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OBLIASI XAPAKTEPHCTHKA JIEKAPCTBEHITGPO TIPERAPATA V007!

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Kocunon, 5 %, cpeii 1u11 HapyKHOTO IPUMEHEHUS

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JericTByroliee BENIECTBO: MUHOKCHUIHIL.
1 M1 pacTBOpa coaepKuT 50 Mr MUHOKCUAMIA.

BcnomorarenabHble BCIICCTBA, HAJIMUMUC KOTOPBLIX HAAO YUHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: mponuICHTIIUKOIb, 3TAaHOM (CM. pasnen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Crpeil 115 Hapy’KHOTO IPUMEHEHUS.
[Ipo3paunblii pacTBOp OT OJEAHO-KEITOTO JI0 OPAHKEBOTO I[BETA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Ipenapar KocuioH moka3zaH K ONPUMEHEHHIO JUIsl JICUCHHS aHAPOTCHETUYECKOW ajomneluu y
B3POCJIbIX MYXKYHUH U KCHIIUH.

4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

Pexum no3upoBanus

B3spocinble: He3aBuCHMO OT pazMepa o0padaThIBa€MOI0 y4acTKa CielyeT HAaHOCUTh 1 MJT pacTBopa
C MOMOILBIO J03aTopa (8 HaxaTHil) 2 pa3a B I€Hb Ha MOPaKEHHbIE yYaCTKH BOJIOCUCTON 4acTu
rOJIOBBI, HAUMHAS C IIEHTpa MpobaeMHoi 30HbL. [Tocne npuMeHeHns He0OXOIMMO BBIMBITH PYKH.
CymmapHast CyTouHasl J103a HE JOJDKHA MpeBbIIaTh 2 M (J103a HE 3aBUCHT OT pa3Mepa
nopaxxeHHOU oOxactu). [losBneHue nmepBbIX MPU3HAKOB MPUOCTAHOBIIECHUS BBINAJCHUS BOJIOC U
BOCCTAaHOBJIEHMSI POCTa BOJOC BO3MOXKHO II0CJI€ IPUMEHEHMs JIEKapCTBEHHOIO Ipenapara
Kocwuion 2 pa3a B cyTku B TeueHue 2-4 mecsueB. [ 1oCTHXKEeHUs ¥ MOAAepKaHus JOCTUTHYTOTO
3¢ deKTa BOCCTaHOBIEHHS POCTa BOJIOC MAIIMEHT He JJOJDKEH MpephIBaTh MPUMEHEHHE TpenapaTa,
MHaye BBINAJEHUE BOJOC BO300HOBHUTCA. lloBbINIEHNE 103bI MpenapaTa Wik 00Jee 4acToe ero
IPUMEHEHUE HE MPUBEET K YIYUIICHUIO PE3YJIbTaTOB TEPAIIHH.

OcoOble rpynmnel NaueHToB

Tayuenmor noxcunozo 6o3pacma (cmapuwie 65 nem)

[Ipenapar He ciemyeT Ha3HaAYaTh manueHTam ctapie 65 et (3¢ (eKTHBHOCTh U 0€30MacHOCTh
npenaparta KocniaoH y nanueHToB 1aHHOW MOMYJISUU HE YCTAHOBJIEHA).

Ilayuenmul ¢ Hapywenuem yHKyuu novex

Her pexomenpaumii no no3upoBaHuio npenapara KocwioH y MalMEeHTOB JaHHOW MOMYJISALUH.
Ilayuenmul ¢ nHapywenuem QynKyuu neveHu
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CTU
be3onacHocTh u 3¢ dexkTuBHOCTL npenapata Kocuon y nmererr B Bo3pacte oT 0 1o 18 et He
YCTaHOBJICHBI. I[aHHBIe OTCYTCTBYIOT.

Crioco0 npuMeHeHus

TonvKo 0nsa HAPYIHCHO20 NPUMEHEHUSL.

s myxxune nipeniapat Kocunon Haubosee 23 eKTUBEH MpH BBITIAACHUH BOJIOC HAa MAKYIIIKE, JJIs
YKEHIIUH — MPH BBINAJEHUH BOJIOC B 00JaCTH CPEIMHHOTO Mpodopa.

Hanocure npenapat KocuiioH TOJIBKO Ha CyXyr0 KOKY BOJIOCHCTOM 4acTH rosioBel. PacTBop He
TpeOyeT CMBIBAHUS.

