MUHVCTEPCTBO 3/IPABOOXPAHEHMS POCCHIt KON SENEF A
IM-006781-150221

—_—

COTNACOBAHKO

MHCTPYKLMA
[1O MEJITMLIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

JJOPHOJIMO®

HAaMMCHOBAHHE JICKAPCTBEHHOTIO Mpenapara

PerucrpaunoHnblii Homep:

Toprosoe naumenoBanue npenapara: JJOPHOJIMO®D

Mesxaynapoanoe HemaTeHTOBAaHHOe HAUMeHOBaHHUe: JIOpHOKCHKaM
JlekapcrBennas dopma: muodunusar asi MPUTOTOBJIEHHS PacTBOpa Ul BHYT-
PUBEHHOI'0 ¥ BHYTPUMBIIIIEYHOTO BBEIEHUS

Cocras 1HoduIH3aTa HA OAMH (JIAKOH:

oeticmeyroujee sewjecmao: TOpHoKcukam — 8,00 mr;

scnomozamernvhvie eewjecmea: manHuron — 100,00 mr, nuHaTpus sperTar —
0,22 mr, Tpometramo — 24,00 mr.

CocTtaB pacTBOpHTE/ISI HA OHY aMITyJTy:

BOJa JJ1s1 UHbeKIUH — 2,0 M.

Onucanue:

Jluogpunuzam: nuoPpUIU3UPOBAHHBINA MOPOLIOK MIIM YIUIOTHEHHAsl Macca >KeJITOro
BeTA.

Pacmeopumens: GecuieTHasi Mpo3payvHas KUIKOCTb.

Boccmanoenennwiii pacmeop: Ipo3pavyHbli paCTBOP JKEJITOIO LIBETA.
dapmakoTepaneBTHYECKAsi FPyNNa: HECTEPOMIHBIA MPOTUBOBOCHAIUTEIbHBIN
npenapar (HIIBII).

Kox ATX: MO1ACO05
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MHUH3IPAB POCCHH
®apmako/ioOrHyecKne cBOMCTBA AM-00678(-150291

Dapmakoounamuka COTNACOBAHO

JIopHOKCHKaM SIBIISIETCSI HECTEPOHUIHBIM npomBobocnanHTenLHHM CPELCTBOM,
00J1aaeT BbIpaXKEHHBIM 00€300JIMBAOIINM W IPOTHBOBOCIIAIUTEILHBIM 1eHCTBH-
€M, OTHOCHUTCS K KJIaCCy OKCHKaMOB.

B ocHoBe MexaHM3Ma [A€HCTBHS JIOKHUT IMOJaBIE€HHE CHHTE3a MPOCTArIaHIUHOB
(nHrubMpoBaHue (epMeHTa HUKIOOKCHT€HA3bl), IPUBOSAIIEE K MOAABIEHHUIO BOC-
MaJIeHUs.

JlopHOKCHKaM He OKa3bIBaeT BIMSHMS Ha OCHOBHBIE MOKA3aTel COCTOSHUS Opra-
HU3Ma: TEMIIepaTypy Tena, 4acToTy cepiaeuHbix cokpauieHuit (YCC), aprepuaib-
Hoe nasnenue (AJl), nanusie anekrpokaparorpammsl (DKI') u ciupomerpuw.
AHanbpreTuueckuii 3pQexT JOpHOKCHKaMa He CBS3aH ¢ HAPKOTUYECKUM JeHCTBHU-
eM.

[Ipenapar JlopHonno¢ He oka3piBaeT OMUATONOAOOHOTO AEMCTBUS HA LEHTPATb-
Hyt0 HepBHYIO cuctemy (LIHC) u, B oTiiune oT HapKOTHYECKUX aHAJIbI€TUKOB, HE
yTHETAeT JIbIXaHUe, He BbI3bIBAET JIEKAPCTBEHHOMN 3aBUCUMOCTH.

BcenenctBue Hamuuusi MECTHO-pa3/ipa)Karoliero 1edCTBYUsI B OTHOLIEHUH JKelly104-
Ho-kume4dHoro Tpakta (JKKT) u cucreMHOro ynpleporeHHOro 3¢gdQexra, cBs3aH-
HBIX C MOJABJICHHEM CHHTE3a MPOCTArIaHIuHOB, OCI0XKHEHUs co cTOpoHbl XKKT
SBIIAIOTCS YaCThIMU HeXXeJlaTelbHbIMUA 3 (deKTaMu MpU JeUEHUN HECTEPOUIHBIMH
IPOTUBOBOCTIAJIUTEILHBIMU ITpErapaTaMHu.

DapmakoKuHemuKa

BcaceiBanue

MakcumasbHas KOHILEHTpAIMs JIOPHOKCUKAaMa B IIJ1a3M€ IPU BHYTPHUMbBILLIEYHOM
BBEJIEHUH JOCTUraercs npubnusurensHo depe3 0,4 vaca. AGcomorHas Ouomo-
cTynHocTh (paccuutannas no AUC - ruiomas o KpUBO# KOHIIEHTpaLUsi-BpeMsi)

1ocJie BHYTPUMBILIEYHOTO BBEIEHUS cocTaBseT 97%
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MUH31PAB POCCHH g

Pacnpenenenne aMm-006781-150221

COBAHO
JlopHokcrkaM oOHapy)KHBaeTcs B IIa3Me B HeH3M§H§ﬁQ§1Uﬁ_ B ruf-
pOKCUIIMPOBaHHOTO MeTabonuTa. CTeneHb CBsI3bIBaHMS JIOPHOKCHKAaMa ¢ OeTkaMu
IJ1a3Mbl COCTABIISIET OKOJIO 99 % U He 3aBUCHT OT KOHIIEHTPALHMH.

