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ITO MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI'O IIPEITAPATA

AHTHPOJIAT
PerncrpaiioHHbIi HOMep:
T oproBoe HanmeHoBaHue npenapara: AHTUOOJIAT
MexayHapogHOe HeIIATeHTOBAHHOEe WIH I'PYIIIHPOBOYHOe HAMMEHOBAHHe: [IEMETPEKCe/
JlekapcTBeHHasi popma: THOPUIN3AT UL IPUTOTOBJICHHUS pacTBOpa /UL HHY3UH

Cocrtas

CocraB Ha ouH (JIaKOH

Komi4yecTBO
HaymeHoBaHMe KOMITOHEHTa
100 mr 500 mr
Heticmeyiouyee segecmeo:
[lemeTpekcena TUHATPUA TEMUATICHTATHAPAT 120,8 mr 604,0 mr
B IlepecueTe Ha IeMEeTpeKce /T 100 mr 500 mr

Benomozamenvhule geugecmea.

ManunTOI 100,0 mr 500,0 mr

XJIOpUCTOBOIOPOJTHOM KUCIOTHI pacTeop 1 M w/nnu

no nopeaenus pH 6,8-7.4
HaTpus THApoKcHaa pacTtBop 1 M

Omucanue

JInopumszar: mMopUIH3HPOBaHHAS Macca WIH JTHOPUIH3HPOBAHHBIM OPOIIOK OT 6eJI10T0 10
CBETJIO-JKEJITOTO HJIM CBETJIO-KEJITOTO € 3eJICHOBAThIM OTTEHKOM IBeTa. JlomyckaeTcs
KOMKOBAHHE.

BoccTaHOB/IEHHBIIT pPAcTBOP: MPO3pauHbIA OSCIBETHBIM WIH OT JKEJITOrO JO 3eJICHOBATO-
JKEJITOTO I[BETA PACcTBOP.

dapmakoTepaneBTUHeCKAS TPYIIA: IPOTHBOOIYX0JIEBOE CPEICTBO, AHTUMETAOOIHUT

Kox ATX: LO1BA0O4

dapmakoornuecKHe cBoMcTBA

Dapmaxoounamuxa

[TemeTpekce SBISIETCS MHOTOICJICBHIM MPOTHUBOOMYXOJICBHIM aHTH(OIATOM, KOTOPBIH
OKasbIBAeT CBOE JCHCTBHE IyTeM HApYIISHUS KIIIOUECBHIX (POJIAT-3aBUCUMBIX MeTaO0IMUSCKUX
IIPOIIECCOB, KpalHe BaXKHBIX /IS PEILIMKALIUH KJISTOK.

HccnenoBanusi in vifro mokasaiy, 4To IeMeTpeKce ] BeeT ceOsi Kak MHOTOIIeIeBOM aHTH(OIAT,
HHTHOUDPYS TUMUJTWIATCUHTAZY (TS), TUTHAPOPOTIATPETYKTAZY (DHFR),
rHIEHAMAApHOoHYKIeoTH I opMmITpanchepasy (GARFT), koTopbie SIBISIOTCS KIFOUSBHIMH

(¢onaT-3aBUCUMBIMH ~ (pepMeHTAaMH TNpU OHOCHUHTE3e THUMMJIUHOBBIX M  IIYPHUHOBBIX
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CNEPTHOMY OTYETY

(oaTor U MeMOpaHHBIX OSJIKOBBIX (POJIAT-CBSAZBIBAIONIUX TPAHCIIOPTHBIX cucTeM. [TocTymas B
KJIETKY, eMeTpekce ObIcTpo U AP (PEeKTUBHO MpeBpaIiacTesl B MOJUTIyTaMaTHBIE (DOPMBI ©
moMombl0  (epMeHTa  QOTWIMONHIITyTAMaTCHHTETa3bl.  [lomurimyTtamatabie  (OpMBI
3aJICPIKUBAIOTCS B KIIETKAaX M SIBJSIIOTCA OoJsiee MomHbIMH wHrHOHTOpamu TS u GARFT.
[TonurayTaMUHUPOBAHHE - TO 3aBUCHUMBIN OT BPEMEHHU U KOHIIGHTPAIIUU IPOLECC, KOTOPBIM
BCTPEUACTCS] B OIYXOJIEBBIX KJIETKAX M, B MEHBIIECH CTENEeHH, B HOPMAIbHBIX TKAHSIX. Y
MeTaboJIUTOB,  TOJIYYSHHBIX B TpoOIecce  MOJUIIyTAMHHHPOBAHUS,  VBEJIHUCH
BHYTPUKJICTOUHBIH TEPUOJT TOJYBBIBEJACHHS, BCISACTBHE YETO YBEIUYUBASTCA JSHUCTBHE
mpemnapaTa B OMyXOJEBhIX KISTKaX.

[Ipu xkoMOUHHUPOBAHHOM NMPUMESHEHHUH TIEMETPEKCeIa U IUCIUIATUHA B UCCIICOBAHUSX i71 Vitro
HAGII0/TAJICS] CHHEPTU3M MIPOTUBOOITYXOJICBOTO JSHCTBHSL.

D apmaxoxunemuxka

IocTosiHEBIN 06BbeM paclipe/iesieHHsl eMeTpekceaa paseH 9 /Mm% HccnemopaHus in vitro
mokasaliid, 4To okojo 81% memeTpekcena cBsizbiBacTesl ¢ Oenkamu 1UiasMbl. Hapymienue
(PYHKIIMHU TTOYEK pa3HOM CTEIICHH TSDKECTH HE OKA3bIBAJIO 3aMETHOTO BJIMSIHMSI HA CBSI3bIBAHUE
neMeTpekce/ia ¢ 6eskaMu 1iasMel. [leMeTpekce1 orpaHUUSHHO MO/IBEPTraeTCsi MeTabOIU3MY B
MICYESHHU.

IlemeTpekce1 B OCHOBHOM BBIBOJIMTCS IOUKaMH, IIpu >ToM oT 70 no 90% BBeAeHHON J03BI
OoOHApYKHUBACTCS B HEM3MCHEHHOM BHJEC B TCUSHHE NEpPBBIX 24 YacoB MOCIE BBEJCHUS.
Uccnenopanus in vitro IOKa3bpIBAIOT, YTO MeMeTpeKce] aKTHUBHO cekperupyerca OAT3
(TMIEpeHOCUYUKOM OpPTAaHHYECKUX aHHOHOB 3). Y MAIUSHTOB ¢ HOPMAJILHOH (PYHKITHEH TOUYSK
(kmpeHc kpeaTuHuHa 90 MJI/MHUH) OOIMUH CHCTEMHBIH KIHUPESHC MEMETPEKCe/1a COCTABISIET
91,8 MJI/MHH, TIepHOJ TOJYBBIBEJCHHS U3 IJIa3Mbl cocTaBisieT 3,5 uaca. MekmarueHTHAs
BapualeIbHOCTh KJHMpPEHCAa YyMepeHHas, coctaBmieT 19,3%. Ilmomans moa KpHBOM
«koHIeHTpanus - Bpems» (AUC) 1 MakcUMalIbHAs IUIA3MEHHAsI KOHIICHTpAIUs IeMeTpeKceaa
YBEJIUYUBAIOTCS MPOMOPIIHOHATBHO Jlo3e. {MapmMakoKHMHETHKAa TNeMEeTpeKce/la ocTaeTes
HEU3MEHHOM B TCUCHHE HECKOJIBKUX TUKJIOB TEPAIIUH.

OHOBpeMeHHOE BBEJCHUE IHUCIUIATHHA HE OKa3bIBaeT BIMAHHE Ha (papMaKOKMHETHUYECKHUE
cBolicTBa memerpekcena. [Ipumenenue ¢oimeBod KHCIOTHI NMEepOpaibHO M BUTaMHHA Bi2
BHYTPUMBIIIEYHO He BJIHSUIO Ha (PapMaKOKHHETHKY MTeMeTpeKce/Ia.

IHokazaHus K IpUMeHEeHHIO

HeMeIKoKJIe TOUHBIN paK JIETKOTO
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¢ MECTHOPACIPOCTPAHCHHBIM HJIM METAaCTATHYECKUM HEMEJIKOKJIETOYHBIM pPAaKOM JIETKOTIO,
KpoMe MPEeUMYIIECTBEHHO IUIOCKOKISTOYHOU THCTOJIOTHUSCKON (POPMBL.

IlemeTpekcer B KadecTBE MOHOTEpalMd IIOKa3aH JUId IOJJEP:KHBAIOLIEH TepalluH
MECTHOPACIIPOCTPAHEHHOT'O MJIU METACTaTHYECKOI 0 HEMEJIKOKJIETOUHOTO paKa JISTKOro, KpoMe
IIPEUMYIIECTBEHHO IUIOCKOKJICTOYHOHN THCTOJIOTHUSCKOHM (hOpMBI, Y MAIUEHTOB ¢ OTCYTCTBHEM
IIPOTPECCUPOBAHUS II0CJIE IIEPBOH JIMHUH TepallMK Ha OCHOBE IIpelapaToB IUIATHHBIL.
IIeMeTpekce B KauecTBe MOHOTEPAIIUHU [I0KA3aH JUIA BTOPOH JIMHUM TepallH Y MALIUEHTOB C
MECTHOPACIIPOCTPAHEHHBIM HWJIM METACTATHYECKUM HEMEJIKOKIETOYHBIM pakoM JIETKOTO,
KpOoMe MPEUMYIIECTBEHHO IUIOCKOKIETOYHOU THCTOIOTHUSCKON (POPMBL.

