COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 09.09.2025 N2 22470

OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO [IPEAAPATA "2

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

bynenodanek, 2 Mr/no3a, neHa pekraibHas 103UpPOBaHHAS.

2. KAMECTBEHHBIN U KOJIMUECTBEHHBIN COCTAB

JlelicTByroIIIEE BEIICCTBO: OYyICCOHUI.
1 m03a meHbI COAEPIKUT 2 MTI OyJCCOHUIA.

BemiectBa, HajMuue KOTOPBIX HAJIO YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO Iperapara: IeTUIIOBbINA
CIUPT, LIETOCTEAPUIIOBBIN CIIUPT, MPOMUIICHIIIUKOIb (CM. pasaen 4.4.).
[TonHbIi MepeYeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pa3zerne 6.1.

3. JEKAPCTBEHHAS ®OPMA

Ilena PEKTaJIbHAsA JO3UPOBAHHA.

KpemooOpa3nas cToiikas meHa ot 0eoro 10 Mo4TH 0eIoro 1BeTa.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3zaHusi K NPUMEHEHHIO

ObocTpenue TUCTaIbHBIX (POPM SI3BEHHOTO KOJIMUTA (C TOPAKEHUEM MTPSIMOI M CUTMOBHTHOM KUIIKH).
4.2. Pesxum 103MPOBAHMSA M CIIOCOO MPUMEHEHHUS

PexuM no3upoBaHus
Ecnu BpauoM He mpeAnucaHo uHaue, B3pOCIbIM — OJMH pa3 B JACHb (YyTPOM UJIH BEYEPOM).

Jnumenvrocms neuenus

[TpomomKuTeNbHOCTh Kypca JI€UeHUs MoadupaeTcs BpadyoM WHAUBUAyaidbHO. Kak mpaBuro,
obocTpenue JieTkux (opM MOXKET OBITH KYITUPOBAHO B TeueHHe 6—8 Hezenb. [1o ucreuenuto qjaHHOTO
Cpoka mpuMeHeHue npemnapara bynenodanbk ciaemyer mpekpaTuTh.

Crnoco0 npuMeHeHus

[Ipemapar npuMeHsieTCsl pEKTaIbHO.

JUIs  TOCTYDKEHHWsS HAWIydIlllero pe3yibraTa pPEeKOMEHIYeTCs BBEJICHHWE IMpermapara Iocie
OTIOPOKHEHUS KHIIIEYHUKA (e(eKaIim).

Iloozomoska npenapama 015 npumeHeHus.

] XpaHUTh U UCTIONB30BaTh MpenapaT byneHodanbk cieayeT mpyu KOMHATHON
—— 1 temmneparype (20-25°C). IIn10THO YCTaHOBHTH amIUIMKATOP HA TOJOBKY
 —— Oamnona. BcerpsxuBate Oamion B TedeHue 10-15 cexkyHnm s

nepeMeuInBaHrsd €ro COACPKUMOTIO.
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Tpu nepsom HemobsoBamH: ynamhi sail it hsulior ¢-dchositi

IToBepHYTh KOJNIAUOK TakUM 0Opa3oM, 4YTOObI MOJYKPYIJIbIM BbIpE3 Ha
IIPENOXPAHUTEIIBHOM KOJIBLIE OKAa3ajCsi Ha OAHOW JIMHMM C HacaJKoM.
basioH rotToB K NpUMEHEHUIO.

% JIO3UPYIOLLIEHN TOJIOBKH.

/o u nocne npumenenus npenapama

[TomecTuTh yKa3aTenabHbIN Majel Ha KOJMA4OK U MepeBepHYTh OayliloH
BBEpX JHOM. BaxkHO: cripeil OyzeT nmpaBHIbHO PACHBUIATHCS TOIBKO MPU
yAep>KUBaHUM OaJIJIOHA B IEPEBEPHYTOM BHJIE.

BBectu anmnkaTop B IpsAMYIO KUIIKY Kak MOXKHO rityOske. Jlyuie Bcero
~— -'.',',"-i IIPY 3TOM TOCTABUTh HOTY Ha CTYN WK Tabypet. [y Toro, 4To06I BBECTH
7103y Ipernapara, HeoO0X0IMMO Ha)KaTh Ha KOJIMAYOK JI0 yIopa, MEAJCHHO
S OTIYCTUTh W JEpKaTh OKOJIO 2 CEeKyHJ. 3aTeéM MEUIEHHO W3BIIEUYb

A anruikarop u3 npsMoil kumku. [lomoxnare 10—15 cexyHI, MOCKOJIBKY
VA IIEHa B HE3HAUYUTEILHOM KOJIMYECTBE IPOJOJDKACT BBIACIATHCH, U B
IIPOTUBHOM CJIy4ae MOKET KallaTh U3 alllIMnKaTopa.

~ [Tocne BBeneHUs NIEHBI YAAIUTDH aNIJIMKATOP U BHIOPOCUTH €r0, YIIaKoBaB
\% £ B IUIACTHKOBBIN MAKeT JJIs1 UCMIOJIb30BAHHBIX alIUIMKATOPOB. 1 KaXk10r0o
\ HOBOTO BBEJIEHHUS JI03bl IIpernapara cleayeT HCHOIb30BaTh HOBBIM
anrmiaukarop. YtoOsl MpeaOTBpaTUTh HENpeIHAMEPEHHbIE TOTEPH MEHBI U3
a’p030JILHOTO OajIoHa MEX]y NPUMEHEHUSMHU, HEOOXOAUMO MOBEPHYTh
KOJMAa4OK TakUM  00pa3oM, 4YTOObI MOJYKPYIJIBIH  BbIpe3 Ha
MPEIOXPAHUTEIHHOM KOJIbIIE OKa3aJCs MPOTUB JIMHUH C HACAJKOM.

[Tocne npoueaypsl BEIMBITh pyKu. CleayeT crapaTbCs HE ONMOPOKHATh KUIIEUHHK JI0 CIEAYIOIIETO
yTpa.

4.3. [IporuBOoNOKa3aHMUs

— l'unmepuyBCTBUTENHHOCTh K OyIE€COHUAY WM K IIOOOMY U3 BCIOMOTaTelbHBIX BEIIECTB,
MEePEYUCIIEHHBIX B pasnene 6.1.

— Huppo3 neueHu.

— Jlerckuii Bo3pact (mo 18 ner).