MeTaboiuzm

JlopHoKcHKaM B 3HAYMTENBHON CTENEHHM MeTabOoNU3UPYeTCs B MEYEHH, B OCHOB-
HOM IIOCPEICTBOM T'UIPOKCUIIMPOBAHUS 10 HEaKTUBHOTO 5-
THAPOKCUTIOPHOKCHKaMa. buoTtpancdopmaiys JTOpHOKCHKaMa OCYIIECTBIISETCS
nocpezctsom usodepmenta CYP2C9. Benencrue nonmumopdusma rena, Koaupy-
IOLIETO MaHHBIA (PEPMEHT, CYIIECTBYIOT JIFOJH C MEIEHHBIM U OBICTPBIM MeTabo-
JU3MOM IIperapara, YTO MOKET IPUBECTU K 3HAUUTEIbHOMY IMOBBIIIEHUIO YPOBHS
JIOPHOKCHKaMa B IJIa3Me Y JIMIl C MEUIEHHBIM MeTa0oau3MoM. [ uapoKkcuiImpoBaH-
HbIH MeTaboJIUT He obOnanaeT (GapMaKoIOrHYecKo aKTHBHOCTHIO. JIOpHOKCHKAM
MOJIHOCTBIO MeTa0OIM3UpYeTCs: PUMEPHO 2/3 mpernapara BHIBOAMTCS MEYEHBIO, a
1/3 - moukaMu B BUJIe HEAKTUBHOTO METabOJIUTA.

BoiBenenue

[Tepron nomyBbIBeIeHUS TIOPHOKCUKAMa B CPETHEM COCTABIISIET OT 3 /10 4 4.

VY M1 noxxusioro Bospacrta (ctapuie 65 JeT) KIMpeHC Mperapara CHHXKEH Ha
30-40 %.

VY nauueHToB ¢ HapyLIeHUSIMHU (PYHKIUU MTeYEHU WK M0YeK He HaOIrogaeTcs 3Ha-
YUMBIX U3MEHEHUN KUHETUKH JIOPHOKCHKaMa, 3a UCKIIOYEHUEM KyMYyJISLMH Yy Ia-
[IMEHTOB C XPOHUYECKHUMU 3a00JIEBAaHUSMU IEUEHH Iocie 7 JHEH Je4YeHus B Cy-
TOYHOM 103e 12 Mr uinu 16 mr.

IlokazaHusi K NPUMEHEHHIO

KparkoBpeMeHHOE JiedeHHe JIETKOTO MJIM YMEPEHHOT0 OCTPOro 00JIEBOro CHHAPO-
Ma.

CumnToMaTHyeckas Teparnus 00JIM U BOCIIAJICHUS IIPH OCTEOAPTPHUTE.

CuMnToMaTuueckas TEpalus 001 ¥ BOCIIaJIeHUs IIpH p€BMAaTOUJHOM apTPHUTE.
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MHUH3APAB POCCHH ;

JN-006781(-150221
- PHIEPIyBCTBUTECIILHOCT K JIODHOKCHKAMy HIIM JIFOGOMY H3c BBCAI'[OOMOI“aTeI BHBIX
COI'ACOBAH

IIpornBonokasanus

BELIECTB,
- TOJIHOE HIIM HETONHOe COYeTaHHe GPOHXMATLHON aCTMBI, PelMAHBUPYIOLIEro
MOJINIIO3a HOCA HIIM OKOJOHOCOBBIX Na3yX, PUHHUT, aHTMOHEBPOTHYECKHii OTeK,
KpaluBHHULA M HENICPEHOCUMOCTD aLleTHIICATHIMIOBOM KUCIOTH U apyrux HITBIT
(B T.4. B aHaMHe3e);

- TPOMOOLIUTOTIEHHUS,;

- FEMOppPAaruv€ecKui 1uaTe3 M HAPyIICHHS CBEPTHIBAEMOCTH KPOBH, a TAaKKe TEM,
KTO NEpeHec onepauyy, CONPSDKEHHBbIE C PUCKOM KPOBOTEUEHHS MM HEMOJTHOTO
reMocTasa;

- ICpUOJ 1OC/IE MPOBE/ICHHS] ROPTOKOPOHAPHOTO [IYHTHPOBAHMSL;

- ACKOMIIEHCUPOBAaHHasl Cep/ieyHasi HE0CTaTOUHOCTb;

- 9PO3MBHO-A3BEHHbIE U3MEHEHUSI CIIM3UCTOM KeTyaKa Wid |12-TIepCTHON KHIIKH,
AKTUBHOE JKCJTy/[0YHO-KUIIEYHOe KPOBOTEYEHHUE; 1IepeOpoBacKyISpHOE MM HHOE
KPOBOTEUEHHUE,

- XKEJyI0YHO-KUIIEYHbIe KPOBOTEYEHHUSI WM Nepdoparus 386l B aHAMHE3e, CBS-
3aHHbIe ¢ npuemoM HIIBII;

- AKTHBHAs INENTUYeCKas s3Ba WM PEeLMIUBUPYIOIIAs IIENTHYECKas s3Ba B
aHaMHe3e;

- BOCIIAJIMTEIbHBIE 3a00eBaHus KulleyHnKa (6oie3Hb KpoHa, si3BeHHbIH KOIUT) B
daze obocTpenus;

- TsDKeJIasi IIeYeHOYHast HeIOCTaTOYHOCTb;

- BBIDQ)KEHHAs NI0Y€YHasi He/IOCTATOYHOCTh (YPOBEHb CHIBOPOTOYHOIO KpPEaTHHHUHA
6onee 700 MKMOIB/T), IpOrpeccHpyolMe 3a601eBaHUs TOYEK, TOATBEP)KICHHAs
TUINEepKaATUEMHUS;

- 0EpeMEHHOCTh U NEPUO/] IPYHOIO BCKApMIIMBAHHS;

- IallUeHTaM B Bo3pacte J10 18 jieT (M3-3a HeJOCTATOYHOTO KIIMHHYECKOTO OIIBITA).
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[lpu crenyrommx Hapymwenusx npenapar HOpHOJII/I{]),&)- gﬂgﬁ%il HasHauars TOJIBKO

N0CJIe TIIATEIBbHON OLEHKH 0KUIAEMOM OJTb3bI Tepanlggfli]i%(mo% cKa:

- AMUTEJIbHOE JieueHne (Ooiee 3-X MecsLeB): peKOMeH/IyeTcs peryJisipHasi oLeHKa
1abOpaTOPHBIX MOKa3aTeneil KpoBu (reMorio6uH), GYHKLUH MOYeK (KpeaTHHUH) U
(GepMeHTOB neyeHH.

- TIALUECHTBI CTapIe 65 JIeT: peKOMeHIyeTCsi KOHTPOJIh (BYHKIMH MEeYeHH U T0Yex.
[IpHUMEHSTE C 0OCTOPOKHOCTBIO y MOXKUIIBIX JIHI B NIOCJICOTIEPAIITHOHHOM TIEPUOIE.

