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OBILASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA "4

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Hakap6a3un-JIDHC, 100 mr, nuodwimsar Ajiss IpUTOTOBICHHUS PacTBOpA I BHYTPUBEHHOTO
BBEJICHUSI.

Haxap6azun-JIDHC, 200 mr, nuodunuzar Uisi NPUTOTOBICHUS PacTBOpa i BHYTPUBEHHOI'O

BBCACHUS.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB
JleiicTByromee BeecTBo: fakapOa3uH

Jakap6azun-JIDHC, 100 Mr nuodwunavsar s OPUTOTOBJIEHUS DPACTBODPA Ul BHYTPUBEHHOLO

BBCICHHUA

Kax it gpmakon cogepxkut 100 mMr gakapOa3uHa.
Kaxnaplii mu1 pactBopa mocinie pactBopeHus B 10 Ma Boabl il MHBEKUMH cofepkuT 10 mr
nakapOa3uHa.

Jakap6a3zug-JIDHC, 200 mr, nuodmiansar Uil IPUTOTOBIECHUS PAacTBOPAa JUISI BHYTPHUBEHHOIO

BBCICHUA

Kaxnpriii makon cogepxxut 200 mr gakap6azuHa.
Kaxnaplii mu1 pactBopa mociie pactBopeHus B 20 M Boabl Uil MHBEKUMH comepkuT 10 mr

JnakapOa3uHa.

[TonHbIi mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBECH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
JInodunuzar 111 NpUrOTOBJICHUS pacTBOpA /JIsl BHYTPUBEHHOTO BBEIACHHUSL.

[opucrast macca ot Genoro 710 Gesoro ¢ KeNTOBATHIM HIIM PO30BATBIM OTTEHKOM IIBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zanusi K NPUMEHEHUIO
[Ipenapar [lakap6a3zun-JIDHC nokas3an Kk NpUMEHEHHUIO y B3pOCIBIX U JIeTel crapie 15 yet mo
MOKA3aHUSAM:
- [Ipu meTacTazupyroniei 3J10Ka4eCTBEHHON MEJTaHOME
- B cocraBe KOMOMHMPOBAHHOI Teparuu:
o IpU pacIpocTpaHeHHOM JuMporpanynemaTose (0ose3nn X0oKKUHA)

o pacIpoOCTpaHEHHOW CapKOMe MSITKUX TKaHEW Yy B3pPOCHBIX (32 HCKIIIOUYEHHUEM
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ME30TeINOMBI, capkoMbl Kanorn)

4.2. PexxuM 103MpOBaHNs U C1IOCO0 MPUMEHEHUs!

Jleuenne nakap0Oa3sMHOM JIOJDKEH OCYIIECTBJISITH Bpady, MMEIOLUM OMNBIT MPOBEACHUS
IPOTUBOOITYXOJIEBOM XMMHUOTEpANUU, B YCIOBUSX, MO3BOJIIONMX OOECIEUUTh PETYJISPHBIN
KOHTPOJIb KIIMHUYCCKHX, OMOXMMHYECKAX M T€MAaTOJIOTMUECKHX [TOKA3aTelIed KaK BO BpEMs, TaK
" MTOCJIC OKOHYAHUA Kypca JICUCHUS.

PexxuM 103upoBaHus

Hwxe npuBoaaTcst 00BIYHO UCTIONb3YyEMbIE CXEMbI TEpaIyu.

[Ipu mnoxbope WHIMBHUAYATBHOTO JIGUEHUS! CIIEAYeT TIOJb30BAaThCsl JAHHBIMH  CHELHAIbHOM
MEIULUHCKOU JINTEPATypPBl.

3nokauecmeennas meraHoma

Jlakap6a3uH MOKET MPUMEHSTECS B MOHOTEpAITHH BHYTPUBEHHO B 7103¢ 200250 MI/M? OBEPXHOCTH
Tela B CyTKM B TeueHuWe 5 el kaxzaple 3 Hemenu. Ilpemapar BBOAAT OOMIOCHO WM B BHUJE
HernponomkuTenbHor (15-30 mMun) uHdy3un. Takke BO3MOXKHO BBEJCHHE Iperapara BHYTPUBEHHO
MHQY3HOHHO B 703¢ 850 MI/M’> MOBEPXHOCTH TeNla B MEPBBIA JIeHb TEpAlHH U Jaiee OJHOKPATHO
KaXIpble 3 HEeH.

bonesnv Xoosckuna

Jlakap6asyH NPUMEHSIOT B CyTOYHOH 03¢ 375 MI/M? TIOBEpPXHOCTH TeNa BHYTPHBEHHO KAXKIbIE
15 mHel B KoMOWHAIMY C JOKCOPYOUITMHOM, OJICOMUITMHOM 1 BUHOMacTHHOM (cxema ABVD).
Capkroma msacKux mkaueu

IIpn capkoMe MSATKHX TKaHEW y B3pPOCIBIX IpErnapar MPUMEHSIOT BHYTPUBEHHO B CYTOYHOM J103€
250 Mr/mM* MOBEPXHOCTH TeNa B IHU 1-5 Kakible 3 Hele B KOMOMHAIMH ¢ JIOKCOPYOHIIMHOM (CXeMa
ADIC).

B mporecce nedeHus: nakapOasMHOM HEOOXOIMMO PETYIISIPHO IMPOBOIUTH KOHTPOJH (hOPMEHHBIX
3JIEMEHTOB KPOBH U IOKa3aTenel (pyHKImu neyeHu u rnodek. [1ockonbKy mpu Tepanuu 1akapOasuHoM
YacTO BO3HMKAIOT TSDKENbIE MOOOYHBIE PEAKIMH CO CTOPOHBI JKEITyHOYHO-KHIIEYHOTO TpPAaKTa,
PEKOMEHIYeTCsl  Ha3HAauYeHWe Tepalnuyd  IPOTUBOPBOTHBIMH  CPEICTBAMHM U NPOBEACHUE
MOJ/IEPKUBAIOIINX MEPOPUATHN.

BBy BOBMOMKHBIX TSDKENBIX HApyIIEHHH (YHKIMH KETyJOYHOTO-KUIIEYHOTO TPAKTa M CHCTEMbI
KPOBETBOPEHUS Tepe]] HayajJoM KaKIOTO IMKJIA TEpalnuu JakapOa3MHOM CIEAYET IPOBECTH
THIATEJIPHYI0 OLICHKY COOTHOILLUEHMS OKMAAEMOW ITOJIb3bl JIEYEHHS K BO3MOXKHOMY PHCKY IS

MMaIUEHTA.
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YUETOM XapakTepa M CTaaud 3a00NIeBaHUs, MPOBOIUMON TEepariy, OTBETA HA TEPAIUIO, MOOOYHBIX
addekToB.

