COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 27.12.2024 N= 29044

OBILIASl XAPAKTEPUCTHKA JIEKAPCTBEHHOFOTTPEIAPATA & 1002]

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

JUMETHUH/IEH, 0,1 %, renp 1j1s HapyKHOTO IPUMEHEHUS

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JelcTBytolee BEUIECTBO: TUMETHUHICH.

100 r rend nus Hapy»KHOTroO npuMeHeHus cofepxuT 0,1 T nuMeTHuHAEHA (B BUJE JUMETHHJIEHA
Majsearta).

BcnomoraTenbHbIE BEIECTBA, HAJIMYME KOTOPBIX HAJO YYUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O
npernapara: NponuIeHIJIMKOIIb, OEH3JIKOHUS XJIopu (cM. paszzen 4.4.).

[TonHbIi epeueHb BCIIOMOTaTENIbHBIX BEIIECTB MIPHUBE/IEH B pa3zaeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

I'enp 11 Hapy>KHOTO IPUMEHEHUS.

['oMoreHHBII OECIBETHBIN T'elib, MPO3PAYHBIA MU CJIA00 OINAJICCIUPYIOIINNA, MPAKTHIeCKH 03
3araxa.

4. KIMHUYECKUE JAHHBIE

4.1 lloxka3zaHusl K NPUMEHEHUIO

[Tpenapar JUMETHWH/IEH noka3an k npUMEHEHUIO y B3pOCIBIX U JeTell oT 1 mecsna npu:
KOXKHOM 3yJIe Pa3jMyHOr0 IPOUCXOXKJIEHHUS (KpOME CBSI3aHHOIO C XOJECTa30M), HalpUMep:
3yIAIIKX 1€pMaTo3ax, 3K3eMe, KPalMBHUIIE, YKYCaX HACEKOMBIX;

COJIHEYHBIX 0’KOTaX, OBITOBBIX M MPOU3BOICTBEHHBIX 0KOTaX (JIETKOM CTENEHH).

4.2 Pe:kuM 103MPOBAaHUS H CIIOCO0 NPUMEHEHUA

PexxuM 103upoBaHus

Bspocnvie
I'ens HaHOCAT OT 2 110 4 pa3 B I€Hb HA NOPAYKEHHBIEC YUACTKU KOXKH.
MakcumanbHas JUIMTEILHOCTh IPUMEHEHUs 0€3 KOHCYIbTAIlMU C BpauoM: 7 JTHEH.
B ciydasx BbIpa’k€HHOro 3yAa WM PacnpOCTPAHEHHOIO y4yacTKa MOpPaKeHMsI KOXKH CIeAyeT
paccMOTPETh  BO3MOXKHOCTb  JIOIIOJHUTEIBHOTO IMPUMEHEHMSI MEPOPAIBHBIX IIpEnapaToB
JUMETHH/IEHA MaJleaTa.

eTH
Pexxum no3upoBanus y nered B Bospacte oT | mecsma no 18 JeT COOTBETCTBYET pPEXHMY
JIO3UPOBaHUs y B3POCIIbIX.
bezonacHocts u 3¢dpexkTuBHOCTD y Aereil B Bozpacte oT 0 10 1 Mecsina Ha 1aHHBIH MOMEHT He

YCTaHOBJICHBI. /[[aHHBIE OTCYTCTBYIOT.



COOTBETCTEYET 3Kl
aT 27

(NOCNEAQCEA

Croco0 ImpuMeHeHus

HapyxHo.

4.3 IIlpoTuBONOKA3aHUSA

['mnepuyBCTBUTENBHOCT K JMMETUHAEHY MM K JIIOOOMYy M3 BCIOMOTaTelIbHBIX BELIECTB,
IEPEYUCIICHHBIX B pasjene 6.1, 3akpbITOyrosibHas IJlayKoMa, TMIEpIUIa3us IpeacTaTesIbHON
JKeJe3bl, AeTCKU Bo3pacT 10 1 Mecsia, 0coOeHHO HeIOHOIIEHHBIE.