- HapyILICHUE CUCTEMbI CBEPThIBAHHUS KPOBH: PEKOMEHIOBAHO TIIATEIbHOE KIHHH-
HecKoe HalJII0/IeHHe U OLIeHKa JIabopaTopHBIX MOKa3aTelei, HarpuMep aKTUBUPO-
BaHHOTO YaCTUYHOTrO TPOMOOIIaCTUHOBOTO BpeMeHu (AUTB).

- JIOPHOKCHKAM IO/IaBJIS€T arperaluio TpPOMOOLMTOB U yJIMHSET BPEMs KPOBOTE-
YCHHMSA, TO3TOMY CJIENlyeT C OCTOPOXKHOCTBIO Ha3HAYaTh €ro IPH IOBBIIIEHHOMN
CKJIOHHOCTH K KPOBOTEUYEHHUSIM.

- KOHTPOITb (YHKLMH MOYeK OJKEH OCYIIECTBIATLCS Y MALMEHTOB, KOTOPBIM Obl-
JI0 BBIMOJHEHO OOIIMPHOE OTEepaTHBHOE BMEIIATENLCTBO, MALMEHTOB C CePACUYHOMN
HEMI0CTATOYHOCTBIO, MOJYYAIOIINX JAMYPETHKH, a TaKXkKe B Clydae IPUMEHEHHUS
Tnpenaparos, 00JaaromUX JOKa3aHHON WIIM MpeanosaraeMoil HedpOTOKCHUHO-
CTBIO.

- HapyuieHue (yHKIMH MOYeK: JIETKOM cTeneHu (KpeaTHHUH ChIBOPOTKH 150-300
MKMOJIb/JT) ¥ yMEPEHHOH cTeneHH (KpeaTWHWH ChiBOPOTKHM 300-700 MKMOJIB/N),
TaK KakK MoJIepXKaHue IMOYE€YHOI0 KPOBOTOKA 3aBUCUT OT YPOBHS MOYEUYHBIX IPO-
cTariaHauHoB. IIpuMeHeHne TOpHOKCHKaMa ClielyeT MPeKpaTUTh B Cilydae yxyi-
IeHus! GYHKIMH OYEK B IMPOLIECCE JICUEHHS.

- HapyuleHue QyHKIUH eYeHu (IIUppo3 MeYeHH): ceyeT MPOBOAUTh PEryJsIpHOe
KJIMHUYeCcKoe HalOJloJIeHHe M OIeHKY J1TabopaTOpHBIX IMOKa3aTeleld, Tak Kak Ipu
JICYEHUU JIOPHOKCUKAMOM B CYTOYHOM J103e 12-16 Mr BO3MOXKHA KyMmyJIALUsA IIpe-
napara.

- marosiorusi J)KKT B anamHe3e (s13BeHHbII KOIUT, 607e3Hb KpoHa), Tak KaK coCTO-

AHUC TTallUCHTA %/IC!)I??’F‘)’?@J}’?HII/ITLCH
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MHH3IPAB POCCHH f

- XKeJlyI0YHO-KUIIEYHOE KPOBOTEUEHHUE, 53Ba, nepdopariiist, (IO@T@pLISOQ”QMCHaJII/IéB
panee npu npuMeHeHnu Beex HIIBII na mro6om stane nedeHUs i MoFyminpuBecTy
K ietanbHoMy ucxony. Hanuuue Helicobacter pylori. T

- SIBJICHUSI XKEITyI0YHO-KUIIIEYHOW TOKCUYHOCTH B aHaAMHE3€, B YACTHOCTH B MTOXKHU-
JIOM BO3pacrTe.

- apTepualibHasi TUIIEPTEH3UST U/UITN Cep/iedHasi HeI0CTaTOYHOCTh B aHAMHe3e, TaK
Kak npu npumeHenun HIIBIT ormeuanace 3amepikka sKHIKOCTH U pa3BHTHE OTe-
KOB.

- NIPY HaJIM4YUK 3a00seBaHui nepudepuyeckux apTepuil WiK 1epebpoBacKymsp-
HBIX 3a00JIeBaHMH, HATMYUK (AKTOPOB PUCKA PA3BUTHS CEPAEYHO-COCYTUCTBIX 3a-
OoJieBaHuii, TaKMX KaK apTephalbHasi TUIIEPTEH3Ms, THIIEPIMIIUAEMHS, CaXapHbIi
nuabet, KypeHHe, ClelyeT Ha3HayaTh JOPHOKCHKAM TOJBKO IMOCIE TIIATEIbHOMH
OLICHKH OJKHIAEMOH I0JIb3bl TEPANTUU U BO3MOYKHOTO PHUCKA.

- C OCTOPOXKHOCTBIO CJI€lyeT Ha3HayaTh IpernapaT MalMeHTaM ¢ OpOHXHabHOU
acTMOM B aKTMBHOM (ha3ze WM B aHaMHe3e, MOCKOJIbKY H3BecTHO, uTo HITBIT Mo-
IyT CIIPOBOLIMPOBATh y TAKUX MALMEHTOB OpPOHXOCTIa3M.

- y IALMEHTOB ¢ CUCTeMHOM kpacHoU Bosuankod (CKB) u cmemanabsiMu 3aboite-
BaHUSIMU COEMHUTEIBbHONU TKAaHU MOXKET OBbITh MOBBIIIEH PUCK aCENITUYECKOTO Me-
HUHTUTA.

- pekoMeHayeTcst u3beraTh MPUMEHEHHUs TIOPHOKCUKaMa MpU MH(EKIUAX, BbI3BaH-
HBIX BUPYCOM BETPSIHOM OCIIBI.

- MPUMEHEHHe JIOPHOKCUKaMa, KaK U JIIo0Ooro rnpenapara, IoJaBIsIOlEro CHHTE3
MPOCTArjaHINHOB, MOXKET HapyllaTh CIIOCOOHOCTH K OIJIOZOTBOPEHHIO, TIO3TOMY
He PEKOMEH/IyeTCsI IPUMEHSTh JKeHIIMHAM, JKeJIaloIUM 3a0epEMEHETb.

