ICHb.

[Ipu OoTCYTCTBUM a/IeKBAaTHOTO OTBETA Ha TEPAIUIO 1032 MOXKET OBITh YBEJIMUEHA 10 OJHOM Karl-
mu 0,5 % pacTBOpa TUMOJIOJIA B KAXK/IbIM MOPAKEHHBIN I71a3 J1Ba pa3a B JCHb.

[Ipu mepexojae Ha Tepamuio TUIIOTCH3WBHBIM MpEMapaToM M3 JAPYroil rpymmbl, KpoMme Oera-
aapeHo0JI0KaTOPOB, MPOJAOHKAIT UHCTUIIISALIMU paHee Ha3HAYeHHOTo Mpernapara ¢ 100aBlIeHu-
€M MHCTWJUISIMKA onHou karau 0,25 % pacTBopa THMOJIONA B KaXbli MOPaKEHHBIN TJ1a3 JBa-
Kbl B IeHBb. Ha cienyromuii 1IeHb MPOU3BOIUTCS OTMEHA paHee MPUMEHSIEMOTO JICYCHUS U TIPO-
JIOJKAETCSL Teparusi THMOJIOJIOM.

Ilpumenenue 6 neouampuieckou nonyaAYuU

CornacHo OrpaHMYEHHBIM JaHHBIM, TUMOJION MOXET OBITh PEKOMEHJIOBAH JJisl CHI)KEHUS BHYT-
pHUIIIa3HOTO JaBlieHUs MpU MH(GAHTUILHON M IOBEHUJILHON BPOXKJICHHOW TJIAyKOME B IpEoTie-
PallMOHHOM TIEPHO/IE WK B cliydae HEI(PPEKTUBHOCTH MPOBEIEHHOTO XUPYPTUUECKOTO JICUCHUSI.
[lepen mpuMeHeHHEM IMpemapaTa HEOOXOIMMO THIATENBFHO OICHUTh PHUCKH W TPEUMYIIECTBa
MPUMEHEHUS TUMOJIONa B TIeIUaTPUUECKON MOMYIIALNY MyTeM TIIaTeIbHOro cOopa aHaMHe3a B
OTHOIIIEHUN CUCTEMHBIX HAPYIICHH.

B ciyuae, ecnu mosnib3a mepeBeMIMBAET PUCK, PEKOMEHIYETCSl UCIIOJIH30BAaTh TUMOJION B MaKCH-
MaJbHO HU3KOHM JIOCTYMHOW KOHUEHTpanuu no 1 karuie 1 pa3 B aesb. [Ipu HemocTaTOUHOM KOH-
TpOJie BHYTPUIJIA3HOTO JAaBJICHHUS HEOOXOAUMO TEpelTH Ha MpUMEHeHHe 2 pa3a B JIeHb IO
1 xarie ¢ HHTEPBAIIOM MEXYy MHCTHLISIIUAMU 12 4. HeoOX0auM KOHTPOJb T1a3HbIX U CUCTEM-
HBIX TTOOOYHBIX SIBIICHUM B TeueHUe |-2 4acoB mocje MepBOi MHCTUIUISIMU, OCOOEHHO Y HOBO-
POXKJIEHHBIX U JIeTel A0 3 JIeT, B CBSI3U C BO3MOXXHOCTBIO Pa3BUTHS AlTHOD U AbIXaHUS MO THUILY
Yeiin-Ctokca. HeoOxoaumo mpeaynpeauts poauTeneil pedeHka, MmoIyqaroniero Je4eHne THMO-
JI0JIOM, YTO TpenapaTr HeoOX0AMMO OTMEHHUTH B CITy4yae pa3BUTHS y peOeHKa MOOOYHBIX SBICHUN

CO CTOPOHBI )ILIX&T@J'IBHOI\/II CHUCTEMBI, B HaCTHOCTH KallJIsd 1 YUXaHH.



COOTBETCTBYET 3KCTNEPTHON

27 13 I 37
OT £f & 2UEd M- L7 2010

(MOCNEODBATENBEHOCTE 0004)

I¥ OTYETY

Jleyenne TUMOJIONOM MPOBOAMTCS, KAaK MPABWIO, B TEUECHUE ITPOOJLKATEIRHOIO BPEMEHN. T1e-
pEpBIB B JICYEHUU WA U3MEHEHUE NO3UPOBKU IIperapara OCyLIECTBIAKTCS TOIBKO IO IPEAIIN-
CaHUIO JICHAIICTO Bpaya.