[losiBieHne NEpBBIX MPU3HAKOB CTUMYJISIMM POCTa BOJIOC BO3MOXKHO TMOCIE MPUMEHEHHS
nmpenapara 2 pasza B CyTKH B TeueHue 2-4 mecsieB win oosee. BpemeHHOE ycuieHre BbITIaeHUs
BOJIOC OOBIYHO TMPOJOJDKAETCS B TeUYEeHHE 2-6 HeAelb C MOMEHTAa Hadaja JICUYCHHUs, a 3aTeM
YMEHBIIAETCS B T€UeHUEe 2 Henenb. ECiM MOBBIIIEHHOE BBINAJIECHHUE BOJOC MPOAOJIKAETCS, TO
MpUMEHEHHUE Mpenapara cieAyeT NPeKpaTUTh U MPOKOHCYIbTUPOBATHCS C BPAUOM.

[Tocne KIMHUYECKOTO yJIy4IIeHUs 103a CHUXKaetcs A0 1 M pactBop 1-2 pasza B Henemo. Eciu
yepe3 4 wmecsma He OyneT JOCTUTHYT —YyIOBIICTBOPHTEIBHBIM  pE3ylbTaT, CIEAyeT
IIPOKOHCYJIFTUPOBATBCSA C JIEPMATOJIONOM, KOTOPBIM MOXET MHPHUHATh PELIEHUE O IMPOJJICHUH
JIEYEHUS.

[lepen mepBBIM HCMOIB30BAaHUEM pPACTBOP HYXKHO pa30pei3rath 2-3 pasza, Moka He Oyjer
JIOCTUTHYTO PaBHOMEPHOE paclbUieHue. B ciaeayrommii pa3 pacnbuinTeNlb MOKHO MCIOIB30BaTh

cpasy.

4.3. llpoTuBONOKA3aHUS

- IOBBIIICHHAS YyBCTBUTEIBHOCTh K MUHOKCHIMITY HJIH JIIOOOMY M3 BCIOMOTaTEIIbHBIX BEIECTB,
IIEPEYUCIIEHHBIX B pa3zaene 6.1;

- HapyIICHUE [EJIOCTHOCTH KOKHBIX TIOKPOBOB, IEPMATO3bI BOJIOCHCTON YacTH TOJIOBBI;

- O/IHOBPEMEHHOE NMPUMEHEHHUE IPYTUX JIEKAPCTBEHHBIX CPEJCTB HA KOKE TOJIOBHI;

- OepeMeHHOCTb, IIEPHOJI TPYAHOTO BCKApMIIMBAHHS.

4.4. OcoOble yka3aHHMsl M Mepbl NPEJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[TaruenTam ¢ cepreYHO-COCYAUCTHIMU 3a00JIEBAHUSIMU M ApUTMUEH, TTOYCUHON U MEYCHOYHOU
HEJIOCTaTOYHOCTHIO  TIepea  HadajgoM JiedeHus npenapatoM  KocwioH — HeoOxoaummo
MPOKOHCYJBTUPOBATHCS C BPAUOM.

Oco0ble ykazaHus

He HanoCcHTh mpenapat Ha Ipyrue y4acTKH Tea.

[Ipenapar KocuaoH HAHOCSAT TOJBKO HA CYXYIO KOXKY BOJIOCHCTON YaCTH TOJIOBBI IOCIIE KYTIaHUs,
WIN CIIeAyeT MOJ0XKIaTh OKOJIO 4 9acoB IMOcJe HAaHECEHWs Iperapara nepex kKymanuem. He
JlaBaiiTe roJJ0Be HAMOKHYTh paHee, YeM dyepe3 4 yaca Mociie HaHeCeHHs IpenapaTa. MbITh BOJIOCHI
IpyU IPUMEHEHUH penapara Kocuiion pekoMeHayeTcsl B IPUBBIYHOM PEKIME.