4.4 OcoOble yka3aHusi 1 Mepbl PeI0CTOPOKHOCTH NPHU NPHMMeHeHUH

C 0CTOPOKHOCTBIO

bepemeHHOCTD, MepUO IPYAHOTO BCKapMIIUBAHHUSL.

Oco0ble yKa3zauus

[Ipy BBIpaXEHHOM 3y/€ WM IpPU MOPAKEHUH OOMIMPHBIX YYACTKOB KOXKH TpernapaTr MOXHO
MPUMEHSTh TOJIBKO MOCJI€ KOHCYJIbTAllMU ¢ BpauoM. [Ipu mpruMeHeHnu npenaparta Ha OOIMIMPHBIX
y4acTKax KOXHU ClelyeT u30eraTb BO3ACUCTBUS COTHEUHBIX JTyUeH.
Ecin B mnepuon npuMEHEHHUs Ipenapara BbIpaXEHHOCTb CHMIITOMOB 3a00JieBaHMsI HeE
YMCHBIIACTCA WM, HAITPOTHUB, YCHUIIMBACTCH, HGOGXOI{I/IMO O6paTI/ITI>C$I K Bpauy.
Headdextupen mpu 3y/e, CBI3aHHOM C X0JIECTa30M.

eTH
VY nereir or 1 mecsna 10 2 JeT mpemnapar NPUMEHSETCS MOCie KOHCYIbTalluu C BpaduoMm. Y
MJIQJICHIIEB M JETeW MJIQJIIEro BO3pacTa HE CIEIyeT MPUMEHATHh MpernapaT Ha OOLIMPHBIX
y4acTKax KOXKHU, 0COOCHHO MPU HATMYUU SIBJICHUI BOCTIAICHUS WM KPOBOTOYUBOCTH.

BcnoMoraTenbHEIE BEIIECTBA

IIpenapar COAEpKUT NPONUIICHITIMKONIb, KOTOPBIM MOXET pasapaxkarbe Koxy. IIpemapar
COJIEP’KUT OCH3AIKOHUS XJIOPUJI, pa3Ipa’KuTeNb, KOTOPBI MOXKET BbI3bIBaTh KOKHBIE PEaKIUH.
4.5 B3aumoneiicTBHEe ¢ JAPYIMMH JEKADCTBCHHBIMH IpenaparamMH M [Jpyrue BH/IbI
B3aMMO/EHCTBUA

Hccnenoanuit B3aumonericteus npenapara MMETHH/IEH ¢ gpyrumm jexapCTBEHHBIMU
npenaparamMy He MPOBOIUIOCH, OJHAKO B CBSI3U C HU3KOW CHCTEMHOM aOcopOIuel TuMeTHHIeHA
MajieaTa pyu MECTHOM MTPUMEHEHHH, KaKue-JIn00 B3auMOJIeHCTBUS MalOBEPOSTHBI.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD U JAKTALMS

bepeMeHHOCTB

Her noctarouHbIXx JaHHBIX O TMPUMEHEHUH [MMETHUHAEHA Majeara Ipu OepeMEeHHOCTH.
HccenenoBanus Ha »KMBOTHBIX HE MOKA3aJIM MPSAMOrO WIM KOCBEHHOI'O OTPULIATEIBLHOIO BIMSHUS
Ha TeueHHe OepeMEHHOCTH WM 370pOBbE IUI0AA / HOBOpOXKIeHHOTO. IIpuMeHeHune mpenapara
npu OEpeMEHHOCTH HE PEKOMEH/IOBAaHO, 32 HCKIIIOUEHHEM CIIydaeB, KOTJa IMoJib3a Ji1 MaTepu

IpeBbIIIaeT MOTEHUMAIbHBIA PHUCK A IUIOJa M TOJIBKO IMojA HaOmoneHueM Bpauda. He
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PEKOMEHIOBAHO HAHECCHHE Iperapara Ha | obwmpk ';':::M&%-L-%QE,H':(')'EJGEQF'Q::'HpH

HaOJII0JaIoEeMCs pa3ipakKeHUU WIH BOCTIAJICHHUU.