TTopsinok paboThI ¢ TIOOUK-KANEIbHULIEHN:

WS 4

1. Otnenuts OAHY TIOOMK-KaNeIbHUILY, OCTAIBHBIC IOMECTUTH OOPATHO B YIIAKOBKY.

2. BCkpbITh TIOOMK-KanenbHUIy (YOeIUBIINCH, YTO PACTBOP HAXOJUTCSA B HU)KHEH YacTH TIOOHK-
KaIleJIbHUIIBI, BPAIIAIOUIMMHU ABMKEHUSIMHA TOBEPHYTh U OTJCIIUTH KJIAaH).

3. 3akanaTh He00X0AMMOE KOJIMYECTBO IIpernapara B ri1asa.

4. 3aKpbITh TIOOUK-KAINEIbHULLY KJIAIIAHOM.

BckpriTyro TIOOMK-KaleTbHUIy MOKHO XpaHHUTh He Ooiee 24 4acoB, 3aTeM TIOOWK-KareIbHHILY
CJIeTyeT BHIOPOCUTb.

[Hopsinok paGoTsl ¢ GhIAKOHOM:

AR AR

1. Bpamaromumu 1BUKESHUSMH MIPOTUB YaCOBOM CTPEIKU OTKPBITH (PJIAKOH U CHSTH KOJITAYOK.

2. OcTopOo’XKHO, HE Kacasich NajbllaMM HaKOHEYHMKA (PJIaKOHA, MEepeBEPHYTh (UIaKOH, 3aUKCH-
pOBaTh MEXAy OOJIBIIMM U YKa3aTeIbHbIM MalbLAMH OJTHOM PYKH.

3. 3anpoKHHYTh TOJIOBY Ha3aJl, paclojOXUTh HAKOHEUHHUK (DJaKOHA HaJ IJ1a30M U yKazaTellb-
HBIM HJIBbLIEM JAPYTrOoM PyKH OTTAHYTh HUXHee BeKo BHHU3. Clierka HaJlaBUTh Ha (JIaKOH U 3aKa-
maThb HGO6XOI[I/IMOG KOJIMYCCTBO IIpCriapara B KOHBIOHKTHBAJBbHBIN MEMIOK T1a3a.

Heo6xonumo n30erate KOHTAaKTOB HAKOHEYHUKA OTKPBITOrO (pilakoHa ¢ MOBEPXHOCTHIO IJia3a U
pyKaMmu.

4. Ilocne ucnoab30BaHUS HAJIETh KOJINMAYOK Ha ()JIAKOH M 3aKpBITh BPAIAIOIIMMU JBHXKEHUSIMU
10 YaCOBOM CTpPEJKE.

ITocne BckpbITHS (hakoHa IpermapaT MOXKHO HCHOJdb30BaTh B TeueHue 1 wecsna. Ilo
UCTEYEHUHU ATOTO CPOKa Mpernapar cieayeT BBIOPOCHUTD.

[Tpu BUIMMBIX OBpEXACHUAX (IaKOHA IPUMEHSTD MpernapaT He CIeyeT.
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Ilo0ouHoe neiicTBHE
HexxenaTtenbHble peakiiy, BOSHUKIIIKUE TOC]IE TpHUeMa BHYTPb TUMOJIOJNA U IpYyrux Oera-
aJpeHOOJIOKATOPOB, MOTYT PACIICHMBATHCA KaK TMOTCHIIMAIbHBIC HEXKEIaTelbHBIC peak-
[[MU U JUIs IPeTapaToB TUMOJIOJIA B JIEKAPCTBEHHOM (hOopMe KaIliv IJ1a3HbIE.
Heosrcenamenvnule peakyuu, cée0eHus 0 KOMOPvIX 0blu NOTYYEHDBL 8 X00€ KNTUHUUECKUX UC-
C/1e006AHUIL U NPU ROCMMAPKEMUH2080M HAOIIO0EHUU 1EKAPCMEEHHBIX NPENnAPAmos mumo-
J1071a 8 1eKAPCMEEHHOIL (hopme Kaniu 2ia3Hvle

YacToTta moOouHbIX 3(h(HEeKTOB, BHISBICHHBIX KaK B XO0JI¢ MCCIICOBAHUHN, TAK M TIPU ITOCTMAapKe-
TUHTOBOM HAOJIOJICHUH, OIICHUBAIUCH CIEAYIOMUM o0pa3oM: odeHb uwacto (>1/10); wacto
(>1/100 mo <1/10); maorma (=1/1000 mo <1/100); penko (>1/10000 mo <1/1000); oyeHb pemaKo
(<1/10000), yacTora Hen3BeCTHA (MMEIOLIUECS JaHHBIE HE MOTYT ObITh OIICHEHBI).