[Tpu pacnpoctpaneHHoM JmMdorpanyinemaro3e (0one3Hr XOMKKHHA) OOBIYHO PEKOMEHITyeTCs
Ha3Ha4uTh 6 HUKIIOB Tepanuu 1o cxeme ABVD. [Ipu MeTactazupyroliei 310ka4eCTBEHHON MEJTaHOME
U paclpOCTPAHEHHOM CapKOME MSATKHX TKaHEW JJIMTENBHOCTh TEpalmuH OIpPEACsIeTCsS e
3 )EeKTHBHOCTHIO ¥ IEPEHOCUMOCTHIO B K&XKIOM KOHKPETHOM CITy4ae.

Oco0rIe I'pynIbl TanMEHTOB

Tayuenmol ¢ noueyHol/nevyeHouHol HedOCMAamo4YHOCbIO

[Tpu HemocrarouHOCTH (YHKIIMM TIOYEK WM TICYCHU JISTKOW WM CpeTHEeW CTETIeHH IO OTIETBHOCTH,
KOppEeKIus 036l TakapOa3uHa 0ObIYHO HE TpeOyeTcs. Y MalMeHTOB ¢ COYETAaHHOM HETIOCTaTOYHOCTHIO
(YHKIIMM TIOYEK ¥ TICYCHHW BBIBEACHHE JakapOa3vHa 3aMeUICHO, OJHAKO B HACTOSIIEE BpeMsl HE
CYILIECTBYET KOHKPETHBIX PEKOMEH/IAIIHI IO CHIDKEHHIO JI03bI TIperapara y TakuX MalieHTOB.

Jluya noscunozo 6ospacma

BBumy orpaHM4eHHOrO OmbITa MPUMEHEHUs JakapOasuHa Y TOXWIIBIX JIFOJEH ClielUaIbHbIC
PEKOMEH/IAIMH TI0 PUMEHEHUS TIperiapara y JaHHON KaTeropuH TaIllHeHTOB OTCYTCTBYIOT.

Heru

bezomacHocth u 3ddextuBHOCTE [lakapbazun-JIDHC y nereit B Bo3pacte or 0 mo 15 ner He
ycTaHoBleHbl. J[aHHbIE OTCYTCTBYIOT. CriennaibHbIe peKOMEHAIMH 110 IPUMEHEHHIO JakapOa3iHa B
NIeIMATPUICCKON BO3PACTHOM TPYIIE HE MOTYT OBITh JaHBI JI0 MOTyYCHUSI JTOTIOTHUTEITBHBIX JAHHBIX.

Croco0 IIpuMeHeHus

[Ipenapar NpUMEHSIOT BHyTPUBEHHO.

[Ipenapar HEOOXOMMIMO BBOIWUTH C OCTOPOKHOCTBIO, YTOOBI MPEIOTBPATUTH €T0 AKCTPABA3AIIUIO,
KOTOpasi MOJKET BBI3BIBATH OOJb JIOKAJIBHOTO XapakTepa M MOBPEXICHHWE MSTKUX TKaHei. B ciyuae
9KCTpaBa3allid HEOOXOAMMO HEMEUIEHHO MpPEKpaTUTh BBEIEHHE, OCTaBILIYIOCS 103y Npernapara
CJIEAyeT BBECTH B IPYTYIO BEHY.

Jlo3s1 10 200 Mr/M> BBOIST BHYTPUBEHHO MEUIEHHO CTpyiiHO. Bonbmme 10351 (o1 200 10 850 Mr/m?)
CJIeyeT BBOAUTH BHYTpUBEHHO MH(]Y3HMOHHO B TeueHue 15-30 munyT. [lepen BBeneHreM mpemnapara
peKoMeHTyeTcs yOeaUThcs B MPOXOAMMOCTH BEHBI MyTeM cTpyiiHoi uHbekimu (5-10 m) 0,9 %
pacTBopa HaTpusl XJopuaa wim 5 % pacTBopa JeKCTPO3bl. ITU Ke PaCTBOPHI CIIEAYET UCIIONB30BaTh
TUTSL YIAJICHUS] OCTABIIIErOCs Tperapara 3 CUCTEMBI TIOCIIe OKOHUAHHS BBEICHUIS.

PactBop npemapara gozuposok 100 1 200 Mr, BOCCTaHOBIIEHHBIN BOJOH /17151 UHBEKIINH (KOHIICHTPAITHS
10 Mr/™MIT) ¥ TOTOBBIH K TIPUMEHEHUIO 0€3 JaTbHEHUITIETO pa30aBIeHus, SIBISETCS THIIOOCMOTHYECKUM

(oxom0 100 MOcMOITB/KT) M TIO3TOMY JIOJKEH BBOAUTHCS ITyTEM MEIJICHHON BHYTPUBEHHON MHBEKIIUH
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OOJTIOCHOTO BBEACHHUS IPOJOJDKUTEIEHOCTHIO B HECKOJIBKO CEKYH/I.

Mepwi  npedocmopodicHocmuy, npunumaemvie neped NpPUMEHEHUeM Npenapama uiu  npu
obpawenuu ¢ HUM

Nudopmarnus mo paboTe ¢ MUTOTOKCHYECKUMU TIperapaTaMu MpuBeieHa B pasnuene 6.6.
WNHCTpyKIMIO MO TPUTOTOBJICHHIO JIGKAPCTBEHHOTO IMpernapara mepel] MPUMEHEHHEM CM. B
paszene 6.6.

4.3. [IpoTuBONOKA3aAHUS

- TUIIEPUYBCTBUTEIBHOCTh K JaKapOa3uHy WU K JIF0OOMY K3 BCIOMOTaTeNbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazjene 6.1

- 06epeMEeHHOCTh M MEPHOJ IPYTHOTO BCKaPMITUBAHHS

- JIEHKOTICHHSI ¥/WJTH TPOMOOIIUTOTICHHUS

- TSDKEJIast IEYeHOYHAs WM TI0YeYHas! HeIOCTaTOYHOCTh

4.4. OcoOble yKa3aHUs U MepPbI MPeTOCTOPOKHOCTH NPH MPUMEHEHUN

Jlakap6a3uH TPUMEHSIOT C OCTOPOXXHOCTBIO TIpH MHUeJocyrnpeccud (B T.4. Ha ¢oHe
COTYTCTBYIOIIEH JTy4€BON U XUMHOTEPAITUH ), OCTPhIX HH(PEKIIMOHHBIX 3a00JICBAaHHUSIX BUPYCHOM (B
T.4. BETpPSHAsl OCIa, OMOSICHIBAIOIIMI JIUIIAK), TpUOKOBON MM OaKTepHaTbHON NMPHPOABI (PUCK
BO3HUKHOBEHHUS TSDKEITBIX OCIIOKHEHHI M TeHepaTN3aIliy MPoIiecca), IPH COMYTCTBYOIIEH JTydeBOn
Tepanuu.