4.4. OcoOble yKka3aHHMs M Mepbl PEA0CTOPOKHOCTH NPH NPUMEHEeHUH

C 0CTOPOKHOCTBIO

[Ipemapar crneayeT ¢ OCTOPOXKHOCTHIO MPUMEHSTH TIPH TyOepKyse3e, apTepHalbHON TUIIEPTCH3HH,
caxapHoM nauabeTre, OCTEOIopo3e, S3BEHHON OOJNE3HM KeNyIKa W JBEHAANATUIICPCTHON KHIITKH,
IJIayKOMe, KaTapakTe, OTATOLICHHOM CEMEHHOM aHaMHe3e MO Anal0eTy WIHM IJayKoMe, a TakkKe
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MIPUBECTH K HEXKENATEIbHBIM 3P dekTam.

Crenyer THIATENbHO OLIGHUTh PUCK YXYALIEHUS T€UEHUs OaKTepHUasbHbIX, PUOKOBBIX, AMEOHBIX U
BUPYCHBIX HHPEKIMI BO BpeMsl JICUCHHS IITFOKOKOPTUKOCTEPOUIaMHU.

Oco0ble yka3zaHus

Jleuenue npenaparom bByneHodanbk MpuBOAUT K 00Jiee BBIPAXKCHHOMY CHUKCHHIO KOHIICHTPAIMH
OygecoHnJa B  KpPOBHM IO CPaBHEHHMIO C  TPAAUIMOHHOW  IEpOpalbHON  Tepamueit
[JTIOKOKOPTUKOCTEPOUJIAMU € TPUMEHEHUEM TDIIIOKOKOPTHUKOCTEPOUAOB CHUCTEMHOIO JCHCTBUS,
MO3TOMY IE€PEXO C TEPANUU JIPYTUMH TIIIOKOKOPTHUKOCTEPOUIAMHI MOXKET MPUBOAUTH K MOSIBICHUIO
WM BO30OHOBJICHUIO CHMITTOMOB, CBSI3aHHBIX C U3MEHEHHEM YPOBHEH CUCTEMHBIX CTEPOUIOB.

[Tpn Ha3HaYEeHUM BBICOKHMX 03 M JJIUTEIBHOM JICYEHHUH MOTYT BO3SHHMKATh CHCTEMHBIC 3(P(EKTH,
MPUCYIIIE TIIOKOKOPTUKOCTEpoUuam, BKItouas cuaapoM Muenko-Kymmnra, nonasnenue GyHKIun
HAJIOYEYHNKOB, CHIDKCHHE MHUHEPAJIM3alud KOCTEH, KaTapakTy, IJIAayKoMy M pa3HOOOpas3HbIe
NICUXUYECKHE HapyleHus (cM. pazaen 4.8.).

Hngpexyuu

[TomaBneHne BOCHAIUTENBHOTO OTBETA W HMMMYHHOW (YHKIMH TpH TPUMCHCHHH IIperapara
MOBBIIIAET CKJIOHHOCTh K TSDKEJIOMY TedeHH0 MHpekinuil. CremayeTr yduThIBaTh PUCK YXyAIICHUS
TeUCHHUsS OaKTepHAIIbHBIX, TPUOKOBBIX, aMEOHBIX W BHUPYCHBIX HMH(MEKIWA BO BpeMs JICUCHUS
npenapatoM bynenodanbk. Yacto nmaHHbIe 3a00ieBaHUs OONAIAIOT HETUIMYHOW KIMHHUYECKOU
KapTHHOH, a TaKue Cepbe3Hble MHPEKIINU, KaK CEIICHC U TyOepKyie3, MOTYT MPOTEKaTh B CKPBITON
dopme. Takum 00pa3om, Ha MOMEHT X OOHAPYKEHHUSI OHU MOTYT JJOCTUYb MO3/IHEH CTaIHN.

Bempsnas ocna

OcoOble omaceHus BbI3BIBAET BETPSIHAS OCIA, MOCKOJIBKY 3TO OOBIYHO JIETKOE 3a00JI€BaHUE MOXKET
MIPUBECTH K JIETAJIbHOMY HMCXOAY Y IMalMEHTOB C MOJAaBJICHHbIM MMMyHHUTETOM. [lanneHTtam, He
MEPEHOCHBIIINM pPaHee BETPSHYIO OCILY, CIEAYEeT BO3/IEPKAThCs OT KOHTAKTOB ¢ OOJIbHBIMU BETPSHON
OCIIOM WJIM OMOSICHIBAIOIINM JIMIIAEM, @ B CIyyae KOHTAKTa OHH JOJKHBI OOpaTUTHCS 3a CPOUHOM
MEIUIUHCKOM moMolbio. IlaccuBHas HMMMyHM3alMs WMMYHOINIOOYJMHOM JUIsL CepoTepanuu
BeTpsiHoi octibl (VZIG) HeoOxonrMa naiyeHTaM ¢ 0cj1ablieHHbIM UMMYHUTETOM, KOTOPBIE ITOTyYatoT
CHUCTEMHBIE ITIFOKOKOPTUKOCTEPOU/IbI WIIA NIPUMEHSIIM UX B TEUEHUE MPEIBIIYIINX 3 MECALEB, €CIU
OHH MOTYT 3apa3uThCsl BETPSHOM ocrion. IMMyHHM3anust 0kHa ObITh TpOBeieHa B TeueHue 10 quei
nocje KOHTakra ¢ 0onpHBIM. Ecnu quarHo3 BeTpstHOM ocnbl (MH(QUIMpPOBaHWE BUPYCOM BETPSHOM
OCIbl) TOATBEPKJEH, MAallMeHT JODKEH OOpaTUThCs K CIEUUANIMCTy 3a CPOYHOM MEIUIIMHCKON
noMonsio. [Ipumenenue OyecoHuaa MpeKpamarb HE CTOUT, MOXKET MOTPeOOBATHCS yBEIUYEHUE
JIO3BI.

Kops
[TanimeHTHI ¢ OCMAa0JEHHBIM UMMYHHUTETOM TIPH KOHTAKTe ¢ OOJBHBIM KOPBIO JOHKHBI KaK MOXKHO
OBICTpEe MOMYUYUTH JICUCHHE HOPMATHHBIM HMMYHOTIIOOYTHHOM.

Baxyumnwr
[TaruenTam, MOCTOSTHHO MTPUMEHSIFOIIMM OyI€COHU/, HE CIIeAyeT Ha3HAYATh )KUBbBIE BAKIIMHEI, B CBS3H
C BO3MOYKHBIM TIO/IaBJICHUEM OTBETA aHTUTEN HA TAKUE BaKIIMHBI.