Obwue peakyuu

C HEen3BECTHOM YacTOTOI: roJI0BHAs 00JIb, aCTEHHSI/YCTAIOCTh, 0OJb B TPY/IH.

Co cmopoHvl opeana 3penus

YacTo: 3aTyMaHUBaHHE 3pCHHS, OOJIb B TJa3aX, MOKEHHE W 3y]l B Tja3ax, TMCKoM(OpT B Tiasy,
KOHBIOHKTHUBAJIbHASI UHBEKIIUS.

Heuacro: 6ieaput, TOYCUHBINH KEPATUT, KEPATUT, KOHBIOHKTHBUT, UPUT, TUILIONHS, SPO3Us PO-
TOBUIIBL, 5I3BA POTOBHUIIBI, CJIC30TEYCHUE WIM YMEHBIICHUE CI€300TICIICHUS, CBETOOOSM3Hb, OIILY-
IICHUE «IIECKa» B IJ1a3axX, OTCK BEK, OTCK KOHBIOHKTHBBI, IITO3.

Penko: yBeut, 1BOCHHE B IJ1a3ax, MUTMEHTAIIHS POTOBHUIIBI, 3pUTEMa BEK.

OueHb peaKo: pa3BUTHE KATBIU(UKAIIUK POTOBHIIBI IIPU 3HAYUTEIILHOM €€ TIOBPEKICHUU B CBSI-
34 ¢ HanuuueM ¢ocdaToB B COCTaBE Karleb.

C HEeu3BECTHOM YaCTOTOM: CHUYKEHNE YyBCTBUTEILHOCTH POTOBUIIBI, OTCIIONKA COCYAUCTON 000-
JIOYKH B MOCIICONEPAIMOHHOM TIEPUOJIE AHTUTIIAYKOMATO3HOU XUPYPTHH.

Co cmopoHbvl cepoeuHo-cocyoucmou cucmembl

Heuacro: Opaankapans, THIOTOHUS.

Penxo: nH(papkT MHOKap/a, CHIDKEHUE WJIH TOBBIIICHUE apTepUAIbHOTO TABIICHUS, ITepeMexKa-
IOLIAsACs XPOMOTA.

C HEeM3BECTHOW YaCTOTOM: OCTAHOBKA Cep/IIla, aTPHOBEHTPUKYIIAPHBIN OJIOK, apUTMHUS, YYaIllCH-
HOE cepAneOneHne, 3aCTOHAs cepeuHasi HeAOCTaTOYHOCTh, eHOMeH PeiiHo.

Co cmopoHbvl nuweeapumenbHol CUcmembl

Heuacro: aucres3us.

Penko: JUCTICIICUA, CYXOCTb CIIU3UCTON 000JI0YKHU MTOJIOCTH pTa, 00JIN B )KMBOTE.
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C HEeu3BECTHOM YacTOTOM: TOLIHOTA, PBOTA, AUAPCTH.

Co cmopoHbl UMMYHHOU cucmemol

C Heu3BEeCTHOI YacTOTOM: CUCTEMHAasl KpacHasi BOJI4aHKa.

Icuxuueckue paccmpoticmea

Penxo: genpeccus.

C Heu3BeCTHOI 4acTOTOl: OECCOHHMIIA, TOTEPS MaMSITH, KOIIIMAPHbIE CHOBUICHHUS.

Co cmopoHvl HepeHOtl cucmembl

Heuacro: ronoBHas 00b.

Penko: uieMus roJI0BHOTO MO3Ta, TOJIOBOKPYKEHUE, MUTPEHb.

C Heu3BeCTHOM 4acTOTOM: HapyIIEHUE MO3TOBOTO KPOBOOOpaIleHusl, 0OMOPOK, MapecTe3nuu, ro-
JIOBOKPY’KEHHUE, YCYyTyOJIeHUE TCUSHUSI MHACTCHUU gravis.

Co cmopoHbl KodHCU U NOOKOICHBIX MKAHET

Penxo: orek nuia, spurema.

C Hen3BeCTHOM YacTOTOM: MCOpHa3 WM yXyALIEHUE TeUeHUs NICopuasa, JOKAIM30BaHHAs ChIb,
anonenus.

Co cmopoHbl coeOuHumenbHou MKauu

C HeusBeCcTHOH 4acToTO: apTponaTus, 00Jib B MBIIIIAX.

