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WUHCTPYKIUS IO MEJUIIUHCKOMY NIPUMEHEHHNIO
JEKAPCTBEHHOI'O ITPEITAPATA

pm——

COTJACOBAHO
1. HAMUMEHOBAHMUE JIEKAPCTBEHHOTI' O IIPEITAPATA | miiucrepcraol n.ar)_\';‘« -

PECITYBJIUKHA |
Bonbrapen Omynbrens, 2%, Tenp 11 Hapy»KHOTO IIPUMEHEHHS. ’ Mpincaa Mitssictepersa sapase

JecnyQ '):H }n 18] \H“:“
Or e 0)/ ;?f No_ 0// |
1.3. MexayHapoaHoe HenaTeHToBaHHOe HauMeHoBanue (MHH) =
Juxnodenax.

2. KAYECTBEHHBII M KOJIMYECTBEHHBII COCTAB

Jleticmeyiowee eewyecmeo: 23,2 Mr/r nuknopeHaka AUITUIAMHHA, YTO COOTBETCTBYET 20 MI/T
ouKio(eHaKa HaTpHsL.

Bcnomozamenvhuie 6eujecmea. IpomMIEHIIAKONb — 50,0 Mr/r, 6yTuinraapokcutonyosn — 0,2 Mr/r.
ITonHBIH MEpeYeHb BCIIOMOTAaTeIbHBIX BELIECTB IPUBE/IEH B pasaeie 6.1.

3. JEKAPCTBEHHASI ®OPMA
[enb 171st HApY)XHOTO IpUMeHeHUs 2%.
Msrkuit, OJHOPOJHBINA, KpEMOOOPA3HbIH Iellb, IBET OT OEJIOro 0 XKEITOBATOrO.

4. KKINHUYECKHUE JAHHBIE
4.1. Iloxa3zaHusl K NPHMEHEHHUIO
e  Jlna neyenus 6011, BOCIIAJICHUS M OTEKa IIPH:

- TpaBMax CyXO)KWJIHH, CBSI30K, MBIIII U CyCTaBOB, HAIIPUMED, BBHIBUXH, PA3pPbIBbI CBA30K,
ymuObl, pacTsHkeHHs W O0NM B CIMHE IIOCHE 3aHATUH CIOPTOM MM B pPE3ylbTare
HECYACTHBIX CIIy4aeB;

- JIOKQJM30BAaHHBIX (OpMax peBMATHYECKUX 3a007€BaHUN MATKMX TKaHEH, TaKMX Kak
TEHAWHAT (CHHIPOM «TEHHCHOTO JIOKTS»), CHHJAPOM  IUIEYO-KHUCTh, OYpCHT,
HepHapTPONaTHs.

e ]ISt CUMIITOMATHYECKOTO JICYEHHS apTPO30B CyCTABOB MaJIOH U CpeHEH BEIMYHMHBI, OIU3KO

PaCIOI0KEHHBIX K KOXKE, HalIpUMep, CyCTaBOB IAJIBLIEB PYK MM KOJIEHEH.

4.2. Pexum 103MpoBaHMA M cI0c00 NPUMEHEHHS

PexxuM 103upoBaHus

Bspocnvie

B 3aBucumocTH OT pasmepa Ooje3HeHHOW oOmactu, 2-4 r mpemapata (4To 1O 00BEMY
COIIOCTABUMO COOTBETCTBEHHO C pa3MEpOM BHIIHHM WM TPELKOro opexa M JOCTaTOYHO JUIs
06paboTky mIomamm nosepxHocty Tena 400-800 cM?) HAHOCAT Ha MOPAKEHHBIHA yY4ACTOK KOXKH 2
pasa B IeHb YTPOM H BE4E€pPOM H CJIerKa BTUPAIOT.

JImMTeNnbHOCTE JICYEHUS 3aBHCHUT OT IOKazaHMN W oTMmedaemoro sddekra. Ilpu orcyrcTBun
YIAYYIIEHUS WIA OpU YXYAIIEHHH CHMIITOMOB uepe3 7 [HEH pPEeKOMEHIYETCs BBIIOIHHUThH
MOBTOPHYIO OLEHKY 3(h(eKTHBHOCTH JieueHus. BonbrapeH DMybresib He JODKEH IPUMEHATHCS
Gonee 14 nHeil.