B nepuoa npumenenus npenapata KocruaoH MOKHO MOJIb30BaThCS JIAKOM JUIsI BOJIOC U APYTUMHU
cpencTBaMu Ui yxona 3a Bojocamu. Ilepen HaHeceHMEM CpeACTB IS yXOZa 3a BOJIOCAMH
HEo0X0IMMO CHayasla HaHecTH mpenapaT KocuiioH u Mmook /aaTh, MoKa 00pabOTaHHbIH y4yacTOK
KOKM HE BBICOXHET ITOJHOCTHI0. He mMeeTcs maHHBIX O TOM, YTO OKpacka BOJOC, BHIITOJHEHHUE
XUMHUYECKON 3aBUBKU WJIM UCIIOJIb30BaHUE CMATUUTENEH IS BOJIOC MOYKET KaKUM-TTH00 00pa3zom
CHWXaTh 3QPEeKTUBHOCTH Mpenapara. OJHAKO A TPEIOTBPALICHUS BO3MOXKHOTO Pa3IpaKeHUS

2



o1 13.03.2024 N= 4833

BOJIOCHCTOM YaCTH T'OJIOBBI HEOOXOAMMO yOeIuThCs B Tdﬂ':!{;‘(;l E&%@ﬁa%%ﬁ%go%&%%ﬁbn

COOTBETCTBYET KCNEPTHOMY OTYETY

C BOJIOC U BOJIOCUCTOM YaCTH KOKHU I'OJIOBBI nepea NpuMCEHCHUCM JaHHBIX XUMHUYCCKUX CPCACTB.

MuHOKCHAMI B HEOONBUIMX KOJMYECTBAX MOXKET BCACHIBATHCSA 4Yepe3 KOXY, B CBSA3U C YeM
CYILIECTBYET PUCK PAa3BUTHUSL CUCTEMHBIX MOOOYHBIX >(PPEKTOB, TAKUX Kak: 3aJep>KKa BOIBI U
COJIeH, TeHEpaJM30BAHHBIM M MECTHBIM OTEK, BBIIOT B 00JacTW NepuKapnaa, MEepUKaApIUT,
TaMIIOHAJla TepUKapAa, TaXUKapAus, CTEHOKapIus, YCHJIEHHWE OPTOCTATHYECKON THUIIOTEH3UH,
BBI3BAaHHON HEKOTOPHIMH aHTUTHIIEPTEH3UBHBIMH CPEICTBAMH, HAlpUMep, TYaHETUMHOM U €To
npousBoAHbIMU. [[puMenenue npenapara KocuaoH nauueHTaMu ¢ apTepruaibHON THIEPTEH3HUEN,
MOJTYYaIOIMMHU JICUeHUE TYaHSTUJMHOM MJIH TPOU3BOIHBIMU T'YaHETUANHA, UM MUHOKCHIUIIOM,
BO3MOXXHO JIMIIIb B YCJOBHUSX MEIUIIMHCKOrOo HaOmroAeHus. [lalMeHThl IOJKHBI MPOXOAUTH
NepuouvecKre 00CIIeOBaHUS /sl BBISBJICHUS BO3MOXKHBIX NMPU3HAKOB CHCTEMHBIX MOOOYHBIX
a3 dextoB MuHoKcuauia. [Ipu MmosBIeHUH CUCTEMHBIX TOOOYHBIX d(PPEKTOB JIeueHHE CIICTyET
OpeKpaTuTh. JJIsi JeueHust OTEeKOB U 3a/I€PKKH KHUJKOCTH B OpraHU3Me NpPU HEOOXOJUMOCTH
MOTYT OBITh Ha3HAYEHBI AUYPETUKH. )i yCcTpaHEeHHUs] TaXUKapAUU U CTEHOKApAUU MOTYT OBITh
Ha3HaueHbl Oera-a/ipeHoOIoKaTophl. [1alMeHTOB ¢ cepleYHO-COCYAMCTHIMU 3a00JCBaHUAMU B
aHamMHe3e clieAyeT MpeAyIpelnuTh O TOM, YTO JeueHue npenapatoM KOCHIOH MOXET BHI3BATh
obocTpeHue 3TuX 3a00ICBaHHIA.