Iayuenmui ¢ 3a001e6anuAMU NEYeHU

OCHOBBIBasICh Ha OIIBITE JICUEHUS MAI[MEHTOB Ha MO3HEHN CTaluu NEPBUYHOTO OMIMAPHOTO IUPpPO3a
(ITBLI), cTpamaronmx HUPPO3OM MEUYEHH, CIEAYeT OKUAATh MOBBIMICHUS CUCTEMHOM TOCTYMHOCTH
OylecoHHa y BCeX MAlMEHTOB C TSLKEIBIMU HapylIeHUSAMHU (QyHKIUI neyeHu. OHaKo NalleHThl ¢
3a0oJeBaHuEM MeueHu 0e3 IIMppo3a XOPOLIOo MepeHOCAT OyIeCOHU] B CYTOYHBIX 033X 9 MT, U Takue
10361 sl HUX Oe3onacHbl. HeT ocHOBaHMIA MojiaraTh, 4To JUIs MAl[MEHTOB ¢ 3a00JI€BaHUSAMU [1€4EHU
HEIMPPOTUYECKOTO XapakTepa WK ¢ HapyUIeHUAMHU (YHKLUUHU TEYCHU JIETKON CTereHu Tpedyercs
KOPPEKLHA 1035l
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Hapymeﬂue 3peHus (MOCNEOQCBATENEHOCTE 0002)

[Ipy cucTeMHOM W MECTHOM TIPUMEHEHUU TIIOKOKOPTUKOCTEPOUIOB MOXKET HaOII0IaThCs
HapyuieHue 3penus. Ecnu y manuenTta nosiBistoTCA TakKhe CUMIITOMBI, KaK MOMYTHEHHUE 3pEHUS UITN
JpyTHUe HAPYIIECHUS 3pEHUs, JOKHA ObITh pPaCCMOTpPEHA HEOOXOUMOCTh HAIPABJICHHSI TAIIHCHTA K
o TanbMOJIOTY JUISI OLIEHKH BO3MOXKHBIX MPUYHMH, KOTOPBIE MOTYT BKJIIOYaTh KaTapakTy, IIIayKOMY
WM peikue 3a00JeBaHus, TaKue Kak IeHTpayibHas cepo3Has xopuoperuHonatus (L{CX), koTopbie
HaOJIOIATUCh nociie UCIIOJIb30BaHUS CUCTEMHBIX [TIOKOKOPTUKOCTEPOUIOB u
[JTIOKOKOPTUKOCTEPOUIOB JJISI MECTHOTO IIPUMEHEHHS.

Ilpouee

[ TTFOKOKOPTHKOCTEPOUIBI MOTYT MOJAABIISITH (DYHKIIHIO THITOTAIAMO-TUIIO(U3aPHO-HAATIOYCTHHKOBOM
(I'TH) cuctembl W cHuXaTh peakuuio Ha crpecc. Ilepen omepaTUBHBIM BMENIATEIHCTBOM WIU
BO3/ICHCTBHEM JIPYTOTO CTPECCOBOTO (hakTopa PEKOMEHIYETCS OIMOJHHUTEIbHOE Ha3HAYCHHE
CUCTEMHBIX [TTFOKOKOPTUKOCTEPOUIOB.

Cnenyer wu3berarh OIHOBPEMEHHOTO TIPUMEHEHHUS KETOKOHA30JIa WJIH JAPYTUX WHTHOUTOPOB
uzopepmenta CYP3A4 (cm. paznen 4.5.).

[Tpumenenne npenapara byneHodanbk MOXET JaBaTh MOJIOKUTEIBHBIA PE3yNbTaT IMpU Mpodax Ha
JOTIVHI.

BcnoMmorarenbHBIE BEIIECTBA
[Ipemapar  byneHodanbKk  CONEPKUT  LETUJIOBBI  CHOUPT, LIETOCTEAPUIIOBBIA  CHOUPT H
MPONUIICHIJIUKOJIb.

Llemunosviii cnupm u yemocmeapuniosviii CRUpm
[leTrnoBeIii CIUPT M UETOCTEAPWIIOBBIA CHUPT MOTYT BbI3BIBATh MECTHBIE KOXKHBIE PEaKUUU
(Harmpumep, KOHTAKTHBIM JEPMaTHT).

Ilponunenenuxons
JlaHHBI NeKapcTBEHHBIM mpenapar coaepKuT 600,3 Mr NpONUICHIIMKONS B KaXIOH J03e€.
[TponmIeHIIIMKOIb MOXKET pa3IpakaTh KOXKY.

HpenapaT HC COACPKUT KOHCCPBAHTOB.

bannon HaxoauTcs Mmojx BBICOKMM JaBiieHHMEM. baljioH He cienyer moAaBeprarb BO3JEHCTBHUIO
COJIHEYHOTO CBETa M Harpemarh J10 TeMiepatypsl Boiiie 50°C. BekppiBaTh U TpOKabIBaTh OAJUIOH, a
TaK)K€ CKHUraTh IyCThIE HCIOJIb30BaHHbIE OallJIOHBI HemomyctuMo. He wucmonb3oBarh BOIN3H
OTKPBITOTO OTHS MJI PACKaJIEHHBIX PEAMETOB.

4.5. B3aumojeiictBue ¢ [JpPYrMMH JIeKAPCTBEHHBLIMH TMpenapataMM ¥ Jpyrue BH/bI
B3auMoOAelCTBUA

dapmakoaHaMUYeCKUE B3aUMOAEHCTBUS

Cepoeunvie enuko3udul
JlelicTBUE cep/IeUHBIX TITUKO3U0B MOXKET YCHUIIMBAThCS U3-3a JIe(PUIlnTa KaIusl.

Juypemuxu
MoKeT yBeTMUMUBATHCS SKCKPEIIHS KaIusl.

DapMaKOKMHETHYECKHUE B3aMMOICHCTBUS

Uneubumopuot usogpepmenma CYP3A4

EcTh ocHOBaHUS monarark, 9T0 COBMECTHOE MpUMeHeHue ¢ HHruouTopamu n3opepmenra CYP3A4,
BKJIFOYAsl TIperaparhbl, COJIEpKallie KOOWIMCTAT, NMPHUBEIST K IOBBIMICHUIO PHCKA CHCTEMHBIX
HEeXeNaTeNbHbIX sBleHu. OTHOBPEMEHHOTO MPUMEHEHHSI TaKUX MPEmaparoB cienyeT u3derarh, 3a
WCKJTFOUYCHHEM CITydaeB, KOTJa OKMAaeMasl I0JIb3a TPEBBIIIACT TOBBINICHHBIH PUCK CHCTEMHBIX
HEXKENaTeNbHBIX SBJICHHUNA MTIOKOKOPTUKOCTEPOHIOB; B TOM CIIydae CIeIyeT TIIaTeIbHO HaOI0aaTh
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TIIFOKOKOPTHKOCTCPOUIOB.