3oKaueCTBEHHAS ME30TESIHOMA IIJIEBPhI

ITemerpekcel B KOMOMHAIMM ¢ LUCIUIATUHOM TOKa3aH /Ui JIGUYSHMs MAI[UEHTOB ¢
HepeszeKTabe/IbHON 3710KaYeCTBEHHOMW Me30TeIMOMOH IUICBpHI, paHee He NMPOXOAMBIIUX Kype
XHUMHOTEPAIHH.

IIpoTuBONIOKA3ZaAHMA

€ ['MIIepuyBCTBUTENBHOCTh K IIEMETpPEKCeNy HJIM BCIIOMOTATEJILHBIM  BEINECTBAM,
BXOJISAIIUM B COCTaB IIpernapara.

. bepeMeHHOCTB, IepHOJ I'PYJHOIO BCKapMiIMBaHUA (CM. pazjen «lIpuMeHenue npu
OepeMEeHHOCTH H B NIEPUO/] IPY/THOTO BCKAPMIIUBAHUSD) ).

. OnHOBpeMEeHHOS IIPUMEHEHHUE ¢ BaKITUHOU IIPOTHB JKEJITOH JIMXOPA/IKH.

C ocTopoxHOCTBIO

. IIpu HapynieHUH PYHKIIUHU TTSUCSHH.

“ IIpu TsoxenbIX 3a00IeBaHUSIX CEPACUHO-COCYJUCTON CUCTEMBI, B TOM YHcJie HH(papKTe
MHOKap/a U HapyIIeHUH MO3TOBOTO KpOBOOOpaIeHHUSL.

IIpyveHeHMe IpU GepeMEeHHOCTH U B TIePHO/I TPY/THOT0 BCKAPMJ/IMBAHMSA

Koutpareniust v My;KYHH H 3KSHITHH

JKeHIUHBI B JETOPOJTHOM BO3pACTe JOJDKHBI TOJB30BAThCS A(PPEKTUBHBIMU METOIaMHU
KOHTpAIleNIIMM B XO0JIe TepalmuM meMmeTpekceoM. llemMeTpekcel MOXKET BbI3BIBATH
reHeTHYecKue HapymeHusa. lloloBo3penbiM MyXYWHAM HE PEKOMEHIYETCS CTaHOBUTCS
OTIIaMH Ha MPOTSHKCHUU Tepaluu U J0 6 MeCsIeB mociie Hee. PekoMeH 1yeTesl oJib30BaThCs
5(pHeKTUBHBIMU METOJaMH KOHTPAISTITHHA WIH BO3/ISPIKUBATHCS OT MOJOBOH JKU3HH.
bepemeHHOCTD

JlaHHBIE TI0O TPUMECHEHHIO TMEeMeTpeKceqa Y OepeMEeHHBIX KEHIIMH OTCYTCTBYIOT, HO
mpeAnojiaraeTesi, 4To OH, KaK W JPYyrue aHTUMETAaOOJIUThI, MOXKET BBI3HLIBATH CEpPbE3HBIC

BPOMJICHHEBIC ,Z[e(i)eKTbI npyu IIpUMCHCHHH BO BpPCMA 6epeMeHHOCTH. B HCCIICJOBAHHUAX Ha
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CMEPTHOMY OTYETY

ITemeTpekcen He cCleAyeT NpPUMEHITH BO BpeMs OepeMeHHOCTH (CcM.  pasjel
«IIpoTuBOTIOKAZAHUS ).

I'pyaHoOe BCKapMIIHBAHHE

HewuzpecTHO, BBIIESACTCS JIM MEeMETpEKCe] B IPYJAHOS MOJIOKO, TaK UTO HEJb3sl UCKIIOUHUTH
HEKEJIATS/IbHBIX peakluid y rpyaHoro pebenka. KopmieHue rpyapio BO BpeMsl Tepanuu
MeMETPEKCEIOM CIIeAYeT MpeKpaTuTh (cM. pasnen «lIpoTuBonokazanus»).

DepTHILHOCTE

Benenererue Toro, 4To Tepamnusi IeMETpeKCe0M MOKET BhI3hIBATh HeoOpaTuMmoe Geciuiogue,
MYKUMHAM PEKOMEHIYETCS PacCMOTPETh BO3MOJKHOCTH COXpaHEHHUS CHEepMbl J0 Hauaja
TepaIuu.

Crnocod npyMeHeHUs U 10351

Tepanus memeTpekceIOM MOKET TPOBOTUTLCS TOJIBKO 1101 HAOIIOICHHEM Bpada, HMEIOIIEro
OTIBIT IPUMEHEHHUSI TIPOTHUBOOITYXOJIEBbIX MPENapaToB.

Ilemempexced 6 kKombuHayuu ¢ YUCHAAMUHOM

PekoMmeHJ0BaHHAs /1032 IleMeTpeKkceIa cocTaisieT 500 Mr/m? B BHjIe BHYTPUBEHHOM HH(Y3UH
B TeUeHHE He MeHee 10 MUHYT B IIEpBbIN JIeHb KaKA0TO 21-THEBHOTO ITUKIIA.
PexoMeHJ0BaHHAS /1032 ITUCILIATHHA COCTaRJIsgeT 75 MI/M’ B BH/Ie BHYTPHUBEHHOH HH(Y3HH B
TeUeHHUE 2 YacoB mpuMepHO depes 30 MHHYT IOCIIE 3aBeplicHHs] HHPY3HH TeMeTpeKceaa B
TIePBbIH JIeHb KaKA0T0 21-THEBHOTO IIUKJIA.

[TaruenTam AopkHA OBITH TPOBEJCHA TPOTHBOPBOTHASI Tepalus, a Takke obecredeHa
aJieKBaTHAs THIpATAITUs 10 W/HJIH TIOCIIC BBEICHUSI IUCTUIATHHA (TaKKe CJieyeT OOpaTUTHCS K
HHCTPYKIIUH TI0 MEJUIMHCKOMY TPUMEHEHHIO [HUCIUIATHHA € IeJbI0  IMOJMYYSHHS
creupUIeCKUX PeKOMEH/IAIUH OTHOCUTEIIHLHO JO3UPOBAHUS).

Ilemempexceo ¢ kauecmee moHomepanuu

JInsi  DmanuMeHToB ¢ HEMEJIKOKJIETOUHBIM  pPaKOM  JISTKOTO  TOCe  XUMHOTEpaluu
pPeKOMEH/TOBaHHasI J03a Ipenaparta neMerpekces] coctapiser S00 mr/ M’ B BHJIC BHYTPUBESHHOU
uH(}y3uH B TeueHne 10 MUHYT B MepBLIH AeHb KaKA0T0 2 1-THEBHOTO ITUKJIA.

Pexomenoauuu neped Hauaiom npuMeHeHUs neMemperceod

JI7151 CHYDKeHHST YaCTOThI BOSHUKHOBSHHUS M CTEIICHH TSDKECTH KOJKHBIX PEeakIUui HEOOXOIUMO
MIPUMEHSITH IFOKOKOPTHKOCTEPOU/IbI 3a ICHB /10 BBEJCHUS, B ICHb BBEJICHUSI U HA CIISTYFOIIUH
JIeHb TIOCJIe BBEJICHUA HeMeTpekceaa. [ TIOKOKOPTHKOCTEPOU/T JOKEeH ObITh SKBHUBAICHTEH
4 Mr mekcaMeTazoHa, MPUHUMAEMOTo TEepopaibHO 2 pasza B JeHb (cM. pazaen «Ocolbbie

YKazaHus» ).
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CINEPTHOMY OTHETY

JOJDKHBI €XKeJTHEBHO MPUHUMATH MpenapaThl (GOIUCBOM KUCIOTHI WM MYJbTHBHTAMHHBI C
coaepxkanueM gonueor kuciaothl (0T 350 o 1000 mkr). HeoGxoqumMo NMpUHAT MHHUMYM
AT 103 (POTHEBOH KUCTIOTHI B TSUCHHUE CEMU JTHEH Tiepe/] IIepBLIM BBEICHHEM MeMeTpeKce/Ia.
[IpueM qoJpKeH IPOAOIKATHCS Ha POTSDKEHUHU BCETO Kypca Tepaliy IeMETPEKCe/I0M, a TAKKe
B TeueHHe 21 JqHA MOCJe MOCISTHEr0 BBEACHHUS MeMeTpekceaa. B 7-aHeBbIN Mepuol mepen
MIEPBBIM BBEJICHHEM IeMeTpeKce/1a MAIHeHTY HeoOXOUMO BBECTH OJHY BHYTPHUMBINICUHYIO
MHbEeKIMIO BUTamMuHA Biz (1000 Mkr), manee - 1mo oJHOM HMHBEKIMH KajK/ble TPH LHUKJIA.
[Tocaenyronue UHbEKIIUK BUTaMHUHA B12 MOTYT ObITh BBHIIOJIHEHBI B TOT JK€ JICHB, UTO BBE/ICHHUE
eMeTpeKceIa.