[lepen wHagamom JsedeHuss mpemapatoM KoCWIOH, NalMEeHTHl JOJDKHBI TPONTH o0Iee
oOcienoBaHue, BKIIOUaomee cOOp M M3yYyeHHE MEIUIIMHCKOTO aHaMHe3a. Bpau poimkeH
yOeauThCsl B TOM, YTO KOXKa BOJIOCHCTOM YacTH TOJIOBBI 3/I0POBA.
[Tpu mosiBIEHUM CUCTEMHBIX MOOOYHBIX YPPEKTOB WM TSKEIbIX KOKHBIX PeaKkIUil MalueHTaM
ClielyeT OTMEHUTH TIpernapaT U 0OpaTUTHCS K Bpauy.
Cnenyet u3berath BAbIXaHU Mpenapara Npy paclbUICHUH.
[Tocne mpuMeHeHus mpenapara ciaeayeT TIIAaTeIbHO BBIMBITh PYKH.
JlexapcTBeHHBIN TIpenapat He OyaeT 3(hPEeKTUBEH MPU UCTIOTH30BAHUH:

- (eHa mocie HaHECEHHS Mpenapara Ha KOXY T'OJIOBBI,

- CpeACTB IO YXOJy 3a BOJIOCaMH, KOTOpbIE MOTYT BbI3BaTh 00pa3oBaHUE PyOIIOB, a TaKXKe

ri1yOOKHE 05KOTH KOKHU TOJIOBBI;
- METOJOB yX0/ia 3a BOJIOCAMHU, TPEOYIOIINX CUIBHOTO OTTATHUBAHUS BOJIOC OT KOKU T'OJIOBBI
(HampuMep, TUIeTeHHE TYTHX Koc (OpelIuHT) UiIH MPUYECKa «KOHCKHIA XBOCTY).

Hanocuts iekapcTBeHHBIN npenapar KocHIIoH cieayeT TOJbKO Ha 3J0POBYIO KOXKY BOJOCHCTOM
4acTH TOJIOBBL. Henb3si UCIoNb30BaTh €ro Mpu BOCHANICHUHU, WHUDUIIUPOBAHUH, Pa3paKeHUH,
00JIE3HEHHOCTH KOXH, a TakKKe€ OJHOBPEMEHHO C JAPYTMMHU JIEKapCTBEHHBIMH IperapaTaMmu,
HAHOCHUMBIMH Ha KOXY BOJIOCUCTON YaCTH TOJOBEHI.
He cnenyeTr npumeHsTh JekapcTBeHHbIN npenapaT KocuioH B ciydasx BHE3aITHOTO BbIMAICHUS
BOJIOC, OYaroBOM aJIOTIELMH, KOT/Ia aJIoNeNusl Pa3BUBAETCS MOCIE POJIOB, B clydyae OOJIBICCHHUS,
BBI3BAHHOTO NPUEMOM JIEKAPCTBEHHBIX CPEACTB, HEMPABWJIBHBIM MUTAaHUEM (ACPUIUT XKene3a,
BUTaMUHA A), B pe3yJbTaTe yKJIAJKH BOJOC B «TYTHE» MPUYECKH, a TAKXKE B TOM CIIy4ae, eclin
IIPUYMHA BBINAJCHUS BOJIOC HE U3BECTHA.
CrnyualiHblif TpreM Ipernapara BHyTPb MOKET MPUBECTHU K PA3BUTHIO CEPhE3HBIX HEXKETaTeIbHBIX
SABJICHUA CO CTOPOHBI cepaua. IloaTomy maHHBI mOpenapaT CileayeT XpaHWUTh B MECTax,
HEIOCTYIHBIX IS IeTeH.
BcnomorarenbHble BelecTBa
B cocraB npenapara KocunoH BXOAUT STUIIOBBINA CIIUPT, KOTOPBII MOYKET BBI3BIBATH BOCHAICHUE
U pazapaxkeHue ria3. B ciydae nonaganus npenapara Ha YyBCTBUTEIbHBIE MOBEPXHOCTH (TJ1a3a,
pa3apaKeHHYI0 KOXY, CIHM3UCTBIE OOOJIOYKH) HEOOXOAMMO TIPOMBITH YYacCTOK OONBIINM
KOJIMYECTBOM XOJIOJTHOM BOJIBI.
[Ipenapat Kocunon conep XUt NpOMUICHTIIMKOIb, KOTOPBII MOXKET BBI3BATh PA3APAKCHHUE KOXKH.
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B3aUMOJAeHCTBUSA