B cnyuae BbisiBIeHUS TpU3HAKOB (DYHKIIMOHAIBHBIX HApYyIIEHUH NIEUeHU, MIOYEK, UM CUMIITOMOB
pPa3BUTHS peaKlHii TUIEPYYBCTBUTEIHHOCTH BBEIECHUE Tperapara JOJKHO OBITh HEMEIJICHHO
npekpaiieHo. [Ipy BOSHUKHOBEHHH OKKJIIO3UW BHYTPUIICYCHOUHBIX BEH JaJbHEUINAs Tepamus
nakapOa3MHOM MPOTUBOIIOKA3aHa.

Jleyamuii Bpad JOHKEH YYUTHIBATh BOSMOXKHOCTh MPOSIBIICHUS PEAKUX TSHKETBIX OCIOKHEHUN B
XOJIe JICUCHHsI, CBS3AHHBIX C PA3BUTHEM HEKpO3a MEYEHOYHON TKAHHW BCIEACTBHUE OKKIIO3HMH
BHYTPUIIEYEHOUHbIX BeH. [IpuHMMas BO BHHMAaHHE CyIIECTBOBAHHE TIOJOOHOTO PpHUCKA,
HEOOXOAMMO YacTO MPOBOAUTH MOHUTOPUHI (PYHKIMHM M Pa3MEpOB IEUEHH, a TaK)Ke aHau3
dbopMynbl KPOBH, B OCOOEHHOCTH 303WHO(GMIOB. B eAMHUYHBIX Cllydasx MpU MOJO3PEHUU Ha
(dbopMupoBaHUE OKKITIO3MH BHYTPHIICYCHOYHBIX BeH 3()D(PEKTUBHON OKa3bIBANIACh PaHHSIS TEpaIus
BBICOKUMH J103aMH TJIIOKOKOPTUKOCTEPOUIOB (Hampumep, ruapokopruzoHom 300 mr/iaeHb) B
KoMOMHaMK ¢ (GUOPUHOIUTUKAMH (B YACTHOCTH, TEMApPUHOM WJIM TKAHEBBIM aKTHBAaTOPOM
MJIa3MUHOTeHA), WK 0e3 HUX.

JlnurenpHas Tepanus MOXKET MPUBOIUTE K KyMYISITUBHOMY 3 (HEKTy TOKCUYECKOTO ACHCTBUS HA

(YHKIMIO KOCTHOTO MO3Ta.
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YpOBHSI JIEHKOIIMTOB, JSPUTPOLIUTOB U TpPoMOONHUTOB. HapymieHuss remorno’s3a BCIEICTBUE
TeéMaTOTOKCHYHOCTH MOTYT IOTPeOOBaTh BPEMEHHOW MPUOCTAHOBKH WM OTMEHBI TEparTHH.
OKcTpaBazaluss BO BpeMsl BHYTPUBEHHOIO BBEACHHUS Ipernapara MOXKET MPUBOIUTH K
MOBPEXACHUIO OKPYXAIOMIMX TKaHed W cuiibHOM Oonu. [lpu mosiBleHMM mepBbIX MPU3HAKOB
OKCTpaBazamuu (OKEHHWE WU OOJIG3HEHHOCTh B MECTE€ BBEICHHUS) BBEICHHE IIperapara
HEOOXOAMMO HEMEITIEHHO MPEeKpaTuTh. OCTABIIYIOCS 103y CIEAYET BBECTH B IPYTYIO BEHY.
HeobOxomumo wu3berarh COBMECTHOTO TPUMEHEHHs JakapOa3nHa W (EHUTOMHA, IOCKOJIBKY
CHI)KCHUE BCachlBaHUS (PEHUTOMHA B JKEITYIOYHO-KHMILIEYHOM TPAKTE MOXKET CIPOBOLIMPOBATH
cymoporu  (cm. pasgen  4.5). Jlakap6a3uH  oOmagaer = yMEPEHHO  BBIPAKCHHBIM
UMMYHHOCYTIPECCUBHBIM JieiicTBHEM. [I[puMeHeH e )KUBBIX BAKIIMH y MAIUEHTOB C OCIa0ICHHBIM
MMMYHHUTETOM B pe3yjibTaTe XMMHOTEPAIIuU, HallpuMep, JakapOa3uHOM, MOXKET BbI3BATh PAa3BUTHE
TSOKENBIX HMHQEKIM ¢ BO3MOXKHBIM JIETAIbHBIM HucXofoM. IloaTomy BO BpeMms Tepanuu
nakapOa3MHOM cienyeT M30eraTh BaKIMHAIIMK JKUBBIMU BakKIWHamu. Kak TpaBHIIO, KUBBIC
BaKIIMHBI PEKOMEHIYETCS MPUMEHSITh C OCTOPOKHOCTBIO TMOCTE OKOHYAHHS XUMHOTEPAIUU:
BaKIIMHALIMA MOXET OBITh MPOBE/ICHA Y MAIlUEHTOB MPU HAIWYUU PEMHUCCHH UITUTEIHHOCTHIO HE
MeHee 12 MecsleB W mpuemyieMoM 4Yuciie JiedkoruToB (>1500/mki). Bo3MokHO mpuMeHeHue
WHAKTUBHUPOBAHHBIX BakiMH. COBMECTHOE MPUMEHEHHE C (DOTEMYCTHHOM MOXET BBI3bIBATH
OCTPYIO JIETOYHYH) TOKCUYHOCTH (OCTPBIA PECHUPATOPHBIA AUCTPECC-CHHIPOM), CHOCOOHBIN
OpPUBECTH K JieTaJbHOMY wHcxoay. JlakapOa3uH He cienyeT MpPUMEHSTb COBMECTHO C
doremycturom. [IpumeHenue nakapOa3rHa BO3MOXKHO HE paHee, YeM uepe3 Helnenro Iocie
BBeZICHUS (POTEMYCTHHA.