Annepeuueckue peakyuu

C Heu3BECTHON 4YacTOTON: CUCTEMHbIE allJIEprHUeCKHe peakliu, BKIoYas aHa(uIakcHuio, aH-
THOHEBPOTHUYECKUN OTEK, KPAITUBHUITY, MECTHYIO HITU TEHEPATM30BAHHYIO CHITIb, 3Y/I.

Co cmopoHbl OvblxamenvHol cucmemsl U OP2aHo08 CPeoOCmeHUs

Heuacro: npixarenbHast HEIOCTaTOUHOCTb, OJIBIIIIKA, OPOHXHT.

Penko: 6ponxocnasm (IperMyIIeCTBEHHO y MAIIMEHTOB € YK€ UMEIOIIUMHUCA OPOHXOCTIacTHYeC-
KHMH COCTOSTHUSIMU ), KallleJh, 3AJI0)KEHHOCTh HOCa, MH()EKITNH BEPXHUX JABIXaTEIbHBIX ITyTEH.
Co cmopoHbl dHOOKPUHHOUL cUuCmeMbl

C Heu3BEeCTHOUM YacTOTON: CyOKIMHUYECKOE TE€UCHHE THIOTIMKEMUN Y TMAllMeHTOB C CaXxapHbBIM
nuaberoMm (cM. pasznen «OcoOble yKa3aHus).

Co cmopoHbl MOUEnonosoll cucmemul

C Hen3BeCTHOM 4acTOTOW: peTponepuTOHEaIbHbIH (pulOpo3, cekcyanbHas ucyHKIUS (BKIIOYas
UMIIOTEHIINIO), CHIDKEHUE TNOun10, Oone3ns [lelipoHu.

Co cmoponwl JIOP-opeanos

C Hen3BECTHOM 4aCTOTOM: 3BOH B YIIIax.
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Annepeuueckue peakyuu. SpUTEMATO3HAs CHIIb, JTUXOPAIKA, COMPOBOXKIAAIOIIANACS OOJIBIO B TOP-
Jie, JTApHHTOCIIa3M, COMPOBOXKIAIOIIMNACS AUCTPECC-CUHAPOMOM.

Obwue peakyuu u peakyuu 8 mecme 66edenus: 00Ib B KOHEUHOCTSIX, CHI)KEHUE TOJICPAHTHOCTH
K ()M3UYECKON HAarpy3Ke, CHUKCHHUE MacChI TEla.

Co cmopoHbl cepoeuno-cocyoucmou cucmemsl: yCyryOleHue apTepraibHONH HEJOCTaTOYHOCTH,
Ba30/IMJIaTaIHSL.

Co cmoponbvl nuwesapumenbHol CUucnmeMsl: KellyTOYHO-KUAIIIeuHast 00JIb, TelaToMeralus, pBo-
Ta, TPOMOO03 ME3CHTEPHATIBLHBIX APTEPHUIA, HIIEMHYCCKHIH KOJIUT.

Co cmopounbsl Kposu u aumghamuyeckoll cucmemyl. HETPOMOOIIUTONICHUYECKAs MypITypa, TPOM-
OoIUTONCHUYECKas! My pITypa, arpaHyJIoIHUTO3.

Co cmopoHbl IHOOKPUHHOU cuCmeMbl: TUTIEPTIUKEMUS, TUITOTJIMKEMUS.

Co cmopoHbl KodHCU U NOOKONCHBIX MKaHell: 3yJ, pa3paKeHHe KOXKH, MOBBIIIEHHAS MTUTMEHTa-
IS, TOTIUBOCTb.

Co cmopoHbl ckenemHO-MbIUeYHOU CUCeMbl. APTPAITHSL.

Co cmoponbl HepsHOUL cucmembl/ncuxuyecKkue HapyuleHus: BEPTUTO, CHIDKECHHE KOHICHTPAIUN
BHUMaHHs, 00paTMMOe YrHETCHHE MEHTAJIbHBIX (DYHKIUI, MPOrpeccHpyrolee J0 KaTaTOHHH,
OCTpBIil 00OPAaTUMBIH CHHIPOM, XapaKTEPU3YIOIIUIICS HAPYIICHHEM OPUEHTALMU BO BPEMEHU U
IPOCTPAHCTBE, YMOLIMOHAIBHON JTa0MIBHOCTBIO, HEKOTOPBIM 3aTPYAHEHUEM BOCIIPHSATHS U CHH-
KEHHOU CITOCOOHOCTHIO BBITTOJIHATH HEHPOTICHXUUECKUE TECTHI.

Co cmoponbl Ovixamenvholl cucmemsl: XpHUIbl, OpOHXUAIBbHAS 00CTPYKLIHUS.