[Ipu omHOBpeMEHHOM NPUMEHEHUH KeTokoHazona 200 Mr oauH pa3 B J€Hb [EpOpabHO
KOHIICHTpAIK OyJIeCOHUA B IJIa3Me KPOBU (OMHOKpATHAS /1032 3 MT) MOBHIIIATUCH TPUMEPHO B 6
pa3. [Ipu BBeieHuM keToKOHAa307a yepe3 12 yacoB nocine OyecoHm1a KOHIICHTPAUU YBEIUYUBAIHUCh
mpuUMepHO B 3 pa3a. BBuay TOT0, 4TO UMEIONINXCS JAHHBIX HEJOCTATOYHO ISl TOTO, YTOOBI J1aBaTh
PEKOMEHJAIMU  OTHOCUTEIBHO JO3UPOBOK, OJHOBPEMEHHOTO MpPHUMEHEHUs OyldecoHuga ¢
KETOKOHA30JIOM CIIe/TyeT U30erars.

Hpyrue cunpHbie wHTHOUTOpHl H30hepmenta CYP3A4, Takue Kak pUTOHABHUP, HUTPAKOHA30II,
KIAPUTPOMUIIMH ¥ TPeUrnPpyTOBBIA COK, TAaKXKE MOTYT BBI3BATH CYIICCTBEHHOE YBEIUYCHUE
KOHIIEHTpalu OyJecoHHIa B IJia3Me KpPOBH. B CBSI3M ¢ 3TUM MX NPUMEHEHHUS OJHOBPEMEHHO C
OyJICCOHUJIOM CIIETyeT N30erarh.

Hnoyxmopuwt uzoghepmenma CYP3A4

Wupykropsr m3opepmenta CYP3A4, nanpumep, kapOamasenuH U pupaMIUIIH, MOTYT CHHXKAaTh
CHUCTEMHOE, a TaKKe MECTHOe Bo3jelicTBUe OylecOHUAa Ha CIM3UCTYI0 OOOJIOYKY KHILEYHUKA. B
ATOM Cily4yae HeoOXoauMa KOPPEKIus 1035l OyIeCOHU/IA.

Cybcmpamut uzoghepmenma CYP3A4

Cyo6crparer m3odepmenra CYP3A4 moryr koHKypupoBarh ¢ Oymeconupom. CoenuHeHUS U
JIEKapCTBEHHBIE CPENICTBA, KOTOpble MeTabonu3upyioT ¢ yuyactuem CYP3A4, MoryT npuBOIuTh K
MOBBIIICHUIO KOHIIGHTpAIMK OyIecoHWJa B IUTa3ME KPOBH, €CIU KOHKYPHPYIOIIECE BEIIESCTBO
obmanaet 6onbiuM cpoactBoM K CYP3 A4, wnu, eciau Oyaeconus; obnagaeT O0IbIIUM CPOACTBOM K
CYP3A4, To BO3MOKHO ITOBBILIEHNE KOHIIEHTPALIMN KOHKYPHUPYIOLIETO BELIECTBA B I1J1a3Me KPOBHU, B
TaKHX CIy4asiX MOXET MOTPeOOBaThCS KOPPEKIIHSI/CHIKEHUE J103bI TAKOTO IMperapara.

EcTp naHHbIE O TOBBIIEHHBIX KOHIIEHTPAIUSAX SCTPOTCHOB B IJIa3Me KPOBU 1 00 ycuieHuHu d3(hPexToB
TITFOKOKOPTUKOCTEPOUIOB Y KEHIITUH, TPUHUMABIIIUX 3CTPOTeHBI HIIM TIEpOpaIbHble KOHTPAICITUBBI
B codetaHuu c OyaecoHugoM. OpHako 5TOT 3(dexT He HaOmomancs B clydae IpueMa
HU3KOJI03UPOBAHHBIX NIEPOPATBHBIX KOHTPAIIETITUBOB.

[TockoabKy Oy1eCOHMT MOXKET YyTHETaTh (PYHKIMIO HAATIOYEYHUKOB, CTUMYISMOHHBIN TecT ¢ AKTI
(aIpEeHOKOPTUKOTPOIHBIM TOPMOHOM) Il IMATHOCTHKHM TMIIO(PHU3apPHONW HEJOCTAaTOUHOCTU MOXKET
MTOKa3bIBaTh JIOXKHBIE PE3YJbTaThl (HU3KUE 3HAYCHUS).

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTD M JIAKTAIUA

bepemeHHOCTB
Bo BpeMst GepeMeHHOCTH ciienyeT u3derarh IpuMeHeHus rnpenapata bynenodanbk, 3a UCKITIOYEHUEM

CJIy4dacB, Korjga aJjid 9TOro UMEKOTCA BAXKHBIC OCHOBAaHUAA.

JlaHHBIE 0 TOM, KAaKUM OBLIT UCXOJ] OEPEMEHHOCTH Y KEHIIWH, TPUHUMABIIUX Oy/IeCOHU TIEPOPaIbHO,
HOCSIT OTPAHUYCHHBIN XapakKTep.

JlaHHple 00 WCIOJB30BAHUU MHTANSAIUOHHBIX (opM OyaecoHuaa y OONBIIOrO KOJIMYECTBA
OEepeMEHHBIX JKEHIIMH YKa3bIBalOT Ha OTCYTCTBHE HEXeNaTeslbHbIX 3((EKTOB, OJHAKO €CTh
OCHOBAHHS I0JIaraTh, YTO MpU JEUEHUHU npenapaToM byneHodanbk MakcuManbHas KOHLIEHTPALUS B
1a3Me KpOBU B CPABHEHHMH C MHTATISIIUOHHBIMU (popMaMu OyJIET BBILIE.

B wuccnenoBaHMAX Ha OJKMBOTHBIX OBUIO TMOKa3aHO, 4YTO OyJIECOHMJ, Kak U JIpyrue
TJTIOKOKOPTUKOCTEPOU/IBI, BBI3BIBACT aHOMAJIMW Pa3BHUTHS IUIoAa. B Kakoil Mepe MaHHOE SBICHHE
KacaeTcs 4esI0BEKa, He yCTaHOBIICHO.

bbulo  mpoAaeMOHCTPUPOBAHO, YTO y OEpPEeMEHHBIX >KMBOTHBIX OyIECOHM], MOJOOHO APYTUM
[JIIOKOKOPTUKOCTEPOUIaM, BBI3BIBAET OTKJIOHEHUS B PAa3BUTHUM IUIONA, OJHAKO 3HAYUMOCTH 3TOTO
(akTa A1 YeoBeKa He yCTaHOBJICHA.
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Jlakrauus (NMOCNEOOBATENEHOCTE 0002)

byneconun Belaensercs B MaT€pUHCKOE MOJOKO (MMEIOTCS JaHHble 00 3KCKpeLUH Iocie
MHTJSILIMOHHOTO UCIIOIb30BaHMS).