CymiecTByeT TeopeTHueckas BO3MOXHOCTh (KJIMHHUYECKOE TMOATBEPKACHUE OTCYTCTBYET)
YCHUIICHUSI OPTOCTATUYECKON TUTIOTCH3UH y MAIMEHTOB, MOTYYaIONINX COMyTCTBYIOIIEE JICUCHUE
nepu@epuyecKuMu  COCYAOPACIIUpPSIIOIMMHU  cpeAcTBaMH. Henb3s  HMCKIIOUHTH  OYEHb
HE3HAYUTENILHOE TOBBIMICHUE COJCPXKAHUS MHHOKCHIWJIA B KPOBU MAIMEHTOB, CTPAAFOIINX
apTepHalIbHOM TUIIEPTeH3UEH U MPUHUMAIOIINX MUHOKCHUIWII BHYTPh B CIIy4ae OJJHOBPEMEHHOIO
npuMeHeHus mnpenapara KocuioH, XOTS COOTBETCTBYIONIME KIMHUYECKHE HCCIEIOBaHUS HE
MIPOBOAMIIUCE.

YCTaHOBIIEHO, YTO MUHOKCHJWUJ MPU HAPYKHOM NPUMEHEHUH MOXET B3aUMOJICHCTBOBATH C
HEKOTOPBIMU JPYTHMMHU JIEKApPCTBEHHBIMH CPEACTBAMH ISl HAPY>KHOTO MPUMEHEHUS.
OpnHOBpeMEHHOE MPUMEHEHUE PacTBOpa MUHOKCHAMIA JUIS HApY>KHOTO MPUMEHEHHS U KpeMma,
conepxkamiero Oeramerason (0,05 %) NPUBOOUT K CHIXKEHHIO CHUCTEMHOIO BCAChIBaHUS
MUHOKcuauiaa. OQHOBpEeMEHHOE NpHUMEHEeHue Kpema, cojaepxamiero tpetuHoud (0,05%),
MPUBOJIUT K MOBHIIIEHHOMY BCAChIBAHHIO MUHOKCH/IWJIA.

OnHOBpEeMEHHOE HAHECEHHE HA KOKY MHHOKCHIUIA U TIPETIapaToB JJisi HApYyKHOTO TPUMEHEHUS,
TaKUX KaK TPETUHOWH U JAUTPAHOJ, KOTOPHIE BHI3bIBAIOT M3MEHEHHUS 3aIIUTHBIX (QYHKIUH KOXKH,
MO>KET IIPUBECTU K YBEIIMUCHUIO BCACBIBAHHSI MUHOKCHTUIIA.

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTH U JIAKTALMS
[Ipenapar Kocuiion He cieayeT mMpUMEHSATh BO BpeMsi OEPEMEHHOCTH W B MEPHUOJA TPYAHOTO
BCKapMJIMBaHMS.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMH

[Tpenapatr KocuinoH MOXeT OKa3blBaTh BJIMSHUE Ha CIOCOOHOCTH YIPABJIATh TPAHCIOPTHBIMU
CpeAcTBaMU M paboTaTh C MEXaHU3MaMH.

B cBs131 ¢ BO3MOKHBIM pa3BUTHEM T'OJIOBHOM 00JIH, TOJIOBOKPYKEHHUS, pa3ApakeHus IJ1a3 caelyer
cOOJIIO/IaTh  OCTOPOKHOCTh TMPH  YIPAaBICHUM TPAHCIOPTHBIMU CPEICTBAMU M 3aHATHIMH
OIpE/IeNIEHHBIMU BUJIAMH AEATEIbHOCTH, TPEOYIOUIMMH MOBBIIIEHHON KOHIIEHTPALUU BHUMaHMS
U ObICTpON JABHMraTenbHOM peakuuu. [IpH MOSBIEHUM ONMCAHHBIX HEXENATENbHBIX SBICHHUM
CJIELyeT BO3JEP/KAThCs OT BBIIIOJHEHHS YKa3aHHBIX BUJIOB AEATEIbHOCTH.

4.8. HexkennaTeibHbIe peakunuu

PesroMe HexxenaTeabHbIX peaKIni

YacToTa BCTPEUaeMOCTH HEKENATEIbHBIX pEaKIMi yKa3aHa COIJIACHO PEKOMEHJAINAM
Bcemupnoii opranmzauuu 3apaBooxpanenus (BO3): ouens wacto (21/10), wacto (21/100, HO
<1/10), neuacro (21/1000, o <1/100), penko (21/10000, Ho <1/1000), ouens pexnko (<1/10 000),

qaCTOTa HCU3BCCTHA (Ha OCHOBAaHHMHU UMCIOIIUXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

