HO Pe COTJACOBAHO
PCTBOM 3[IPABOOXPAHEHUS
MKH“CI;I‘gCHY?SJMKﬂ BEJIAPYCH

Ipuxas MuuncrepcTsa 3paBOOX PAHEHHS
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OBLIASTI XAPAKTEPUCTHKA JEKAPCTBEHHOTI' O IIPETIAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O IIPEITAPATA
HyJ‘IBMOBCHT®, 0,25 mr/m, PacTBOp IS MHTAJISLIHA,

2. KAYECTBEHHBII ¥ KOJIMYECTBEHHBIN COCTAB

1 M1 pacTBopa conmepxuT B kauecTge AeHcTByIOmero Bemectsa 0,261 mr unparponus 6pomuaa
B BUJI€ MOHOTUIpaTa (4T0 COOTBeTCcTBYeT 0,25 MT unparpomnus 6Gpomuna).

Bcromorarensrble  Bemectsa,  Hammume KOTODBIX HEOOXOAWMO _VYHMTLIBATH B cocTare
JEKapCTBEHHOIO IIpenaparTa:

B 1 mn pacreopa mus UHTalnsAuui conepxurcs 0,1 mr KOHCEpBaHTa GEH3aNKOHHUA XJNOpHia H
0,5 Mr crabunusaropa AMHATPHA 31eTata (CM. paszuen 4.4).

[TonHeIH circox BCIIOMOraTebHBIX BEUIECTB [IPEICTABIIEH B pasznene 6.1.

3. JEKAPCTBEHHASI ®OPMA
PacTBop s uHTramANMIL,
IIpospaunas 6ecrseTHas wm nourn GecuseTnas sxunKkocts. [paxTHuecky Ges 3anaxa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxasanus K NpUMeHeHHIO

JlexapcTBennslt mpemapar Ilymemosent® HOKasaH Ul NPOQUIAKTHKH M  KyIHpOBaHMs
CHMITOMOB GpPOHXOCIIa3Ma IIpH:

— XPOHHYECKOH 06CTPYKTHBHOH 60je3H: nerkux (XOBJI);

— OpoHXHANBHOM acTMe jerkoi u CPENHEH CTEICHH TSKECTH Y B3POCIBIX U IeTell B KayecTne

BCIIOMOraTejIbHOHR TCpaIlluy B JOMOJHEHUE K JIEYCHHUIO Bz-aI‘OHI/ICTaMI/I IIpH OCTpOM npuctyne
aCTMBI.

4.2. PexnM 103MpOBaHusA U cr0c06 NPUMEHEeHHUs

Pexum nozupopanus

B 1 M nexapcrBennoro npenapara conepxures 24 Karniu pPacTBOpa AJIs HHTAISIIHH.

Jeuenue ocmpozo npucmyna bponxocnasma

B3pociible (BKiII0Yas manpenToB nosxmioro BO3pacTa) ¥ IeTH crapiue 12 jger

PaszoBas no3a cocrasnser 24-48 xamens (0,25-0,5 mr unparpomnus Opomuua) nekapcrBennoro
npenapara.

ety B Bo3pacte 6-12 et BKIOYHTENLHO

Pazosas n03a — 24 xanmu (0,25 mr HIPATPONHst OPOMHMIA) TeKApCTBEHHOTO npenapara.

Zetu B Bo3pacTe 110 6 et

WmMeercs orpaHumyeHHBIH OmBIT IPHMCHEHHS HIpaTponus OpoMHAa B JaHHOIM BO3pacTHOIi
rpynme. B cBa3um ¢ steM npumenenme JICKapCTBCHHOIO0 Impemapata y neTeit 10 6 JjeT
PEKOMEHIYETCA HPOBOIUTE 10 HAGMONEHHEM MeIHIMHCKOTO IePCOHANA.

PasoBas no3a — 10 - 24 xamm (0,1 -0,25 mr unpatpornus OpoMuna) iekapcTBEHHOrO npernapara.
Iloooepacusarowyan mepanua

Bspocinble (BkMOYas nanueHToB IIOXMJIOTO BO3pacTa) U JISTH cTapiie 12 neT

PasoBas nmosa — 24 — 48 xanems (0,25 — 0,5 mMr unparponus Opomuua) siekapcTBEHHOIO
npenapara 3-4 pasa B CyTKH.

He pexomendyemcs npegoiuams PEKOMEHOYeMyI0 CYmOoUunyIo 003y 6o BpemsL 1euenus ocmpo2o
npucmyna  6poHxocnasma uau  Ons noooepoicusawe20  nevenus, Cymounvie  003bi,
npesoluaiowue 2 M2 unpamponus 6pomuda (bonee 192 xanenv unu 8 mu npenapama), o.1s1
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63pocnvix u Oemeti 6 6ospacme cmapuie 12 nem credyem npuMeHAmMb MOAbKO NOO HABNIOOCHUC
épaua.

LeTu B Bo3pacre 6-12 yeT BKIIOYHTENEHO

Bo3MOXHO MOBTOpHOE mpuMeHeHHE pa3oBOH MO3bI (24 xanmy nexapcTBEHHOro Mperapara Wiy
0,25 Mr wunparponus OpomMuaa) 10 cTaGHIM3AIMH COCTOSHHMS ITALMEHTA. Kparnocth wu
MHTEPBAIIBEI MEXIY HHTAIILHAMH yCTaHABIMBAIOTCS BPAUOM.

He cnedyem npesviuwameo MAKCUmManeHyro cymounyio 003y 1 me unpamponus. 6pomuda, uiu 96
Kanenv, unu 4 mn pacmeopa.

Ietn B Bo3pacrte 1o 6 ner

BosmoxHO noBropHOE MpuMenenue pasoBo# no3el (10 - 24 kamiu JiekapcTBEHHOrO npernapara
wm 0,1 — 0,25 mr unparponus Opomuna) no CTACHIM3ALMM COCTOSHMSA NALMEHTA WM J10
AOCTIDKCHA MaKCUMALHOM CYTOYHOM O3B UIIPAaTpONHs Gpomua 1 Mr (96 xanens unm 4 M
JICKapCTBEHHOTO NpenapaTa). Humepeansl Mexicly uH2anayuamu yCmanaenueaem épay, HO OHu
002iCHYL Obimb He MeHee 6 yacoe npu npumeneHuu y Oemei 8 OQHHOU 803pacmHoil 2pynne.
Crnenyer mnpomsdopmupoBats nammenta o TOM, YTO, €CJIH INPHMEHEHHE JIEKAPCTBEHHOI'O
TIperapara He IPUBOAUT K 3HAYUTENFHOMY YIYUIIEHHIO HIH COCTOSHME MAalHeHTa IIpoaoJIKaeT
YXYAIaTbCS, HECMOTPST Ha IPOBOMMMOE JIe4EHHE, HEOGXOIMMO MIPOKOHCYJIBTHPOBATLCS ¢
BPayoOM C IEJBI0 KOPPEKIMH ILIaHa JICYCHHS, BKIIOYAs, NPH HEOOXOOMMOCTH, Ha3HAYEHME
APYTHX JICKAPCTBEHHBIX NPENapaToB (KOPTHKOCTEPOHIOB, B2-aroHHCTOB MK TeohULIHHOB).
Crenyer npoundopMupoBats mamueHTa o HEOOXOJMMOCTH He3aMeUIUTENBHOr0 obpalieHus 3a
MEUINHCKOH MOMOIIBIO B ClIydae GBICTPOro YCHIEHHS OJIBIIIKAL.