Habnroodenue

ITepen kaxAbIM BBEJCHHEM IeMeTpeKkcela HeoOXOJUMO TPOBOJUTH MOHUTOPHUHT BCEX
MAIUeHTOB, KOTOPBIH BKIIIOYAET B ce0sl OOIMUM aHATH3 KPOBH C JICHKOIIUTapHOH GopMyJIon
oTIpe/ie/ieHHe YUCIIa TPOMOOIHUTOB. J[JIs1 OlleHKH (YHKITUU MOYSK U MEUSHHU Tepe] KaiKIbIM
BBEJICHHUEM IMeMeTpeKce/la HeoOXOJUMO BBITIOJIHUTh OHOXMUMHUSCKUN aHamu3 Kpoeu. llepen
HAYaJIOM Ka)KOTo LHKJIA XUMHUOTEpAllUU y MAIMEHTOB JOJDKHBI HAOIIOAATHCS CIIeTYIONIUe
mokazaTenu: abCcoIOTHOe uHuciao Hedtpodmmos (AUH) >1500 xireTok/MM®; umcIIo
TpomGonuTos >100 000 kieTok/MM®. KiIMpeHC KpeaTHHHHA JOJIKEH COCTABIATH >45 MII/MUH.
KonnenTpanus obmero 6wimpyOrHa 1oDkHa ObITh MeHee Wi paBHa 1,5-KkpaTHOMY 3HAUCHHIO
BepxHed rpamunbl  HopMmbl  (BI'H). VYpoBens menounodi  docdarazer  (1I[D),
actaptatamunoTpancdepazsl (ACT) u amanuHamuHOTpaHchepassl (AJIT) momxen ObITh
MeHee WM paBeH 3-kpatHomy 3HaueHuro BI'H. Ypopens II[®, ACT u AJIT, menee wiu
paBHBIN S-kpaTHOMY 3HaueHUI0 BI'H, qonmycTuM nipy HaJlMuuy MeTacTa30B B IICUCHHU.
Pexomenoayuu no xoppexyuu 003t

Koppeknuio 103bI mepes MOBTOPHBIMHU LUKJIAMH CJIEJYET IMPOBOJUTH, OCHOBBIBAsICH Ha
HanOoJjlee HU3KOM M3 TeMAaTOJIOTHUYSCKHUX ToKaszaTesie WM Ha MaKCUMAJIbHO BBIPAKESHHOU
HEreMaTOJIOTHUESCKOW TOKCUYHOCTH B TSUSHHE TIPEIBLAYIISTO ITUKIIA JIeueHUs. JleueHune MoxeT
ObITh OTJIOKEHO C IeJbI0 BOCCTAHOBJICHMSI OT IMpOsABICHUH TokcuuHocTH. [lo Mepe
BOCCTAHOBJICHUSI TEepallUI0 CJEAYeT MPOJOJDKUTH B COOTBETCTBHHM € PEKOMEHJIAIMsIMU,
IpHUBEIeHHBIMH B Tabimumax 1-3, KOTopble OTHOCITCA K NPUMEHEHHIO IeMeTpeKcela B

MOHOTEpAIIuU UJIK B KOMGHHaLII/II/I C MUCIIATHHOM.
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KOMOMHHUPOBAHHOM TepaniM) U UCILIATHHA

T'emaTo/TorHUecKkas TOKCHYHOCTD

Koppexims no3b1
(Mr/m?)

MuHHMaIBHOE abCOTIOTHOE UHCI0 HeHTpodumor <500/mm>
U MHHHUMAJILHOE YUCIIO TPOMOOITUTOB >50000/mm>

75% oT npeapIyIen
036l (TIeMEeTpeKce]] H
LUCIUUIATHH )

MunuMaabHOEe  YHCIIO <50 000/ wmM,

quciia

TPOMOOIIUTOB

HE3aBUCHMO 0T MHHHMAJIBHOIO abCOJIFOTHOTO

HeHTpodUIOB

75% oT upeabAyleH
036l (LIeMeTpeKce]] H
[UCTLJIATHH )

MunuManbpHoe 9ucio Tpombomuror <50 000/ MM ¢

KpOBOTeIIeHI/IeMa, HE3aBUCHUMO oT MHUHHMAJIBHOTI'O

a0COJIFOTHOTO YUCiIa HEUTPOQUIIOB

50% ot mnpeaptyLIeH
03Bl (MeMeTpeKce]] H
[UCTUIATHH )

HOMY OTYETY

OTH KpHUTEpHH COOTBETCTBYIOT OIIPENeNIeHMIO KPOBOTEUeHMS >2 CTENEeHH B COOTBETCTBMM ¢ OOUINME

KpHUTepHsAMH TokcHaHOCTH HarmonanbHoro naetutyTa paka (NCI-CTC).

HpH pPa3sBUTHH HEreMaTOJIOTHYECKOM TOKCHUHOCTH (3a HUCKIIIOUCHHUCM HeﬁPOTOKCHqHOCTH)

23 CTCIICHH, JICUCHHC HCO6XOI[I/IMO OTJIOKUTL 0  BOCCTAHOBJICHU HOKaSaTeJIeﬁ,

COOTBCTCTBYIOIMNUX YPOBHIO MCHECC HJIM PAaBHOMY YPOBHIO Y IallUHCHTA A0 Hadalla JICUCHH.

l[anee Tepalluro H606XOI[PIMO BO30OHOBHTL B COOTBETCTBHH C PEKOMCHOAIHUAMH,

MIPUBECHHLIMY B TabJHIe 2.

Tadmma 2. PexyiM go3upoBaHus meMeTpeKcena (P MOHOTepANMM WM TIpH

KOMONHUPOBAHHON Teparnum) U HUCILIATHHA

Heremartoaormueckas Koppexinisi 10361 Koppeximist 10361
TOKCUMHOCTH 0 neMeTpeKceaa (Mr/m>) M CILIATHHA
(Mr/m?)

JIrobast TokcmuHOCTH 3 wiu 4

CTCIICHHU 3a HUCKIIIOUYCHHUCM JO3bI

BOCHAJICHHUS CJIM3HCTOM 000JIOUKH

75% ot npeablaynIeh

JO3BbI

Huapes, Tpelyromas
TOCHUTAIM3AINUA (HE3aBUCHUMO OT | J103BI
CTCIIeHU), WM Juapes 3 wim 4

CTCIICHU

75% or mnpempiayIIcH

JIO3EI

Bocnanenue ciauszucToi 060710UKH

3 unu 4 creneHu JO3BI

50% oT mnpeapIAyIIeH

JIO3BI

2 Cornacno xputepusiM NCI CTC,

6 3a MCKITIoUe HIeM HCﬁpOTOKCPI‘IHOCTPI.

B cliyuac HCprOTOKCH‘IHOCTH PEKOMEHJOBAHHAsA KOPPCKOUA O3Bl

MUCIUIaTHHA IIpEJCTaBJICHA B Ta6.TII/IHe 3. HpH HeﬁPOTOKCHqHOCTH 3 wm 4 cTeneHu TEpaImro

H606XOL[I/IMO IMPECKPaTHUTE.

75% oT mnpeaplayIIeH

75% oT mnpeapIayIeH

100% ot mpeaplaynIieH

MMEMETPCKCEa H



COOTBETCTBYET 3KCMEPTHOMY OTYETY
N2 2023 Ne 31795

ot 20.02.2023 N2

(MOCNEOOQBATENEHOCTD 0002)
Tadmma 3. Pexum mo3upoBaHMsl TeMeTpekcena (NP MOHOTEpANM WM TIPU
KOMOMHHUPOBAHHOM TeparniiM) U LUCILIATHHA
CTteneHnb HEHPOTOKCHYHOCTH ? Koppexips no3b1 Koppexis n1o3b1
neMerpexcena (Mr/m?) HUCIUIATHHA (MI/M?)
0-1 100% ot mnpeapiayIIeH 100% oT
JI03BI IIpeIbLTYINEH T03bI
2 100% ot mnpeapiayIIeH 50% ot npeapLAyIIeH
J103BI J103bI

2 Cornacno xputepusim NCI CTC.

Tepanuto nemMeTpekce oM  CJIeyeT OTMEHHTb, €CIM Yy TMalHMeHTa HalmomaeTcs
reMaToJIOTHUSCKAsl WJIM HEreMaToJOTHUYeCKasi TOKCHUYHOCTh 3 WM 4 CTeleHH MOCie JBYX
CHWKEHHMH Jo03bl. Tepamuio cieyeT HEMEMJIEHHO INPEeKpaTUTh IpH  HAJIU4YHH
HEUPOTOKCUYHOCTH 3 WIH 4 CTEIICHHU.

Ocobuie zpynnet nayuenmos

I ooicunvie nayuenmoi

IIpu mpoBe/ieHUU KIMHUYSCKUX HUCCIISTOBAHMM He ObUIO MOJYYSHO JAHHBIX O MOBBINICHUU
pHUCKa Pa3BUTHSI HEXKEJIATSIbHBIX SIBJICHHH y TAIMEHTOB B Bo3pacTe 65 JIeT W cTapiie o
CPaBHEHHIO C MAIUEHTAMH B BO3pacTe J0 65 JeT. PekuM CHI)KEHHUS /103 COOTBETCTBYET OOIIHM
PEKOMEH/IALIHSIM.

Hemu

[lemeTpekce He NpeAHA3HAYCH JJISI IPUMEHEHHS Y AeTeH.