Hapywenus co cmopoHbl UMMYHHOU CUCEMbl

OUYEHb PEJIKO — AHTMOHEBPOTUYECKHI OTEK (IIPOSBICHUSAMHU aHTHOHEBPOTHUYECKOIO OTEKA MOTYT
OBITb: OTEK I'y0, OTEK TKaHEll pOTOBOM IOJIOCTH, OTEK POTOIJIOTKH, OTEK INIOTKH U OTEK S3bIKA),
TUIIEPYYBCTBUTEIBHOCTD (mposIBIEHUSIMU TUIIEPYYBCTBUTEILHOCTU MOTYT OBITh:
TeHEpAIU30BaHHAas YPUTEMA, T€HEPATN30BaHHBIN KOKHBIN 3y, OTEK JIUIa U YyBCTBO CTCCHEHHUS B
ropJie), aJuIepruuecKuii KOHTaKTHBIM J€PMaTHUT.

Hapywenus co cmoponbl HepeHot cucmembi.:

4acTO — roJ0BHAs 00JIb;

OYEHb PEIIKO — T'OJIOBOKPYKECHHE.

Hapywenus co cmoponwvl opeana 3spenus.
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(NOCNEOCBATENEHOCTE 0002)

OUYCHb PENIKO — pa3ApakeHUE Iias.

Hapywenus co cmoponwvl cepoya:

OUYEHb PEJIKO — TaXUKapIUs, OUIYIICHHE CepALleONeHHUS.

Hapywenus co cmoponul cocyoos:

HEYaCTO — CHIKEHHUE apTepUaIbHOTO JaBICHHUS.

Hapywenus co cmopoHwl OvixamenvbHotl cucmemvl, 0p2ano8 pyOHOL KIemKU U CPe0oCmeHUsL:
OUYEHb PEJKO — OJIBIIIKA.

Kenyoouno-kuuieunvie Hapyuenus:

OUYEHb PEIKO — TOLIHOTA, PBOTA.

Hapywenus co cmoponvl Kod#cu 4 NOOKOICHBIX MKAHEU.

4acTO — KOXKHBIH 3y, ChIIb;

PEIKO — IEPMATUT, IPOSBIIIOMIUIICS B BUJIE TOKPACHEHHUS, IIETYIICHUS U BOCTIAJICHHUS;

OUYEHb PEIKO — BPEMEHHOE BBINAJICHUE BOJOC, U3MEHEHUE LIBETa BOJIOC, HAPYILIEHHE TEKCTYpPhI
BOJIOC, THIIEPTPUXO03 (HEXKENATeNbHBIH POCT BOJIOC BHE MECTa MPUMEHEHUs), PEaKIMi B MECTe
NPUMEHEHHUS (3TU PEaKIMU MOTYT PACIPOCTPAHATHCS Ha YIIM U JIMLO, BKIIOYAIOT: KOKHBIN 3y,
paszapakeHue, 00JIb, ChIIb, OTEK, CyXOCTh KOXH, SPUTEMY; OJHAKO B HEKOTOPBIX CIyYasiX peaKIiu
MOTYT OBITH 0OOJIe€ TSDKEIBIMH, BKJIIOUYAs: SKC(HONHAIMIO, JEPMATHT, 00pa3oBaHUE ITy3bIPEH,
KPOBOTEUYEHHE, U3BA3BICHUE).

Obwue HapyweHus U peakyuu 8 Mmecme 66€0eHUsL:

OYEHb pelIKo — nepudeprueckuii oTek, 60Ib B IPyIHOM KIIETKE.

COOGH.IGHI/IH 0 TOA03PpEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo co001maTh 0 1Mo103peBaeMbIX HEXKEIATEIBHBIX PEAKIUIX TOCIIe PErUCTPAIINH ITperapara ¢
[ENbI0  O0ECIeueHusT HEMPEepPHIBHOIO MOHUTOPUHTA COOTHOIIGHHUS «IOJb3a — PUCK»
JIEKapCTBEHHOTO Tpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYETCSl COOOIIaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATEThHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpenapara 4epe3 HallMOHAIbHBIC
CHCTEMBI COOOIICHHS O HEXeNaTeIbHBIX PEaKIMsIX TOCYAapCTB — WICHOB EBpa3uiickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas @enepanus.

®depnepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS.

Poccuiickas @enepanus.

Anpec: 109012, r. MockBa, CnaBsiHcKas ionmazis, 1. 4, ctp. 1.