Ilpu BEOGXOAMMOCTH COBMeECTHOTO IpUMeHeHHs npenapat [y TeMoBeHT® MOKHO cMeInuBaTh ¢
KOPOTKOJNEHCTBYIOIMMMH 3,-arOHHCTaMH B OJTHOM KOHTEHHEepe IUIS paclbUIEHHUS H MPUMEHSThH
onHOBpeMeHHO. Ilomy4yeHHbIH pacTBOp HEOHXOMMMO HCIIONB30BATE cpasy mocje CMENIMBaHus,
HE CIICYCT XpaHUTh HEUCIIONb30BAHHBIN PACTBOP, €r0 HEOGXOIUMO YTHJIIM3UPOBATh.

He cnemyer cmemmBare B ommom KOHTejiHepe HeOyaiisepa JleKapCTBeHHBIH Tpenapar
[ynsmoBenT® M PacTBOp UL HHTAJIAIMA HAa OCHOBE HATPHS KPOMOTJIMKATA (CM. paszen 6.2).
Crnoco6 npumenenns

Tonvko Onsa unzanayuonnozo NPUMEHEHUA C UCNONb306AHUEM NOOX00swez0 Hebyraiizepa. He
cnedyem npunumams pacmeop BHYMPb UNU 6600UMb NAPEHMEPANLHO.

Ho3y cnenyer monGupats MHIMBUAYAIbHO B 3aBUCHMOCTH OT CTENIEHH TSKECTH MpHUCTYMa. [] pu
noxbope N03KE Ha HAYAIBHOM JTalle JTeYeHHs NTAIIMEHT NOJDKEH HaXOIUTHCS MO MEAUITMHCKUM
HaOTIOIeHHEM.

He cnenyer npepbimars PEKOMEHIYEMYIO CYTOYHYIO 103y KaK IPH JIEYEHHH OCTPHIX CUMIITOMOB
OpOHXHANBHOM O6CTPYKIMH, TaK U IIpY [TOAEPIKUBAIOILEH Tepanuu.

OnTHManbHBIM OTOXKEHHEM IIpH IIPOBEACHUH UHTAISALUY SBIISIETCS [TOJIOKEHHE CUIS MK CTOS.
Ho3uposarue MOXeT 3aBHCeTH OT cI0cO6a UHTaJLIUK U Buaa Hebynaiizepa.

PactBop mns mHramsmic IynsmoBenT® MOXHO IIPUMEHATE C HCIIOJB30BAHHEM pa3jIMYHbIX
monene# HeOynaiszepos. [Jloza, mocruraromas JCTKHX, U CHCTEMHas J03a 3aBUCAT OT THIa
UCIIOJIE3yeMOro Hebynaiisepa.

Heobxomumo co6monars MHCTPYKIHH 10 HCHONB30BaHMIO Hebynaiisepa (MM apyroro
YCTPOHCTBA ISl pACTIBIICHHUS IEKAPCTBEHHBIX IIpenaparoB).

BBonumas cucremHas mo3a m mo3a JuIs Jlerkumx 3aBHCHUT OT INPUMEHIEMOIO pacHbUIMTENS B
HeOyJai3epe 1 MOXeET GBITh BBIIIE 110 CPaBHEHHIO C JO3UPOBAHHBIM a3P030JIEM.

Ilpu ucnone3oBaHuM HeHTpanM30BaHHOM KHCJIOPOJIHOH CHCTEMBI PacTBOp JIydllle NPHUMEHSThH
TIpH CKOPOCTH IIOTOKA 6-8 JINTPOB B MUHYTY. ,
IJanvMenTs! ¢ peapacnonoXeHHOCTBIO K TTIayKOME JIOJDKHBI ObITh IIPENyNPeXIEHb] O NIPUHSITHH
MEp JUId 3amUTel a3 (cM. pasgmen 4.4). Pexomennyercs ucmonm3oBath mis BapIxanus
JICKapCTBEHHOTO NpenapaTta MyHATYK. Eciu npuMenenue MYHIUITYKa HEBO3MOXKHO, TO MOXHO
HCIIONIE30BATE MACKY-PACIBUINTEND, pa3sMep KOTOPOH JODKEH COOTBETCTBOBATE pasmepy Jivna.
Ilpuzomoenenue pacmesopa:

COTJIACOBAHO
MHHHMCTEPCTBOM 3iPABOOXPAHEHWS
PECITYBJIMKY BEJIAPYCh

TIpuxas MunucTepeTBa 3APABOOXPAHEHNA
Pecnybsnku Benapyces

N
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Jexapcmeennvrii  npenapam  Iynomosenm®  nenvss paseooums 203011 ]8511‘1’0.2 Uqlﬂ
OUCTMUNTUPOBAHHOTI.

Hemocpenctsenno rmepen  kawmeM — npuMeHeHHeM pekoMeHayeMas  [03a  pacTBOpa
JICKapCTBEHHOTO MpenapaTta MOJDKHA ObITh pasbabieHa (u3Hosorudeckum pactsopom (0,9%
PacTBOp HaTpHs XJIOpHAA) 10 00ero o6rema 3-4 M.

[IpofOmKHTEIBHOCTE HHTAMSALMHKE MOXKHO KOHTPOJIUpOBaTh 00beMOM pa3baBiieHHs Npenapara
dusHOIOrHUECKMM pacTBOpOM.

Tosryuennprit mocyne pasGasnenus pacTBOp 3aIUBAIOT B HeOynai3ep ¥ MHTAIMPYIOT IO MOJIHOrO
KYNMPOBaHHS CHMITOMOB OOGOCTPEHMS MM O IOJHOTO MOTPEGIEHHS TOTOBOIO pacTtBopa.
Heucnonvsosannvie ocmamxu  20moeozo pacmeopa  (pazbasnenHozo  uzuonozuYecKiM

pacmeopom) He cnedyem xpawume Ons nOBMOPHO20  UCNONL30BAHUA, UX  credyem
YMUIU3Uposame.

4.3. IIporuBonokasanus
— l'unepuyyBcTBHTENBHOCTE K aKTHBHOMY  BEINECTBY,  aTPONMHY  MJH  JAPYTUM
aTPONMUHONONOOHEBIM BEILECTBAM.

— T'unepayBcTBUTENBHOCTE K MOGOMY M3 BCIIOMOTAaTEIBHBIX KOMIOHEHTOR JIEKApCTBEHHOTO
npenapara (cM. paszen 6.1).

4.4. Ocobble yka3aHusi U Mepbl NPEAOCTOPOKHOCTH NPH NMPHUMEHEHHH

Ilpn  BmexaHmM  wmmpaTpomus OpoMHza  HMHOrZa  MOTYT  BO3HMKAT peaximuu

THIEPTYBCTBUTENIPHOCTH HEMEIJIEHHOTO THIA, TAKME KaK KpalHBHHULA, AHTHOHEBPOTHYECKH i

OTEK, CBIIlb, OPOHXOCNIA3M, OTEK POTOIJIOTKH ¥ APYIHe aJNIEprUYecKue peakuuu. Heobxodumo

npedynpeoume nayuewma, umo, eciu NpU. UCNONb308AHUU JIEKADCMBEHHO20 Npenapama

OOMAUIHUX YCNLOBUAX 6 omcymcmeue MeOuyuHcKo20 HAbAOOeHUA, BO3HUKUEM KaKOU-1ubo u3

CUMNIMOMOG,  OMHOCAUUXCA K  BbLULENEPEHUCIIEHHbIM COCMOAHUAM, CRedyem  HeMedneHHo

NpEKpamume  NPUMEHEHUE eKAPCMBEHH020 Npenapama u cpasy oce obpamumecs  3u

MEOUYUHCKOU NOMOUYbIO.