JlakTanms

He pexkomeHmOBaHO HaHECEHHE Ipenapara Ha OOIIMpPHBIC O0JacTH KOXH, OCOOCHHO mpH
HaOMIoaroMEeMCsl pa3ApaKeHUH WK BocnajieHuH. KopMsamuM maTepsiM He ClielyeT HaHOCHTh
mpenapar Ha COCKM MOJIOYHBIX JKeJe3.

DdepTUabHOCTD

Her nmocTato4HbIX NaHHBIX O BIWSHUU JAMMETHHICHA MajieaTa Ha JETOPOJIHYIO (YHKIIHIO
JKEHIIUH. B uccnenoBaHuax Ha KUBOTHBIX HE HAOIIOAANOCHh KAKOro-iu0Oo BIMSHUS Ipernapara
Ha (epTHILHOCTh, TEM HE MEHEe CIeAyeT COONI0AaTh OCTOPOKHOCTh NPHU HA3HAUYCHUU
npenapara rnaiueHTKaM, IIaHUPYIOIUM 0epEMEHHOCTb.

4.7. Bunsinue Ha CNOCOOHOCTH YHPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH U padorarh ¢
MeXaHU3MaMH

[Ipenapar He BiIUsSET Ha CIOCOOHOCTH YIPABJIATH TPAHCIOPTOM WM 3aHUMATbCs APYTUMU
INOTCHIUAJIBHO OITIaCHBIMHW BHJaMH JCATCIIbHOCTH, Tpe6y10HH/IMI/I HOBBIIIEHHON KOHOCHTpalunu
BHUMaHUS U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHA.

4.8. HexkennaTeibHbIe peakunu

PesroMe HexxenaTeabHbIX PEAKIU

YacroTa moOOYHBIX peaKIlHii, KOTOPbIE MOTYT BO3HHKATh BO BPEMsl TEPAITMH, IPUBEJICHA B BHUJIC
ClenyrolIel rpajanuu: ouenp yacto (> 1/10); wacro (= 1/100 no < 1/10); neuacto (= 1/1000 go
< 1/100); peako (> 1/10000 go < 1/1000); ouens pemxo (< 1/10000) (mocTperucTpalioHHbIC
JTaHHBIE).

Hapywenus co cmoponbl Kodicu u NOOKONCHHIX MKAHEIL:

Heuacrto: cyXxocTs, KEHUE KOXKHU.

OdeHb peKo: aJuIePTUYECKU AepPMaTHUT, BKIIIOUask KOXKHYIO ChIMb, 3Y/I.

Co001rIeHns 0 m0I03PEBAEMBIX HEXKEIIATEIBHBIX PEAKIIMIX

BaxxHo cooOmath 0 MOJ03PEBAEMBIX HEXKENATENbHBIX pEaKIUsAX II0CJIe PETUCTpaluu
JIEKapCTBEHHOTO Ipernapara ¢ Leliblo 00ecreyeHns HepephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTcs
coo01aTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENaTENIbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIEHUSI O HEXKENIAaTeNbHBIX PeakIUsiX rocyJapCTB - YICHOB
EBpa3uiickoro 53k0HOMHUYECKOTr'0 COI03a.

Poccniickas @enepanvs

®denepanbHas cmyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CriaBstHCKasl TUI0IIaab, 1. 4, ctp. 1.
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Tenedon: +7 800 550 99 03 (MOCEAQBATENBHOCTE 0002)

OnexTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEJIEKOMMYHHUKAITHOHHON ceTu «nTepuem»:

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

4.9. [lepeno3upoBka

CuMnTOMBI

[lpu croyyailHOM mpPOTJATHIBAHUK OOJBIIOTO0 KOJMYECTBA Ipernapara MOTYT BO3HUKATh
CUMITOMBI, XapaKTepHbIE Uil MEepeO3UPOBKU TMpernaparoB OJI0KaTopoB Hi-rucTaMMHOBBIX
pEelenToOpoB, B TOM 4HCJIE YyrHeTeHWe (QyHKIUW MeHTpaabHoi HepBHOM cucteMbl (I[HC),
COHJIMBOCTH (TJIaBHBIM 00pa3oM y B3pocibiX), cTumyssinus Gpynkuuii [IITHC, antumyckapruHOBBIE
addekter  (ocoObeHHO Yy JeTei), BKIIOYas TMOBBIIICHHYIO BO30YAMMOCTh, AaTaKCHIO,
raJUTIOIMHAIMY, TOHUKO-KJIOHUYECKHE CYJOpPOTH, MUApPHA3, CYXOCTh BO PTY, «IIPUIIMBB» KPOBU
K JIMILY, 33J€PKKYy MOYU M JIMXOPAAKY. 32 3TUM MOXKET IOCIIeI0BaTh MaJeHUE apTepUaIbHOIO
JTaBJICHMUSL.

Jleuenue

Cneunduueckuit aHTHIOT HeusBecTeH. CrenyeT MpearnpuHSITh OOBIYHBbIE MEpPhl HEOTIIOKHOM
MOMOIIH: TIPU MPUEME BHYTPb — MPHUEM aKTUBUPOBAHHOTO YTJIsl, COJEBBIX CIAOUTENbHBIX; MpPU
HEO0OXOJUMOCTH, IPOBECTH MEPOIPUATHUS O NOANEPKAHUIO QYHKIUI CepAEUYHO-COCYIUCTON U
JIbpIXareapHOM cucreM. JlId  JIe4eHHs] apTEepUAIIBHOM THIIOTEH3MM MOXHO IIPUMEHSATH
COCYJIOCY’KHBAIOUIUE CPE/ICTBA.

He npeBblnaiite peKOMEHyeMyo 03y IIpenapara.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1 ®apmakoaMHaMHYecKHe CBOMCTBA

dapmakoTepaneBTUUYeCKas TIpyMnna: MTPOTUBO3YJHBIE CPEJACTBA, BKIIOYAs aHTUTMCTAMUHHBIE,
AQHECTETUKH U JIPYTUe; aHTUTUCTAMUHHBIE CPEJICTBA JIsl HAPYKHOTO IPUMEHEHUSI.

Kox ATX: DO4AA13

Mexanusm geificTBus

I[I/IMCTI/IHI[eHa Majiear SABJCTCA AHTUT'UCTAMHWHHBIM  IPCIapaToM TEPBOTO  ITOKOJICHUA,
MNpUHAJIC)KAIIUM K KJIACCY AJIKHUIIaMHUHOB (O6paTHbIﬁ ArOHUCT H1-peuenTopOB). YMeHbI1aet
WK MTPEKpalacT )ICP'ICTBPIG TUCTaMHWHA B OpraHu3ME IyTEM CTa6I/IJ'II/I3aIII/II/I H 1-pEUCIITOPOB B UX
HCAKTUBHOM COCTOSHUMU. HpenapaT CHMIXACT IIOBBIIICHHYIO IMPOHUIAEMOCTb KallUJJIAPOB,
CBA3aHHYIO C AJUICPIrHYUCCKUMU PCAKIUAMU HCMCIJICHHOI'O THUIIA. HpI/I HApy’>KHOM NPHUMCHCHUU

O6J'IE[,Z[3.CT TAKKC BbIPAXKCHHBIM MCCTHOAHCCTC3UPYIOIIIUM 3(I)(I)CKTOM.


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

COOTBETC TEn ~' ET JKCMNEPTHOMY OTY ETr"
oT 27122024 Nz 29044
(NOCNEOCBATENEHOCTE 0002)

dapmakognaamuyeckue 3P HeKTeI

AHTUTMCTAaMHUHHOE, NIPOTHUBOAJUIEPIMUECKOE U IPOTUBO3yAHOE cpenctBo. biokatop Hi-
TMCTAMUHOBBIX PELIENITOPOB, SIBISIETCS KOHKYPEHTHBIM aHTarOHUCTOM F'MCTAMUHA.