- HeobOXxomuMo u3berath ogHOBpeMeHHoro npuema c¢ apyrumu HIIBII, Bkmrodas
CeJIeKTUBHBbIE MHTHOUTOPBI LIUKIOOKCUIeHa3bl-2.

- PX OJJTHOBPEMEHHOM TpUeMe TaKUX JIEKapCTBEHHBIX CPEJICTB, KaK MepopajbHbIE
TIOKOKOPTUKOCTEPOHIbI (HANpUMep, MPEeJIHH30J0H), AHTHKOAryJsHTbI (HampH-

Mep, Bap(apuH), CeJeKTUBHble WHTHOUTOpPBI OOpaTHOro 3axBaTa CEpPOTOHHHA
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JM-006781-150221

(Harpumep, nuTanonpam, (GJIyoKCeTHH, NapOKCETHH, CepTPaluH) ¥ aHTHTPOMDO-
COTNACOBAHO

[MTapHbIe Npenaparsl (HarpuMep, aleTHICATHLIUIOBAS KACIIOT:

- onHoBpemeHHoe npumeHenne HIIBII u Takponumyca MOXET IpUBECTH K MOBBI-
IEHHUIO PUCKa HEPPOTOKCHYHOTO JEHCTBUSI BCJIEACTBHE YTHETEHHUs CHHTE3a Ipo-
CTaLlMKJIMHA B IMOYKaX.

- p¥ onHoBpeMeHHOM npumeHenud HIIBII u remapuna npu mpoBenenuu cnu-
HAJIBHOW U SMH/ypabHOM aHECTE3UH! TOBBIIIAETCS PUCK PA3BUTHS ITeMaTOMBI.
IIpumeHenue Bo Bpemsi 6epeMeHHOCTH H B IEPHO/ IPYAHOI0 BCKAPMJ/IHBAHHS
M3-3a OTCYTCTBHS JaHHBIX IO IPUMEHEHHIO JIOPHOKCHKaMa BO BpeMsi OepeMeHHO-
CTH U B [IEPUOJT TPYTHOTO BCKApMIIMBAaHHsI IPUMEHSTH Mpenapat He ClIeyer.
[TonaBnenne cuHTe3a MPOCTArTaHAMHOB MOXET OKa3aTh MOOOYHOE AeiicTBHE Ha
OepeMeHHOCTh W/WIIK pa3BUTHE IIOAA.

[IpumMeHeHne MHIUOMTOPOB CHHTE3a MPOCTATJIAHIAWHOB Ha PaHHEM CpoKe Oepe-
MEHHOCTH IOBBIIIAET PUCK BBIKU/BIIIA WIM pa3BUTHE TOpoka cepama. Cunuraercs,
YTO PUCK IPONOPLHUOHAJIEH 103€ U JUIUTETbHOCTH JICYSHUSI.

Ha3nayenue MHrMOMTOPOB CHHTE3a MPOCTArJaHAMHOB B TPEThEM TpPUMeECTpe Oe-
PEMEHHOCTH MOXET MPUBECTH K TOKCUYHOMY BJIMSIHUIO HA Cep/Ilie U JIETKUe TI0/1a
(mpexaeBpeMEHHOE 3aKpBhITHE apTepHAILHOTO MPOTOKA U Pa3BUTHE JIETOYHOH T'H-
MEePTEeH3UH ), a TAK)Ke HapyUIEeHUIO (DYHKIMH MOYEK U, CJIe0BATeIbHO, CHH)KEHUIO
AMHUOTUYECKON KHUAKOCTH. [IpuMeHeHHe Ha TO3AHMX CPOKax MOXXET BBI3BATh
yJJIMHEHWE BPEeMEHU KPOBOTEUEHUS Y MAaTepH U IUI0Ja, a TAKXKe I0JaBIEHUE CO-
KPaTUTEIbHON aKTUBHOCTH MATKH, YTO MOXET OTCPOYMTH WIH YIIUHHUTH IEPUOJ
POJIOB.

HeT maHHBIX O MPOHUKHOBEHHM JIOPHOKCHMKAaMa B IPYJHOE MOJIOKO y YejoBeKa.
JIOpHOKCHKAM BBIIENISETCS C MOJOKOM JIAKTUPYIOIIMX KPBIC B OTHOCHUTEIBHO BbI-
COKHMX KOHIIeHTpalusiX. [1o03ToMy JIOpHOKCHKAM He ClieflyeT IPUMEHSTh B MEePHOJ
I'PyAHOTO BCKApMJIMBAHHUS.

Cnoco6 npuMeHeHHS U 103bl

[TapeHTepasibHO.
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PacTBop 171 MHBEKIMIT FOTOBSAT HEMOCPEICTBEHHO Epell NATQHBIQBAHON, TyTEM

PACTBOPEHHS COAEPKUMOTO OJIHOTO (rakoHa (8 MI JOPHOKCHKIMA) BOMON s

— e c—

UHBEKLHUH (2 mi).

Ilociie mpUroToBaeHys pacTBOpa WMy 3aMeHSIOT. BHYTpUMbILICUHbIE MHBEKIHH
JEJar0T JJIMHHOMW UTJION.

IIpurorosiienHblil Takum 06pa3oM pacTBOpP BBOAAT BHYTPMBEHHO MIIM BHYTPHUMBI-
II€YHO NPH MOCICONEPALHOHHBIX 0O0JISX U BHYTPHMBILICYHO MPH OCTPOM MPHUCTY-
1e JIoMOaro/MiMairuy.

JUTMTeNIbHOCTE BHYTPUBEHHOTO BBEIEHUS PACTBOPA JIOJKHA COCTABIISATH HE MEHEE
15 ceKyH1, BHyTPUMBIILIEYHOTO - HE MEHEE 5 CEKYH]I.

Pexomenyemas ofHOKpaTHast 103a: 8 MI BHYTPUBEHHO WM BHYTPUMBIIIEYHO.
Cyrounas 103a He JOKHA NpeBbinarh 16 mr. HekoTopbIM maleHTaM MOJKeT I1o-
TpeOOBAThCs BBEJICHUE TOTOTHUTEIBHON 1036l 8 MI' B TeUEHHE MePBbIX 24 4acoB.
Cnenyer ucnonp3oBaTh MUHUMAIbHO 3()(GEKTHBHYIO 103y MUHMMAJIbHO BO3MOXK-
HBIM KOPOTKHUM KYPCOM.