Kak u npyrue nexapcrenHble npenaparbl A HHTaJSUMOHHOTO MPUMCHEHMs, Npenapar

[MynemoBeHT® MoXeT [IPUBECTH K Pa3BUTHUIO NAPAOOKCANbHO20 BPOHXOCNA3MU. YTO MOXKET ObITh

OIaCHO IS KH3HH.

Cnedyem npounpopmuposamv nayuenma o neobxodumocmu bbimb  HacmopoJiceHHbIM 6

OMHOWEHUU NepeblX NPU3HAK08 NAPAOOKCANbHO20 GPOHXOCNAZMA U 68 CAyYde GHe3aNHO20

Gvicmpozo ycunenus odviuku cnedyem memednenHo npekpamums npumeHeHue npenapama u

06pamumvcs 3a MeOUYUHCKOT NOMOUWBIO.

Kak u npyrue antuxonmzepruueckume JNIEKApCTBEHHBIE IMpenapaTsl, I1ynbMOBEHT cuenyer

HasHa4arh ¢ OCTOPOIKHOCTHIO IIPH HAIMYMH CIIEAYIOLINX COMYTCTBYIOIMX 3260 1eBaHHUi:

— TPEApPacIOIOKEHHOCTE K 3aKPBITOYTOJIbHOM [ayKoMe;

~ PaHee CymecTBOBaBIUAs OOCTPYKUHMS MOYEBBIBOISINMX IyTel (Hampumep, TUIEpILIa3us
TIPELICTAaTENbHOM JKEIE3bI MM Cy)KEHHE [IEHKH MOYEBOTO My3bIps);

— TI0YeYHas HeOCTaTOYHOCTh, :

— IEYEHOYHas HEJOCTATOYHOCTD.

B peaxux ciaydasx coo6manock o BOSHUKHOBEHHH OCNONCHEHUI] CO CMOpoHbl Op2aHa 3penus (a

MMCHHO O MHJpHA3e, NOBBIICHAM BHYTPHUIJIA3HOTO MABIEHMS, BO3HUKHOBEHHH [PUCTYMa

3aKpBITOYTOJIbHOM TIJIayKOMbl M GONH B Iiia3ax), KOTJa MIPATPOIHS OpoMua B cocTaBe Kak

MOHOKOMIIOHEHTHOI'O, TaK M KOMOHMHHPOBaHHOTO (B COYETAHHH C ,-aroHucTamm)

PaclbUIACMOr0 JIEKapCTBEHHOT'O NIpenapara BCTYNAaeT B KOHTAKT C IJla3aMH [PY €ro MHIaJISLKA.

IIpusHaku ocTpoi 3aKPEITOYTONBHOM IIayKOMBI:

60ap uiK JUCKOMAOPT B ra3y/rnasax; COTrJACOBAHO

OO0XPAHEHUS
- HHUE 3PEHUE; MCTEPCTBOM 3[PAB
3aTyMaHHUBaHUE pe . MUH Y BTHEN SETAPYCh

- HOSIBJICHPIC opeoia; {Ipuxas Mnugucrepcrsa 3ApaBoOXpaHenus
TIOABJICHHE LIBETHBIX MSTEH Iepen ria3amMy, Pecnybnnkn Benapycs

|98}
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— MOKpacHEHHE IJ1a3 U3-3a COCYAUCTON HHBEKIIMH KOHBIOHKTUBBI U gTeKa POTOBHIIBL.

Y [NauMeHTOB C  MpPENpaclONOXKEHHOCTBIO K 3aKpBITOYIOJBHOM TJIayKOMeE ¢ LEIblo
TMPENOTBPAIICHHS TIOMNA/laHus Npenapara B Iyasa MPUMEHeHHe MYHAIITYKa MPEANOUYTUTENbHEC
IPUMEHEHUS JINLIEBOH MacKH.

Cnedyem npounghopmuposame nayuenmos o NPAUNbHOM NPUMEHEHUU PUCMBOpd C Yelblo
UCKNIOU UMb NONAOAHUE 1eKapCMBEHHO20 npenapama 6 zaasa. Heobxo0umo UCNONb306AMb MEPbl
ONL8L 3auumbl 21a3 NPU UCHONbI06AHUU npenapama ITynemosenm®.

Cnedyem npoundopmuposame hayuenma, 4mo nNpu BGO3IHUKHOGEHUU OO0HOP0 UAU HECKOIbKUX
CUMNMOMOG, nayuenm OO0NNCEH HeMeONeHHO obpamumbcs 3a MEOUYUHCKOU KOHCYIbmayuel
épaua-cneyuanrucma (ogpmanvmonoza).

Y NanMeHTOB ¢ HapyIIEeHUAMHU MOYCHCITyCKaHHUs (HallpuMep, ¢ rHIepTpodueii NpencTaTebHoMN
KENE3pl WM OOCTpyKIHedl ImeHKH MOYeBOro Iy3bIpsi) HeOOXOAMMaAa TINATEIbHAs OLIEHKA
COOTHOIICHUS  IIOJB3BI TEpalM¥ HIPAaTPONUS OpPOMHIOM H pHCKa  BO3HHKHOBEHHS
HeXeJIaTeNbHBIX peakiuii.

YV nayuenmos ¢ myxosucyudozom NpY NMPUMEHEHHM aHTUXOJIMHEPTHYECKUX JIEKAPCTBEHHBIX
TIpeNapaToB, B TOM YHCJIC U WHTAJSIHOHHBIX, MOTYT HaGIOAAaThCS 6OJlee 4acThie HapyuieHus
MOTOPUKH JKEITyNOIHO-KHIIEYHOTO TpakTa. JlaHHBIA 3(dexT obpaTUM ¥ wucYezaeT Ioche
IIpEKpalIeHUs JIEYEHHUS.

Hemu

HpHMeHeHHC JIEKAPCTBEHHOT' O IIpenapara HyJIBMOBeHT® B JOMAaIIHHX YCJIOBUSIX y nereu
BO3MOXXHO TOJIBKO ITO PEKOMEHOauuu Bpada M 110 HaGJ'IIOlIeHHCM B3pPOCIIBIX.

Bcnomozamenvusie gewgecmesa

B | Mn nekapcTBeHHOrO Tpenapata comepxutcst 0,1 mr Gemsankonus xjopuga u 0.5 mr
JIUHATPUSA d7ieTaTa. Bo BpeMst HHralAIiy 5TH KOMIIOHEHTEI MOTYT BBI3BIBaTh OPOHXOCIIA3M.
[lannenTaM, KoTopbIe HCIIONB3YIOT MHOTOHO30BELIM pPAacTBOP MJI MHTAISANMHA Ha OCHOBC
UNPATPONMs OpOMHU/a, PEKOMEHIYETCS MPOBOLHMTE nepuoandeckuii MorutTopuar O®B,. Ecnu
O®B, cHmkaercs, TO clexyeT Ha3HAYHTDH TEpalvio pacTBOPOM IS HHTaALMKM  Oe3
KOHCEPBAHTOB BO (DJIAKOHAX, COLEPIKALIUX PAa30OBYIO 7103y, WIIH TEPAIHIO HIIPATPOIHs GPOMUIOM
B (hOpMe I03MPOBAHHOTO a3PO30JISL.