TeMm HEe MeHee, 0KUAACTCS, YTO BO3ACHCTBHE HA PeOCHKA, MMOTYYArOIIEero MOJIOKO TTOCIIE PUMEHEHUS
MaTephlo mpernapara byneHodanbk B TepaneBTHUECKHUX J103aX, OyleT He3HAYuTeNIbHbIM. Pemienue o
TOM, CJICTYeT JIH MPEKPATUTH TPYAHOE BCKAPMIIUBAHUE WIIM IPEKPATUTH JTMOO HE HAYMHATH TEPAITUIO
OyIeCOHUIOM, CIIETyeT MPUHUMATh C YYETOM MOJIb3bl KOPMIICHUS TPYAbIO 17151 peOeHKa U TOJIb3bI OT
Tepanuu JyIsl KSHIIUHBI.

DepTHIBLHOCTE
JlaHHbBIE O BIUSHUM OyJecoHHIa Ha (epTUIHBHOCTh Y YeIOBEKa OTCYTCTBYIOT. B mcclieoBaHusax Ha
YKUBOTHBIX ITPUMEHEHNE Oy/IECOHUIa HE OKA3bIBAJIO BIUSHUS Ha UX (DePTHIIBHOCTD.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJATh TPAHCHOPTHBIMM CpEACTBAMU H paﬁoTaTb C
MeEXaHU3MaMH

HccnenoBanuii 0 BIMSHUM OyleCOHHIA HA CIIOCOOHOCTh YINPABISATh TPAHCIIOPTHBIMH CPEJICTBAMH,
MEeXaHW3MaMHd HE€ MPOBOAUIIOCH. [lallMEeHTHI MOIKHBI OBITH MPEAYNPEKIACHBI O BO3MOXKHOCTHU
Pa3BUTHS HEUETKOCTH 3peHus (cM. pasznenst 4.4., 4.8.). [Ipu nosiBeHNN ONMMCAaHHBIX HEXeJIaTeIbHbIX
SIBIICHUY CIIeyeT BO3/IEPKaThCS OT BBIMOJIHEHUS YKa3aHHBIX BUIOB JACSTEIbHOCTH.

4.8. HexesateibHble peakuuu

TabnuuHoe pe3roMe HexeNnaTeIbHbIX PeaKIui
[Tpu mpumenenuun npenaparta bynerodanbk HAOMIOMAINCH CIEAYIONNE HEXKEIaTeIbHbIC PEaKIIuH,
CUCTEMATU3UPOBAHHBIE 110 CUCTEMHO-OPTaHHBIM KJIACCaM M YaCTOTE BCTPEYAEMOCTH.

YactoTa BO3HUKHOBEHHUSI HEXKENATENBbHBIX PpEaKIuil KiaccH(UIIMpOBaHA CIEIYIOIUM 00pa3oM:
odeHb vacTo (> 1/10), gacto (> 1/100, Ho <1/10), Hewacto (> 1/1000, HO <1/100), peaxo (> 1/10 000,
HO <1/1000), ouens penxo (<1/10 000); yactora Heu3BecTHA (HA OCHOBAHHHM MMEIONIUXCS TAHHBIX
OLICHUTh HEBO3MOXHO). B Tipe/ienax Kax10ro CHCTEMHO-OPTaHHOTO KJTacca HeXKENaTeIbHbIC PEaKIHu
MNEPCUNCIICHBI B ITOPAJAKEC YMCHBIICHUS UX YaCTOTHI.

Cucremuo-oprannnsie | Yacrora, B coorBercTBuu ¢ | HexxenareapHble peaknuu
KJI1aCChI KJaccupuranmen
MedDRA
Hapymenus co croponst | Hacto [ToBbieHHBIH PUCK WHGEKIIHOHHBIX
WMMYHHOW CHCTEMBI 3a0o0eBaHUM

Hapymenus Yacto Cungpom Nuenko-Kymmnra,
MeTabonIu3Ma U MUTaHus HampuMmep, JyHooOpa3HOe  JIMIIO,
abZIOMHHAJIBHOE OXKUPEHHUE, CHIDKEHHE
TOJIEPAHTHOCTH K IVIFOKO3€, CaxapHbIN
nuabeT,  TUMEpPTEeH3Us,  3aJepiKKa
HaTpuss C  pa3BUTUEM  OTEKOB,
MOBBIILIEHHAs! ~ JKCKpeuus  Kamu,
CHIDKeHHEe (yHKIuM wid arpodus
KOPBI HaJJIIOYEYHUKOB, KpPaCHbIE CTPUH,
CTEPOUJHBIE  aKHE, PpPaCCTPONCTBO
CEeKpeLuu IIOJIOBBIX TOPMOHOB
(Hampumep, amMeHopes, THPCYTHU3M,
WMIOTECHITUSA)