JonoysHuTenbHass HHGOOpMAaLKs Ul 0COOBIX IPYIIN MAIMEHTOB

Jlemu u noopocmku

JlopHOKCHKaM He NpeJHa3HAYeH I MPUMEHEHHUS Y Ie€Te U MOAPOCTKOB MIIAJILIE
18 siet, Tak Kak JaHHBIX 1O ero 0€30MacHOCTH U 3PPEKTUBHOCTH HEAOCTATOYHO.
[ooscunvie noou

CrneunanbHO MOAOUPATh 103y MOKUJIBIM MalueHTaM (crapiie 65 net) He Tpedyer-
Ccsl, €CJIM HeT HapylleHus PyHKIMH Nouyek uiu nedeHu. [Ipenapar cienyer Ha3Ha-
4aTh C OCTOPOYKHOCTBIO, TIOCKOJIbKY B 3TOM BO3pPacTHOW IpyImIie HeXXelaTelbHbIe
sBaeHus: co ctopoHbl JKKT nepenocsites xyxe.

Hapywenue ¢pyHxyuu novex

[TaneHTaM C JIETKUM WM YMEPEHHBIM HapylleHHeM (DyHKLHMH IMOYEK MOXET I10-
TpeOOBaThCS KOPPEKLIUS J03bI.

Hapywenue ¢pynxkyuu nevenu

[TanieHTaM ¢ yMEpEeHHBIM HapylieHHeM (YHKIHH Me4eHH MOXKET MOoTpeOoBaThCs

KOPPEKIHS 103bl.
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MUH3APAB POCCHH

HexenatenbHbie 3hGeKTH MOXKHO MI/IHI/IMH3I/Ip0Ba’iﬂI£I,‘IQI(():?I]OSJIII;CJ}gQI??HIaI/IMeHBHIy}O

>} dexTuBHYIO 103y Tpenapara B TeYeHHE HaHMeHmeF%.%%%Ka.BpeMeHH,
JI0CTATOYHOTO /711 KOHTPOJISI CAMIITOMOB.

IloGo4Hoe nelicTBHE

B kaxnoli yacTHOI KaTeropuu mo6ouHbIie 3DPEKTHI CrPyIITUPOBAHBI [0 CHCTEMHO-
OpPraHHOMY KJIacCy M IPEACTaBJIECHbI B MOPs/AKe yObIBAaHHS YaCTOTHI: OYEHb 4aCTO
(= 1/10); wacto (> 1/100 mo < 1/10); Hewacto (> 1/1000 go < 1/100); peaxo (> 1/10
000 no < 1/1000); ouens pexnko (< 1/10 000), HenzBecTHO (HE MOTYT OBITH OLIEHE-
HbI, UCXO/1Sl U3 UMEIOIIUXCS TaHHBIX ).

Hngpexyuonnvie u napazumapmule 3a60ne6anus

Penxo: hapunrur.

Hapywenus co cmopomwsl kposu u numghamuyeckotl cucmemol

Penxo: anemusi, TpoMOOLIMTONIEHNUS, JICHKOTIEHUS, YBEJIMYEHHE BPEMEHHU KPOBOTE-
YEeHUSI.

Ouenb penko: 3xkxumo3bl. Coobmanocs o Tom, yto HIIBII moryT BbI3bIBaTh I0-
TEHIMAJIBHO TSDKEJIble TeMaToJIOTHYeCKrue HapylIeHHs, HalpuMep HEUTPOIEHHUIO,
arpaHyJIOI[UTO3, AIlIaCTHYECKYI0 aHEeMHIO U TEeMOJIUTHYECKYIO aHEeMHIO (Kiacc-
cnerpuyeckue 3P hexTsi).

Hapywenus co cmopoHvl UMMYHHOU CUCmeMbl

Pellko: rMIIep4yBCTBUTEILHOCTD, aHAQUIAKTOUAHBIE U aHA(QHUIAKTUIECKHE peak-
M.

Hapywenusi co cmoporsl obmeHa eewyecme u NUmManus

HeuacTo: aHOpeKcusi, U3MEHEHHe MaccChl Teja.

Hapywenus ncuxuxu

HeuacTo: HapylIeHUe CHa, JeNpPEeCcCHsl.

Pefiko: CITyTaHHOCTh CO3HAHHs, HEPBO3HOCTh, TPEBOKHOE BO30YKICHHUE.
Hapyuienusi co cmopoHbl HEpEHOU CUCTEMbL

YacTo: KpaTKOBpEMEHHbIE TOJIOBHbIE 00M €1ab0H WHTEHCHBHOCTH, TOJIOBOKpY-
KEHUE.

Penko: COMHOJIEHIIUS, TTapecTe3usi, HapylIeHHue BKyca, TPeMOpP, MUTPEHb.

i / & ’ g 2 9
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Hapywenus co cmoponwl opeana 3penust

HevacTo: KOHBIOHKTUBHT.

Penxo: paccrpoiicTBa 3peHus.

Hapywenus co cmoponsl opeana ciyxa u aabupunmmuvie HapyuieHus

HeuacTo: ronoBokpysxeHue, IyMm B yIiax.

Hapywenus co cmoponwi cepoya

Hewacro: omrymienue cepaueOueHus, Taxukap/us, OTEKH, cepeyHas Hel0CTaTou-
HOCTb.

Hapywenus co cmoporwi cocyoos

Heuacto: npunuB KpoBH K JIUILY, OTEKH.

Penko: aprepuanibHasi runepTeH3us, KpOBOTEUEHHE, reMaToMa.

Hapywenus co cmopoHvl OvixamenvHou cucmemsl, 0peaHo8 2pyoHOU KIemKU U
cpedocmenus

Heuacro: punur.

Penko: nucnHon, kamienb, OpoHXocnasm.

Hapywenusa co cmoponul diceny0ouHo-KuumeiHo20 mpakma

YacTo: TonrHoTa, 00JIM B )KMBOTE, TUCIIENICUUECKHE SIBJICHUS, JUapesi, pBOTA.
HeuacTo: 3amop, METEOpPH3M, OTPBIKKA, CyXOCTh BO PTYy, TacTpUT, s3BeHHas 0o0-
JIe3Hb JKelyjiKa, 00K B SMUracTpalibHOW 00JIacTH, sI3BEHHas OOJIE3Hb JIBEHA/LA-
THUIIEPCTHON KUIIKHU, U3bSI3BICHUS B I10JIOCTH pPTa.