4.5. Bzaumopeiictene ¢ apyrumu JIEKAPCTBEHHBIMH MpenapaTaMH H [pyrHe BH/bI
B3aHMOJEHCTBHUSA

Ilpumenenue npemapara, comepxamero UIpaTponus OpOMHA, Ul MHTAISLHOHHOIO
UPUMEHEHUA M NPYTUX aHTHXOJUHEPTHYECKHX JEKapPCTBEHHBIX IpenapaToB B TEYEHHUE
ATHTEIIPHOTO IEPUO/IA BPEMEHH HE H3Y4aJIoCh, II03TOMY HE PEKOMEHIOBAHO.

P2-arOHHUCTBI M KCAHTHHOBBIE NIPOH3BOJHEIC (HANPHMED, TEO(DHIUIMH) MOTYT YCHIMBATh
TepaneBTHYECKOE JelcTBHE JIEKapCTBEHHOTO Ipemnapara. HexoTtopsle Apyruce
AHTHXONMHEPrUYECKUEe  Mpenaparkl, HANpHMEp, NUPEH3ENHH, MOLYT YCHJIMBaTh  Kak
TepaneBTHIECKUH 3 GeKT umpatponus 6poMua, TaK U ero no6oYHOE NeiiCTB ..

Puck passutus ocTporo mpuctyna riaykomsr y TAIMEHTOB (C IJayKOMOM B aHAMHE3e) MOXET
YBEIIMIMBATHCA IPH OHOBPEMEHHOM NIPUMEHEHHH MIIPATPONHS GPOMHIA U [B,-arOHHCTOB.
[Iprem muInM MM HATIMTKOB He OKA3BIBAET BIMSHHUS Ha 3¢ pexTHBHOCTH NpenapaTa.

4.6. ®epTHILHOCTD, 6ePEMEHHOCTD M JAKTALHS
Depmunvrocmes ,
KnuHuyeckne naHHele O BIHSAHMH unparponus 6pomMuaa Ha (EPTHILHOCTH OTCYTCTBYIOT.
JlanHble NOKIMHHYECKHX HCCIENOBaHUHA He BBIIBHIM HEOJNAroNpHATHOTO BO3JEHCTBUA Ha
depTrnbHOCTE (cM. moapasaen 5.3).

Al
Eepemennocmb COI‘JIACOBAHO
MPIHHCTEPCTBOM B,IIPABOOXPAHEHHSI
PECIIYBJINKY BEJIAPYCH
Ipukas Munucrepersa 3ApaBooxpanenns 4
Pecnybanxn Benapyes
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BezonmacHocTh mpumeneHus unparponus OpoMuaa y uegoBeka Bozsi)enrﬂl&BeM?uUczuUHc
yCTaHOBJIEHA.

IIpy Ha3HaYeHNH JIeKapCTBEHHOTO lIpe€napara, COAEPKaLIero UIpaTponus 6poMu, HeoOXO0UMO
TINATEJIIPHO B3BECUTh COOTHOIIEHHE IMpPEATNONaraeMoi IMoJb3bl NpY IPUMEHEHHMM TIpernapara
MaTephIO M NOTEHIMAIBHOTO PHCKa [UIS Miuoja. JIOKIMHHYEeCKHe HUCCJIEAOBAHUSA HE BbISIBUIIM
9MOPHOTOKCHYECKOTO HJIH TEPaTOTeHHOro 3(dekTa MOCIe HHTANSLHOHHOIO BBELCHUS
UIpaTponus 6poMHIA B 103aX, 3HAYUTEILHO NPEBLIIAIOIINX PEKOMEHAOBAHHbIE 15 YeSIOBEeKa.
Jaxkmayusa

Her nammeix o ToMm, BRimensercs mm HIPAaTPONUs OPOMHA C TIPYAHBIM MOJIOKOM, OJHAKO
MaJIOBEPOSATHO NONafaHKeE K MIIaEHITy HIIPaTpOIHMs [IPX IPYTHOM BCKapMJIMBAHUH TIPU YCIOBHH
HHTIAHOHHOTO IPHMEHEHHSI JIEKAPCTBEHHOTO Ipenapara.

Cnenyer co6monarts OCTOPOXXHOCTh IPH NMPHUMEHEHHH JICKapCTBEHHOT'O NpenapaTa KopMsiueii
JXKECHIITUHOM,

4.7. Brusinue Ha cnocoGHocts YUPABJATL TPAHCNOPTHBIMH CPEACTBAMH H paGoTaTh ¢
MeXaHH3MaMu

Biugrue unparpomus OpomMuza Ha cIOCOGHOCTS YUPaBJIATh TPAHCIOPTHBIMU CPENCTBAMHU WU
APYTMMH NBHXXYIIMMHCS MEXaHM3MaMH He H3y4anach.

Tem He MeHee, manwenTH! NOMKHBL GEITH IIPOHH(OPMHPOBAHEI O HEOGXOAMMOCTH COGIIONAT
OCTOPOXXHOCTb NPH YIPABIEHMH TPAHCIOPTHBIME CPeACTBAaMM HJIM IPYTUMH IBHXXYILUMMUCS
MCXaHM3MaMH, [IOCKOJIBKY B HEKOTOPHIX CIydasx MOTYT BO3HHKAaTb HEXeJaTe/JbHble peaklty.
TaKKE, KaK rONI0BOKPYXXCHHUE, HAPYLIEHHE aKKOMOJAIIHH, MHJpHa3 ¥ HEYETKOE 3pEHHE BO BpeEMs
JICGCHUS Mnpatporus GpomunoM. [IpH BO3HMKHOBEHMH NAHHBIX HEXeJIaTeIbHBIX peakLui
HAIHCHTaM CIEeyeT H30eraTh MOTEHIMANBHO ONACHBIX pabor u pedcTBuit Takux, Kak
YIpaBJIeHHE TPAHCTIOPTHBIMA CPEACTBAMH HIIH APYTHMH ABMOKYIIMMHCSA MEXaHH3MaMH.

4.8. Hexenateanusie peakuun

Muorue u3 mepeuncneHHBIX HmKe HEXCIIATEIbHBIX  pEaKUUH MOXKHO OTHECTH K
aHTUXONMHEPIUIeCKUM 3(dexTaM wumparpomus Opomuma. Kak u gpyrue JIEKapCTBEHHbIE
Ipenaparbl Aid MHTAISUMOHHOTO MpUMEHEHHS, npenapat [lynmbMOBEHT® MOXeT BBI3bIBATH
CHUMIITOMBI MECTHOTO pa3ipa)keHHUsI.

Hau6onee yacto coobmaembmMu Hexenatens bmm PeaKUHUAMHE ABJIAIOTCS KaLlelb, pasapaxkeHuce
TOp7a, ToNoBHasA 6OJIb, TONOBOKPYXEHHE, CYXOCTh BO PTY, TOIIHOTA, HapyIIEHHE MOTOPHKH
KETYNOYHO-KUIIEYHOr0 TpakTa (BKIIOYas 3a1op, IOHOC U PBOTY).

Ilepedens HexenareNbHBIX peakimii cocTabieH II0 JNaHHBIM KIMHHYECKHX MCCIEA0BaHUN M
TNOCTMAapKETHHIOBOTO IPUMEHEHHU S HIIPATPOIHA GpoMHUa.