OueHb pesIKO 3agepkKa pocTa y AeTer
IIcuxuyeckue Yacto Henpeccus, Pa3apaKUTENBHOCTD,
HapyIIeHUs sriopust
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CucremHo-oprannbsie | Yacrora, B COOTBeTCTBHU C Heéatearénsnpie peakinn - - -V
KJIACChI KJaccupuranme
MedDRA
Heuwacto [IcuxoMoTOpHasT ~ TMNEPAKTUBHOCTB,
TPEBOXKHOCTD
Penxo Arpeccust
Hapymenuns co cropons! | Hacro T'onosHast 6071b
HEPBHOM CHUCTEMBI OueHb penko JloOpokauecTBeHHass BHYTpHUEpEIHast
runeprensus (pseudotumor cerebri), B
TOM 4YHCJIE OTEK JHUCKa 3PUTEIBHOIO
HEpBa y MOAPOCTKOB
Hapymenus co cropons! | Penko I'maykoma, kartapakra, HEUYETKOCTh
Oprasa 3peHust 3peHHUs
Hapymienust co croponsl | OueHb penko [ToBbI1IEHHBIN pHUCK pa3sBUTHUA
COCYZIOB TpOMOO30B,  BAacKylIUT  (CHHIPOM
OTMEHBI MTOCJIE IJTUTEIHHON Tepanuu)
Hapyuenus co cropons! | Yacto PacctpoiicTBO nuiieBapeHust
JKeIlynoyHo-kumeyHoro | Hewacto S13BBI JKeITyIKa 158105
TpakTa JIBEHAILATUIIEPCTHON KUIIKU
Penko [Tankpearur
Ouenb penko 3anop
Hapymenust co ctopons! | Yacto Annepruyeckas SK3aHTEMa, METEXUH,
KOXKH M TOAKOXKHBIX 3aMeJIeHue 3a)KUBJICHUS paH,
TKaHel KOHTAKTHBIN JIEPMATUT
Penko DKXUMO3bI
Hapyuenus co cropons! | Yacto MpiiieyHass W cycTaBHash — OoIlb,
MBIIIEYHON, KOCTHOW U MBbIIIEYHass CIa00CTh W  MBIIICUHBIE
COEIMHUTENIbHON TKaHU NoJIeprUBaHus (cokparenus),
OCTEOINOPO3
Penko OcTeoHekpo3
O6mme wnHapymenuss u | Yacro Kokenue B psiMOi KUIIKE U OOJTH
peakuu B MecTe
BBEJICHUSA OdeHb penko VYeranocts  (yTomiasieMocTh), oOlee
HEZOMOraHue

HexenarenbHble peakliny, BIIBICHHBIC B KIIMHUYECKUX MCCIIE0BAaHUAX

B ximHHYeckux HCclenoBaHUSX C NpUMEHeHueM npemnapara byneHodansk B (opme mneHs
PEeKTaNbHON (YacToTa: HEYacTO) OTMEUAIUCH CIEeIYIOIUe HeXelaTelbHbIe SBICHUS: TOBBIILICHHBIH
anreTuT, YBEIMYEHUE CKOPOCTU OCENaHUsl PUTPOLUTOB, JEUKOIIMTO3, TOIIHOTA, 0OJb B JKUBOTE,
METEOpHU3M, MapecTe3ud B 00JacTU OPIOIIHOM MOJOCTH, aHaJbHAs TPELINHA, aQTO3HBIA CTOMATHT,
qacTble MO3bIBBI K JAe(eKaliui, peKTaJbHOe KPOBOTEUEHHE, OBBIIIIEHHE aKTUBHOCTU TPAHCAMUHA3
(AJIT [anannHamuHoTpaHchepasa], ACT [acnapraramuHOoTpancdepasal), yBenTuueHue rnokasareien
xonectaza (I'TT [ramma-mmroramumntpancnientuaaszal, [{® [menounas docdarazal), yBeauueHue
aKTMBHOCTH aMMWJIa3bl, H3MEHEHHE COJEp)KaHUS KOPTH30J1a, HMH(EKIHH MOUYEBBIX IyTeH,
TOJIOBOKPY)K€HHE, HapylIEHHWE BOCIPHUATHS 3araxoB, O€CCOHHHIIA, MOBBIIIEHHOE MOTOOTIEICHHE,
aCTEHMsI, YBEJIMUEHUE MACCHI Tea.

OnucaHue OTIEIbHBIX HEKENATEeIbHbBIX PEAaKIUI
BonbIIMHCTBO HEXENaTenbHBIX peakuui, ynoMmsHyTelx B 3tod OXIJIII, mpucymm u apyrum
IIIFOKOKOPTUKOCTEPOUIAM.

Huorna MOTYT BO3HUKATh HCXCIIaTCIIbHBIC pcaknuuu, THUITMYHBIC JJIA CHUCTCMHBIX
TITFIOKOKOPTHKOCTEPOUIOB. ITH HEXeJIaTeIbHbIC p€aKkunu 3aBUCAT OT 403bI, AJIUTCIIBHOCTH JICYCHUA,
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WHJIMBU]1yaIbHOM YyBCTBUTEIHLHOCTH.

HekoTtopbie u3 3TUX HeXeJlaTeNIbHBIX PeaKIMil HaOII0IaTUCh B KITMHUYECKUX UCCIEI0BAHUAX TOJIBKO
MOCIIe JUIUTENILHOTO MEPOPATHLHOTO MPUMEHEHHs Oyneconuna. V3-3a MeCTHOro MexaHu3Ma JIeHCTBHS
npenapara byneHodalbk puCK BOZHUKHOBEHUS HEXKENATEIbHBIX PEaKIMi 3HAYUTEILHO HUXKE, YEM
MPU TPUMEHEHUU CUCTEMHBIX TTTIOKOKOPTUKOCTEPOUIOB.

[Tpu epeBo/ie NAIMEHTOB C CUCTEMHBIX TIIFOKOKOPTUKOCTEPOHIOB Ha OY/IECOHUI MECTHOTO JICHCTBHUS
MOTYT YCWJIMTHCS WM BO30OHOBUTHCS BHEKHIIEUHBIC MPOSBICHUS (OCOOCHHO CO CTOPOHBI KOXH U
CYCTaBOB).

COO6H.[€HI/IG 0 MOAO03pPEBACMBIX HCXKCIIATCIIbHBIX PCAKITMAX

Baxno COO6IHaTB 0 IIOAO03PEBACMBIX HEXKEIATCIIbHBIX PE€AKIUAX ITOCIIC PETrUCTpaludu Iperapara C
OCJIbIO obOecrnieueHus HCIIPCPBIBHOI'O MOHUTOPHUHI'Aa COOTHOIICHHA «I10JIb3a — PHUCK» JICKAPCTBCHHOT'O
npcIiapara. MeauuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6H_IaTL 0 JIOOBIX IIOA03PCBACMbBIX
HCKCJIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IpCIiapaTa 4€pe3 HAIMOHAJIbHBIC CUCTCMbI COO6HICHI/I$I
0 HCXKCJIATCJIIbHBIX PCAKIUAX IOCYAapCTB — YICHOB EBpaBHﬁCKOFO 9KOHOMHUYCCKOI'O COrO3a.

Poccuiickas @edepayus

denepanbHas ciyx0a 1o Hau30py B chepe 3npaBooxpanenus (Poc3apaBHanzop)
Anpec: 109012, . Mocksa, CnaBstHCKast TI01Ia5b, 1. 4, c1p. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmoura: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CnyqaeB NEPCAO3UPOBKHU N0 HACTOALIECTO BPCMEHU HE BBISIBIICHO.