Hayuenmui ¢ HapyueHuem QyHKYun nouex

IlemeTpekce B OCHOBHOM BBIBOJUTCS B HEM3MEHEHHOM BHJe moukamu. llpu moxazatesnsax
KJIUpeHCa KpeaTHHUHA ~45 MJ/MUH KOppeKIWMs 103bl He Tpebyercs. llanuentam, y KOTOPBIX
KJIMUPEHC KpeaTHMHHHA MeHee 45 MIJI/MHH, TPUMEHEHHE TeMeTpeKceda He PEeKOMEHJIYeTCs B
CBSI3H C HEJJOCTATOYHOCTHIO JIAHHBIX IO MPUMEHEHHUIO TIpenapara y 3Tol KaTeropruy NallueHTOB
(em. pazaen «Ocobblie ykazaHus» U «lIpoTuBomokazanus»).

Hayuenmur ¢ HapyueHuem QyHKYun nedenu

He Obuto ycraHoBiIeHO B3amMocBsizu Mexay mokazatemssmu ACT, AJIT wmm obmero
OmwnpyOuHa U (papMaKOKHHETHKOM meMeTpekcena. HetocTaTouHO JaHHBIX 10 MPUMEHEHHIO
mpemnapaTa y MalieHTOR ¢ HapylIeHHeM (YHKIHMH MEUYSHH ¢ TOBBIMICHUEM KOHIICHTpAITUU
Owtnupyouna Oombmie, vem B 1,5 pasa or BI'H, u (W) NOBBINICHHEM aKTHBHOCTH
amuHoTpaHcdepas Gompie, yeM B 3,0 paza or BI'H (npu oTCyTCTBHH MeTacTazoB B IICUSHHU),
wiu Gombiie, ueM B 5,0 pa3 ot BI'H (mpu Hamauu MeTacTa3oB B MICUCHH ).

Pexomenoayuu no npuzomoeieHuio pacmeopa o1 uHQysuil
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2. Jna npenapama oosuposkoii 100 me: NS TOJYyYeHHS pacTBopa JUISI HHDY3ui
cojepxkumoe uiakoHa pacTBopsitoT B 4,2 M 0,9% pacTBopa HaTpus XJIOpHUaa ISl UHBEKITUH
(6e3 KOHCEPBAHTOB) /10 KOHLIEHTPAIIUU 25 MI/MJL

Jna npenapama oozuposxori 500 me: nisi OJyUYSHHUST pacTBopa JUIsl HHPY3UH colep:KuMoe
¢dmakona pacteopsitor B 20 mur 0,9 % pacTBOpa HaTpud XJopuaa JUISI UHBEKIHHA (Oe3
KOHCEPBAHTOB) JI0 KOHIICHTPAITHH 25 MI/MIL

Kaxapiii ¢rmakoH akkypaTHO B30alITHIBAIOT IMyTeM BpallleHHs A0 TOJHOTO PacTBOPESHHS
nuodunuzata. [lomydeHHbIN pacTBOP JOJIKEH ObITh MPO3PAYHBIM; JOIYCTUM I[BET pacTBOpa OT
OECIBETHOTO JI0 JKEJITOTO WJIU 3eJICHOBATO-3KeJITOro 1BeTa. HeGmaronpustHoro Bo3IecTBUs
Ha KaueCcTBO IIpemapara IpH STOM HE oOKaspiBaeTca. pH BOCCTaHOBJIIGHHOTO pacTBOpa
coctapisieT o1 6,6 1o 7,8. Tpedyercs nanbHelilliee pa3BeaeHue.

3. CooTtBeTcTByIOMUN 00bEM MOJTYUSHHOTO pacTBOpa MeMeTpekceaa pazpoaar 1o 100 vt
0,9% pacTBopOM HaTpHs XJIOpUA JIUISI HHbEKIHH (63 KOHCEPBAHTOR).

4. PacTtBopbl memeTpekceda, NPHUTOTOBJICHHbIE COTJIACHO HHCTPYKLHUSAM  BBIIIE,
COBMECTHMBI ¢ CUCTeMaMU U1 HH(PY3UH U3 MOJUBUHUWIXJIOPH/IA U MOJIHOJIepHHA.

5. [lepen BBeIeHUEM PACTBOP MperapaTa HEOOXOAUMO BU3YIHHO MIPOBEPUTDH HA HAJTMUNE
MEXaHHUSCKUX BKJIIOUCHHH M W3MEHEeHHE I[BeTa. Eciau HaOmomaoTcs MeXaHWYecKHue
BKJIIOYSHUSI, pACTBOP HE BBOJIST.

6. PactBop i BBeneHHSI HeOOXOJIMMO HCIOJIB30BATh HEMEJICHHO WM B TEUCHHUE
24 4acoB IIpH YCIIOBUH XpaHEHUs IpHU Temnepatrype 2-8 °C, Tak Kak pacTBOp IeMeTpeKcea He
COJIEPIKUT AHTHUOAKTepHATbHBIX KOHCEpBaHTOB. PacTBop mpeaHa3Haue€H TOJIBKO UL
OJIHOKpPATHOTO  NpUMeHeHMs. Heucmosib3oBaHHBIM — pacTBOp  Ipemapara  IOJJISKHT
YHUYTOKEHHIO.

Mepbl IpeI0CTOPOIKHOCTH IPH NIPUTOTOBICHUN U BBE/ICHUH

Kak u npu oOpameHud ¢ JApYTUMH MOTSHIUATIHLHO TOKCHYHBIMH IPOTHBOOIYXOJICBHIMU
mpenapaTaMu, CJIeIyeT IPOSBISITH OCTOPOIKHOCTD IPU OOpAIEHUH U TIPUTOTOBJICHUH PACTBOPA
st uHpY3UM TeMmeTpekcena. PexkoMeHayeTcs WHCIMOJb30BaTh IepuaTtku. Eciau pacTBop
neMeTpeKce/ia rmonajl Ha KOXKy, CIelyeT HeMEUICHHO M TINATEJIbHO MPOMBITH KOXKY BOJOH €
MbLIOM. Eciiu pacTBop memeTpekcesa Momail Ha CIM3UCTYIO 00OJIOUKY, CJIeAyeT TIIaTeIbHO
IpOMBITH €¢ BoJoW. IlemeTpekceq He oKaspIBaeT KOXKHO-HAaphIBHOTO JAeHcTBus. llpu
MOBPEIKACHUH CoCcyJa HE CYIMECTBYeT CIENUAIBHOTO AaHTHI0TA. 3aUKCHpOBAHO
HE3HAUUTEJILHOS YHUCIIO CIIYUASB MOBPEIKICHUS COCY/1a TIPU BBEICHUH MTEMETPEKce/1a, KOTOphIe
HE OIICHUBAJIUCH MCCIEoBaTeNieM KakK cepbe3Hbie. [Ipu moBpexaeHun cocyaa HeoOXo UMO

CJICA0BATh JIOKAJIBHBIM CTaHJapTaM JICUCHUS.
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ITooounoe neiicTBHE

CNEPTHOMY OTYETY

HauGosiee pacnpocTpaHEHHBIMH HE)KeJIATC/IbHBIMU SIBJICHHSIMH, CBSI3aHHBIMHM C Tepanued
neMeTpeKce oM (B KadecTBe MOHOTEpAllMM WM B KOMOMHHPOBAHHOW Tepaluu), SIBJLIFOTCS:
1I0/1apjieHue (PYHKIUM KOCTHOTO MO3Ta, IMPOSIBJISIONIESCs B BHUJAEC AHEMHUH, HEHUTpOICHMUH,
JeHKOTIeHUH, TPOMOOLUTONICHUHM; KEJIyJOUHO-KUIIEeUHAsi TOKCHYHOCTh, IPOSIBJLIIOMACS B
BUJIE AHOPEKCHH, TONIHOTHI, PBOTHI, JMApeH, 3amopa, (papuHIUTa, BOCHAJICHHS CIU3HCTOH
000JI0UKH U cToMaTuTa. [[pyrue HekelaTesIbHBbIE SIBJICHUS BKJIIOYAIOT HE(PPOTOKCHUHOCTH,
HOBBIMEHHBIH YpPOBeHb aMUHOTpaHCdepas, aJoNeluio, YCTAIOCTh, 00E3BOXKHBAHHE, ChIIb,
uH(eKIuIo/cenicuc U Helponatuio. Pegko HaOmiogaroTcsi Takue SIBJICHHUS, KaK CHHIPOM
Crupenca-/[>koHCOHA ¥ TOKCHYECKHH SIIUASPMAIbHBINA HEKPOJIN3.

Hwxe npuBeieHbI CBEACHHS O HEXKEJIATSJILHBIX SIBJICHUSIX IPUMEHEHMSI IEMETPEeKCe1a KaK B
KauyecTBe MOHOTEpAaIllMd, TaK U B KOMOHMHALIMM C JIPYTUMHU JIEKAPCTBEHHBIMH CpeCTBAMHU
(He3aBUCHMO OT IPUYUHHO-CJIC/ICTBEHHOM CBsI3M), HaOMIOAAaBIIMECS B KIMHHYSCKUX
HCCIIeIOBAHMSX U B IIOCTPETUCTPALIHOHHOM IIEpPHOJIE.