Penko: MeneHa, KpoBaBas pBOTa, CTOMATHT, 330(arut, racTpo33odaruaibHbIi pe-
dmokc, aucdarus, ahTO3HBIA CTOMATHT, INIOCCHT, nepdopaTuBHas MENTHYECKas
3B, JKENIYI0OYHO-KUILIIEYHOE KPOBOTEUYEHHE.

Hapyuienus co cmopoHsl NeueHu U Jcenyesbl600uux nymeu

HeuacTo: TOBBIIIEHHE AKTUBHOCTU I€YEHOYHBIX (epMEHTOB (araHHHAMUHO-
tpancdepasbl (AJIT) win acnapraramuHoTpancepasst (ACT)).

Penko: HapymeHue QyHKIUH ITEYEHH.
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OuyeHp pesiko: TMOBpEXIEHUE I'eNaTOLUTOB. FeHaTOTOKCHH«HDFC%JEMgﬂ.Ma)Ke}T
MPUBECTH K NEYEHOYHOW HEJOCTATOYHOCTH, TeTIaTHUTY, XKEITyXe U XO0JIeCTasy.
Hapywenus co cmoponul kodcu u nookoscnvix mraneil

Hewacro: Chinb, 3y/1, MOTIMBOCTE, 9pUTEMATO3HAs ChIlb, KPAIIMBHUIA, OTeK KBUH-
K€, aJIOTIeIHsI.

Penko: nepmatur u sx3ema, mypypa.

Ouenb peznko: oTeku, OystesHsle peakiuu, cuHapoM CTuBeHca-/[KOHCOHA, TOK-
CHYECKHH SIHMepMaIbHbIA HEKPOJIU3.

Hapywenus co cmoponer ckenemno-moiuieynoil u coeOunumensHol mkanu
Heuacro: aptpanrus.

Penko: 6011 B KOCTSX, CITa3Mbl MBIIIIL, MAAJITHS.

Hapywenus co cmoponul nouex u mouesvl8o0suux nymet

Peliko: HUKTYpHsl, HApyLIEHUS] MOYEUCITYCKaHHUsI, TIOBBIIIEHHE KOHIIEHTPALMH MO-
YEeBHMHBI U KpeaTUHUHA B KPOBH.

OueHb peiKo: Y MALUEHTOB C y)Ke UMEIOLIMMCS HapylleHHeM (YyHKIUHU ITOY€EK, KO-
TOPBIM I OJAePKAHHSI TOYEYHOTO0 KPOBOTOKA HEOOXOAMMBI IMOYEeYHbIe IPOCTa-
TJIaHIMHBI, JJOPHOKCHKAM MOJXXET CIIPOBOLIMPOBATH OCTPYIO IMOYEYHYIO HENO0CTa-
TOYHOCTh. Heh)pOTOKCHUHOCTh B pa3iuvHbIX (hopMax, BKItOUasi HepUT U Hedpo-
TUYECKUH CUHIIPOM, sIBJIsieTCs Kiacc-crieruduueckum 3¢dexrom HITBIL

Obwue paccmpoiicmea u HapyuieHus 8 Mecme 66€0eHUs

Hedacrto: HejoMoranue, OTeK JIMLA.

Penxo: acrenus.

IlepenosnpoBka

B HacTosliee BpeMs HeT JaHHBIX M0 TepeI03HpPOBKE, KOTOPbIE MO3BOJIIU Obl
OLIEHWUTH €€ MOCJIEACTBUS WK MIPEIOKHUTD CTIeU(pUIECKOe JTEUEHHE.

Cumnmombwi

B ciydae mepeno3upoBKH mperapara JIOpHOIHO( MOTyT HalOIIOIaThCsl CIEeyIo-
[[fie CUMIITOMBI: TOIIHOTAa U PBOTA, LiepeOpaibHble CUMITOMBI (IOJIOBOKPYKCHUE,
PacCTPOICTBO 3peHHs, aTaKcHs, NePeXo/sinas B KOMy, U CyA0poru). Bo3mMoKHI

U3MECHCHHUA (l)yHKI_II/H/I II€YEHHU U MOYEK U HApYLICHHS CBEPTHIBAEMOCTH KpOBH.
11
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B ClIydae MNepeaOo3upOBKH WK MOAO3PCHUA Ha MEPEAO3UPOBKY TEpAIIWIO IIpernapa-

TOM HEMCJICHHO MNPEKpaliaroT. BcnencrBue cBoero KOPOTKOI'O Mne€pruoga nmojIyBbI-

BeJIEHHsI JOPHOKCHKaM ObICTpO yjaisieTcst u3 opranusma. Juanus HeappeKTuBeH.

I[O HACTOAWICIO BPEMEHHU O CYHICCTBOBAHHU cneumbnquKoro AHTHI0Ta HEC H3-

BecTHO. JI71si Jie4eHust KellyJOYHO-KHIIEUHbIX PACCTPOUCTB MOTYT HMPUMEHSTHCS

aHaJIoTu IpocTariianinHa Wik paHUTUIWH.

B3zaumopeiicTBue ¢ APYIrHMH JICKAPCTBCHHBIMHA CPEACTBAMH

OIIHOBpeMeHHOC IMPUMEHCHHUEC JIOPHOKCHUKaMa HU:

BEILECTB, SABJISAIONIMXCS MHAYKTOpaMu U uHruouropamu usopepmenta CYP2C9
muroxpoma P450: nopHokcukam (kak u apyrue HIIBII, merabonusupyemsie
uzopepmerntomM CYP2C9 muroxpoma P450) - B3aUMOAECHCTBYET C €r0 HHIYKTO-
paMu ¥ UHTHOUTOpaMu;