5. DPAPMAKOJIOTTYECKHE CBOVCTBA
5.1. ®apmakonHAMHYECKHE CBOHCTBA

dapmakoTeparneBTuIeCcKas rpyrmmna: MPOTUBOANAPEIHEIE, KUIICYHbIC
MIPOTUBOBOCTAUTENbHBIE/TPOTUBOMUKPOOHBIE CpPEACTBA; KHUIIEUHbIE MPOTHUBOBOCHATUTEIbHBIC
CPEACTBA; KOPTUKOCTEPOUIBI 1711 MECTHOTO IPUMEHEHUS.

Kox ATX: AOTEA06

MexaHu3M JeiicTBrs U hapMakoarnHamMudeckre dPheKThI

Tounblit MexaHU3M IeHCTBUS Oy/IeCOHM/IA TPH BOCTIAIUTEIBHBIX 3a00I€BAaHUAX KHILIEYHUKA JTO KOHI[A
HEe BbIICHEH. JlaHHBIE KIMHUKO-(PApPMAKOIOTHYECKMX H KOHTPOJIUPYEMBIX  KIMHHUYECKUX
WCCJIEIOBAHUN YETKO YKa3bIBAIOT Ha TO, YTO MEXaHU3M JEHCTBUS OyJeCOHHA MPEUMYIIECTBEHHO
OCHOBBIBACTCS Ha JIOKAIBHOM JEHCTBUM B KUIIEUYHUKE. ByIeCOHUT — 3TO TIIFOKOKOPTHKOCTEPOU]] C
CUJIBHBIM MECTHBIM MPOTHUBOBOCHAIUTENbHBIM JAeWcTBUEM. [Ipu pekTanbHOM MPUMEHEHUU B J103€
2 MT, KOTOpas SBISETCS KIMHUYECKH paBHOY(PPEKTUBHON JJIsI TTIFOKOKOPTUKOCTEPOUIOB CHCTEMHOTO
necTBusi, OyIeCOHWJ TMPaKTUYECKH HE BBI3BIBAET YTHETEHHS THUIOTajJamMo-runodusapHo-
HaanoueyHnkoBoil cucremsl (I'TH).

HpI/I PEKTAJIbHOM HNPUMCHCHUU 6yJICCOHI/I,Z[ B O03€ 10 4 Mr HE OKa3bIBal BIMSHHUSA Ha YPOBCHb
KOPTHU30J1a B I1JIa3ME KPOBH.

5.2. apmMakoKHHeTHYECKHE CBOMCTBA

Abcopbrms
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HECKOJIBKO TIPEBBIIIAIOT TAKOBbIE IIOCIIE TIEPOPANBbHOrO IpueMa OyaecoHuna (1Mo JaHHBIM
UCCJICJIOBAaHHUS Yy 3IOPOBBIX J0OpOBONBLEB). MakcuMmanabHas KOHIEHTpPAIHMS JEHCTBYIOIIETO
BemiectBa B mmiasMe KpoBH (Cmax) IPU pEKTAIbHOM NpPHUMEHEHHMH Tpenapara bynenodanbk
JIOCTHTaeTCsl B cpeaHeM uepes 2—3 yaca. [Ipu3HakoB HakomiieHus: OyJeCOHHIA MOCIe TOBTOPHOTO
IMPUMCHCHUSA HC BBISIBJICHO.

Pacnpenenenue
Byneconun obnanaer BEICOKMM 00beMOM pactpeneneHus (0koio 3 Ji/kr). Ces3piBaHUE ¢ OeNIKaMH
IJ1a3Mbl COCTaBISAET B cpeaHeM 85-90%.

B crunTHrpadmueckoM uccieqoBaHMHM Tpernapara byneHodanbk, MEYCHHOTO TEXHEIHEM, Y
MAIUECHTOB C S3BCHHBIM KOJMTOM OBLIO IMOKA3aHO, YTO IE€HA PEKTaJbHas pacrpeaessieTcs Mo Bcek
CUIMOBUIHOU 000JOYHON KUIIKE.

Buorpancdopmanus

Byneconu nonsepraeTcss HHTEHCUBHON OnoTpaHcopmanuu B neyeHu (npubiausurensHo 90 %) no
METa0OJIMTOB C HHU3KOW IIFOKOKOPTHKOCTEPOHMIHON aKTHBHOCTBIO. [ IJIIOKOKOPTUKOCTEPOUIHAS
AKTUBHOCTh OCHOBHBIX METa0OIUTOB, Of-ruapokcuOynecoHuaa U 160-THIPOKCUTIPETHU3OIOHA,
cocraBiser MeHee 1 % oT akTUBHOCTH OylecOHHA.

BriBegeHue
Cpennuil nepuoj, MOJYBBIBEICHHS COCTAaBISIET OKOJIO 3—4 yacoB. CpeaHsisi CKOPOCTh BbIBEJICHUS

OynaecoHuga cocraBisieT okoysio 10-15 n/MuH, 9TO Ompenensercs METOJaMH, OCHOBAaHHBIMH Ha
BOXKX.

Oco0ble rpynIibl MAUEHTOB

Tayuenmvi ¢ HapywenusmMu QyHKyuy nevyeHu
B 3aBucMMOCTH OT THHA W TSKECTH 3a00JeBaHMs IME4YeHW MeTabonu3M OylecoHuaa B cHUCTEME
uToxpoma CYP3A y Takux MareHTOB MOXKET ObITh CHU)KEH.

5.3. lanHble JOKJIUHUYECKOH 0e30IacHOCTH

JIOKITMHUYECKHUE TaHHBIE U3 UCCIIEIOBAHUN OCTPOH, CYOXpOHUYECKOM U XPOHUYECKON TOKCUYHOCTH
OyaecoHH1a MPOJEMOHCTPUPOBAIH aTPO(HUI0 BUIIOYKOBOH JK€J1€3bl U KOPbI HA/IMIOUEYHHUKOB, a TAK¥Ke
CHIDKEHHME YPOBHS JTUMQPOIUTOB. DTU 3((eKThl ObUTH MEHEee BBIPAKEHHBIMH WM TaKHUMH K€ T10
MHTEHCUBHOCTH, KaK U B ciIyyae JApyrux DIIOKOKopTHKocTepouaoB. IlomobHo apyrum
[TIFOKOKOPTUKOCTEPOUJAM M B 3aBUCUMOCTH OT J03bl U JUIMTEIBHOCTU JICYECHHs, a TAKKE B
3aBUCHMOCTH OT 3a00JieBaHUS, ITH CTEPOUAHBIE IPPEKThl TaKkKe MOTYT ObITh 3HAYMMBIMHU JUIS
YEJI0BEKa.