Bo Bpemsi mpoBeneHHS XUMHOTEpanmuH JakapOa3wHOM HEoOXoAMMO u30erarh mpuéma
TeraToTOKCUYHBIX MPENapaToB U ajKoTroJIsl.

4.5. B3aumopaeiicTBMe ¢ [PYrHMH JIEKAPCTBEHHbIMH MNpenapaTtaMM W JApyrue BHAbI
B3aUMOJAeHCTBUSA

JakapOa3uH XMMHYECKH HECOBMECTHUM C TEMapHHOM, THAPOKCHKOPTHU30HOM, L-IUCTEHMHOM H
HaTpHs TUIPOKAPOOHATOM.

[Ipu npumeHeHuu nakapOa3vHa BO BpeMsl WIHM TOCJIE OKOHYAHHUS JICUEHHUS, OKa3bIBAIOIIETO
BIMSIHHE Ha TeMOmod3 (B OCOOCHHOCTHM B cllydae Tepanmud JPYTUMH [HUTOCTATUYCCKUMHU
npernaparamu, JTy9eBOU TEParuu), BOSMOXKHO YCHUICHUE MUEIOTOKCUIECKOTO CHCTBHUS.
Jakap6a3un Merabonu3upyeTcs mpu ydacTuu wu3odpepmerTtoB mnuroxpoma P450 (CYP1Al,
CYPI1A2 u CYP2EI), uTo HEOOXOMUMO YUUTHIBATH IPH €TI0 COBMECTHOM HA3HAYCHHUH C IPYTUMHU
mpernaparamMu, MeTaboIM3M KOTOPBIX OCYIIECTBISIETCS] TEMU ke (pepMeHTaMU ITEYCHH.

Jlakap6a3uH MOXET yCHUIIMBATh JEHCTBHE METOKCUIICOpalieHa BCIEICTBHE (DOTOCCHCUOMIN3AIIUH.

5
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PUCKOM Pa3BUTHUS TSIKEIBIX U MOTCHIMAIBHO KU3HEYTpoXxKaronux nHpeknmii. JKuBbie BUPYCHBIC
BaKI[MHbl PEKOMEHJIYETCSl MPUMEHSTh C OCTOPOKHOCTBIO IOCJIE OKOHYAHUS XUMHUOTEPAIUU:
BaKIIMHALIMA MOXET OBITh MPOBE/ICHA Y MAI[MEHTOB IIPU HATMYUU PEMUCCUH HEe MeHee 12 mecseB
1 puemiieMoM uuncie auMmdonutos (>1500/mki). [To BO3MOKHOCTH pEKOMEHTYETCsI IPUMEHECHHE
WHAKTUBUPOBAHHBIX BakluH (cM. paznen 4.4). [Ipu OHKOIOTHYECKUX 3a00JIEBAaHUSAX TMOBBIIICH
pHUCK TpomM003a, TOITOMY PACIPOCTPAHCHHON MPAKTUKOU SBISICTCS] aHTUKOATYJISTHTHASL TepaIusl.
[Ipy npuMeHEeHUM TMepopajIbHBIX AaHTUKOATYJISHTOB HEOOXOIMMO dYalle KOHTPOJIMPOBATh
MEXIyHaponHoe HopManu3oBaHHoe oTHomenne (MHO) B cBiI3m ¢ BBIpaKCHHOMU
BapraOeIbHOCThIO TIOKA3aTeiel CBEpPTHIBAIOIICH CIIOCOOHOCTH KPOBH y JaHHOM TpYIIIBI
MalMEeHTOB, a TakXX€ BBUIY BO3MOXHOTO B3aUMOJEHCTBHUS MEXKIY AaHTHUKOATYJISIHTAaMU U
nuToctaTukamMu. COBMECTHOE NMpPUMEHEHHE C (EHUTOMHOM MOMKET HPHUBOAWUTH K CHIKEHUIO
BCAChIBaHMs TIOCIEAHETO B JKEITYIOYHO-KHMIIEYHOM TpPaKT€ U IMPOBOLUPOBATH CYAOPOTH (CM.
paznen 4.4). JlakapOa3uH cjlenyeT MPUMEHSATh C OCTOPOKHOCTHIO B ClIydyae KOMOHWHAIMH C
LIUKJIOCTIOPUHOM U B HEKOTOPBIX CIYUYasiX C TAKPOIMMYCOM, MOCKOJIbKY JaHHBIE MTpenaparbl MOTYT
BBI3bIBATh YPE3MEPHYI0 IMMYHOCYIIPECCHUIO U JInMponponudepanurio.

CoBMecTHOE TpUMeHEHHE ¢ (OTEeMYCTHHOM MOKET BBI3BIBATH OCTPYIO JIETOYHYIO TOKCUYHOCTH
(ocTpBlit pecpaTOpHBIN AUCTpecC-CUHIPOM). [lakapOa3uH He clieyeT IPUMEHSATh COBMECTHO C
¢doremycturoMm. [IpumeneHue nakapOa3uHa BO3MOXKHO HE paHEe uYeM uepe3 HeNeNo IocIie
BBEJICHUsI (POTEMYCTHHA.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

KOHTDaHeHHI/I}I Y MYKYHUH U XXCHIIIUH

MyX4rHaM U KEHIIMHAM BO BpeMs Tepanmuu JakapOa3uHOM M B TEUEHHUE 6 MECSIIeB IOCIe ee
3aBEepIICHUS] HEOOXOIUMO HCIIOIB30BaTh HAJCKHBIC CPEICTBA KOHTPAIICTIIUH.

KeHIMHEBI ¢ ASTOPOIHBIM ITOTSCHITNAIOM

)KeHH_II/IHI:I I[GTOpOI[HOFO B03paCTa BO BpeM}I JICUCHUA HpenapaTOM JOJIDKHBI HCIIOJIB30BAaTh
HaOCKHBIC Cpe,Z[CTBa KOHTpaI_IGHI_II/II/I.

B cnydae HactyruieHus: 6epeMEHHOCTH KCHIIWHBI JOHKHBI Cpa3y COOOIIUTH 00 3TOM CBOEMY
JieqaieMy Bpauvy.

bepemeHHOCTD

B JOKIIMHUYCCKUX HCCICIOBAHUAX 6]:1)10 IIOKa3aHo, 4TO ;[aKap6a3HH 06J1a1[aeT MyTaFeHHI:IM,
TEPaTOTCHHBIM U KAaHIICPOTCHHBIM JeicTBUeM. CyIIeCTBYeT PUCK TEPATOr€HHOTO BO3JIEHCTBHS
npenapara Ha TI0/.