YacToTa  BO3HHKHOBEHMS HexelaTelEHEIX PCaKUMH  OLEHMBACTCS 10  CleyHoulei
KJIaCCH(HKAIMU: OYEeHDb YacTo (= 1/10); wacto (oT > 1/100 mo < 1/ 10); Hewacto (ot > 1/1000 j0
< 1/100); peaxo (ot > 1/10000 mo < 1/1000); ouens peaxo (< 1/10000); yactota Hem3BecTHa
(MacToTa He MOXET GBITh ONpe/iesieHa Ha OCHOBE HUMEIOLIMXCS TAHHBIX).

CucreMHo-opranneIii kiace Yacrora HexenaTesbHble peakuun -

Hapymenus co cropons! | Hewacro AHaQUIaKTHYECKHE PeakiMu, peaKiy

MMMYHHOH CHCTEMBI THIEPYyBCTBUTEILHOCTH

Hapymmenns co croponsr mepsroit | Yacto I"onoBras 6011k, ro10BOKpYIKEHHE

CHCTEMBI

Hapymenus co cropons oprama | Hewacto Heuetxoe 3peHue, MHJpHa3s,

3peHus TIOBBILICHHOE BHYTPMIJIa3HOE JaBlICHME
(rHorma ¢ Gonslo B riasax)
3PUTEIBHBIE OPEOJIBI, Paly)KHbIE KPYTH.
KOHBIOHKTHBAJIbHASl THIIEPEMHs, OTEK
POTOBHIIBL, ITayKOMa

COr'JIACOBAHO
MIHUCTEPCTBOM 3JPABOOXPAHEHUS
PECIYBJIMKH BEJIAPYCh 5

IIpukaa MunucTepersa 3apasooxpaHeHns
Pecrrybnnxu Benapyces
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Penxo Hapymenue adkolohatu? & Y & U
Hapymenus co cropoHs! | Hevacto Omymenue cepaieOueHus.
CEepAEYHO-COCY TUCTOM CHCTEMBI (CynpaBeHTPHUKYISIpHast) TaXMKapIHs
Penko PubpHLIAIHS IpeAcepanit
Hapymenus co cropons! | Yacro Kawens, pasnpaxkenue ropna
NBIXaTENBHOM CHCTEMBI Heuacro INapanokcanbubit BpoHxocmnasm,
JIapUHrocnasM, OTeK TOPTaHHU, CYXOCTh
B ropiie
Hapymenns co cTopoHsHI | YacTo CyxocTh BO pTy, HapylleHHE BKYCOBbIX
XKy IOYHO-KHILIEYHOIO TpaKTa OWYIICHHUH, HapyIIeHHE MOTOPHMKH
XKeITy TOYHO-KHUIIIEYHOT 0 TpaKTa,
TOLITHOTA
Hewacto 3anop, nuapes, 60Jb B XHBOTe, PBOTa,
CTOMATHT, OTEK CIM3MCTOH IOJIOCTH pTa
Hapymenus co croponsr koxu u | Hegacro Crinp, 3yn1, aHTHOHEBPOTHYECKHHN OTEK
MIOJKOXXHBIX TKaHEH
Penxo Kpanusuuna
Hapymenns co cropons! mouex u | Hegacto 3anepxka Moux
MOYEBBIBOISIIUX ITyTeMH

Coobujenue 0 nodospesaemvix HexceramenvHbx peakusx

Baxcro  coobwame o nodospesaemvix mesicenamenvruix peaxkyusx nocre  pezucmpayuu
eKapcMmeenn020 npenapama c yevlo obecneyenus, HenPePsLIGHO20 MOHUMODUNZA COOMHOULCII L
«noNb3a-pucky 1exapcmeennozo npenapama. Meduyunckum pabomuuxam PeKoMeHOyemcsi
coobujame 0 n106LIX NOOO3PesaeMbIX HedCeNaAMenbHbBIX Peaxkyuax n1exapcmeeHHo20 npenapama
4€pes HAYUOHANIbHbIE CUCMEMbL COOOUEHUS O HEJICeNamENbHbIX PEaKYUAX 20CYOaPCME-YNeHOE
Espasuiickozo sxonomuueckozo coiosa. B Pecnybnuxe benapycv pexomendyemca coobuame o
HEDICENaMeNbHbIX PeaKyusax 6 UHPOPMAYUOHHYIO 6a3y OGHHBIX MO HeNCeNAMENbHbIM Dpearyusim
(Oelicmeusm) Ha nexapcmeenHvie npenapamvl, GKMOYAA COOOWeEHUsL O HespPexmusHOCmU
Aexkapcmeentvix npenapamos (VII «Llenmp skcnepmuz u ucneimanuii @ 30pagooxpanenuu »
Munucmepcmesa 30pagooxpanenus Pecny6ruxu Benapycuvy, http:-www.rceth.by)».

4.9. Ilepenozuposka

Cumnmomo

Crnemuduyeckux  cUMITOMOB [CPENO3UPOBKM  HE  BBIABIECHO.  YUUTHIBAS  LIMPOTY
TEPaNeBTHIECKOTO NEHCTBUA M MECTHBIM CI0co6 IPUMEHEHHS UHTANSIMOHHbIX JIEKapCTBEHHbIX
IPpEIIapaToB Ha OCHOBE HIpATpPONHsA OpOMHAA, MOSBJEHHE KAKUX-THG0 CEPbE3HbIX
AHTUXOJMHEPIHYECKUX CHUMIITOMOB MAaJIOBEPOSTHO. BO3MOXHBI HE3HAUHTEbHBIE IIPOSIBJIEHU S
CHCTEMHOTO aHTHXOJIMHEPTUIECKOr0 NEHCTBHA, TaKHE KaK CyXOCTh BO PTY, nape3 aKKoMOJalMH.
YBEJIMYEHHE JaCTOThI CEPJICYHBIX COKPAIECHHI.

Jeuenue .

JleyeHue cuMIITOMaTHYECKOE.

5. PAPMAKOJIOTTYECKHUE CBOMCTBA

3.1. ®apmakoanHaMHYecKHe CBOICTBA

®apmaxoTepaneBTHYECKAS [PYNNa: NPOYME CPECTBA HWHIAIAIHOHHOTO IIPUMEHEHHS s
JieYeHHst OOCTPYKTHBHBIX 3a60JIeBaHMi IBIXaTEILHBIX MyTEH. AHTHXONHMHEPrHYECKHE CPECTBRA.
Kox ATX: RO3BBO1.

Wnparponuss  GpomMun mpencrasnseT co60i UETBEPTHYHOE AMMOHMEBOE COSNUMHEHHE
AQHTHXOJINHEPTHYECKUMHU (mapacHMIIaTONUTHYECKUMH) CBOMCTBaMH. JloknuHuyeckune
HCCICNOBaHMUS IIOKA3ald, 4YTO MIPATPONHs OpOMHUI HMHTHOUpYeT BarycHele peduiekchl.