ITocne HaHeceHus mpenapara pykH HEOOXOIHUMO BBIMBITH, €CIM OHHU HE SBISIIOTCSA 00JaCTBIO
JIEYEeHUS.

Oco0Bble rpynibl NarueHToB
Jluya nooicunozo éospacma (cmapwe 65 rem)
PexxuM 103upoBaHus TaKoM jke, Kak U AJIs B3POCIIbIX MAIMEHTOB.

eTH
Hemu mnaowe 12 nem:
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JlexapCcTBEHHBIH Ipernapar He pEKOMEHI0BAHO Ul IPUMEHEHHS y IETeH B Bo3pacTe 0 12 Jer,
TaK Kak He IIPOBOMIIOCH CHCTEMATHYECKOTO M3yUIeHHsl IIPUMEHEeHHs U 6e3onmacHocTH BosbTapeH
OMynbress y JaHHOM IpyIIbl HALUEHTOB.

Jemu om 12 nem u cmapwe:

Pexxum n03upoBaHus TakOH K€, KaK U AJIS B3POCIBIX MAIIMEHTOB.

Croco6 npuMeHeHus
[Ipenapar npeaHa3HaYeH TOJIBKO Ui HAPY)KHOTO IPUMEHEHHSL.

4.3. IIporuBomoka3zaHusA

. [ToBbIIeHHAS YyBCTBUTEIBHOCTD K AUKIO(EHAKY MIIA APYTMM KOMIIOHEHTAM IIpernapara.
. CKIIOHHOCTH K BO3HUKHOBEHHIO IIPUCTYIIOB OPOHXHAILHON aCTMBbI, aHTHOHEBPOTHYECKOT'O
OTEKa, KPAaIlMBHHUIIBI UJIM OCTPBIX PUHHUTOB IPU MPUMEHEHUH AlleTUIICAIUIMIIOBON KUCIOTHI WU
JAPYTUX HECTEPOUIHBIX MPOTUBOBOCHIANIUTENBHBIX TpenapaToB (HIIBIT).

o III Tpumectp GepemenHoCTH (cM. « DepmunvHocmsb, bepemeHHOCMb U TAKMAYUSLY).

4.4. Ocobble ykazaHusi 1 MepbI PEI0CTOPOKHOCTH MPH MPHMEHEeHHH
Henp3s MCKIIOUYUTH BO3MOXKHOCTH Pa3BUTHs CHCTEMHBIX MOOOYHBIX pPEAKLUU [PU MECTHOM
NpUMEHEHMH Ipenaparta BonpTapen Omynbrens Ha OOMIMPHBIX Y9acTKaX KOXKH Ha MPOTSHKEHUU
JUIATEIBHOTO BPEMEHH (CM. HHCTPYKIHUIO [0 MEIUIMHCKOMY IIPUMEHEHHIO CHCTEMHBIX
JIEKapCTBEHHBIX (opM auKiiodeHaka).
BonbeTrapen DMynbrens ciefyeT HAHOCUTD TOJBKO Ha HEMOBPEXICHHYIO HEBOCIAICHHYIO KOXY,
u30eras nonagaHys Ha paHEeBYIO IIOBEPXHOCTh KOXKHU WM OTKPHITHIE paHbl. He cienyer nomyckars
TNoNalaHys IIpernapara Ha Iias3a U cIu3ucTeie 06omouku. [Ipenapar Henb3s r10TaTh.
[Ipy mosiBNEHUN KOXKHBIX BBICHIIAHUHN JIEYEHUE MTPENIapaToM CIIeIyeT IMPEeKPaTUTh.
Bonbrapen OMynbrenb He CleAyeT NPUMEHSTh O] BO3AYyXOHENPOHHUIAEMYIO OKKJIIO3UBHYIO
TIOBSI3KY.
[Ipenapat copepxur:
® [IPONHJIEHIVIHKOJb, KOTOPBI MOXET BBI3BaTh JIEIKOE pa3/IpaXCHHE KOXKU B MeCTe
HAHECEHHUs Npernapara y HeKOTOPhIX MallueHTOB.
e OYTHATHAPOKCHTOIYO0J, KOTOPBIH MOXET BBI3BaTh MECTHBIE KOXKHBIE pEaKIUu
(HanpuMep, KOHTAKTHBIN IEPMATHT) WM pa3fApakeHue Ij1a3 U CIM3UCTHIX 000I0UeK.