[IMMETHINHA - IMOBBIIIAET KOHIIEHTPAIMIO JIOPHOKCHKama B IuiazMme. Bsanmo-
JEHUCTBUS C pAaHUTHUIAMHOM U aHTAL[UIHBIMU IIperiapaTaMu He BBISBIICHO;
AHTUKOATyJITHTOB MJIM HHTHOUTOPOB arperaliii TPOMOOLIMTOB - BO3MOXKHO yBe-
JIMYeHNe BPEMEHH KPOBOTeYeHHs (IIOBBILICHHBIH PUCK KPOBOTEUEHHs, HEOOXO-
JIUM KOHTPOJIb MEKIyHapOoIHOro Hopmaiu3oBaHHoro otHomenus (MHO));
rerapuna - HIIBIT noBbIIAOT PUCK Pa3BUTHs CIMHAILHOM/3MULYPATbHON re-
MaroMbl TPH OJHOBPEMEHHOM IPUMEHEHHH C TelapuHOM IpH IMPOBEACHUH
CIIMHAJIBHOM WIIH 3Ty paibHON aHECTE3UH;

AHTHAIPEraHTOB - MOBBIIIAET PUCK JKETYT0YHO-KUIIEYHOTO KPOBOTCUCHHU;
heHnpoKyMOHa - CHIKAeT Y GEKTHBHOCTD JIeUeHHs PEHIPOKYMOHOM;
GeTa-apeHoGI0KaTOPOB - CHIKAET TMIIOTEH3UBHYIO 9 (EKTHBHOCTH Oyi0kaTo-
POB pelenTopoB anrnoTensuna Il;

JINYPETUKOB - CHUKAET MOYETOHHBIN 3Q(EKT U rUNOTEH3UBHOC JEHCTBUE «IIET-
JIeBBIX» THA3UIHBIX U KaluiicOeperaroux 11y peTUKOB,

JUTIOKCHUHA - CHHUXKACT [TOYE€YHBIN KJIIMPEHC JUTOKCHHA,

-
=
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COTNACOBAHO
XKT unu xpoBoTeueHuii; i i &

® METOTPEKCaTa - MOBBIIIAET CBIBOPOTOUHYIO KOHLIEHTPALMIO METOTpeKcaTa. ITo
MOJXET IPUBECTH K YCHJIEHHIO TOKCHMYHOCTU. [Ipm HeoOXoaMMOCTH OJHOBpe-
MEHHOI'0 Ha3HaueHUsI ITUX MpenapaToB TpedyeTcs MpucTaibHoe HabMoAeHHe 3a
NaleHTOM;

® CEJICKTUBHBIX MHTMOUTOPOB 0OpaTHOro 3axBaTa CEPOTOHHMHA (Hampumep, LUTa-
nonpam, (GIyoKCeTHH, MapoKCeTHH, cepTpaiuH) - noBeimaeT puck JKKT kposo-
TE€YEHUH;

e coneit mutus - HIIBII nonaBisitoT noyeyHslii KIUPEHC MOHOB JIUTHS, IT03TOMY
KOHLEHTpalsl JIUTUS B CHIBOPOTKE MOXKET IPEBBICUTH Mpee] TOKCHYHOCTH.
[ToaToMy HEOOXOAMMO TOCTOSIHHOE HaOIIOZeHHe 3a YPOBHEM MOHOB JIUTHS B
CBIBOPOTKE, 0COOEHHO Ha MEepBOHAYAJILHOM JTalle JIeYEeHUs, IIPU W3MEHEHHUH J10-
3bI ¥ TIPEKPaIleHUH JICYCHHUS;

® TIPOM3BOIHBIX CYJIb(OHUIMOYEBUHBI - MOXKET YCUIMBATh IMIIOTIUKEMUIECKUH
3 eKT mocIeTHIX;

® XWHOJIOHOBBIX AHTHOHMOTHUKOB - TOBBIIIAET PUCK Pa3BUTHUSA CYAOPOKHOTO CHH-
Ipoma;

e 1edamangon, nedornepa3oH, nedoreran, BalbIpoeBas KUCIOTa - yBEIHIABACT
PHUCK KpOBOTEYEHHS,

e IMKJOCIIOPHHA - YBEINYUBACT HEPPOTOKCHYHOCTH LIUKIIOCIIOPHHA;

e TaKpOIMMYyca - MOBBIIIAET PUCK HEPPOTOKCHUHOrO d(dexTa BCIEICTBUE yrHE-
TEHHUs CHHTe3a MPOCTALMKINHA B [TOYKaX;

e mnemerpekcena - HIIBIT MOTYT CHMXaTh MOYEYHbIH KIMPEHC NIEMETPEKCea, HTo
NPUBOJUT K BO3PAaCTaHHIO HEHPOTOKCHYHOCTH H KEITyJOYHO-KHUIIEeYHOM TOK-
CUYHOCTH Ipernapara, a TaKKe K YTHETCHUI0 KPOBETBOPEHMUS.

Oco0ble ykazaHus

He cieiyeT mpyMeHSITh ITpenapar OJHOBPEMEHHO C IPYTrUMH HIIBII.

2669 2 13
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Puck KEITYTOYHO-KHIIEYHOI'0 KPOBOTEYEHUS], U3BA3BJICHUS WIIU neg(bopaui}m
COTTACOBAH L

KKT Bospacraer ¢ nosbimennem 1031 HIIBIT y nanuenToB ¢ %380 keiyaka B

aHaMHe3e, OCOOEHHO eClIM OHa COMPOBOXKAANAch TAKMMM OCIO0KHEHMSIMH, KAk
KPOBOTEYEHUE WU Meppopalus y MOXKHIBIX JHoAeH. TakuM mauueHTam criemyer
HaYMHaTh JICYCHUE C HaUMEHbIIEH BO3MOXKHOM /103bl npenapara. TakuM MmarueH-
TaM, a TaK)Ke MalKeHTaM, KOTOPbIM HEOOXOAUM OJHOBPEMEHHBIN MMPUEM all€THII-
CAIIMIMIIOBOM KHCJIOThI B HU3KMX J103aX WJIM JAPYTHX IpernapaTtoB, KOTOPbIE MOTYT
MIOBBICUTBh PUCK HeXenaTelbHbIX sBiieHui co ctopoHbl JKKT, nokazano ogHoBpe-
MEHHO€ Ha3Ha4Y€HHE IPeNnapaToB, OKa3bIBAIOIIMX 3allUTHOE JeicTBHe (HAampumep,
MH30IIPOCTOJI MJIK UHTHOUTOPBI POTOHHOTO HACOCA).