Jlakap6a3uH IpOTUBOIOKA3aH BO BpeMs OepeMeHHOCTH (cM. paszen 4.3).

JlakTanus
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BCKapMJIMBaHWW, Ha BpeMs JICUCHHs JakapOa3WHOM TPYyAHOE BCKapMIIMBaHHE HEOOXOAMMO
IPEKpaTuTh (CM. pasznen 4.3).

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHHU3MaMH

[Ipumenenne nakapOa3vHa yBEIMYUBAET PUCK BO3ZHUKHOBEHUS TOITHOTBI, PBOTHI U TIPOSBICHUS
HEBPOJOTHYECKUX CHMIITOMOB, BIHUSIOMIMX HA CKOPOCTh peakiuu. [larmeHTam HeoOXoammo
u30erarb YIpaBlIeHUsS TPAHCIOPTHBIMH CpEICTBAMU M 3aHATHH JIPYyrMMHM MOTEHLHAJIBHO
OMACHBIMH BUJAMH JEATEIbHOCTH, TPEOYIOIIMMHU TOBBIIMIEHHOW KOHIEHTpPAllMd BHHUMaHUS U
OBICTPOTHI ICUXOMOTOPHBIX PEAKITHA.

4.8. He:xkenaTesibHbIE peaKIIUU

Pesrome mpoduiist 0e30nacHOCTH

HaunGonee wyacteiMu m000YHBIMH dS(dekTamMu Tpu TPUMEHEHUH JakapOa3uHa SBISTFOTCS
HAPYIICHUS CO CTOPOHBI KETyIOTHO-KUIIIEYHOTO TPAKTa (AHOPEKCHSl, TOITHOTA M PBOTA), a TAKKE
CO CTOPOHBI CHUCTEMBI KPOBETBOPCHHUs (aHEMUS, JICHKOMECHHS, TPOMOOIUTOIICHUS), MPHUEM
MOCIIEHIE HOCST J0303aBHCUMBIN U OTCPOUEHHBIM XapakTep, YacTo NOCTHras MaKCHUMalbHBIX
MIPOSIBIICHUI TOJIBKO Yepe3 3 — 4 Helenu Mocje MPOBEICHHOW XUMHUOTEPANuH. | puIimononooHsie
CUMIITOMBI, TAKHUEC KaK YIIaJOK CHJI, O3H06, JIMXopaaka u 60.]'[]: B MBIIINAax, HHOIraa OTMEYAarOTCsa BO
BpCEMs BBCIACHUSA z[aKap6a3HHa 1 4aCTO B TCYCHUEC HECKOJIBKHUX Z[HGﬁ II0CJIEC BBCACHUS. I[aHHBIG
peaky MOTYT MOBTOPATHCS MPHU MOCIEAYIOIUX HHDY3UAX.

B peaxux ciydasx cooOIianoch 0 HEKpO3e MEeYEHH BCIEICTBUE OKKIIIO3MHM MEUEHOYHBIX BEH
(BEHOOKKJIIO3MOHHOM 0OJI€3HH MEYSHM) MOCIe MPUMEHEHHs JakapOa3ruHa B MOHOTEpAINluu Wi B
KOMOMHUPOBaHHOH Tepanuu. Kak mpaBuio, 1aHHBIH CHHIPOM BO3HUKAJI BO BpeMs BTOPOT'O Kypca
tepanud. CUMOTOMBI BKJIIOYATM JIMXOPAJAKY, 303MHO(UINIO, OOJb B JKUBOTE, YBEJIMYCHHE
pa3MepoB MeUeHH, KENTYXY U IIOK, OBICTPO MPOrPEeCCUPYIOIINE B TEUEHNE HECKOJIBKIX YaCOB MU
nHel. B cBs3M ¢ HanmuuueM cooOIICHHsI O JIESTATHPHOM HCXO/E TIPH JICYCHUH CIeyeT COONI0aaTh
0COOyI0 OCTOpPOXKHOCTH (cM. pasmen 4.4). PasapaxenHne B MecTe BBEIACHHS M HEKOTOPBIC
CHUCTEMHBIE TOOOYHBIC PEAKIUA MOTYT OBITh OOYCIOBICHBI OOpa3oBaHWEM TIPOAYKTOB
dboTonerpaaaum.

HaPGCTe?)I/IH U TUIICPCMMUA JIMlla MOTYT Ha6HIOI[aTBC$I BCKOPC MMOCJIC BBCACHUS.

Penxo HaOmomanuch amiepruuyeckhe PEeakiuud CO CTOPOHBI KOXKH, MPOSBISIFONIMECS B BUJC
SPUTEMBI, MaKyJIOMAIyJIE3HO! ChIMU, KPAITMBHULIBI.

DKcTpaBazalus Mpenapara MOXKET BbI3BAaTh OOJb B MECTE BBEICHHUS W HEKPO3 OKPYKAIOLIMX
TKaHEH.

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIIUN




Yactora HeXelaTeIbHbIX
Ouenp yacto (>1/10)
Yacro (=1/100, o <1/10)
Hewacto (>1/1 000, Ho <1/100)
Penxo (=1/10 000, no <1/1 000)

Ouenb penxo (<1/10 000)

peaxkuuit

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

—_—

ot 15.04 2026 N= 7633

yrasapa 5 d60ritinii |5 B ikl d i ikHiihei:

YacToTa HEH3BECTHA (Ha OCHOBAHHWH UMCHOIIUXCA JaHHBIX OLICHUTDH HGBOBMO)KHO).

HHCTPYMCHTAJIBHBIC TAHHBIC

CucTeMHO-OpraHHbBIN KI1acc Yacrora Hexenarenbabie 3 pexTh

Wudexun u nHBa3uu HEYacTo pa3BuTHE HHPEKIUI

Hapy1enwst co CTOpOHBI KPOBH M | 4aCTO aHeMUsl, ICHKOTICHHSI, TPOMOOLIUTOTICHHSI

TUM(paTHIECKON CUCTEMBI penKo MaHIUTOINEHHUS, arpaHyJIOLUTO3.

Hapymenus co CTOPOHBI | PEIKO aHa(pUIAKTHYECKHUE PeaKI[uu

WMMYHHOH CHCTEMBI

Hapymenust co CTOPOHBI | PEIKO rojoBHass 0Ollb, HapyIICHUE 3pEHUS,

HEPBHOW CHUCTEMBI CIyTaHHOCTh ~ CO3HAHWS,  JIeTaprus,
CyJIOpOTH, TTAPECTEe3Hs JIUIIA

Hapymenust co CTOPOHBI | PEIKO TUTIEPEMUS JIHIIA

COCY/IOB qJacrora TUNOTEH3Us (IIPU MPUMEHEHUH 103 BBILIE

HeH3BECTHA 850 mr/m?)