HexenaTenbHble peakIMU IPHBE/JIEHBI B COOTBETCTBHM ¢ KJIACCaMH CHCTEM OpraHOB,
IIpe/ICTaBIeHHBIMU B MeIUIIMHCKOM cJIoBape Ui HOPMAaTHUBHO-IIPABOBOM J1eATEIBHOCTH
(MedDRA). B kaxiom Kkjacce CHCTEM OpPTaHOB HEXKeJATeIbHbIE PEaKIUU paclpesesieHbl U
IIpe/ICTABJICHBI 10 YacTOTe Pa3BUTHUsSL O4eHb dacThie (=1/10), wacteie (oT >1/100 mo <1/10),
Hevacteie (or =1/1000 nmo <1/100), penkue (ot =1/10000 mo <1/1000), oueHs peakue
(< 1/10000) ¢ HeM3BeCTHOM YACTOTOM (YAaCTOTAa HEe MOXKET ObITh YCTaHOBJICHA HAa OCHOBAHUH
JOCTYIIHBIX JJAHHBIX).

Hrwxe mpeacTaBiieHbl HeKeJIaTeIbHBIC SIBJICHHA Pa3HOHM CTEICHH TSKECTH, HE3aBHCHMO OT
IPUYUHHO-CJICICTBEHHON CBSI3U, HaOJIIO/IaBIIMECs B XO/¢ KJIMHHYSCKUX HCCIICIOBAHUHU IIpH
IIPUMEHEHHUH [IeMeTpeKce/la B CPAaBHEHHH C JIOIIETaKCeJIOM, IPH IPUMEHEHHH [TeMeTpeKce/1a B
KOMOMHAITUH ¢ IIUCIUIATHHOM B CPABHEHUHU ¢ reMIUTAaOMHOM B KOMOMHAIIMHU ¢ IIUCIUIATHHOM,
IIpH IPUMEHEHUH NTeMeTpeKce/1a B KOMOMHALIMH ¢ [IUCIUIATHHOM B CPAaBHEHHH ¢ MOHOTepaIuei
IUCIUIATUHOM, TIpU IIPUMEHEHUH eMETPEeKCcea ¢ ONTHUMAIBLHOM [TO/1/IepKUBAIONEH Tepanuei
B CpPaBHeHMM ¢ IUIanebo ¢ ONTUMAJIbHOM IOJJIepKUBAIOIEH Tepanmued U B
IIOCTPETUCTPALIHOHHOM IIEPHOJE:!

Hnepexyuu u unéasuu: o9eHb 9acTo — MHPEKIHU', GapHUHTHT; 4aCTO — CETICHC?; 0YeHb PEIKO —
JePMOTHUIIOACPMHUT.

Hapywienus co cmopoHvl Kposu u AUM@Pamuueckor cucmemst: 09eHb 4aCTO — HEUTPOIICHHUH,

JICUKOTICHUS, CHH)KCHHME YpOBHS remorjioOuHa, dacto — (eOpuiibHag HEUTpOIeHUs,
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AHEMHUSL.

Hapyuienus co cmopoHsl UMMYHHOU CUCMEMbl! YacTO — THNEPYYBCTBUTEIHLHOCTD, PEIKO —
aHa(UIAKTHYSCKHH MOK.

Hapyuienus co cmoponst 0bMeHa eeuyecmes U nUMaHus 4acTo — JeTUApaTallysL.

Hapyuienus co cmoponsvi HepeHOl cucmemsl: 4acTo — HapylIeHHe BKyca, nepudepudeckas
MOTOpHAs HeliponaTus, epudepuueckasi CCHCOpHasi HeMpoIaTHs, TOJIOBOKpPYIKeHHe, HEUacTo
— OCTpOE HApYNICHUE MO3TOBOTO KPOBOOOpAIeHHs, HIIEMHUIeCKUH HHCYIIBT, BHY TPHUSPEITHOS
KPOBOH3THSHHUE.

Hapyuienus co cmoponst Opeana 3penus: 1acTo — KOHBIOHKTHBHT, CYXOCTh IJ1a3, TIOBLIISHHOS
CJIe30TeUCHHE, CYXOH KepaTOKOHBIOHKTHBHT, OTeK BeK, 3a00JIeBaHMs TIOBEPXHOCTHBIX TKaHESH
rjiasa.

Hapyuienus co cmopoHul cepoya: 4acTo — cepAeuHasi HeJOCTATOYHOCTh, ApUTMUSL, HEYacTo —
CTeHOKap/us, HH(ApKT MHOKap[a, HIIeMUYeckass OONie3Hb CepJia, HaKeIyT0IKOBas
ApUTMHSL.

Hapyuienus co cmoporsl cocyoos: HedacTo — IepudepHIecKas HITeMHUsL,

Hapyuwenus co cimopoHvl OblxamenbHol CUCmeEMbl, OPEAHO8 SPYOHOU KNEMKU U CPEOOCEHU!
HEYacTO — JIETOYHAst SMOOJIUs, HHTEPCTHIMAIbHAS THEBMOHHU >,

Kenyoouno-xuuieunvie HapyuieHua: O4eHb YacTO — CTOMATHUT, aHOPEKCHS, pBOTA, JUapes,
TONIHOTA;, YaCTO — JUCIISTICHUS, 3a1mop, OOJb B )KHBOTE; HEYACTO — PEKTAIbHBIC KPOBOTSUSHHUS,
JKeJTy/I09HO-KHIIEUHbIe KpOROTeUeHHMS, nepdopalys KHIIeUHHKaA, 530()aruT, KOJIUT .
Hapyuienus co cmopomst nedeHu i Jentesvié 00 uux nymeil: 4acTo — HOBBIIICHHBIA YPOBEHb
AJIT, nopsimmeHHbld ypoBeHb ACT, peIko — renaTur.

Hapyuienus co cmopoHbl KOJCU 1 NOOKOJICHLIX MKaHell: 0UeHb YacTo — ChIMb, MISTYIIeHHUE,
9acTO — TUMEePIUTMEHTAIIUS, 3Y/1, MYJIbTU(DOPMHAS SpUTeMa, aJIOTeIUs, KpaTUBHHUIIA, PSIKO —

2

SpUTEMA, OYCHL PCIAKO — CHHAPOM CTHBGHC&-Z[)KOHCOH& 5 TOKCHUSCKHH BHHHepMaﬂbeIﬁ

Hekposms’, memdurous, GyJUIe3HbIH TepMaTHT, TIPHOOPETEHHBIH GyILIesHbIH SIHAEPMOIIH3,

SPUTEMATO3HBIH OTEK®, NICEBONEIUIIONHNT, ISPMATHT, SK3eMa, TIPYPHTO.

Hapyuienus co cmoponvt nodex 1 Mo4esbi600auux nymeii: O4eHb 4acTO — CHIDKeHUE KIIMpeHca
KpeaTHHHHA, yBeJHUeHHE YPOBHA KpeaTMHHHA', 4acTO — IMOYeYHas HeJ0CTaTOUHOCTS,
CHIDKEHHE CKOpPOCTH KIYOOUKOBOH (UIBTpAIlMH, UYacToTa HEM3BECTHA — He(POreHHBIH
HecaxapHbIH 1uabeT, HeKpO3 MOYeUHbIX KaHAJIBIEB.

Obwne HapyuleHus 1 peakyuu 6 mecme 66e0eHus. 0UeHb 4acTO — YTOMIISIEMOCTh, 9acTO —

nupekcusi, 60b, 0TeK, O0JIb B TPy, BOCTATICHUE CIIU3UCTON 000JIOUKH.
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Pesynomamusl 1abOpamopHuIx UHCMPYMEHMATbHBIX lchbootarmin= daett” O st iritnde

ypoBHS ramMa-riryTammirpancdepassl (I'T'T).
Tpasmul, UHMOKCUKAYUN U OCTOJICHEHUA Mpoyeoyp: HEYacTo — JIyueBOU n3odarur, JIyueBou
MTHEBMOHHT, PEJIKO — CIIyYad peIUIHBa MOOOUHBIX (P PeKTOR TyueBoH Tepaniu.

! _ ¢ meitponienueii wim Ge3 Hee

% HHOrJa ¢ JICTAJIbHBIM HCXOJ0M

2~ HHOTJa MPUBOJHUT K HEKPO3Y KOHSUYHOCTEH
t= ¢ JbIXaTeJIbHOM HEJOCTATOUHOCTRIO

o _ HaGJII-O,Z[aIIOCb TOJIBKO B KOM6HHaIIHH C MUCIIATHHOM

6 _ IpeMMyIecTBEHHO HIKHUX KOHEUHOCTEH.

Ilepeno3upoBka

3aperucTpUpOBaHHBIE CHMIITOMBI IIEPEJO3UPOBKH BKJIIOYAIH HEUTPOIICHUIO, aHEMHIO,
TPOMOOITUTOIICHUIO, BOCTIATICHUE CIIM3HCTON 000I0UKH, CEHCOPHYIO OJMHEHPOIIATHIO U ChIIIb.
OxuaeMble OCJIOKHEHHS IEPEAO3UPOBKH BKIIFOYAIOT MO/IaBIeHHE (PYHKIMH KOCTHOTO MO3Ta,
MPOSIBJISIONIEeCST HeUTpOoNeHUEH, TpoMOoTMTONIeHUEH U aHeMuel. Takike MOTYT HaOITIOAThCS
IpUcoeJUHEHUEe HH(DEKIMH ¢ JIUXOopaJKoH WK 0e3 JIMXOpaJKH, JAuapes U (WIK) BOCIaJICHHE
CIIM3UCTOU 000JIOUKH.