Ten.: +7 (800) 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «AHTepHEeT:
http://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka.

Ecnu 10351, mpeBhIIaonmMe peKOMEHI0BaHHbBIE, HAHOCITCS Ha OoJiee OOIIMPHBIC YYACTKH Tela
WM JIPyTHME YYacTKU Tejla TOMHUMO BOJIOCHUCTOM YacTH TOJIOBbI, BO3MOYKHO YBEJIUYECHHUE
CUCTEeMHON abCcopOIMM MHHOKCHIWIA, 4YTO, CJICIOBATEIIBHO, MOXKET MPHUBECTH K Pa3BUTHIO
HEXKEIaTeIbHBIX SBICHUM.

CHUMITOMBI: 3aJlepXKKa JKUIKOCTH, CHIDKCHHE apTepUaJbHOTO MJAaBJICHUS, TaXUKapIus,
TOJIOBOKPY KEHHUE.

JledyeHue: 1isl yCcTpaHEHUs 3aJ€P>KKH KUJIKOCTH MPU HEOOXOJUMOCTH MOTYT OBITh Ha3HAUEHBI
JTUYPETUKHU; JJIS JISUSHUS TaXUKapAUH - OeTa-aApeHO0I0KATOPHI.
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HaTpusa XJiopujaa. He CJICAyCT Ha3HadYaTb CUMIATOMUMCTHYCCKUC CPCACTBA, HaAIpUMCEp,
HOpIMUHEPPUH W SnuHehpUH, O0OJagarole  YpPe3MEpHON  KapAHOCTUMYIIHPYIOIICH
AKTUBHOCTBIO.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

dapmakoTepaneBTUYeCKas rpyIa: pyrue npenaparsl, IPUMEHAEMBIE B 1€PMATOIOTUN.
Kon ATX: D11AXO01.

Mexanusm elicTBus U dapMakoguHamudeckne 3 exTsl

SABnssace mepudepuyecKuM Ba30IMIATATOPOM, MHUHOKCHUAMI MpPH HAPYXKHOM MPUMEHEHUH
YCHUIIMBAET MUKPOIMPKYJIISINIO B 00JIACTH BOJIOCSHBIX (DOJUTUKYIIOB. MUHOKCHIIUI CTUMYJTHPYET
daktop pocta ’rg0Tenus cocynaoB (OPOC), koTophlil, Kak MpenosaracTcsi, OTBETCTBEHEH 3a
MOBBIIICHUE MPOHUIIAEMOCTH KaMUJUIIPOB, YTO CBHJICTEIHCTBYET O BBICOKOM METa0OIMYeCKOMn
aKTUBHOCTH, HaOI01aeMo B aze aHareHa. MUHOKCHIWI CTUMYJIUPYET POCT BOJIOC y TAIIUEHTOB
C HACJIEICTBEHHOM MOTepeil BOJIOC (aHIPOTEHHAsl ajomelus) B HadaJbHOW cTaguu. ToYHBIHA
MEXaHU3M JAeHCTBHSI MUHOKCHUIWIIA JJIsl HAPY>KHOTO IPUMEHEHUS ITPH BbINAaIEHUHU BOJIOC 710 KOHIIA
HE U3YYEH.

5.2. dapmakoknHeTHYECKHE CBOHCTBA
Abcopbuus

[Ipu Hapy>KHOM MPUMEHEHUH MUHOKCH/INJ IJIOXO BCACKIBACTCS Yepe3 HEMOBPEIKIACHHYIO KOXKY: B
cpeanem 1,5 % (1 - 2%) oOmuieit HaHECEHHOI 103bI OCTYMAaeT B CUCTEMHBIN KpoBoTOK. CpenHue
3HaueHUs IUIOIIaAM TNoJX KpuBOM  «koHUeHTpauusa-Bpems» (AUC) u makcuManbHOU
koHeHTpanuu (Cmax) coctapistor npuMepHo 18,71 aHr*u/mn u 2,13 HI/MJI COOTBETCTBEHHO.
Bpems noctmxenuss makcumanbHoOM KoHUeHTpamuu (TCmax) cocrtaBusier 5,79 4. Bnusuaue
MUHOKCUJMJIA HAa TeMOJMHAMHKY HE BBIPQKEHO JO0 TeX IOp, MOKa CpPeAHssl ChIBOPOTOUYHAs
KOHIIEHTPAIMsl MUHOKCHIUJIA HEe JOCTUTHET 21,7 Mr/mit.