Hapymenust co CTOPOHBI | 9aCTO aHOPEKCHsl, TOITHOTA, pBOTA

KEITyOUHO-KHUILIEYHOIO TPAKTA | PEIKO auapest

Hapy1enwst co CTOpOHBI IEYSHH | PEAKO HEKpO3 NeYCHU BCJIC/ICTBUE

1 KEITYEBBIBOSILINX ITyTEH BEHOOKKJIIO3MOHHOW  OOJIe3HH  TEeYEHU
(OKKJTIO3UM  BHYTPHUIICYCHOYHBIX BEH),
cuaapoMm bamna-Kuapu (¢ BO3MOXKHBIM
JIETATBHBIM HCXOOM).

Hapy1menwst co CTOpOHBI TOYEK U | PEAKO HapylieHne QyHKIUN TOYeK

MOYEBBIBOJISIIUX ITyTEH

Hapy1enust co CTOpPOHBI KOXKH U | HEYACTO ayonenus, TUTIEPIUTMEHTALUS,

IMOJIKOXHBIX TKaHEH (hoToCeHCHMOMIM3AITUS KOXKHU

peaxo spuTeMa,  MakyJomnamyJjie3Has  ChIIb,

KpanuBHHULIA

OO0mre HapyIIeHHs ¥ PEaKkliy B | HEYacTO TPUIIITONO00HBIE CUMITTOMBI

MECTE BBEICHHUS penKo pa3apakeHue B MECTE BBEIICHUS

Jlaboparopubie U | penKo MOBBIIICHNE AKTUBHOCTU «II€UECHOUYHBIX)

dbepmeHTOB  (IIEIOYHOM
ATaHMHAMUHOTpPAaHC(Epas3bl (AJIT),
acapraramMuHOTpachepass (ACT)),
TIOBBIIIICHUE KOHIICHTPAIlU!
(JIAT) B

IIOBBIIICHUEC

docdarassl,

JIAKTaTAETUAPOTrE€HA3bI
CBIBOPOTKE KpOBH,

KOHICHTpAalMu Kp€aTUHNHA, MOYCBHUHBI
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JCNEOOBATENEHOCTE 0004)

TLI
Coo0111eHrEe 0 T0I03pEBAEMBIX HEXKEIATENbHBIX DeaKHI/IHg

BaxxHo coo0m1aTh 0 mMo103peBacMbIX HEXKENIATEIbHBIX PEAKIUAX MTOCIIE PErHCTPaIH Ipernapara ¢
[EeNbI0 O0ECIeueHus] HEMPEepPhIBHOIO MOHUTOPWHTA COOTHOIIEHHUS «IOJb3a — PUCK»
JIEKapCTBEHHOTO Tpernapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYETCSl COOOIIaTh O JIFOOBIX
M0JI03PEBAEMbBIX HEXKENATEIbHBIX PEaKIMsIX JIEKapCTBEHHOTO IMpenapara 4yepe3 HalMOHaJbHbIE
CUCTEMBI COOOINEHUsT O HEXKeNaTeNbHBIX PEaKIUsAX TOCYJapCcTB — UIeHOB EBpasuiickoro
YKOHOMUYECKOTO COI03a.

Poccuiickas @enepanust

®denepanphas Ciryx0a o Haa30py B cepe 3ApaBOOXPAHCHHS

Anpec: 109012, r. MockBa, CnaBsiHcKkas muiomanib, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas movra: pharm@roszdravnadzor.gov.ru wiam npr@roszdravnadzor.gov.ru.

Caiit B nHGOPMAIIMOHHO-TEIIEKOMMYHHKAIIMOHHOM ceTH «IHTepHeT»:
http://www.roszdravnadzor.gov.ru/
4.9. Ilepeno3npoBka
CuMIITOMBI
OCHOBHBIM OKHJAEMbIM OCJIOKHEHHEM IpU MEpeJOo3UPOBKE Ipemnapara SBISETCS TSHKEI0e
nojaBieHue (YHKIIMM KOCTHOTO MO3ra BIUIOTH 10 arla3ud, KOTOPOE MOXKET MPOSBISATHCS
OTCPOYEHO B TE€UEHHE 2 HEeJeNb IMOcie MpUuMeHeHus npenapara. KoHueHTpaus JeMKOUUTOB U
TPOMOOLIUTOB MOXKET JOCTUraTh MUHUMAJbHBIX 3HAYeHHM uepe3 4 Heneiau IMocjie BBeIeHUs
nakapOasuna. [Ipu mojgo3peHnn Ha nepeno3upoBKY HEOOXOJUMO JTOJITOBPEMEHHOE THIATEIbHOE
HaOII0ICHNE TeMaTOJIOTHYECKUX TToKasareneil. Takxke coo0Ianock 0 pUCKe pa3BUTHS TUIIOTCH3UN
TIpH IPUMEHEHHH J103 Bblle 850 MI/M>,
JleueHnue
Crernuduyeckuii aHTHAOT HEU3BECTEH.

JleueHne cUMIITOMAaTUYECKOE.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

®dapmakoTepaneBTHUecKasl TPYIa: MPOTUBOOMYXOJEBbIE CPEICTBA; AIKUIUPYIOIIME CPEJCTBA;
JIpyTue alKUIUpPYIOIIUe CPEICTBa.

Kon ATX: LO1AX04.

MexauusM aeiictus U dhapMakoaruHaMudeckre YO hEKTHI

Jakap6a3un — nurocrtatuueckoe cpeactso. [IporuBoomyxomneBbiit 3pdekr peanusyercs 3a cyer

dazoHecnenmMUIHOr0 WHTHOMPOBAaHUSA KJIETOYHOTO pocTta u monamBieHus cuHtre3a JIHK.
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Hakapba3uH Takke o0magaeT  aJKIWIHPYIOUIUM ': géﬁcrllrn‘gﬁr Ei';ﬁTE%UﬁﬁhJe:f "l "'Hf)ix'/me

IPOTHUBOOITYXOJIEBbIE AP PEKTHI.