B ciayuyae mopozpeHus Ha NEpeO3UPOBKY IIperapaTa cJeyeT pPeryJsIpHO KOHTPOJIHUPOBATh
oOmui aHanuz KpoBH. JleueHHe - CUMNITOMATHYECKOS, BKIIOUAsl HEME/UICHHOE MpUMEHEeHHE
KaJbIus (posiuHATA.

BzanmopeiicTBHe ¢ APYTHMH JIeKaPCTBEHHBIMH CpeIcTBAMM

ITemeTpekcel B OCHOBHOM BBIBOJMTCA B HEHU3MEHEHHOM BH/E II0YKAMH IIOCPEJCTBOM
KaHaJIbLIEBOM CeKpelMM U, B MEHBIISH CTeNeHH, NOCPECTBOM KIyOOUKOBOH (pUIBTpaIluH.
CoBMecTHOe  NpUMeHeHHe ¢  He(pPOTOKCHYHBIMH  IpemapaTaMu  (TakMMH,  Kak
AMUHOTJIMKO3HU/IbI, «IIETJIEBbIE» JHYPETHKY, IUIATHHOCO Iep>Kallie NIperapaTsl, ITUKIOCIIOPHH)
MOJKET IIPHUBECTH K CHIDKEHHIO KIHpeHca memeTpekcena. CreayeT ¢ OCTOPOKHOCTHIO
IPUMEHATh TaKue IpenapaTtl B KOMOMHALIMM € IIEMETPEKceOM, IpU HEOOXOJAMMOCTH
TIIATEJIBHO CJIEJHTH 3a KIIMPEHCOM KpEaTHHHHA.

CoBMecTHOEe IIpMMEHEHHE IIpElapaToB, KOTOpbIE TaKXKe BBIBOJSTCA  IIOCPEICTBOM
KaHaJIbLIEBOM cCekpelMH (HalpuMep, NpoOeHelH ], IEHUIMWUIMH), MOXET IIPUBECTH K
CHIJKCHHMIO KJIMpeHca IeMmerpekcena. CieyeT ¢ OCTOPOXKHOCTBIO IIPUMEHSTh TaKHe
npenapathl B KOMOMHAIMM ¢ MEMETPEKCeI0M, NPH HEOOXOJUMOCTH TIIATEJIBHO CISIUTH 3a
KJIUPEHCOM KpeaTUHHHA.

Y DanueHTOB ¢ HOpMalibHOM ¢yHKIMeH mouek (KIMpeHC KpeaTMHHHa >80 MIJI/MUH)

pUMEHEHHE HECTEPOUTHBIX IPOTUBOBOCTIATTUTENbHBIX MpenapaTor (HIIBII) B BeIcOKHX JT03ax
11
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MOJKET IPHUBECTH K CHHIKCHHUIO KIIUPEHCA IIEMEeTPEKCe/1a U, KaK CJIe/ICTBUE, IIOBBICUTh YaCTOTY
HEKEJIATeNIbHBIX SIBJICHUH TIpU NpUMEHEHHH memeTpekcena. CleayeT ¢ OCTOPOIKHOCTBIO
npumMeHaTh HIIBII B BBICOKHMX J03aX OJJHOBPEMEHHO € IEMETPEKCeOM Yy TMAIUEHTOB C
HOpMaJIbHOM (PYHKITHEH ToUek (KIHpeHC KpeaTuHUHA >80 MI/MUH).

VY NmanueHToB ¢ IIOYeYHOM HEJOCTATOYHOCTHIO JISTKOW WJIM YMEPEHHOH CTeleHH (KIUPEHC
KpeaTHHHHA oT 45 1o 79 mi/muH) cieayer wus3beraTh OJHOBPEMEHHOTO TNPUMCHEHHS
nemeTpexcena ¢ HIIBII B BbICOKHMX [03aX B TeUeHHE JIBYX JHEH Mepe] INpPUMEHEHHUEM
neMeTpeKce/1a, B JICHb MPUMEHEHHUS U B TSUCHHE JIBYX JHEH MOciie IPUMESHEHHS IIeMeTpeKce1a
(eM. paznen «Ocolble yKazaHUusD ).

Beuay oTCYTCTBHS JAHHBIX O BO3MOYKHOM B3aUMOJSUCTBUH Mex Ty nemerpekceqom u HIIBII
¢ JUTMTENILHBIM TEPHOJAOM TOJIYBLIBEJCHHS, TAKUMH KaK HHUPOKCHKaM HIH pogeKokcuo,
OJTHOBPEMEHHOE MPUMEHEHHE HTUX IPENapaToB ¢ MeMETPEKCe/I0M y MAIUEeHTOB ¢ MOYSYHOU
HEJJOCTATOYHOCTHIO JISTKOM WJIM YMEPEHHOUM CTENeHH CIIeAyeT MPEKPaTUTh Ha CIeAYIOIMUU
MIEPUO/T BpEMEHH: KaK MUHUMYM IIATh JIHEH JI0 BBEJCHUS IEMETPEKCe/1a, B /ICHb BBSJCHUS U B
TeUeHHe KaK MHUHMMYM JBYX JHeH IOCJe BBeJeHMs memerpekcena (oM. pazgen «OcoObie
ykazauus» ). Eciou tpebyercs copmectHoe npumenenue HIIBII u nemerpekcena, y nanueHToB
JOJDKEH TPOBOJMTHCS CTPOTHH MOHHUTOPHUHI MPOSIBJICHHH TOKCHYHOCTH, OCOOSHHO
MHUEJIOCYTIPECCUU U TOKCUYHOCTH CO CTOPOHBI JKeIY/I0YHO-KUIIEYHOTO TPaKTA.

[TemeTpekcel TMoABepracTCs OrpPAaHHYCHHOMY MeTaboM3My B TIeUeHH. Pe3yibTarhl
UCCIICIOBAHUY in Vifro ¢ NPUMEHEHHEM MHKPOCOM II€USHH YeJIOBEeKa IMOKa3ald, 4TO He
OJKMJACTCSl KJIMHUYECKH 3HAUMMOTO HWHTUOUPOBAHHUSI MEMETPEKCeoM MeTaboJIMUeCKOTO
KJIUpEHCa TpenapaToB, KOTophle MeTabonmzupyrotes uszodepmentamu CYP3A, CYP2De6,
CYP2CO -CYPIAL,

BzauMoseticTBus, o6Iye UL MIMTOTOKCHYECKHX IIPEMapaToB

Hz-3a  BBICOKOTO pHCKa TpoMOOoOOpa3oBaHUSI Vy MAIUCHTOB ¢ OHKOJIOTHISCKUMH
3a00JICBAHHUSIME YACTO TMIPOBOJTUTCS AaHTHKOATYJIAIIHOHHAS Tepanus. Beicokasi HHIUBHTY AJbHAS
BapHabeIbHOCTh COCTOSIHHSI CBEPTHIBAIONIEH CHCTEMbl KpOBH B TeueHHe 3a00JieBaHUA U
BO3MOXKHOCTh  B3aUMOJCUCTBHS MMy  HepOpaIbHBIMH  AHTHKOATYJSIHTAMH U
MIPOTHBOOITYXOJCBOH XUMHUOTepanuei TpeOyroT MOBBIMEHHONH YacToThl MoHHTOpuHra MHO
(MeIKTyHAPO/IHOE HOPMAJIU30BAHHOE OTHOIICHHE), SC/IM MPUHHUMASTCS pelIeHHe O JICUCHUHU
MAIASHTA MePOPATILHBIMU AaHTUKOATYJISTHTAMH.

IIpomusonoxazano 0OHOSpeMeHHOe NpUMeHeHe: BaKIIMHA TIPOTUB JKEJITOU JIMXOPaJIKH BBUTY
pPUCKa TCHEPATH3OBAHHOW BaKITMHAILHOM OOJIC3HH € JICTAJIBHBIM HCXOJOM (CM. pasael

«IIpoTHBOTIOKA3AHUSD ).
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BaKIIMHbI IIPOTUB JKEJITOM JIMXOPAJKH, ¢ KOTOPOH OJIHOBpPEMEHHOE IIpUMEHEHHE
IIPOTUBOIOKA3aHO) BBHJIY PHUCKA CHCTEMHOTO 3a00JeBaHMsI € BO3MOJKHBIM JICTAJIbHBIM
UcXoA0M. PUCK MoBbINIaeTCs y MAIMEHTOB € YK€ UMEIONMSHCS MMMYHOCYIIpECCHeH U3-3a MX
¢doHoBOTO 3a00s1eBaHusA. CienyeT NPUMEHATh MHAKTUBUPOBAHHbBIC BAKIIMHBI, €CJIM TaKOBBIS
CYMIECTBYIOT (TIOJTHOMHUEIHT) (M. pazjies «Ocolble YKazaHUsD ).

dapMakoKHHETHKA MeMeTpeKce/a He W3MEHSeTCs IpU NMPUMEHEHHH ¢ (DOJIMeBOH KUCIOTOH
HepopajibHO, BUTAMUHOM B2 BHYTpHUMBIIMIEUHO W NPU KOMOMHHPOBAHHOM IIPUMEHEHHH ©
IIUCILIATUHOM.