4.5. B3ammopeiicTBHEe ¢ APYIrMMH JIeKADCTBEHHBIMHM TNPENAPATAMH H JApyrHe BH/IbI
B3auMO/eHCTBUSA

[Tockonpky cucremHas abcopOuus AuKIOpeHaKa MPH MECTHOM NPUMEHEHHH OYEHb HH3Kasl,
BO3HUKHOBEHHE B3aUMOJEHCTBUM MaJIOBEPOATHO (cm. pazden «(Ocobvie ykazanus u mepol
npeoocmopodicHocmu npu npumerenuuy, « Heacenamenvrole peaxyuuy).

4.6. @epTHIBLHOCTH, 0€PEMEHHOCTDb H JAKTALHUSA

bepemenHocTh

[Ipumenenne auknodeHaka y OepeMEHHBIX JKCHIIMH HE H3y4ajoch, II09TOMY HE CleIyeT
PUMEHATH npenapat BoapTapen Omyibrens Bo Bpems 6epemenHoctH. [Ipumenenue npenapara
npotuBonokazano B III TpumecTpe OGepeMEHHOCTH B CBS3U C BEPOSTHOCTBIO JOCPOYHOIO
3aKpBITUA OOTALIOBOrO IPOTOKA, TOJABIEHHEM POJOBBIX CXBATOK, HapyIIeHHEM (YHKIHU OYeK
y I1JI0/1a, KOTOPOE MOXET Pa3BUTHCSA 10 NOYEYHONU HEJOCTATOYHOCTH C OJIMTOTHIPAMHHUOHOM.
MccnenoBanus Ha JKMBOTHBIX HE BBUIBHIM IPSMOrO HJIM KOCBEHHOTO HEOIArompusATHOIO
BO3JEHCTBUS Ha O€peMEHHOCTh, SMOpPHOHAIBHOE / BHYTPUYTPOOHOE pa3BUTHE, DPOJBI HIIH
IOCTHATAJIbHOE Pa3BUTHE.

JlakTarus
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Tak xak gaHHBIE IIPOHHKHOBEHHH B I'PYIHOE MOJIOKO JUKI0(eHaka, IPUMEHSIEMOI0 MECTHO,
OTCYTCTBYIOT, TO HE CJIICOYET NIPUMCHSTH BoanapeH 3MyJ'IbI’ €JIb Y KOPMAIINUX JKCHIIHUH. Tonsko
IIpU HAIAYUH AOCTATOYHBIX OCHOBaHHH JJId MPUMEHEHUS npemnapara B NEPUOI KOPMJIEHHUS
IpY/BIO, €T0 HE CIIEyeT HAHOCUTH Ha 00JIACTh IPyaH, 00pabaTeiBaTh MM OOMIMPHBIC Y4aCTKH
KOXXH M HUCIIOJIb30BATh IPOAOJDKUTEIBHOE BPEMSL.

DepTHIEHOCTE
JlaHHBIE 110 HEPTUIBHOCTH OTCYTCTBYIOT.

4.77. BausHue HA cNOCOOHOCTH YNPABJSATH TPAHCIOPTHBIMH CPEICTBAMH H padorarh ¢
MeXaHHU3MaMH

MecTHOE mpuMeHeHue npenaparta BoisTapen DMybrens He OKa3bIBaeT BIUSHHS Ha CIIOCOOHOCTh
yIpaBJIATh aBTOMOOUIIEM U paboTaTh C MEXaHU3MaMH.

4.8. HexeaatejabHble peaKIUH

Uudopmanus o0 HeXenaTeNbHBIX peakIusX IpPeCTaBlIeHa B COOTBETCTBUM C CHCTEMHO-
OpraHHbIMH KJIaCCAMM M YaCTOTOM BCTPEYaEMOCTH IO CIEAYIOIIMM KaTeropusiM: OYCHb
gacto (> 1/10); gacto (> 1/100, < 1/10); mewacto (> 1/1000, < 1/100); peaxo (> 1/10000, <1/1000);
oueHb peako (<1/10000). B pamkax kaxmo# rpymnmnbl HeXenaTeabHble PEaKIuy IPEICTaBIEHb] B
HIOPSIIKE YMEHBIIEHUS CEPbE3HOCTH.

Hugpexyuu u uneazuu

OueHp peiKo: MyCTYJI€3HbIE BHICHITAHUS.