ONIOCPENOBAHHBIE  JNCHCTBUEM aUETHIXONMHA (HelpomeanaTopa _GiayiUIAloIIero-, Hepsa).
COTJIACOBAHO

MUHHCTEPCTBOM 3[IPABOOXPAHEHUA 6
PECIYBJIMKU BEJIAPYCb

Tpukas MunncTepersa 3APABOOX PAHEHNA
Pecnybanxu Beaapyeb
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AHTHXOJIMHEPrUYeCKHe JIEKapCTBEHHBIE cpencrTaa IIPEAOTBPAIIAIOT MOBBIIIEHHE
BHYTPUKJIETOYHON KOHIEHTpamuu noHoB Ca’’, BeI3BanHOE B3aUMOJIENCTBHEM aAlETHIIXOJIMHA C
MYCKapHHOBEIMH DENENTOPAMH Ha KJIETKaX IVIAJKHX MBI GPOHXOB. BeicBo6oxneHre HOHOB
Ca® OIOCPENOBAHO ~ CHCTEMOM  BTOPHYHBIX  IOCPEHHKOB, cocTosluel w3 UT®
(unosutontpudocdara) u JJAT (IMaruIrIHLIEepona).

Bponxomunarauus nocne wHransmuu MIpaTponus OpOMUAA ABISAETCS MECTHOM peakimedl W He
HOCHT €HCTEMHOTO XapaKTepa.

CornacHo MOKIMHUYECKHM JaHHBIM He OXHZAACTCA OTPULATENBHOTO HEHCTBUS [pH
MHTAIAIHOHHOM TPUMEHECHHH MIIPATPOIMS GPOMHIA HA CEKPELHIO CIIH3H B IBIXATENBHBIX
IIYTAX, MyKOIHITHAPHBIA KIIUPEHC U ra3006MeH.

B KOHTPONHpYeMBIX WCCIENOBAHMAX IIHTETBHOCTHIO 85-90 nmmHelt y maumeHTOB ¢
OpOHXOCTIa3MOM, CBS3AHHBIM C XPOHMYECKOH OOGCTPYKTHBHOM GONE3HBIO NErKUX (XPOHUHECKMI
OPOHXHT, OCIO>KHEHHBIH oM(u3eMoit), HabMIONANOCH 3HAYUTENHHOE yiaydineHue ¢GyHKIMU
JIETKAX B TEYEHHE 15 MMHYT, ¢ NOCTHXEHHEM MaKCHMAaJIbHOIO spdexra ucpes 1-2 yaca u c
coxpaHeHHeM 3¢ddekTa 10 4-6 yacos.

Bponxomutnueckuit sadpdpext HIpaTponus 6poMHU/a NPH JIeYeHUH GPOHXOCHA3Ma, CBA3AHHOIO C
aCTMO#, GBUI NPOJEMOHCTPHUPOBAH B HCCIIETOBAHMIX Y B3POCIIBIX M JeTeil B BO3pacte 6 jer u
crapire. B GobINMHCTBE STHX HCClIeN0BAHMI HIIPaTpOnus 6POMHI IPUMEHSIIH B KOMOHHALIMH C
HHTaSIIIHOHHBIM [3,-arOHHCTOM.

5.2. PapMaKOKHHETHYECKHE CBOMCTBA

Abcopboyusn

Tepaneptuueckas a¢dextusHOCTS HIIpaTponus OpOMHUIA NMPH HHIAISMHOHHOM HpHMEHEHHH
00yCIIOBIIEHA JIOKATBHEIM BO3EHCTBHEM HA [BIXATETBHDIC nytu. Ilostomy dapmakonnHamuka
OpoHXomMIaTaLMyU He CBSI3aHA ¢ CHCTEMHOH bapMaKOKMHETHKOIA.

Ilocne Bapixamms B 3aBHCHMOCTH oOT TeXHUKH wuHranauuu 10-30% no3wl moctynaer s
AbIXaTenbHbIE IyTH. Bonkbmas gacte mo3er ocemaer B POTOBOM IOJIOCTH, NMpPOIrIAThIBAETCS M
TIPOXOIUT YEPE3 XKEITy AOUHO-KHMUICYHBIH TPAKT. ‘

Yacte 10361 unparporus Opomuza, nocrynuBImas B nerkue, OBICTPO (B TeueHME HECKONbKHX
MHHYT) BCaCBIBA€TCS B KPOBOTOK.

Kymynsrusnas noueunas 9KcKkpenus (0-24 yaca) HCXOQHOTO BeleCTBa npubauxaercs K 46% o1
AO3bl, BBEICHHOW BHYTPHBEHHO, COCTaBJIsgeT MeHee 1% oT J03bI, IPUHATOH BHYTPb, U OKOJIO 3-
13% oT WHransuMoOHHOM 103bI. VUuTBIBAS 5TH NaHHble, 00wWas cHUCTeMHas 6HMOJOCTYIHOCTH
HIparporus 6poMuia PH NEPOPATBHOM H HHTaJIIIUOHHOM NPHMEHEHHH cocTaBisieT 2% u = 7-
28% cootBercTBenHO0. [IpHHMMAs BO BHEMAHME AAHHBIE O CHCTEMHOH 6MOIOCTYNHOCTH TpH
I€POPAIIBHOM IMOCTYIUICHHHM, IPOIJIOYEHHAs YacTh JO3BI unpatponus 6pomMuaa He OKa3bIBacT
CYIIECTBEHHOI'O CUCTEMHOI'O BO3IEeHCTBHSL.

Pacnpedenenue

Kunetnyeckue mokasarenu, KOTOpBIE XapaKTEpU3yIOT paclpeleleHHe MIpaTpONMs Gpomuia,
OBUIM pacCUMTaHBl MCXOAS W3 MIA3MEHHBIX KOHIEHTpali NpenapaTa Iociie BHYTPHBEHHOI'O
BBeieHHs.. Habmonanoces 6picTpoe AByX(asHOE CHIDKEHHE KOHLIEHTPAIMK BEIECTBA B I1a3me.
Kaxxymuiics o6vem pacnpenenenus B ycroiuuBoM coctosHuu (Vdss) coctasnseT okoso 176 1
(oxono 2,4 n/kr). Ipenapat MHHUMATBHO (Menee 20%) cBA3BIBaETCA C GeKaMy T1a3Mbl KPORH.
JloxnuanYeckne nanHbIe CBUACTCIIECTBYIOT O TOM, YTO MIPATPONHs OpOMHZ, ABJISAC
HCTBCPTHYHBIM ~ aMMOHHEBBIM  COENMHEHHEM, He NPOHMKACT  4Yepe3  IJIAUEHTYy W
reMarosHuedanuyeckuit 6apsep.

Mema6onusm

Ilocne BHYTpHBEHHOTO BBEHEHMS UIpaTponus 6poMuaa okono 60% n03bl MeTaboIM3UpyeTCS.
TIaBHBIM  00pasoM, IIyTeM KOHBIOTAIUH (40%). Ilocne wuHranAMOHHOrO [OCTYILJICHUSI
UIPAaTpONUs OKONO 77% 103bl, TOCTYMHMBLIEH B CHCTEMHBLIMH KPOBOTOK M3 IIpOCBeTa
ABIXaTEIBHBIX IyTEH, METaGOIM3UPYETCs MyTeM PHAPOIH3a (41%) u xonbroranuu (36%).

COTJACOBAHO
MUHUCTEPCTBOM 3[PABOOXPAHEHWY
PECITYBJIUKH BEJIAPYCh 7
ITpuxas Munncrepersa 3ApaBooXpanenus
Pecny6unxu Benapycs
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W3BectHBle MeTabOTHTEL, KOTOpBIe 00pasyroTcs B pesysibTaTe IMAPONIH3a, JICTUApaTaALlUY HilH
SJMMHUHAIMK = THAPOKCHMETHILHOH TIpynmel B ¢parMenTe TPONIOBOM  KHCJIOThI, IJIOXO
CBASBIBAIOTCS C  MYCKapUHOBBIMM  pELENTOPaMH, M  JOJKHBI paccMaTpuBaTLCS  Kak
HeapeKTuBHEIE.