[Ipy HaHeceHMHM Ha KOXYy IIpernapar yMEHbIIAeT 3yJ U pa3[pa)keHUe, BbI3BAHHBIE KOXKHO-
QIEPrUYECKUMH PEaKUUsIMH, 4TO OOYCJOBJIEHO AaHTUKUHUHOBBIM M AHTUXOJIMHEPTrHYECKUM
JICUCTBUEM Mpenapara.

[lpy HapyXHOM MpHUMEHEHHH, Onarojgaps TrelieBOM OCHOBe, 00JagaeT OBICTPHIM HayvyaIoM
JefcTBus (Y4epe3 HECKOJIBKO MHHYT) M JIETKUM OXJaXJaroluM 3¢dexToM. MakcumalibHbIH
s dext —uepes 1 —4 4.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

[Tpu Hapy>KHOM IPUMEHEHUHU XOPOILIO MPOHHUKAET B KOXKY, CUCTeMHas OuogoctynHocts — 10 %.
6. DPAPMAIIEBTUUECKHUE CBOVICTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Hwunatpus sperat

Kap6omep

Hatpus ruapoxcun

benzankonus xaopun

IIponwiieHrnuKoIb

Bona ounienHas

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHuTh pu TeMnepaType He Boime 25 °C.

6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKHU

ITo 25, 30, 50, 100 r B TyOBI aTFOMUHUEBBIC, YKYTTOPEHHBIC OyIIIOHAMU U3 TTOJIMAITUIIEHA HU3KOTO
JIaBJICHMSL.

ITo 25, 30, 50, 100 r B TyOBl M3 KOMOMHUpPOBaHHOTO Marepuana (iJamuHaT THna PBL
(mommmaTHneH - EVOH-momumep (comonmumep ATHIICHA W BHHUJIOBOTO CITHPTA) - TOJMITHIICH)),
YKyHOpEeHHbIE OYIIIOHaMU U3 TOJUATUIIEHA HU3KOTO J1aBJICHUSI.

Texct HaHOCUTCS Ha TyOy O(CETHBIM CIOCOOOM IMeYaTH.

Kaxnyro TyOy BMecTe ¢ MHCTPYKIMEH 110 MEAULIMHCKOMY MTPUMEHEHHIO TOMEIIAIOT B MAYKy M3

KapTOHa.



COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 27.12.2024 N2 29044 6

66. Ocobme wepti  mpenocropornocrh  npuGERERRBMEE BiR6AS Hiitloro

JIEKAPCTBEHHOI'0  Mpenapara WM OTX0A0B, TOJYYEHHBIX TOCJe NPUMEHEeHUs
JIEKAPCTBEHHOI'0 NMPenapara, v Apyrue MaHUIYJISIIUN ¢ IPenapaTom

Het oco0bIx TpeOoBaHMiA.

7. AEPXKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanus

000 «®opmyna-OP»

Poccus, 109443, r. Mocksa, Bonrorpaackuii mpocriekT, 1. 139, oduc 10

7.1 llpeacraBuTeib AepKaTe/sl PErHCTPANMOHHOIO YA0CTOBEPEHUS.

[Iperen3un HOTDC6I/ITGJICI71 HaIpaBJIATH I10 aApPECy:

Poccniickas @enepanys

00O «Tynbckas papmanieBTuyeckas Ghadpukar»

300004, r. Tyna, TopxoBckuii mpoesa, a. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPAHUOHHOI'O YIOCTOBEPEHUSA

9. TATA NMEPBUYHON PETUCTPAIIMNA (IIOATBEPXJIEHUSA PETMCTPAIIMN,
NEPEPETUCTPALIUN)

JlaTa nepBUYHOMN perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO6mass  xapaktepuctuka JekapctBeHHoro mpemnapara JMUMETHUHJIEH pocrynna Ha
uH(GOPMallMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO CcO03a B HH(OpPMAIMOHHO-

KOMMYHHKaIIMOHHOM ceTn «HTepHe™ hitp://eec.eaeunion.orgl.
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