Hapywenus co cmopoHsl uMyHHOU cucmembl

Ouens penko: otek KBUHKe, peakUy rHNepIyBCTBUTEILHOCTH (BKIIIOYAs KPAMBHHUILY ).
Hapywenusi co cmopoHbl OblXamenbHOU CUCEMbl, OP2AHO08 2PYOHOU KNeMKU U CPeooCmeHUs
Ouensb penko: OpoHXHABHAS acTMA.

Hapywenus co cmoponul K0dicu U NOOKOICHbIX MKAHeU

YacTo: nepMatuT (BKJItOYAsi KOHTAKTHBIA IEPMAaTHT), ChIIb, 3PUTEMA, dK3eMa, 3y,

Penxo: Oynne3nslit nepMaTurT.

Ouens peaxo: poToceHCHOMIH3aLHsL.

BeposiTHOCTh pa3BUTHS CHCTEMHBIX HEXKEIATENBbHBIX DPEaKUUH IPU MECTHOM IPUMEHEHHH
npenapara BoiabTapeH DMybress Majia o CpaBHEHHIO € YaCTOTON HeXeIaTeIbHbBIX PEaKIUid TP
IepOpaIbHOM IIPUMEHEHUH IIpernapara.

Henb3st HCKITFOYUTH BO3MOXKHOCTD Pa3BUTHS CUCTEMHBIX HEXKEIATEIbHBIX PEAKIUH IIPH MECTHOM
IpUMEHEeHUH INpenapaTta BonbrapeH DMyibrenas Ha OOMIUPHBIX ydacTKaX KOXKH Ha MPOTSHKEHUH
JUIMTEJIBHOTO BpeMEHH. B Takux ciaydasx CleQyeT O3HaKOMHUTBCA C HHCTPYKLIMEH II0
MEIUIIMHCKOMY ITPUMEHEHHUIO IIepOPaIbHBIX ()OPM JIEKapCTBEHHOTO Mpenapara BoibrapeH.

Coobuenue o HedcenamenbHblX peaKyusix

Baoieno  coobwjame 0 nooospeéaemvix HedicenamenvHblX PeaKkyusix nocie peucmpayuu
NIeKapCcmeeHH020 npenapama ¢ yevio obecneyenus Henpepvl8HO20 MOHUMOPUH2A COOMHOULEHUS
«noNb3a — PUCK» JleKapCmeeHHo20 npenapama. Meouyunckum pabomHuxam pekomenoyemcs
coobuame 0 1106bIX NOO03PEBACMBIX HEJHCENAMENbHBIX PeaKyusx 1eKapcmeenno20 npenapama
Yepe3 HaYUOHANbHbIE CUCMEMbL COOOWEHUS O HeJCeamelbHblX PeaKyusix u Heaggpexmusnocmu
JleKapCmeeHHbIX NPenapamos.

Ecnu y nayuenma eosnuxarom xaxkue-1ubo HediceramenvHvle peakyuu, emy peKoMeHOyemcs
NPOKOHCYIbIMUPOBamuvCsi ¢ 8pavyom. Jlannas pekomeHOAyus pacnpocmpausiemcs Ha niobvie
B03MOJICHbIE HediceNameNbHble Peakyul, 8 MOoM YUcie HA He NepeyvucieHuble 6 UHCMPYKYuu no
MeOUYUHCKOMY NPUMEHEHUIO 1eKapCmeeHH020 npenapama. Bul makoice modiceme coobuumes o
HeJiceamenbHblX PeaKyuax 8 uHGOpMayuoHHylo 6azy OaHHBIX NO HeJCeNameNlbHblM PeaKyusim
(Oeticmeusim) Ha JNleKApCMEeHHble NPenapamvl, GKIIOYAS CO0QWeHUs O HedppexmueHocmu
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nexapcmeennuix npenapamog. Coobwyas o HedcelamebHblX peaKyusix, Bvi nomozaeme nonyvyume
bonvue ceedenuil 0 bezonacHocmu npenapama.

4.9. Ilepexo3supoBka

Kpaiine Hu3kasi cucreMHass aOcopOIMs aKkTHBHBIX KOMIIOHEHTOB Ipernapara IpH HapyXKHOM
NPUMEHEHHUH JIeNaeT IepPe03UPOBKY MaTOBEPOATHOM.