ITemeTpexce/1 HECOBMECTUM € paCTBOPAMHU, COJIEPKATUMH KAJILLIUH, B TOM YHUCJIE ¢ pACTBOPOM
Punrepa naktata u pactBopoM Punrepa. B oTCYTCTBUM MHBIX UCCIIEIOBAHUNA COBMECTUMOCTH
IIeMEeTpeKce/] He ClIeAyeT CMEIIHUBATh ¢ IPYTUMU JISKApCTBEHHBIMH IIpelapaTaMy.

Oco0ble ykazaHu s

[TemeTpekcel MOKET MOJABIATH (YHKIMIO KOCTHOTO MO3Ta, YTO MpOsBIseTcs B (opme
HEHUTPOIICHUH, TPOMOOITUTONICHUH W aHeMHH (WM MaHIUTONeHHuH) (cM. paznen «lloGounoe
JeUcTBHE»). Muesocylpeccus sIBIETCA JO30IMMUTUPYIOIEH TOKCUYHOCTBIO ITEMETPEeKCe/1a.
ITepen kakAbIM BBEJIEHHEM IMeMeTpeKce1a HeoOXOqUMO MPOBOJUTH OOMIMM aHAIN3 KPOBH C
HOJICUSTOM JISHKOIUTapHOH GopMybl U uucia TpoMmOouutoB. Ilemerpekcen He ciexyer
OPUMEHATh JO TeX TMop, IMoKa alCOJMIOTHOe YHCJIO HEUTpo(UIOB HE JOCTUTHET
>1 500 KJ‘IeTOKJ"MM3, a 9ucyio TpoMOoIuTOR - =100 000 KiIeTok/ MM, CHUKSHHE JTO3bI B HAUAITE
OUepeHOTO IMKJIAa OCHOBBIBACTCS HA HAMMEHBINMX 3HaueHMsIX AUH, unciaa TpoMOOIUTOR U
MaKCUMAaJIbHOH HereMaTOJIOIMYeCKOH TOKCHYHOCTH, KOTOpble HAOIIOJAIMCh B NpebLAyIIeM
IUKJIe Tepanuu (cM. paszjen «Crnocol IpUMEeHEHHUS U 103bD»).

B Tex ciyuasix, Korja MpoBoJWIach IpeMeuKanus GpoaueBod KUCI0TOM U BUTaMUHOM By,
OTMEUYaJIUCh MEHbIIasi TOKCHYHOCTh M CHH)KGHHME 4YacTOThl IeMaTOJIOTHYecKOH U
HEreMaTOJIOTHUECKOW TOKCHYHOCTH CTeneHUu 3/4, TakoW Kak He#rpomneHus, ¢eOpuibHas
HeHUTpolieHUST W HWHQEKIUA ¢ HelTpomeHued ctenenu 3/4. IlosTomMy BCeX MAIMEHTOB,
IIPUHUMAIOIHUX TEPAIIHIO IIEMETPEKCEOM, CJIEIyEeT IPOUHCTPYKTUPOBATE 110 IIOBOJY NpHeMa
domeBol KUCIOTHI U BUTAaMHHA Bi2 B KadecTBe NpodHIAKTHUECKOH Mephl JJIs CHHU)KEHUS
TOKCHUYHOCTH, CBS3AHHOM ¢ Tepamuei (cM. pazaes «Crnocod MpUMEHSHHS U JJO3BI»).

Y nanWeHToOB, He IOJYYaBHIMX IPEeMEJMKAIHIO TJIIOKOKOPTHKOCTEPOHIOM, OTMEYaIUCh
KOxKHble peakiuu. Ilpemenukanmsa JgexkcamMeTa3oHOM (WJIM SKBHBAJICHTHBIM IIperapaToM)
MOJKET CHHU3HUTh YAacTOTYy U CTCIeHb TSDKECTH KOXKHBIX peakiui (oM. pazgen «Crocob

IIPUMEHEHHUs U JIO3bD»).
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45 mu/muH. TlosToOMy IpHUMEHEHHE MEeMeTpeKce/a V MAIHSHTOB ¢ KJIMPEHCOM KpeaTWHHHA
<45 mu/mMuH He pekoMmMeHayeTcss (oM. pasnaenbl «Croco0 TMpUMEHEHHMST W JIO3bD» U
«IIpoTuBOTIOKAZAHUS ).

VY mamueHToB ¢ MOYeYHOM HEJOCTATOYHOCTHIO JITKOW WJIM YMEPEHHOH CTeleHH (KIUPEHC
KpeatTuHuHa OT 45 no 79 mur/mun) crieayer mzberats mnpumeHeHuss HIIBII, Takux kak
ubynpodeH U aneTWICaTHIIIOBas kuciora (1,3 I/CyTKH), B TeUeHHe JBYX JHeH mepen
MIpUMEHEHUEM MeMeTpeKCcea, B ICHb IPUMEHEHHUSI U B TeUCHHUE JIBYX JHEH MOCiIe IPUMEHEHUS
neMeTpekcesa (cM. pasaen «BzauMoieCTBHE € IPYTUMH JISKAPCTBEHHBIMU CPEICTBAMMI ).

VY NanueHToB ¢ MOYSYHON HEJOCTATOYHOCTHIO JISTKOM WMJIM YMEpPEHHOW CTETICHH, KOTOPBIM
nmokazaHa Tepanusi neMmerpekcenom, npumeHenne HIIBII ¢ juuTenbHBIM —[epHOJOM
MIOJIYBBIBE/ICHUSI JIOJDKHO OBITh MPEKpaleHO Kak MHHHUMYM 3a IATh JHEH 10 BBEJCHUS
IeMeTpeKce/la, B JIeHb BBEJICHHsI UM B T€UCHUE KaK MHHHUMYM JIBYX JHEH IOCJE BBEJCHUS
neMeTpekcesa (cM. pasaen «BzauMoieicTBUE € IPYTUMH JISKAPCTBEHHBIMHU CPECTBAMMY).
IIpu MOHOTepamuu MeMEeTPeKCeAOM WJIH NPU ero NMPUMEHEHWH B KOMOWHAITUM ¢ JIPYTUMHU
XUMHUOTEPANEBTHYESCKUMH IIperapaTaMy OTMEYaINCh CEPbe3HBIE SIBJICHUSI CO CTOPOHBI MOYEK,
B TOM YHCJIE OCTpasi MOYeYHasl HeJOCTATOYHOCTh. [IpH TOM Y MHOTHX TAIUEHTOB, Y KOTOPHIX
OHH HaOIIOAATUCE, ObLUTH (PAaKTOPHI PUCKA PA3BUTHUS SIBJICHUH CO CTOPOHBI MOYEK, B TOM UHCIe
o0e3BOKMBAHHE WJIH yXKe HUMeIuecss runeptreHzus wm  Auabder. CoryacHo
MOCTMAPKETUHTOBBIM JAHHBIM, IIPH MIPUMEHEHUH MIEMETPEKCe/a B KaueCTBe MOHOTEpAIIUU WK
B KOMOMHAIIMH C IPYTUMH XUMHOTEPATICBTHUSCKUMH TpeTIapaTaMH TAkKe OTMEUATTUCH CITyYau
pa3BUTHs He(POTEHHOTO HecaxapHoro juabeTa W HEKpo3a TIOYECUHBIX KAaHAJIBIICB.
BonbIIMHCTBO Clyd4aeB pa3pellajiuch IIOCJe IIpeKpallleHHsl NPHUMEHEHHUS IeMeTpeKcesa.
Heo6xouM perysipHbIi KOHTPOJIb 32 COCTOSIHUEM TAIIUEHTOB Ha MPEIMET PA3BUTHSI OCTPOTO
TyOYJISIPHOTO HEKpO3a, CHIYKeHUS (PYHKIIMH MOYSK U MPU3HAKOB U CUMIITOMOB He(pOTEHHOTO
HecaxapHoro aquabeta (HanpuMep, THIICPHATPUESMHUH ).

Bnusiaue TKaHeBOW JKHUKOCTH, HAIIPUMED, IJICBPAJILHOTO BBHINIOTA WJIM acliUTa, Ha JISUCTBUE
neMeTpeKce/ia 1o KOHIAa He OIpe/iesieHo. B Xo/1e KIMHUYeCKUX UCCIIe/TOBAHUH Y MTAIIUEHTOB €
COJIM/ITHBIMHU OIIYXOJISIMH YCTOMUHBOE CKOIIJICHHE TKAHEBOM JKHU/IKOCTH HE OKA3bIBAJIO BIIUSTHUS
HA IJTA3MEHHYI0 KOHIISHTPAIUIO WU KJIUPEHC IEMETpeKce/1a 0 CPAaBHEHHUIO ¢ MallUeHTaMu 6e3
CKOIUICHHSI TKAaHEBOW KHJIKOCTH. Takum oOpazoMm, CleyeT paccMOTpPeTh BO3MOXKHOCTH
JPSHUPOBAHUS CKOMMBIICHCS JKUKOCTHU Iepe]] HauajloM TepalHH MeMeTpPeKce oM, OJHAKO,
OHO MOJKET HE TTOHATOOUTHCA.