CunraeTcs, 4TO MPOTUBOOIYXOJIEBOE JIEHCTBHE JakapOa3uHa, HE MPOSBISIOIIEr0 COOCTBEHHOM
aKTHBHOCTH, pEAJM3yeTCs 3a CYeT MHUKPOCOMAIbHOr0 N-IEeMETHIIMPOBAHUS B IICUCHH,
NPUBOAALICTO K OBICTPOMY 0Opa30BaHMIO AKTHBHBIX METa0OJIHMTOB: S-aMHHO-MMHIA30J1-4-
KapOOKcaMuaa 1 METUII-KaTHOHA, KOTOpBIe 00y CIOBIMBAIOT AJIKIWIMPYIOIIEe eiicTBUE pernapara.
5.2. apmakoknHeTHYECKHE CBOHCTBA

Pacnopenenenue

[Toce BHyTpHBEHHOT'O BBEJCHUS AakapOa3sHH OBICTPO pacmpenensercs B TKaHAX. CBs3bIBaHUE C
OenkamMM IUIa3Mbl cocTaBiseT okoilo 5 %. Kunermka mpemapara B IutasMe KpPOBH HOCHUT
nByx(a3HbI XapakTep: B NepBOi (aze (pacrpeneneHue) Nepuo MOTYBBIBEICHUS COCTABISET
okoJj10 20 MUH, TIEpUO/I TTOJTYBBIBEJICHUS B TEPMUHAIBHOU (aze — 0,5-3,5 u.

Buorpancdhopmarimsg

JaxapOa3uH, SBISIONMUICS HEAKTUBHBIM BEIIECTBOM, META0OIM3UPYETCS B TICUCHU TIPH YYACTHH
¢epmentoB CYP1Al, CYP1A2 u CYP2El muroxpoma P450 c oOpa3oBaHueM axkTHBHBIX
JEMETUIIMPOBAHHBIX COeAUHEHUN S-[3-(ruapokcuMeTu-1-3-MeTun-TpuazeH- 1 -uilumuaazon-5-
kapOookcamuna (ITMMTHUK) u 3-merun-(tpuazen-1-un)umunazon-4-kapbokcamuaa (MTHUK),
Jajnee KaTaIu3upyeMoro 10 S-aMUHOUMHUIa30J1-4-KapOokcaMua.

DIMMUHALIUA

Metabonu3upyeTcsi B  OCHOBHOM B TII€UEHH TIOCPEACTBOM THUIPOKCHIIMPOBAHUA U
neMeTuaupoBanus; okojio 20—50 % makapOa3rHa BEIBOIUTCS B HEM3MEHEHHOM BHUJIE TTOYKAMH 3a

CYET KaHAJIBIIEBOW CEKPELIUH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [Iepeuenb BcnoMorareJibHbIX BellleCTB
JINMOHHOM KHUCIIOTBI MOHOTUAPAT
JIumoHHOH KuCIOTEI MOHOTHAPAT (11 Koppekuuu pH)
ManHuTON (MAHHHT)
6.2. HecoBmecTUMOCTD
JakapOa3uH XUMHYECKH HECOBMECTHUM C TEMapHHOM, THAPOKCHKOPTHU30HOM, L-IUCTEHMHOM H
HaTpHsl THAPOKAPOOHATOM.
JlaHHBI JIEKApCTBEHHBIM Ipenapar HE CIeAyeT CMEUIMBaTh C JPYTUMHU JIEKapCTBEHHBIMHU
npernaparaMu, 3a UCKJIIOYEHUEM YIIOMAHYTBIX B paznene 6.6.
6.3. Cpok rogHocTu (CPOK XpaHeHHUs1)

3 rona.
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aneri | OCNEAOBATENEHOCTE 000

4)

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH X

XpaHUTh B 3alIUIIIEHHOM OT CBETa MECTE MpHU Temriepatype He Boiiie 8 °C.

6.5. XapakTep u coaepkaHue yNaKOBKH

I[To 100 mr wm 200 Mr aeHCTBYIOMIErO BeEMIECTBA BO (IAKOHBI CBETO3AIMTHOTO CTEKJIA
I rugponuTHYeckoro kiacca, BMECTUMOCTBIO 26,0 M, TEpMETHYHO YKYIOPECHHBIC MPOOKaMU
PE3MHOBBIMH, ¢ 0OKATKOW KOJaYKaMH aJIFOMO-TIACTUKOBBIMHU.

1 ¢makoH ¢ TUCTKOM-BKJIQIBIIIEM TOMEIIAIOT B MMAYKy U3 KapTOHA.

ITo 5, 10, 20 ¢rmakoHOB ¢ MpemaparoM BMECTE C JIMCTKOM-BKJIAJIBIIIEM MOMENIAIOT B TMAYKy C
MEepEeropoAKaMy WK CHEelHaIbHBIMU THE3JaMH U3 KapTOHA.

o 25, 30, 36, 50 nnm 72 ¢akoHa ¢ mpenapaToM ¢ paBHBIM KOJIMYECTBOM JIMCTKOB-BKJIA IbIIICH
MOMEINAIOT B KOPOOKY M3 KapTOHA (/7151 CTAIlHOHAPOB).

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YTWIM3ANMH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOI'0 NMpenapara, u Apyrue MAaHUILYJISIIHHU ¢ PenapaToM

ITpuroroByieHre pacTBOpa AJIsl BHYTPUBEHHOI'O BBSICHHUS

[TpurotoBneHre pacTBopa Mpenapara MPOBOIAT HEMNOCPEACTBEHHO Iepe]] €ro MPUMEHEHHEM.
Jakap6a3uH sBIsS€TCS CBETOUYBCTBUTENBHBIM TpernaparoM. lIpurotoBneHue u —copepaHue
npernapara, B TOM YHCIIe BO BpeMsl BBEACHUsI, HEOOXOMMMO MPOU3BOAUTH B YCIOBHSIX, MCKITFOYAIOIINX
BozzeiictBue Y@ cBera. Bo Bpemsi BBeleHHMs pacTBOp Iperapara JIODKEH OBbITh 3allMIIEH OT
BO3JCHUCTBUSA JHEBHOIO CBETa, HampuUMep, IOCPEACTBOM HCIHOJIB30BAaHHS  CHELUATBLHOIO
CBETO3AIUIIICHHOTO HH(Y3HOHHOTO Habopa u3 nmoMuBUHWIXIopHUaa. OObIdHBIN HAO0p 1y1s1 MHQY3HI
JIOJDKEH OBITh OOEpHYT B HempoHHLaeMyio st YO cBera (onpry wid IUieHKY. lIpuroroBnenue
pacTBopa mpernapara HeoOXOMMO MIPOBOIUTH C COOMIOICHIEM MPABUIT ACEIITUKH.