OHAKO MpH CIIyYaiHOM MPOTJIATHIBAHUU BHYTPh MOTYT HAOJIIONATHCSl CUMIITOMBI, XapaKTEPHBIE
JUIS TIepeI03HPOBKH AuKI0peHakoM B hopme TabeTok (1 Tyba o 50 r conepKuT SKBUBAIEHT 1 T
UKo eHaKa HaTpHs).

HenpaBuibHOEe NpHMEHEHHWE WM ClIydailHOe NporiaTbIBaHWE IIperapara MPUBOJUT K
BO3HMKHOBEHHIO CYIECTBEHHBIX CHCTEMHBIX MTOO0YHBIX peakiuii. [Toka3aHo nmpuMeHeHne o0mmx
TepaneBTHYECKHX Mep, IMPHUMEHSeMBIX [pH JICYCHUH OTPaBJIE€HHMS  HECTEPOUIHBIMU
IPOTHBOBOCTIAIUTEIBHBIMH IIPeapaTaMy.

5. DPAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®dapmakoamHaAMHYeCKHe CBOHCTBA

dapmakoTepaneBTHYECKAs] TPyNNa: [Iperaparsl Ul HAPY)XHOrO MPUMEHEHHUs IMpu O0NiX B
cycraBax M Mblmnax. HectepouaHble IPOTHBOBOCHAIUTENBHBIE IIPENaparhbl Ui HapyKHOTO
IPUMEHEHHMSL.

Koa ATX: M02AA1S

MexaHu3M J1efcTBUS

Jluknodenak — HecTepouIHBIH mpoTuBoBocnanuTenbublil npenapat (HIIBII) ¢ BeipakeHHBIM
AHAJIBIETUYECKUM, MPOTHBOBOCHAIMTELHBIM M JKAPOMOHIDKAIONMM CcBoHCcTBaMH. OCHOBHOM
MEXaHHU3M JIEHCTBUS 3aKIIFOYaeTCsl B MHTHOMPOBAHUU CHHTE3a IIPOCTATTIaHIMHOB AUKJIO(PEHAKOM.
BonbrapeH Omynbrens — 310 00€3001MBaOIUE U IPOTHBOBOCHIAIUTENBHBIA Mpenapar it
Hapy>XKHOTO NMpUMeHeHHUs. biarogaps BOJHO-CIIUPTOBON OCHOBE I'ellb JIETKO BTHPAETCS B KOXKY U
OKa3bIBaeT 00JICYTONSIONIEE U OXJIAKAAOLIEe AEHCTBHE.

[Ipy BoOCHaJeHMH TpPAaBMAaTHYECKOrO reHe3a BoibTapeH OMysbreib yMeHbIIAaeT O0JIEBBIE
OLIYILEHUS ¥ CHUMAET OTEKH.

5.2. @apMakoKHHeTHYeCKHe CBOHCTBA

Abcopbuus

KonmuuectBo  mukiodeHaka,  BcachIBAIOLIErocs — 4epe3  KOXy,  [POINOPIUOHAIBHO
IIPOJIOJDKUTEIBHOCTH KOHTAKTa C KOXKeH, Iutonaau o0padaTeiBaeMoii TOBEPXHOCTH U 3aBUCHUT KaK
OT CyMMapHO# JJ03b1 HAHOCHMOTO ITpernapara, Tak 1 OT CTENIEHH IMApaTaluu KOXKH.

Ilocne nanecenust mpenapara BoaprapeH OMmynbrens 2% Ha IOBEPXHOCTb KOXKHM IIIOIIAIBIO
npu6musutensHo 400 cm? (2 pasa B CYTKH), KOHIEHTpAIHs AEHCTBYIOMIETO BEUIECTBA B ILIA3Me
COOTBETCTBYET €ro KOHIEHTPAIMK MpH IMpuMeHeHuu 1% rens quxiodenaka (Ipu HaHeceHHHU 4
paza B cytku). Ha 7-ii meHp OTHOCHTeNnbHas OMOMOCTYMHOCTh Bombrapen Omynsrens 2%
(ornomenue AUC) coctaBnser 4,5% 1o cpaBHEHHIO ¢ TabieTkaMu (A1 S9KBUBAJICHTHOM 1035l
HaTpUeBOU cou nukiIodpenaka). [Ipy HomeHun BIaro- ¥ naponpoHUIIAEMON OBSI3KH BCAChIBAHHE
HE U3MEHSIOCH.