Co cmopoHbl MOUEnonosoll cucmemyl. 3aTpyTHEHUE MOUYEHCITYCKaHHUS.

Ilepeno3supoBka

Bo3moxHO pa3Butue cucteMHbIX 3((EeKTOB, XapakTepHbIX s OeTa-aapeH00I0KaTOpOB: roJo-
BOKpY>KE€HHUE, TOJIOBHAsL 00JIb, apuTMusi, OpajuKapans, OpoHXocas3M, TOUIHOTa U PBOTa, NOTEPS
CO3HAaHM, TUIIOTOHUS, OJBIIIKA, TE€HEPAIN30BAHHBIE CYJOPOTH, KapAUOTE€HHBIN IIOK, CEpAeYHast
HEI0CTaTOYHOCTh U OCTAHOBKA Cep.La.

[Tpu ciy4aifHOM mpueMe TUMOJIOIa BHYTPh HEOOXOIMMO IPOMBIBAHHE KeNyIKa U MPUeM aKTH-
BUpOBaHHOTO yruisi. [lokazaHo, 4To mpemapar He MOXKET ObITh yJaJeH U3 OpraHu3Ma IyTeM Ie-
MOJIMAIN3a.

[Tpu pasButuu Opagukapauu U OpaauapuTMHUM (IIpU aTpUOBEHTpHUKYIspHOU Onokane II u III

CTEINEeHN) PEKOMEHIOBAaHO BHYTPUBEHHOE BBEJICHHE aTpomnuHa cyibdara B 103¢ oT 0,25 10 2 wmr;
8
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MOCJIE YaCTUYHOTO KYIHUPOBAHUS OpaauKapAuu TOKA3IHO BBCACHUT M3OIPCHATHHA. TIpH TPY-
HOKYTIMPYEeMO# OpasiuKapuu ClielyeT pacCMOTPETh BOIPOC 00 yCTAaHOBKE KapANOCTHMYJIISTOPA.
[Ipy TUIIOTOHMM PEKOMEHIOBAH MPUEM CHMIIATOMUMETHUKOB, TAKHX, KaK JIOTIAMUH, JOOYTaMHH,
HopanpeHanuH. [lpu orcyTcTBuM 3¢ deKxTa — BBEIEHUE IIIIOKAroHa.

[Ipu pa3BUTHH OCTPOIl CEPACYHON HENOCTATOUHOCTH PEKOMEHJI0BAHO MPUMEHEHHE MPEnapaToB
HAINEPCTSHKYU U JUYPETHKOB, a TAKKe KUCIOPOAOTepanus, npu HedPpHEeKTUBHOCTH — BHYTPUBEH-

HOC BBCACHUC aMI/IHO(l)I/IJIJII/IHa.

B3aumojeiicTBHE ¢ IPYrHMH JIEKAPCTBEHHBIMH CPeACTBAMH

CoOBMECTHOE HUCIIOJIL30BaHUE penapara ¢ rJa3HbIMH KaIUIIMH, COACPKAIUMU a{pEHATNH, MO-
JKET BbI3BaTh PACIIMPEHHE 3payKa.

CHGHI/I(l)I/IT-IeCKOC ﬂeﬁCTBHe npemnapara — CHUXXCHUC BHYTPUITIA3HOTO AABJICHUA, KOTOPOC MOXKET
YCUIIUTHCA IMMPU OJHOBPEMCHHOM HCIIOJIB30BAHUM TJIA3HBIX KallCJib, COACPIKAIINX 3HI/IHG(1)pI/IH n
IMUJIOKApPIINH.

JIBa pa3auuHbIX OeTa-aapeHo0IoKaTopa He CeayeT 3aKalbiBaTh B OJJUH U TOT )K€ IJIa3.
AprepuanbHas THIIOTEH3HMsI U OpaguKapus MOTYT YCHJIHTHCS TMPH OJHOBPEMEHHOM HCIOJb30-
BaHMM 1pcrapara C AHTAarOoHucTamMu Kajlblusa, PpeE3CPINHOM n CUCTCMHBIMHU Oera-
aapeHo0I0KaTOPaMH.

WNuruduroper CYP2D6, Takue Kak XMHUIAMH M IUMETUIAMH, MOTYT YBEJIHMYUTh KOHIICHTPAIIUIO
THUMOJIOJIA B TUIA3MeE.

O}IHOBpCMeHHOG MNPUMEHCHUEC C HHCYJIMHOM WM MNCPpOpaAIbHBIMU HpOTI/IBOI[I/Ia6CTI/ILIeCKI/IMI/I
CpeacTBaMu MOKET IMMPUBCCTU K TMITOTTIMKEMUN.