Beuay xeayqouHO-KUIMISYHOW TOKCHYHOCTH MEMETpeKce/1a, IPUMEHIEMOT0o B KOMOHUHAIINH ©

OUCIIIATHHOM, HaGJ'IIO,Z[a.]'IOCb CHJIbHOE 00e3BOKHBAHHE. Ha].[I/IeHTaM AOJIZKHaA OLITH MMpoOBCACHAa
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CNEPTHOMY OTYETY

Tepaluu.
CepbesHbie cepAeUHO-COCY/IUCThIC COOBITHS, B TOM YHCIIe MH(PAPKT MUOKapJa U HapyIICHHE
MO3TOBOTO KpOBOOOpameHHs, HAOMOJAIHCh HEYACTO B XOJe KIWHHUYESCKHX HCCIISTOBAHUHN
neMeTpeKcea, Kak MpaBujio, IPpU IPUMEHEHUH B KOMOMHAIIMM C JIPYTUM ITUTOTOKCHYSCKUM
[penapaToM, IPU STOM B OCHOBHOM Yy MAI[UEHTOB ¢ ()OHOBBIMHU (haKTOpaMHu pHCKa CepIeUHO-
COCYAUCThIX 3abomeBaHuil (cMm. pasnen «lloGounoe nelictBue»). Ilockonbky cocTosHUE
MMMYHOCYTIPECCHHM PACIPOCTPAHEHO Yy OHKOJIOTMUECKUX IIAIIUEHTOB, HE PEKOMEHAYETCS
COMYTCTBYIOMIAsl BaKI[UHAIIAA JKUBBIMH AaTTCHYHPOBAHHBIMH BAKIIMHAMHU (CM. pa3/ieiibl
«IIpotuponokazanusi» u «BzaumoiecTBHE ¢ APYTUMHU JICKAPCTBEHHBIMHU CPEJICTBAME ).
Beuay Toro, 4to meMerpeKcel MOXKET BbI3bIBATH I'€HETHUSCKUES HAPYIICHUS, MTOJIOBO3PLEIIBIM
MY KYMHAM He PeKOMEHIYeTCsl CTAHOBUTLCS OTIIAMH Ha IIPOTSDKCHUU TePAIIUH IEMETPEKCEIOM
U 710 3 MecsIeB nocie Hee. PekoMeHIyeTcsl UCIoIb30BaTh HAJIe)KHbIE METO/Ibl KOHTpALle IIIIUN
WU BOBJIEPIKUBATHCS OT IIOJIOBOW JKU3HHM. Bceie/IcTBHE TOro, YTO IHMEMETPEKCe]] MOMKET
BBI3BIBATH HeOOpaTUMOe OecIUIo/ine, MYKIHHAM PEKOMEH/IYEeTCS] pacCMOTPETh BO3MOXKHOCTh
COXpAHEHHsI CIIEPMBI JI0 HadyaJla TepaIluy.

JKeHIUHBI B IETOPOTHOM BO3pACTe TOJDKHBI IPUMEHSITH HaJISKHbIE METO/Tb KOHTPAIICTIIIUH BO
BpeMsl TepallMM IeMEeTPEeKCeOM U B T€UCHHUE 6 MECSIICB IOC/E €€ 3aBepIIeHUs (CM. pas/es
«IIpumenenue npu GepeMEeHHOCTH U B TIEPUO/]T TPY/THOTO BCKAPMIIUBAHUS ).

OTMeuaIUCh CITyUau JIy4eBOTO MTHEBMOHHUTA Y MAIIMEHTOB, MOJYYaBIIUX JYUSBYIO TEPATTHIO JIO,
BO BpeMs WIH MOCJIe Tepaluu MeMeTpekce oM. TakuM MalUeHTaM JOJDKHO ObITh Y/IeJIeHO
ocoboe BHUMAaHUE; clenyeT c OCTOPOXKHOCTBIO IIPUMEHTh Jpyrue
PaMOCCHCHOUTU3UPYIONHE TIPenapaThl.

Y manueHToB, NPOXOJMUBINIUX JIYUEBYIO TEpalHi0 HECKOJIbKO HeJedb WU JIeT Hazaj,
OTMEUAJIUCH CITyUYaH PEIUINBA TTOOOUHBIX SIBJICHUU JIYUeBOH Tepalluu.

[Ipenapat coepKuT 0K010 54 Mr HaTpus Ha (py1akoH ¢ Jo3upoBKo# 500 MT, UTO PKBUBAJICHTHO
2,7% ot pexoMeHoBaHHONH BO3 MakcuMaibHONW CYTOYHOM JI03bI HATPHUs IS B3POCIBIX,
cocTaBsionie 2 1, ¥ 0kojo 11 mMr Ha dutakoH ¢ go3upoBko#t 100 mr, uto sxBuBasieHTHO 0,55%
OoT pekoMeHgoBaHHOM BO3 wMakcUMallbHOM CYTOYHOW J03bI HATpHUsl IS B3pOCIBIX,
COCTABJISIIONIESH 2 T.

BisiHuie Ha cITOCOOHOCTH YIIPABJIATH TPAHCIIOPTHHIMH CpeIcTBAMME, MeXaHU3MaMU
Biusnue mneMeTpekce/la Ha CHOCOOHOCTh YIPABISITH TPAHCIOPTHBIMH CpPEJACTBAMH HE
u3yuajgoch. OAHAKO OTMEYaoCh, HYTO TIEMETPEKCEe]] MOXKET BbI3BIBATH IOBBIMICHHYIO

YTOMIIACMOCTD. HOSTOMy MMalUCHTOB, Y KOTOPBIX Ha6n}0z[aeT051 IMMOBLIICHHAS YTOMJEACMOCTD,
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MeXaHU3MaMH.
dopma BhIIyCKaA

JIwodunuzat 1 MPUTOTOBJICHHS pacTBopa st uHdy3ui 100 mr, 500 wmr.

Iepsuunasn ynaxosxa nekapcmeenHoco npenapama.

ITo 100 mr, 500 Mr memeTpekceaa B CTEKIAHHBIC (PIaKOHBI BMECTUMOCTHIO 10 Mt wt 50 Mt
u3 OeciBeTHOro crekia 1 rugponutuueckoro kiacca | Tuma. OIakoHbI TepMETHUHO
VKYIOPHBAIOT PE3UHOBBIMM IpoOKaMHM JUII HHBEKIMOHHBIX pAcTBOpOB, oOKaThble
ATFOMHHHUCBBIMHU KOJITAYKAMH C TPEJOXPAHUTEIBHBIMH TUIACTMACCOBBIMHU KPBIMICUKAMH THITA
«flip-off». Ha xaxpiii irakoH HaKICUBAIOT STUKETKH U3 OyMaru STHKETOUHOW WJTH THUCUEH
WIH U3 TIOJMMEPHBIX MaTePHAJIOB, CAMOKJICSIITHECSL.

Bmopuunas ynaxosxa nexapcmseHnozo npenapama.

ITo 1 ¢nakoHy ¢ npemapaToM BMecCTe ¢ HHCTPYKIMEH IO MEAMIMHCKOMY IPUMEHEHHIO
IIOMEMIAIOT B MAYKY U3 KapToHA JUIS MOTPEOUTeIbCKON Taphl HOATPYII XPOMOBBIM MU XpOM-
ap3all WK APYToro aHAJIOTHYHOTO kadecTBa. 1[auky MOMEINAOT B IPYIIIOBYIO YIAKOBKY.

ITo 50 unu 100 pakoHOB ¢ MpenapaToM U PABHBIM KOJHYESCTBOM HHCTPYKITUH MOMEIIAIOT B
KOpoOKY U3 KapTOHA C MEPEropoaKaMH JUIsl HOTPeOUTEILCKOM Taphl HOATPYIII XPOMOBBIH WM
XpOM-3p3all WJIH IpYToro aHaJIOTHIHOTO KauecTBa (JUIsI cTaiiuoHapoB). Ha kopoOky u3 kapToHa
HAKJIEHBAIOT STUKSTKY U3 OyMaru STHKETOUHOH MM MUCYSH WIIH U3 TOJIUMEPHBIX MaTepHAJIOB,
camokJiesyrocst. KopoOku U3 kapToHa MOMEMIAIOT B TPYIIIOBYIO YIIAKOBKY.

Y ciioBus XpaHeHusn

[Ipu Temmnepatype He Bbime 25 °C.

XpaHUTH B HEAOCTYIIHOM UL IeTeH MecTe.

Cpok rognoctn

3 rona.

He ucrmosib30BaTh 10 HCTSUSHUH CPOKA TOTHOCTH.

Y ciaoBus oTnycka

OTIycKaloT 10 peLenTy.

IIpouzBomuTe H

AO «®apmacunte3-Hopa», Poccus.

FOpuouueckuii aopec: 194356, r. Cankt-lletepOypr, nopora B Kamenky, 1. 74, nom. 1-H
Aopec npouzeoocmeennoii ntowjaoxku: v. Cankt-lletepOypr, mopora 8 Kamenky, 1. 74, mut A.
Baageneny — perucTpallMoHHOTO  yJaocToBepeHUs/OpraHmszaipis,  NPHHUMAKONIAS
TpeTeH3HH TOTPeOUTeIel:

AO «®apmacunte3-Hopay, Poccus,
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194356, r. CaukTt-IletepOypr, nopora B KameHky, . 74,':5%?311-&{‘168'&.[[5“ bHOCTG 0002)

Temn.: 8-800-100-15-50

www.pharmasyntez.com

[IpencraButens

AOQO «®apmacunres-Hopa» H.IO. Mamsix
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