Pacnpenenenue

Konuenrtpauun auxinodenaka ObLTH U3MEPEHBI B IJIa3Me, CHHOBHAJIbHON TKaHU ¥ CHHOBHAJIbHOM
KUJIKOCTH TIOCIIE MECTHOTO HaHeceHWs BonbTapeHa OMysbrens Ha CyCTaBbl PYK M KOJICHA.
MaxkcuMmalibHasi KOHIEHTpALysl B ia3me npuonusutenbHo B 100 pa3 HuKe, 4eM KOHLEHTpPAIUS
1OC/Ie TMEPOPATLHOrO MPUMEHEHHs TAKOTO Ke KonudecTBa aukiodenaka. 99,7% muknodenaxa
CBA3BIBAETCA ¢ OEIKAMM CHIBOPOTKH, IPEMMYILIECTBEHHO ¢ anbOymuHoM (99,4%).

BuotpanchopMmarus
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Buotpancdopmanus AUKIOPEHAKAa YaCTHYHO BKIIIOYAET TJIIOKYPOHH3AIHMIO HEM3MEHHOU
MOJIEKYJIBI, HO IPEUMYLIECTBEHHO OJHOKpPATHOE WJIM MHOTOKPaTHOE THAPOKCHINPOBAHUC
IPUBOIUT K 0Opa30BaHHIO HECKOJIBKHX (eHOIBHBIX METa0OIUTOB, OOJBIIMHCTBO U3 KOTOPBIX
IPEBPAIAOTCS B TJIIOKYPOHOBBIE KOHBIOTaThl J[Ba (eHOJBHBIX MeTabOoNIUTa SABJIAIOTCS
OMOIOTMYECKH aKTUBHBIMU, HO UX AKTUBHOCTH CYILIECTBEHHO HHXKE€ aKTUBHOCTH ko eHaka.

DJIMMHUHALMS

OO6muMii CHCTEMHBIH KIMpeHc AMKIopeHaKa M3 IUIa3Mbl KpOBH cocTaBiseT 263 + 56 mui/MuH
(cpenHee 3HayeHHe * CTAHJAPTHOE OTKJIOHEHME). TepMHHANbHBIA MEPUOJ IOTYyBBIBEICHHUS M3
miasMbel cocTaBisieT 1-2 vaca. YeTslpe U3 MeTabOIMTOB, B TOM 4YHCIIE JIBA AKTHBHBIX, TAKKe
II0Ka3bIBAIOT KOPOTKHIA IIEPUO/I IOJIYBBIBEACHHUS U3 IUIa3MBI, KOTOPBIH cocTaBiseT 1-3 yaca. Oun
13 METabOIUTOB, 3'-THAPOKCH-4'-METOKCH-UKIO(PEHAK, TT0Ka3bIBaeT 00Jiee ITMTEIbHbBIH IEPHO/T
IOJIyBBIBEEHHS, HO (DAKTHYECKU SBIISETCS HEAKTHUBHBIM. JlMKIOpeHaKk M ero MeTaboHThHI
BBIBOJISATCS] IPEUMYILIECTBEHHO C MOYOH.

XapaKTepUCTUKHU OTAEJIBLHBIX I'PYIII HAIHEHTOB

He npeanojara€Tcsa akKKyMyJIsaIus ,Z[HKJ'IO(beHaKa U ero MeraboJIuTOB Y HDaUCHTOB, KOTOPBIC
CTpaaaroT MOYEYHOH HEAOCTATOYHOCTHIO. Y MAIMEHTOB C XPOHHYECKHUM TICHAaTUTOM HIIH
KOMIICHCUPOBAHHBIM LIAPPO3OM KHHETHKa H MeTaboJIn3M III/IK.IIO(i)eHaKa TaKu€ XE€, KaK H Y
[MalIUCHTOB, KOTOPBIE HE UMECIOT 3a00JIEBaHHH TTIEYCHH.