TUMOJIONT yCHIIMBAeT JACUCTBUE MHOPEIAKCAHTOB, MIOATOMY HEOOXOJMMa OTMEHa Mperapara 3a
48 4acoB JI0 TUTAHUPYEMOT'O XUPYPTrHUECKOTO BMEIIATEIbCTBA MO 00IIeH aHeCTe3neH.

Ot AaHHBIC MOTYT OTHOCHUTBLCA M K JICKAPCTBCHHBIM IIpCriaparaM, KOTOPLIC ObLIH IMPUMCHCHBI

HE3a0JIro 10 3TOro0.

Oco0ble ykazanus

B mocrneornepannoOHHOM MEPHO/Ie aHTUIIIAYKOMATO3HBIX ONEpaIfii U MTPH MPUMEHEHHH Mperapa-
TOB, CHIDKAIOIIMX CEKPEIUIO BHYTPUTIIA3HOM KUIKOCTH, BO3MOYKHO Pa3BHUTHE OTCIIONKH COCY/IH-
cTOM 000JIOYKH TJ1a3a.

[TpuMeHeHHe THMOJIOJIA MAIMEHTAMHU C ATOMUEH MM TSDKEJIBIMH MATOJOTHYSCKUMH PEaKIIUIMU
Ha pa3IMYHbIC aJUIEPTEHbl B aHAMHE3€ MOYKET CITPOBOIIMPOBATEH 00JIee TSHKEINbIE PEAKIIMKA B OTBET

Ha cnyqaﬁHoe, ANArHOCTUYCCKOC HUJIN TEPAIICBTUYCCKOC BBCICHUE AJIJICPICHOB. Takwue Al ECHThI
9
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MOTYT cJ1a00 pearupoBaTh Ha BBEJIEHHWE OOBIYHBIX H03 SIUHCPPUHA BT KYITHPOBIHIT aHa(w-
JAKTHYECKUX PEaKIn.

Bera-agpenobaokaTopsl ClIOCOOHBI MAaCKUPOBATh Psiji KIMHUYECKHX CHMIITOMOB THIIEPTHPEO3a
(B dYacTHOCTH TaxuKapauio). TpeOyercs OCTOPOKHOCTh TpH  NPUMEHEHWUH  Oera-
aJIPEHOOJIOKATOPOB Y MAIIMEHTOB C BOBMOXKHOCTBIO Pa3BUTHUS THPEOTOKCHKO3A.

VY nanueHToB 03 cepJIeuHO HEJOCTATOYHOCTH B aHAMHE3€ JITUTEIbHOE YTHETEHHEe MHOKap/a B
HEKOTOPBIX CIIyYasiX MOKET MPUBOJUTH K PA3BUTHIO CEPJICYHON HEAOCTATOYHOCTHU. [Ipy BO3HHK-
HOBEHUU TEPBBIX MPU3HAKOB CEPJICYHON HETOCTATOUHOCTH TUMOJION HEOOXOJMMO OTMEHHTb.
HeoOxomuma 0CTOPOKHOCTh NMPH HAa3HAUYEHUHM THMOJIONA MAlMEHTaM C aTPUOBEHTPUKYISIPHON
omokanoii I crernenu, creHokapaueit [Ipunimerana u nepudepuyecKUMH HAPYIICHUSIMU KPOBO-
obparenus (penomen Peiino).

OCHOBHBIM TIATOTCHETHYECKUM AaCIICKTOM JICUCHHUS 3aKPBITOYTOJILHON TJIAYKOMBI SIBIISETCS
HEOOXOIUMMOCTh OTKPBITHS YTJIa TIEPEAHCH KaMephl, 9YTO JOCTUTACTCS IyTEM CYXKEHHS 3padka C
MIOMOIIIBI0 MUOTHKOB. B CBsI3M ¢ OTCYTCTBHEM BIUSHHS TUMOJIONA HA TMAMETP 3padyKa B TEpParuu
3aKpPBITOYTOJIBHOM TJIAyKOMBI IIpErapaT MOXKET PUMEHSTHCS TOJIBKO B COYETAHUU C MUOTHKAMH.
M3-3a BO3MOXKHOTO BIMSHUS OJI0KaTOPOB O€Ta-aApeHOPELENITOPOB HA apTePUAIBHOE JaBICHUE U
YHUCIIO CEPJICYHBIX COKPAICHHUI 3T CPEJICTBA CIEAYET C OCTOPOKHOCTHIO IIPUMEHSTh Y TIAI[UCH-
TOB C HEJOCTATOYHOCTHIO MO3TOBOr0 KpoBooOpamieHus. Eciiu mocie Havana Teparnuu THMOJIO-
JIOM Pa3BHBAKOTCS MPHU3HAKH MJIM CUMIITOMBI CHH)KEHHUS MO3TOBOTO KPOBOOOPAIICHUS, CICIyET
MEPECMOTPETh HEOOXOUMOCTh TEPAITUU MECTHBIMHU OeTa-apeH00I0KaTOPAMH.