Byneconunn He oka3biBai MyTareHHbIX 3(h()EKTOB B CEPUH TECTOB in Vitro W in vivo.

B nccnenoBanusx XpoHUUECKOH TOKCMYHOCTH OyJIeCOHU/1a Ha KpbIcax HAaOII0aI0Ch HE3HAYUTEIBHO
MOBBIIEHHOE KOJIMYECTBO 0a30(pUIIBbHBIX TEYEHOUHBIX 04aroB, a B UCCIIEOBAHUIX KAHIIEPOTEHHOCTH
HaOmofanach TOBBIIIEHHAs YacToTa MEPBUYHBIX I€YEHOYHO-KIETOYHBIX HOBOOOpa3oBaHUiA,
acTpouuToM (y CamIlOB KPBIC) M OITyXOJI€H MOJIOUHOH keye3bl (y caMOK Kpwic). BepositHo, 3TH
OIyXOJU OOYCJIOBJIEHBI CNEUU(UYHBIM JCWCTBUEM HA CTEPOHMIHBIM pPELEnTop, MOBBIIIEHHOM
MeTaboIMUeCcKo Harpy3Kkoi Ha MeyeHb U aHaboIMuecKUMH 3P deKTaMu, KOTOpble TaKKe U3BECTHBI
U3 MCCIEeIOBAaHUN IPYTUX TIIOKOKOPTUKOCTEPOMJIOB Ha KPBICAX M MOATOMY IPEJCTABISAIOT COOOM
kiacc-crienuduueckuii  3pdext. AHajmoruuHble 3(PQexThl HHUKOrAa HE HaOMoAaluch MpuU
NpUMEHEHUH OyJeCOHH/Ja y YelOBeKa, HM B KIMHUYECKHX HCCIEIOBAaHMUAX, HHU IO JaHHBIM
CIIOHTAHHBIX COOOIIEHUI.

B 1memom, MOKIMHWYECKHE JaHHBIC, TONY4YCHHBIE B HCCICAOBAHUAX (HapMaKOIOTHIECKON
0€30MaCHOCTH, TOKCHYHOCTH MHOTOKPATHBIX /103, TEHOTOKCHYHOCTH U KaHIICPOTEHHOTO NICHCTBHS,
HE BBISIBIISIIOT KaKOM-THO0 0COO0M OMACHOCTH IS 37I0POBbSI YEIOBEKA.

9
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6. PAPMAIIEBTUYECKHUE CBOMCTBA (MOCNEOOBATENEHOCTL 0002)

6.1. Hepeqenb BCIIOMOTaTeJIbHBIX BCIIECCTB

[TponuIeHIMKOIIb

Bogna

Bock amynbcuoHHBIH*

Makporoma creapuiaoBbIid d3pup

[leTnnoBsiil cnupt

JINMOHHOM KHCIIOTBI MOHOTHUIPAT

Juuarpus sgerat

[Tponennentsr (o naBneHuem 2,5 6ap: npomnan 7,24 %, H-Oytan 6,66 %, nuzodyran 86,01 %)

* BOCK OMYJIbCHOHHBIN COACPKUT 1I€TOCTEApUIIOBbIN CIUPT U nonucopbar 60
6.2. HecoBMecTMOCTH

He npumenumo.

6.3. Cpok roqHocTH (CPOK XpaHEeHHUs)

2 rona.

Tlocye nepBoro BCKPhLITUA
CpoK rogHOCTH IOCIIE IEPBOTO BCKPBITHSI OalliioHa — 4 HEeJe.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NIPH XPAHEHUH

XpaHuTh npu Temneparype He Bbiuie 25°C.
He 3amopaxuBars.

6.5. Xapakrep u conep:kaHue YIIaKOBKH

[To 14 no3 mpemnapara B aJIOMUHHUEBBIN a3pO30JIbHBINA 0AJUIOH € KJIAIaHOM JO3UPYIOIIETO JIeWCTBHUS,
B KOMILJIEKTE CO CTEeNMaNbHBIMU anrukatopamu u3 [1BX, cHaOXeHHBIMH 3alIUTHBIMU KOJTaYKaMu
Y BCTaBJICHHBIMU B 3allluTHbIE JOTKU-Aepkatenu u3 [IHIL, u monmmsTuieHOBBIMU MakeTaMu AJs
WCIIOJIb30BaHHBIX alIIMKAaTOPOB.

AMNIUIMKATOp TOKPHIT CMa3KoM, coctosimed u3 cmecu Oemoro msrkoro mnapaduua (Esp.d.) u
BazenuHoBoro macna (Esp.®.), 7 : 3.

1 OGamron, 14 anmiukaropoB U 14 NOJMAITUICHOBBIX IAKETOB BMECTE C HWHCTPYKLUUEH IO
MEAMIMHCKOMY IIPUMEHEHUIO B KAPTOHHYIO MAYKY.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPH YTHIHM3AUMHU MCIOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara ujiu 0TXoA0B, IOJy4eHHbIX I0CJIe MPUMEHEeHHs Npenapara, u Apyrue MAaHUMyJIsi U U
¢ mpenaparom

Het oco0bIx TpeOoBaHUM K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

I'epmanus

Hp. ®anpk apma ['M6X

79108 Dpaiilypr, JIsitnenBebepiutp. 5
Ten.: +49 0761 1514-0

10
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dakc: +49 0761 1514-356 (MOCNEOCBATENEHOCTE 0002)

Anpec >nexTpoHHo# mouTsl: zentrale@drfalkpharma.de

7.1. [IpencraBuTeNb AepP:KATE/IsA PETMCTPANMOHHOIO YIOCTOBEPEHUs

[IpereH3uu moTpeOUTENIeH HAMPABIISITH 10 AJIPECY:
Poccuiickas ®@enepanus

[TpencraButenscTBO Komnanuu Jlokrop Pansk @apma ['M6X
127055, . Mockaa, yi. bByteipckuit Ban, a1. 68/70, ctp. 4,5
Ten./®akc: +7 (495) 933-99-04

Anpec amekTpoHHO# mouThl: info@drfalkpharma.net

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPUA OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlekapcTBEHHBIN Mpenapar OTHOCUTCS K KaTETOPUU OTITYCKa [0 PELEIITY.

OO0mas xapakTepucTUKa JEKapCTBEHHOTo mnpemnapara byaeHodanabk JOCTymHa B €IWHOM pEecTpe
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3uMiicKOro SKOHOMHUYECKOTO COK03a M Ha
oUIMaTBEHOM CaliTe YIIOIHOMOYEHHOTO OpraHa (3KCIEepTHOM OpraHu3aiun).
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