5.3. /laHHBbIe JOKJIUHHYECKOI 0€30MacHOCTH

JloknmuHuYeCKue JaHHBIE, OCHOBAHHbBIE HAa HUCCIEHOBAHUSX OCTPOH TOKCHYHOCTH, TOKCHYHOCTH
MHOTOKPATHBIX 103, T€HOTOKCHYHOCTH, MYTare¢HHOCTH M KaHIIEpOTE€HHOCTH AMKIO(pEeHaKa, He
BBIIBIUIM OCOOOW OMAacHOCTH JUIs YeJOBeKa B PEKOMEHIYyEeMBIX TEparneBTHUECKHX a03ax. Y
MBIIIEH, KPBIC ¥ KPOJIMKOB TEPAaTOreHHOE JAEHCTBUE Mpemnapara He o0HapyxeHo. Jluknopenak He
BJIMSET HAa (DEPTUIBHOCTH JKUBOTHBIX (KPBIC) WJIM Ha MX IIpe-, IEPH- U IIOCTHATAIHHOE pa3BUTHE.
B pa3nuuHBIX HCCIEeOBaHMUSX HE OBUIO BBIABICHO J[0Ka3aTelIbCTB TOro, uto Bosbrapen
OMyJIbreb BhI3bIBaeT (POTOTOKCHYHOCTD MIIM CEHCHOMITU3AIIUIO KOXKH.

6. PAPMALEBTUYECKUE CBONCTBA
6.1. IlepeueHb BcioMoOraTe/ibHBIX BelleCTB
JluaTHIIaMUH

Kapbomep

Maxkporos nerocreapunoBsiit 3¢up

Koxonn xanpuiokanpar

W3onponumnoselii coupt

Kunxuit napadpun

OneunoBelii CIUPT

OBKaJIMNTOBAs OTTyIIKA
ByTtunruapoxcutonyosnt

[IponuneHriukob

Bopa ounmiennas

6.2. HecoBMecTUMOCTDH
He npumenumo.

6.3. Cpoxk rogHocrtu (CpoK XpaHeHus1)
3 rona.

6.4. Oco0Oble Mepbl NPEJOCTOPOKHOCTH IIPH XPAHEHHH
Xpauuth npu Temneparype Hiwke 30 °C. XpaHUTb B HEOCTYIIHOM JUISl IETEH MECTE.
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6.5. Xapakrep u coaep:kaHHe NEPBHYHOH YIIAKOBKH

[To 50 r B aJIFOMMHHEBOH JAMUHUPOBAHHOW TyOe C 3aIIMTHON MeMOpaHON U HaBHHYMBAIOIIEHCS
Kpbikoit 6enoro nsera. Mnu no 100 r B anoMHHHUEBON JJaMUHHPOBAHHON Ty0Oe ¢ KPBIMIKOH €
OTKHJBIBAIOIIMMCS BepxoM. Ty0y BMecTe ¢ HHCTpYKIHEH IO NPUMEHEHHIO (JIMCTKOM-
BKJIaZIbILIEM) YIIAKOBBIBAIOT B KAPTOHHYIO MTAUKY.

6.6. OcoObie Mepbl NPEIOCTOPOKHOCTH TPH YHHYTOKEHHH HCIOJIb30BAHHOIO
JIEKAPDCTBEHHOI0  MpenapaTa WJIH  OTX0[0B, MOJY4YEHHBIX I0CIe NPHMEHEeHHS
JIEKAPCTBEHHOI0 NpenapaTa, 1 Apyrue MaHUIMYJISAHH ¢ PenapaTom

Het ocoObIx TpeOoBaHMIi K YyTHIH3AIHH.

6.7. YcaoBusi oTIycKa U3 anTeK
be3 peuenra.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSI
AO «Xeneon Pycy, Poccuiickas @enepanust
123112, r. Mockaa, [IpecHenckas HaGepexuas 10, Poccuiickas ®enepanus.

7.2 TIpousBoauTenb
Xeneon KX CAPJI, lIseiinapus / Haleon CH SARL, Switzerland.
Pro ne Jlerpas, 1260 Huon, lIBeitnapus / Route de 1'Etraz, 1260 Nyon, Switzerland.

[Ipy BO3HUKHOBEHHH HEKENaTeNbHBIX SBICHHUN [IPU [IPUEME IIperapara, HoxanyicTa, coobmuTe
00 5TOM 110 371eKTpoHHOM noute: SafetyReportingEMEA @haleon.com.

Coobmenus o xanobax Ha Ka4ecTBO MpenapaTa IPUHUMAIOTCS 110 dJ1eKTpoHHoM noure CIS.LOC-
PQC@haleon.com

Topzoevle mapku npunadnescam unu UCnOIbL3VIOMCS NO auyensuu 2pynnoti komnanuti Haleon.
©2024 epynna xomnanuii Haleon unu ux auyensuap.
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