Pexomennyercs peryisipHoe HaGmonenue. [Ipu TMOSIBICHUH MPU3HAKOB TOpaKe-
HMs [IeYeHH (KOXKHBIHN 3y71, OXKEITeHHe KOXKHBIX MOKPOBOB, TOIIHOTA, PBOTA, 0OJIH
B JKMBOTE, IIOTEMHEHWE MOYM, IOBBIIIEHUE AKTUBHOCTU «IE€YEHOYHBIX» TpaH-
caMHHa3) clefyeT NMpeKpaTUTh MPUEeM Ipernapara U oOpaTHThCs K JedalleMy Bpa-
qy.

[Ipenapar MoxeT U3MEHSATh CBOMCTBA TPOMOOLIMTOB, OJIHAKO HE 3aMEHseT Mpodu-
JTAKTUYECKOTO0  JIeMCTBUS  AlleTWICATULMIOBOM  KHCIOTBI IPU  CEPAEYHO-
COCYIHUCTBIX 3a00JIeBaHUSX.

B odeHb peAKux ciydasX BO3MOXKHBI TSKEJble KOXKHbIE pEaKIUH, IPUBOIALINE K
JIETAIbHOMY MCXOJY, B TOM 4HcIie 9KC(HOTHATUBHOMY AepMaTUTy, cuapomy Ctu-
BeHca-/[PKOHCOHA U TOKCUYECKOMY SIUIEPMaAIbHOMY HEKPOJIU3Y.

JlopnokcukaM, kak u apyrue HIIBII, MoxeT NOBBICUTH PHCK apTepHalIbHBIX
TpoMGOIMOOIMYECKHX OCIOXKHEHUI (HanmpuMep, MHGApKTa MHOKapia WU HH-
CyJIbTa).

Biusinve Ha CNOCOOHOCTH YNPABJASTH TPAHCIHOPTHBLIMH CPeICTBAMH H Mexa-
HU3MAMH

[laumeHTaM, y KOTOPBIX OTMEYAeTCsi TOJIOBOKPY)KEHHE W/MIIM COHJIIMBOCTH BO Bpe-
Msl JIEYEHHS JIOPHOKCHKAMOM, CJIE€yeT BO3IEPKMBATLCS OT YIPABJICHHS TPaHC-

INOPTHBIMH CpeICTBAMU U MEXAHU3MAMHU.

'k"?‘ 7 ,;i y 4 14
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| COTNACOBAHO
JInopunusar s npurotosieHus pacTBopa s BHYTPUBEHHOTO 1~ BHYTPUMBI-

IIIEYHOI'O BBEJCHUS 8 MT.

Ilepeuunas ynakoexa

JInopunusuposaHHeIi MOPOIIOK, ColepKalUii 8 MI JeHCTBYIOIIEro BelecTBa,
MOMEIIAIOT BO ()IIAKOH W3 TEMHOTO CTekaa | rmaponuThdeckoro Kiaacca, yKymo-
PeHHbIN NPOOKOH 13 GPOMOYTHIIOBOI pe3nHbl, 06KaTON KOMOMHHPOBAHHBIM AJIIO-
MHHHEBBIM Koima4koMm tuna «flip off» ¢ mmactukoBoit kpeimeukoit. Ha dnakon
HAHOCAT ITUKETKY.

PactBopurens (Boja 1t MHBEKLHiT): M0 2 MJI PacCTBOPUTENS B aMITyJax H3 Oec-

LIBETHOTO CTeKJIa | ruaponMTHYeckoro kiacca ¢ KOJIbLOM u3noma. Ha ammymy
HAHOCAT ITUKETKY.

Bmopuunas ynaxoexa.

Onun diakoH ¢ MMOGHUIM3MPOBAHHBIM ITIOPOLIKOM M OJIHY aMITyJly ¢ pacTBOPHTe-
JIeM TIOMEIIAOT B KOHTYPHYIO SIU€HKOBYIO YIIAKOBKY.

[To 1, 5 unu 10 KOHTYPHBIX SIYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIHEH MO Me-
JAULUHCKOMY IMPUMEHEHHIO TIOMELIAIOT B NA4YKy KApTOHHYIO.

YeaoBusi XxpaHeHust

[Tpu Temneparype He Bbite 25 °C B OpUTHHAIBHOM YIIaKOBKe (B Mavke).

XpaHUTh B HEIOCTYITHOM JIJIst ieTeii MmecTe!

Cpoxk rognocru

JInodpunuszar: 2 roaa.

PactBopuTens: 3 roaa.

He npumeHsTH 10 UcTeueHNH CpoKa roAHOCTH!

YcnoBus ornycka

OtnyckaroT no perenry.

Biiajenen perucTpauHoHHOr0 y10CcTOBEpeHHUs!

K.O. Pomdpapm Kommanu C.P.JI.

yi1. Epouniop Ne 1A, r. Otoniens, 075100, ye3zn Mnbdos, Pymbraus.
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COTAACOBARC |
HDOI/BBOI[I/ITCJ'IB rOTOBOM JIEKAPCTBEHHOU (bODMH ’{baeﬁ)B‘HiﬂK (I'IeDBI/I‘-IHaSI

YIaKOBKa):
K.O. Pomdapm Komnanu C.P.JL, yn. dpymyn Iapuit Otonens Ne 52, r. Ortomnens,

IIpousBoauTenn

075100, yean Unbdhos, Pymbinus.

YHaKOBIHI/IK (BTOpUYHAas YIIaKOBKa), BBIITY CKAIOILIWK KOHTPOJIbL KAYeCTBA:

K.O. Pompapm Komnanu C.P.JI., yi. Epounop Ne 1A, r. Oronens, 075100, ye3n
WUnbdos, Pymbrnusi.

Opranuzanusi, NPHHHEMAIOWAN NPETEH3HH NoTpebHTe el

[IpencraButens npoussoaurens B PO:

OO0 «Pomdpapmay, Poccus

121596, r. Mockaa, yi1. 'opOyHoBa, 1. 2, ctpoenue 3, stax 6, nom. 11, koM.

20-20A.
Ten./dakc: (495) 787-78-44.

JloBepeHHBI NpeCTaBUTENb

K.O. Pom¢papm Komnauu C.P.JI., PyMLIHH ¥ ,_ *T C. Kononesnas
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