Boiseoerue

Ilepron monmyBEIBEeACHHSA B TEPMUHATBHON ¢ase cocrasiser okono 1,6 yacos.

Obwmit kmHpeHc unparponus Opomuna cocraBiser 2,3 J/MHH M MOYEYHBIH kiupenc — 0.9
JI/MUH.

B uccnenoBannu nocne BHyTpuBeHHOTO BRENECHHUS KyMyJIATUBHAs [IOY€YHAst 3KCKpeLUs (6 Hei)
PaqMOaKTUBHBEIX ATOMOB, KOTOPHIMH OBII MEYEH BBOIMMBIH HIIpaTponus OpOMHI, BKItOYAas
HCXOIHOC COCANHEHUE U ero MeTabomuTHI, cocTasun 72,1%; nocie IIepOPaIbHOr0 MOCTYIIEHUS!
—-93% ©® mocie MHraIALHOHHOrO nocryminenuss — 3,2% coorBercTBeHHO. Q611as
PaZMOaKTHBHOCTB, JSKCKPETHPYEMOI'O C KaJlOM BeEILECTBa (McXomHOrO BeIIECTBA U €ero
MeTabonHTOB), cocTaBuia 6,3% mocie BHYTPUBEHHOrO BBeAeHus, 88,5% - nocJe nepopaibHOro
nocTymneHuss U 69,4% - mocne WHTANALMOHHOTO noCTynineHus. BriBenenue uepes nouxw
[IPOMCXOAMIIO, B OCHOBHOM, IOCJIE BHYTPUBEHHOTO BBEICHHUIL. Ilepuon mnonyseiBeneHus
PaaHoOaKTUBHOCTH (B HCXOQHOM BEIECTBE U €ro MeTaboJIMTax) cocTaBuiI 3,6 yaca.

5.3. JlaHHbIe NOKIMHHYECKOH §e30MacHOCTH

Mectaas u cucremmas mnepeHocumocTs unparponus Opomuza GbUIa M3ydeHa Ha pasHbIX
KMBOTHBIX IIPH Pa3JIMYHBIX MYTSIX BBeAEeHHS. TOKCHYHOCTD HIIpaTponus 6poMUIa H3ydanach B
CIENYIOIMX THUIaX HMCCIeNOBaHUH: MCCIENOBAHUS OCTPOH, CYOXPOHHYECKOH U XPOHHYECKOii
THIOB  TOKCHYHOCTH, KaHICPOrCHHOTO  NOTEHUHMaNa, MYTAareHHOTO MOTeHIMana U
PENPONYKTUBHOM TOKCHYHOCTH IIyT€M BBEJEHHS NIEPOPAIbHO, BHYTPHUBEHHO, M[OIKOXHO,
MHTPaHa3albHO W VHTAIINMOHHO. Ha OCHOBaHMM NONyYeHHBIX MaHHBIX BEPOSITHOCTD
CHCTEMHBIX aHTUXOJNHMHEPTHYECKMX HEXeJaTeNbHBIX pPeakuuil CHIDKaeTcs B clenyrouieM
IIOpANIKE: BHYTPHBEHHO — IOAKOXHO — NEPOPaIbHO — HHTAISLHOHHO — HHTpaHa3aJIbHO.
Toxcuunocms npu 6sedenuu NOBMOPHbBIX 003

Wnpatpomnus 6pomun moxasan XOpOIIYIO IIEPEHOCHMOCTD B TOKITHHHYECKUX HCCIIEOBAHUSIX.

B wucchaenoBanum, mnmBmemcs mo 6 MECANLEB, UNPATPONHs OPOMHUI BBOAMIICS HUHTATSLUOHHO
KpbIcaMm, cobakaM u Makakam-pesyc. Yposens NOAEL (MakcuMalbHas 11033, He BBI3BIBAIOILAS
HEXENaTeNbHBIE Peakliu) y Kpbic cocTaBmi 0,38 MI/KT/CyTKH, y cobak — 0,18 MI/KT/CyTKU, v
Maxak-pesyc — 0,8 wmr/kr/cytku. YV cobak Habmonantucs 3QdeKTE: CcyXxoCTh BO pTy M
Taxukapmusa. Hukakux rucromaTosoruyeckux NOpaXXCHUH He OBUI0 O6GHapyXeHO B
OpoHXONero4Holt cucTemMe ¥ apyrux Opranax u cucremax opraHoB. 3nauenne NOAEL y kpbic
TIpK IEPOpaIbHOM BBENCHHH B TeueHHe 18 Mecsues coctaBuio 0,5 MI/KI/CYTKH.

Hccrnenosanus TOKCHYHOCTH TIpU BABIXaHHH IIOBTOPHBIX Z103 APYTMX COCTaBOB (COCTaB Jyis
MHTpaHa3aIbHOrO BBEICHHUS, allbTepHATHBHBIA mponemiesT HFA134a u coctashl ¢ IIOPOUIKOM
JIaKTO3bI) CPOKOM 10 6 MecsumeB Ha KppIcax M 10 3 MecsaueB Ha cobakax, He Oaiu
AOMOIHUTENLHOM HH(bOpMaIuu 06 061meM npodrIe TOKCHYHOCTH HIpaTponus 6poMua.

B wuccnenosanuu, mmmBmemcs o 6 MECALEB, HIpaTponuss OpOMHA BBOAMICS coBakam
HHTpaHa3albHO, IoJy4yeHHoe 3Hauenne NOAEL coctaBmio > 20 MI/KT/CYyTKH U HOATBEPXKAANIO
TIPEAbITYIIHE HCCIIEN0BAHHS Ha CoOaKax [pH UHTPAaHA3aJbHOM BBEIEHHH CpPOKOM 110 13 Henensb.
HccnenoBanuss  ToxcuunocTH IIOBTOPHBIX 103 HUIpaTponus OpoMHAa [OKa3agd, uTO
TOKCHKOIOrU4eCKHe npoduin coctaBa DA u 06519H0r0 coctara XDV cX0KH.

Hccnedosanus noxanvroii nepenocumocmu

Bozweiit pactop unparponms 6pomuna (0,05 mr/kr) umen xoporyio MECTHYIO MEPEHOCUMOCTh
TpY MHTAIAHOHHOM MOCTYIUICHHH KaXKIble 4 yaca y Kpbic. B HcclIeqoBaHmsx TOKCHYHOCTH
TOBTOPHBIX 103 HIIPATPONIHs OPOMHUI UM XOPOLIYIO MECTHYIO IIEPEHOCUMOCTD.
Cencubunuszupyrowuii nomeuyuan

B uccnenoBaHHSX Ha MOPCKHX CBHHKAX HE BO3HHKAIM PCaKIMH TIHMIEPYYBCTBHTENIBLHOCTH
3aMEJUICHHOT'O MJIM HEME IEHHOTO THIIOB.