[TprMeHeHne THMOJIOIa MOXKET YCWJIMBATHh MBIIMIEYHYIO CJIA00CTh TMPU MHACTEHUU (HAIPHMED,
BBI3bIBATh YCUJICHHUE JUIIONUH, NIT03a U 001Iel cinabocTn). Y HEKOTOPBIX MAIlMEHTOB C MHACTe-
HUEl gravis U APyTMMU MHUACTEHUUYECKUMHU 3a00JIEBaHUSMU OTMEUEHO TMOBBINICHUE MBIIIECYHON
CJIa0OCTH TIPH MTPUMEHEHUH THMOJIONIA.

[Tpu ogHOBpEMEHHOM MPHUMEHEHHUH C JAPYTUMH JICKAPCTBEHHBIMH CPEJICTBAMH HEOOXOJIUMO CO-
OJr01aTh UHTEPBAT MEKy WHCTUILISALUSAMU HE MeHee 15 MUHYT.

[Tpu npumMeHeHHH HEOOXOTUMO KOHTPOJIUPOBATH (PYHKIIHIO CII€30BBIICTICHHS, COCTOSIHUE POTo-
BOM 000JIOYKH U OIEHWBATh BEJIMUMHY TI0JIeH 3peHus He pexe 1 pa3a B 6 mec.

[TpemapaT comepKUT KOHCEPBAHT OCH3AIKOHUS XJIOPH]I, KOTOPHI MOXKET BBI3BATh pa3paKeHUE
ria3, abcopOMpOBaTHCS MATKUMU KOHTAKTHBIMH JIMH3aMH, BBI3bIBasi U3MEHEHHE HX 1IBETA U OKa-
3bIBaTh HEOJIArOMPUATHOE BO3CHCTBIE HA TKaHM Tia3a. KOHTaKTHbBIE JTHH3BI CIIEAYeT CHATH Tie-
pen MpuMEHEHHEeM TIperapara W Mpu HeoOXOJUMOCTH OJeTh MX CHOBa HE paHee, YeM depe3

15 MUHYT nOCJI€ HHCTUIUISIUH.
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HpI/I AITATCIIBHOM IMPUMCEHCHHUH IIpC€riapaTa BO3MOKHO TOKCHYCCKOC BJIIMAHUC KOHCCPBAHTAd OCH-
3aJIKOHUS XJIOPHJIA HA SMUTEINH POroBUllbl (pa3BUTHE TOUEYHOM KepaTonaTHM W/WIM TOKCHUYe-
CKOMH SI3BEHHOI KepaTonarun).

OTMeueHbl ciy4yan pa3BUTHs OaKTepUaAIbHOTO KepaTuTa y MalueHTOB, IPUMEHSBIINX THMOJIOJ B
KOHTeHHepax JUlsi MHOTOKPAaTHOI'O JJO3UPOBaHUS O()TalIbMOJIOTHYECKUX JIEKAPCTBEHHBIX Iperna-
paTtoB. OTH KOHTEHHEphl HENPEeJIHAMEPEHHO KOHTAMUHUPOBAJIUCH MALMEHTAMHU C COIYTCTBYIO-
MIMMU 3200JIEBaHUSIMH POTOBUIIBL.

[Ipu mepeBoie MalMEHTOB HA JICYCHHE TUMOJIOJIOM MOKET MOHAJAOOUTHCS KOPPEKIHs U3MEHE-
HUI pepakiuy, BbI3BAaHHBIX IPUMEHSABIIMMUCS PaHEE MUOTHKAMH.

[Tpenapat, nogo6HO IpyruM OeTa-aApeHOOIOKAaTOpPaM, MOKET CKPbITh BO3MOYKHBIE CUMIITOMBI
TUIIOTJIMKEMHUH B KPOBHU Y OOJIBHBIX CaXapHbBIM J1IHa0ETOM.

B cnyuae mpeacrosiiero onepaTMBHOrO BMEMIATENbCTBA MO OOIIeH aHecTe3nei, HeoO0X0auMo
OTMEHUTH Ipernapar 3a 48 4acoB 10 ONepalny, TaK KaK OH YCUJIMBAET JIEHCTBUE MHOpPEIAKCaH-

TOB U O6H_II/IX AHCCTCTHKOB.