Pacnopenenenue

XoT4 paHee co0O0IIaTOCh O TOM, YTO MMUHOKCHJWJI HE CBS3BIBACTCS C OENKaMU IUIa3Mbl KPOBH,
NO3/IHEe METOJOM YIbTpaduiIbTpamuu in vitro ObUIO MPOAEMOHCTPUPOBAHO €r0 00paTUMOE
CBsI3bIBaHUE ¢ OeIKaMK KpOBH uesioBeka B quana3one 37-39%. [lockonbky abcopOupyercst TOIbKO
1-2% HaHECEHHOTO Hapy>KHO MHHOKCHAMJIA, CTENCHb €ro CBS3bIBaHUS C OeNKaMM IJIa3Mbl
KJIMHUYECKH HE 3HauuMa.

Buorpancdopmarnus

[TpumepHo 60% MHUHOKCHIUIA METAOOIU3UPYETCs ¢ 00pa30BaHUEM MHUHOKCHIUIIA TIIIOKYPOHHIa
MPpEUMYIICCTBCHHO B IICUCHU.

OIMMUHALKS
[lepuoa mostyBbIBEIEHUS MUHOKCHUIWJIA JUIsl HAPY>KHOTO MPUMEHEHHUS B CPEIHEM COCTAaBIISIET

22 4. 97% MUHOKCUMIIA U €r0 METa0O0JIUTOB IKCKPETUPYIOTCA TouKaMu U 3% - uepe3 KUIICUHUK.
[Tocne mpekpamieHuss mpuUMEHEHUs Ipemnapara npuMepHo 95% MuHOKcHIWIIA, HAHECEHHOTO
Hapy»KHO, BEIBOAUTCA B T€UeHUE 4 THEN.
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6. PAPMAIIEBTUYECKHE CBOICTBA (MOCNEOOBATENBHOCTE 0002)

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[Iponunenrnukonn
Otanon 96%
Bona

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU U

IIpu Temnepatype He Boite 25 °C.

6.5. XapakTep u coaep:kaHue NEPBUYHONH YIIAKOBKH

[To 60 mut B KpyIUiblil 1akoH U3 MOTUATHIIEHA Oeoro nBeta ¢ pacubutnTeneM. Kaxapii ¢iakon
C JINCTKOM-BKJIQJIBINIEM (MHCTPYKIUEH 10 MEIUIIMHCKOMY TNPUMEHEHHUIO) TIOMEIIAlT B
KapTOHHYIO TAuKYy.

6.6 OcoOble Mepbl NPEIOCTOPOKHOCTH NPHM  YHUYTOKEHUHM  HCIOJIb30BAHHOTO
JIEeKAPpCTBEHHOr0  Tpenapara WJIH OTX0A0B, MOJYYEHHBIX TMOCJe TPUMeHEeHHs
JIEKAPCTBEHHOT0 MpenapaTa u Jpyrue MAaHUMYJISIIIUN C PenapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUSA

bocuus u I'epuieroBuna

bocuanexk AO

53, FOkuuena yiu., 71000 CapaeBo, bocuus u ['eprieropuna
Ten.: + 387 33 254400

@axc: + 387 33 814253

OnextponHas noyra: info@bosnalijek.ba

7.1. lIpencraBuTeib AepKaTessi PeriCTPAIIMOHHOIO YA0CTOBEPEHUs

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccniickas @enepanys
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(NOCNEOCBATENEHOCTE 0002)

[IpencraButensctBo AO «bocHanek»

119435, Mocksa, CaBBuHCKas Hao., A. 11,
Ten./daxc: +7 (495) 771-76-32
DnekTpoHHas rovra: ask@bosnalijek.eu

8. HOMEP PET'UCTPAHMOHHOTI'O YAOCTOBEPEHMUA

9. JATA NEPBUYHOM PETUCTPAIIMMA (IIOATBEPXJIEHUSA PETMCTPAIINN,
INEPEPETUCTPAIIN)

JlaTa nmepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO01mmas xapakTeprcThKa JIEKapCTBEHHOTo Mpemnapata Kocunon nmoctynHa Ha WHG)OPMAIMOHHOM
noptaie EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIMOHHO-KOMMYHUKAIIMOHHOW CETH
«uTeprer» http:/eec.eaecunion.org/.