COTJTACOBAHO g
MMHHUCTEPCTBOM 3/IPABOOXPAHEHUS
PECHYBJIMKH BEJIAPYCh

Ipuxas Muxucrepersa 3ApaBOOXpaHeHH s
Pecny6auxu Benapycs
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In vitro TecT Diimca u TecTH! in vivo MHKDOSIIEPHBIA TECT, JOMHUHAHTHBIH NeTANbHBIR TECT Ha
MBIIIaX, LMTOTCHETHYECKHH aHAM3 C MO3)KEYKOBBIMH KIETKAMM KUTAHCKONO XOMSIYKa HC
BBISBUIIM 3 (DEKTOB re HOTOKCHYHOCTH.

B uccnenosanyy kaHeporeHHOro notennmaa Ha MbImax H KpBICax, KOTOpOE UIMJIOCHh 2 Tojia.
He OBLIO BBIABJICHO KAHLEPOre€HHOrO TOTEHLHANA UNpaTponus 6poMHIa IpH BO3NEHCTBHH /103,
TPEBRINIAIOMUX MAaKCHMAaJIbHbIE PEKOMEHIOBAHHBIE J03BI IS IIPUMEHEHUS Y 4YeJoBeKa
npubu3uTensHO B 1200.

Toxcuueckoe 6o30eticmeue na PenpooyKyuo u/unu pazeumue nomomcmea

UccnenoBanus Bausuus HIIpaTponus 6poMuna Ha GpepTUIBHOCTS, 9MOPHO-/HETOTOKCHIHOCTH U
IepU-/TIOCTHATAILHOE Pa3BUTHE TIPOBOUINCE Ha MBIIIAX, KPhICAX M KPOJIHKaX.

Ilepopaneubie mo3sr 1000 MI/KT/CYTKH y KpbIc, 125 MI/KI/CyTKH Y KpOJMKOB NPHBOMMIM K
BOSHMKHOBEHMIO SIBJICHMH MaTE€pHMHCKON TOKCHYHOCTH y 00OMX BHIOB >XMBOTHBIX, SIBAEHHAM
dMOPHOTOKCHYHOCTH H IIOAHOH TOKCHYHOCTH Y KPBIC B BUJIE CHHIKEHMS MacChl TeNa y ILI0/0B.
IlopokoB passutus, cessamEBIX C [IPHEMOM HIpaTponusi OpoMuma, He HabIIOLANOCS.
MakcuManbHble, TEXHHYECKH MOCTHKHMbIE FO3bI IIPM HHTAJSAIMOHHOM BBEJEHHMH, 1.5
MI/KT/CyTKM (9KBHBaJeHTHa 103e 1Is NIpUMEHEeHHS y 1denoBeka 0,24 Mr/kr/cyTku) y kpeic 1 1.8
MI/KI/CyTKH (3KBUBalleHTHA [103€ IS IIPUMCHEHHS y uenoBeka 0,576 MI/Kr/cyTku) y KpoIMKos.
HE OKa3pIBaJIM HEOJArONPHUATHOTO BO3IEHCTBHS Ha PEIPOMYKTUBHYIO QYHKIMIO y 060MX BHJIOB
XMBOTHBIX.

JlanHbBIEe 03Bl NPEBEIMAIT MAKCHMAIbHEIE PEKOMCHIOBAaHHBIE JUIS IPUMEHEHHUS! y YesoBeka (2
mr uiu 0,04 Mr/kr, npu pacuere Ha Maccy Tena S0 xr) B 6 u B 14 pas.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeuens BcnoMoraTeabHbIX BEIeCTB
Harpus xnopun

JuHatpus sperat

Bensanxonus xnopun

XNOpHCTOBOOPOIHAS KHCIIOTA KOHIIEHTPUPOBaHHAas
Bona ouninennas

6.2. HecoBMecTMOCTD
u o ®
CmemmuBanue B ogHOM KOHTeHHEpe HeOyaii3epa JeKkapcTBEHHOIO npenapata [1yJ1eMoBEHT ' u

paCTBOpa Ajis MHTaAJISIMA Ha OCHOBE HaTpHUA KpOMOTJIHMKATa MOXET IIPUBECTU K o6pa3013aHm0
ocagka.

6.3. Cpox rogHocTH ’

3 rona. He ucmone3oBats mocite uereyenus CpOKa roOHOCTH, yKa3aHHOT'O Ha YIaKOBKE.
IIpuroroBnennsiit pacteop crenyer Cpasy HCIONb30BaTh, OCTATKH MPHUTOTOBIEHHOTO PacTBOpa
HE XpaHuTh. Hencrons30BaHHEbIH IPHTOTOBIEH b PacTBOD ClIENyEeT YTHIIN3UPOBATS.

Iocne BexperTus dnakona xpanuts He Gosee 6 MeECSIIeB.

6.4. Ocobbie MephbI pex0CTOPOKHOCTH NpH XpaHEeHHH
XpaHuTE OpH TeMmmepatype He Beime 25 °C. He 3aMOpa’kUBaTh.

6.5. XapakTep u coaepkanue ynakoBKu

Ilo 20 M1 Bo ¢makoHs! M3 nuTOrO KOPHYHEBOTO CTEKNA: (DIaKOHBI-KAMeIbHUIbLI 06HEMOM
25MII, YKYNOpEHHbIE KDBINKOH BHHTOBOM B  KOMIUIEKTE C KOJIBLIOM  TIEPBOro
BCKDBITHS/KaneJIbHUIIEH,

Kaxnpiit ¢praxon BMecTe ¢ MMCTKOM-BKIABIIEM TOMEIIAIOT B MayKy U3 KapToHa.

COTJIACOBAHO
MUHUCTEPCTBOM 3IIPABOOXPAHEHI/IH
PECIYBJUKHN BEJIAPYCH
[puxa3 MuuucTepersa 34PaBOOXPaHEHNA o]

Pecnybanxu Benapycsb




6.6. Ocobbie  Mepsl  mpenoCTOPOKHOCTH IPpM  YHHYTOXKEHHHM  HMCHOJbL30BAHHOT0
JIEKAPCTBEHHOr0  NpenapaTa MWJIH  OTXO0B, NOJYYeHHBIX T0C/e NpHMEHEHH
JIEKaPCTBEHHOI0 Mpenapara iy paboTsl ¢ HUM HD PE

Het oco6rix TpeGoBanmi.

6.7. YeoBust ornycka u3 anrek 2 1 ] 1 b- 2 0 2 0
ITo penenty Bpaua.

7. IEPXKATEJIb PEI HUCTPAIIMOHHOI'O YIAOCTOBEPEHUS
000 «®PapmTexHoTOTHSY»

220024, Pecmy6imka Benapycs, r. Munck, yi1. Kopxenesckoro, 22
Tenedpon/daxc: +375 17 309 44 88, e-mail: ft@ft.by.

8. HOMEP PETUCTPALIMOHHOI' O YIAOCTOBEPEHUS
20/06/2402 ,

9. IATA NTEPBUYHOM PEI'’HCTPAIIIHN (IIOATBEPXXJAEHUSI PEI'UCTPAIIMU
HEPEPETMCTPAIIUM)

Hata nepeuuHoOM peructpanuu: 24.06.2015 r.
Jlara mocnenuero NOoATBEpXXAeHUS peructpauuu: 04.06.2020 r.

b

10. TATA IEPECMOTPA TEKCTA COTTACOBATO

MHUHHUCTEPCTBOM 3[IPABOOXPAHEHUS
PECIIYBJNKU BEJIAPYChH

TIpukas Munucrepcrsa 3APaBOOXpaHeHusn
Peenybankn Benapyes
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