Bunsinne Ha cIoCOOHOCTH YIPaBJIeHHs TPAHCIOPTHBIMH CPeCTBAMH U MeXaHU3MAMM

B nmepuox nedeHuss HEOOXOIUMO COOIOIATH OCTOPOKHOCTH MPH YIPABICHUU TPAaHCIOPTHBIMU
CPEACTBaMU U 3aHITHU JIPYTMMH MMOTCHIIMAIBLHO OMACHBIMH BUAAMH JIEATEIBHOCTH, TPEOYIOIIH-
MU TOBBIIIEHHOW KOHIICHTPAIUM BHUMAaHUSA U OBICTPOTHI TICUXOMOTOPHBIX PEaKIHUi B CBSI3U C
npoduaeM HeKenaTeabHbIX SIBICHUN (B YaCTHOCTH, CO CTOPOHBI OpraHa 3peHHus U HEPBHOM cHU-

CTEMBI).

dopma BbIITYCKa

Kamnu rimasssie 0,5 %.

[To 5 M1 BO ¢u1akoH ¢ KarnenbHUIEH U3 MOJUITUIIEHA HU3KOM TUIOTHOCTH U KPBIIIKOM ¢ KOHTPO-
JIEM TEpPBOTO BCKPBITHUS WM BO (PJIaKOH-KaIENbHUILY M3 MOJMAITHIIEHA BBICOKOTO JABJICHUS B
KOMIUIEKTE C KpBIIIKOM HaBMHYMBAEMOM C KOHTPOJEM NIEPBOIO BCKPBITUS M IPOOKOIA-
KaleJbHUIeH Miau Bo (JakoH W3 MoJIMATUIIEHTepedTanata ¢ KanelbHHUIEH IIaCTUKOBOM M
KPBILIKON C KOHTPOJIEM IEPBOTO BCKPBITHS.

ITo 1 ¢pnaxkony u3 noausTUIEHTEpedTaNaTa B Nakere U3 (HoJIbrUpOBaHHON MJICHKU WK O€3 Hero.
[To 1 wnm 3 ¢dnakoHa W3 MOMMATHIICHA WK 1O | makeTy u3 (OJBTHPOBAHHON TUICHKH C (pirako-
HOM M3 NOJMATHIIEHTepedTanaTa win no 1 ¢rakoHy W3 NOJMITHIIEHTepedTaIaTa BMECTE C MH-
CTPYKLIHEN IO TPUMEHEHHUIO B NTAYKE U3 KapTOHA.

ITo 0,4 MJ1 B TIOOMK-KaNeIbHUIBI U3 TTOJUATHIICHA HU3KOM IIIOTHOCTH.
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[To 5 nnu 10 TrIOOMK-KanenpHUIL B TakeTe u3 GoBTHPOBAHHOM TUTCHKH.
ITo 6, 12 unu 20 makeToB U3 (HOIBIHPOBAHHON IUICHKU C 5 TIOOMK-KaneabHUIIAMU WM 10 3, 6
win 10 makeToB u3 (HosbrupoBanHoM MIeHKH ¢ 10 TIOOMK-KaneJIbHUIIaMH BMECTE C MHCTPYKIH-

el 110 IPUMEHEHMIO B [TAYKE U3 KapTOHA.

YcaoBusi XxpaHeHnust
[Ipu Temnepatype He Bbie 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEH MECTe.

Cpok rognocTu
2 rona.
[Tocne BckprITUA (h1akoOHA UK MakeTa — 1 Mecs.

He npumeHnaTh nmocie ucreyeHus: cpoka rogHocTH!

YciaoBus oTnycka u3 anrexk

OTITyCKarOT MO pelenTy.

Buiiajesien perucTpauMoOHHOI0 YI10CTOBEpPeHHUs!
00O «I'poTtekc»

Poccus, 195279, Canxr-IlerepOypr
Wunycrpuanensbiii np., 1. 71, k. 2, out. A

Ten.: +7 812 385 47 87

@axc: +7 812 385 47 88

IIpousBoauTess/Opranusanus, NPUHUMAOLIAS PETEH3UH
00O «I'poTekc»

Poccus, 195279, Cankr-IletepOypr

Wupyctpuanelslii op., 4. 71, k. 2, mut. A

Ten.: +7 812 385 47 87

@axc: +7 812 385 47 88

www.solopharm.com

12


http://www.solopharm.com/