[Ipenapar nepen ucnonb3oBanreM pactBopsitoT B 10 mit (drakon 100 mr) nm 20 mi (dmakon 200 mr)
BOJIBI JIJIsI MHBEKIIUH 151 TOCTHKEeHUs KoHtleHTparmu 10 mr/mit (TuioTHocTh pactBopa p = 1,007 r/mi).
PacTBOp BBOIAT MEIIEHHO CTPYHHO.

[Tpu HEOOXOAMMOCTH MTPOBEACHUS BHYTPHBEHHOTO KAITETEHOTO BBEICHUS, IOTyUYCHHBIN PACTBOP 3aTEM
pazbasisiror 200-300 M1 0,9 % pactBopa HaTpus xjopuiaa win 5 % pacTBopa IIIIOKO3bI, ITOCIE Yero
OCYIIIECTBIISIOT BBEICHHE Tpenapara B BUJIe KOPOTKOM MH(Y3UH TPOJOIDKUTEIHHOCTIO 15—30 MuH.
[TpuroroBneHHBI pacTBOp TMpemnapara JIODKEH OBbITh MPO3pauHbIM W HE JIOJDKEH CONEepKaTh
HEpPaCTBOPEHHBIX YacTHIl. B MpoTHBHOM clTy4yae, pacTBOp MPUMEHSTH HEJTb3SL.

[Ipenapar mpemHa3HaYeH TOJBKO JJIsl OJHOKPATHOIO MpuMeHeHHs. Hewncrnonb3oBaHHBIA PacTBOp
npenapara J0JKeH ObITh YHUUTOKEH.

Mepbl IPeaoCTOPOKHOCTH, IPUHUMAEMBIC IIEpel MPUMEHEHEM Mpenapara Win O6DaH_I€HI/II/I C HUM.
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coOMIonaTh CTaHJApTHBIE MPOLETYphl, MPUHATHIE B OTHOIIECHHM IIMTOCTATHUKOB, OOJIaIaroIiux
MyTarcHHbIMH, KaHIIEPOTCHHBIMH W TEPAaTOTCHHBIMH CBOWCTBaMH. [lepex mpUMeHEHHEM
HEOOXOIMMO O3HAKOMHTBECS C TPaBHIAMH OOpamIeHHs C IUTOTOKCHYECKMMH Mpernaparamy,
NPUHATHIMU B JIEYE€OHOM YUPEKICHUH.

ObparieHue ¢ mpenapaTom JOKEH OCYIIECTBIATh ClIeUalIbHO 00y4eHHBIN nepcoHal. Kak u mpu
pabore c APYrMMH IMTOCTaTUKaMH, HEOOXOAMMO COOJIIOAAaTh MEpPbl MPEJOCTOPOKHOCTH BO
n30ekaHue BPEIHOTO BO3ACUCTBUS Ha TmiepcoHasn. Cremyer wu30erath oOpamieHus ¢
IIUTOCTaTHYECKUMH IIpenapaTaMy Bo BpeMs bepemeHHocTH. [Ipurorosienue pactBopa npemnapara
HEOOXOIUMO TPOBOAMTH B CIEHUAIBHO OTBEJCHHOM IIOMEIICHWH C HCIOJIb30BaHUEM
CIICUANBHBIX PACXOMHBIX MAaTepHalioB, 3allUTHBIX OYKOB, MAacKH, Iep4aTok, Qapryka.
Heobxomumo coOmionate HOpMBI acenTukd. llImpunbel m wHQY3MOHHBIE CHCTEMBI CIEIyeT
coOMpaTh C TIIATEIFHOCTHIO BO H30€KaHHUE MPOTEUeK (PEKOMEHIYETCsl HCII0JIb30BATh COSTMHEHUS
¢ puxcaropamu THna «Jlyep-mox»).

[lo 3aBepmieHun paboOTBHI C MpernaparoM HEOOXOOUMO TINATEIBHO OYHUCTUTH pabouyro
HIOBEPXHOCTb, BBIMBITH PYKH U JIUIIO.

B cimyuyae npoTteukn pacTBopa IepcoHal, UCTIOIb3Ysl MEPYaTKH, MAcKy JUIs JINIA, 3alIUTHBIE OYKH
U OJHOPA30BBIA (PapTyK, AOIKEH YOAJIUTh MPOJIUTHIN Mpenapar ¢ MOMOIIBIO BIHMTHIBAIOIIETO
pacxonHoro Marepuaia. Pabouylo NOBEPXHOCTh HEOOXOAWMO OUYMCTHTh, a 3arps3HEHHBIN
Marepual MepeMecTUTh B KOHTEHHep Ui cOOpa MUTOTOKCHYECKUX MaTepHaioB MIIH 3aledyaTaTh
JUISL CKUTaHMUS.

OOparenne ¢ mpenaparoM M €ro yTHIU3alUi0 HEOOXOAMMO OCYIIECTBISATH C COOIMIONEHUEM

ImpaBuJI O6paH_I€HI/I§I C HUTOTOKCHYCCKUMMU IIpCriapaTraMu.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA
Poccniickas @enepanvs
000 «BEPOD®APM»

Brnagumupckast 06:1., [lerymuHckuii paiios, . Bonsrunckuid, yiu. 3aBoackas, Bia. 120.

Ten./pakc: (4922) 37-98-28.

OnexTponHas noyra: info@veropharm.ru

7.1. llpeacraBuTe/ib Aep:KaTesisi PeruCTPAIIMOHHOIO Y10CTOBEPEHUs
[IpeTen3un moTpeduTeNel HapaBsATh MO aApecy:

Poccuiickas @enepanus

000 «BEPOD®APM»

115088, r. Mockga, 2-it FOxuonopToBsIil poe3n, a. 18, ctp. 9, atax 2.
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Ten: +7 (495) 797-57-37 ||-|l:|::.-| E,J'::E.':TEH I:HI: I:T:l ':l:l:l'-1-|

daxkc: +7 (495) 792-53-28

DnekTpoHHas nmouta: info@veropharm.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YIOCTOBEPEHMUSA

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapcTBEHHBIH MpenapaT OTHOCUTCS K KaTErOpUU OTITYCKa MO pelenTy.

OO0mmas xapakTepuCcTHKa JiekapcTBeHHOoro mpenapara Jlakap6a3zun-JIDHC noctynHa B eanHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3niickoro 3KOHOMHUYECKOT0 COI03a 1
Ha OQUIMAILHOM  CalTe€  YIOJHOMOYEHHOrO opraHa (PKCIEpPTHOM  OpraHU3aIlHH)

(https://Ik.regmed.ru/Register/ EAEU_SmPC).
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