COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 14.:4 2023 “-J-'i-EE? B
OBILIASl XAPAKTEPUCTHKA JIEKAPCTBEHHOFOTTPEIAPATA & 1007

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

®enunnron, 0,1 %, rens 11 HapY)KHOIO MPUMEHEHUS

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JelcTBytolee BEUIECTBO: TUMETHUHICH.

100 r rens juia HapyXHOro mpuMeHenus: cogepxut 0,1 T numernHAeHa (B BUAE TUMETHHACHA
Mmajeara).

BcenomoratenbHbIE BEIECTBA, HAJIMYKME KOTOPBIX HANO YYHUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npernapara: nponICHIIIUKOIb, OCH3AIKOHHS XJI0pu (cM. pa3aen 4.4.).

[TonHBIM IepedeHb BCIIOMOTraTeNbHbIX BEIIECTB IIPUBEACH B paszeine 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 lloxa3aHusl K NPUMEHEHUIO

[Tpenapat @eHULIUTON MOKA3aH K IPUMEHEHUIO y B3POCIbIX U AeTel oT 1 Mecsua npu:

KOKHOM 3yJIe Pa3IMYHOr0 MPOMCXOXKICHUs (KpOME CBSI3aHHOIO C XOJIECTa30M), HAIpUMEp:
3yIAIIKX 1€pMaTo3ax, 3K3eMe, KPalMBHUIIE, YKYCaX HACEKOMBIX;

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

4.2 PeskxuM 103MpPOBaHUsI U c1I0c00 NPUMMeHeHUs

PexxuM 103upoBaHus

I'ens HaHOCAT OT 2 110 4 pa3 B I€Hb HA NOPAYKEHHBIEC YUACTKU KOXKH.

MakcumanbHas JJIMTebHOCTh IPUMEHEHUs 0€3 KOHCYJIbTAllMK ¢ BpadoM: 7 JTHEH.

B ciydasx BbIpa’k€HHOro 3yAa WM PaclpOCTPAHEHHOTO Yy4yacTKa MOPaXKEHHsI KOXKHU CIETyeT
paccMOTpPEeTb BO3MOXHOCTh  JIONOJHUTEIIBHOTO TPUMEHEHHUS [EepOopalbHbIX IpernapaToB
JMMETUH/ICHA Majeara.

Oco0bIe I'pynnbl DaMCHTOB

JlaHHBIE OTCYTCTBYIOT.
eTu
Pexxum nosupoBanust y nereit B Bo3pacte oT | Mecsana n0 18 JeT COOTBETCTBYET peXUMY
JIO3UPOBAHUs y B3POCIIBIX.
be3onacHocTh 1 3 PexTuBHOCTD y aeTei B Bo3pacte oT 0 10 1 mMecsia Ha JaHHBI MOMEHT He

YCTaHOBJIEHBI. /[JaHHBIE OTCYTCTBYIOT.
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Croco0 IIpuMeHeHust

HapyxHo.

4.3 IIlpoTuBONOKA3aHUSA

[ToBblIeHHAst YyBCTBUTEIBHOCTD K JUMETUH/IEHY U IPyI'MM KOMIIOHEHTaM, BXOJSIUM B COCTaB
npernapara, 3aKpbITOYrojbHas IJlayKoMa, THIEpIUIa3usi NpEeACTaTeIbHOM JKene3bl, JeTCKHUM
BO3pacT 110 1 Mecsia, 0cCOOEHHO HEJTOHOUICHHBIE.

4.4 OcoOble yka3aHusl 1 Mepbl PeJ0CTOPOKHOCTH NPU NPMMEHeHUH

C 0CTOPOKHOCTBIO

bepemeHHOCTB, EpUO/ IPYAHOTO BCKAPMIIMBAHHUSL.

Oco0ble yKa3auus

[Ipu BbIpaX€HHOM 3y/€ WM NPU MOPAKEHUU OOLIMPHBIX YYACTKOB KOXKM IMpenapar MOXHO
MPUMEHSTh TOJIBKO IOCJIe KOHCYJIbTalluu ¢ BpauoM. [Ipu mpuMeHeHuu npemnapaTta Ha OOIIMPHBIX
y4acTKax KOXHU ClelyeT u30eraTh BO3ACHCTBUS COMTHEUHBIX TTyUeH.
Ecin B mnepuon npuMeHEHUs Ipernapara BbIPaXEHHOCTb CHMIITOMOB 3a00JieBaHMSI HE
YMCHBIIACTCA WM, HAITPOTHUB, YCHUIIMBACTCH, HGOGXOI{I/IMO O6paTI/ITI)C$I K Bpayy.
Headdextupen mipu 3y/ie, CBI3aHHOM C XOJIECTa30M.

eTH
VY nereit or 1 mecsina 10 2 JeT mpenapar IPUMEHSIETCS MOCie KOHCYJIbTAllMU C BpadoM. Y
MJIQJICHIIEB M JETeW MIIQJIIero BO3pacTa HE CJEAyeT MPUMEHSTH Ipenapar Ha OOIIMPHBIX
y4acTKax KOXKHU, 0COOCHHO MPU HATMYUU SIBJICHUI BOCTIAICHUS WM KPOBOTOYUBOCTH.

BcnoMoraTenbHEIE BEIIECTBA

[Ipenapat copepXUT MPONMUIEHIIINKONIb U OEH3aIKOHMS XJIOpUI. MOXeT pa3apaxaTrb KOXy U
BBI3BATh KOKHBIC PEAKIIHH.

4.5 B3aumojaeiicTBMe ¢ [PYIrMMM JIEKAPCTBEHHBIMH NpenapaTaMM M JApyrue BHABI
B3aUMOJACHCTBUSA

Uccnenopanuii  B3aumoAeicTBUs mpenapara @OEHUIUTON C JAPYTUMHU  JIEKApCTBEHHBIMHU
npenaparamMu He MPOBOUIIOCH, OJHAKO B CBSI3M C HU3KOM CUCTEMHON a0copOLuei TMMEeTHHICHA
Majieata Ipyu MECTHOM MPUMEHEHHUH, KaKiue-TuO0 B3aUMOACHCTBHSI MaJOBEPOSITHBI.

4.6. DepTHIBLHOCTD, 0€PEMEHHOCTD M JAKTALHSA

bepemeHHOCTD

Her noctaroyHbIX JaHHBIX O TPUMEHEHUW AUMETHHICHA Majeara Ipu OEpeMEHHOCTH.
HccnenoBanus Ha )KMBOTHBIX HE MOKA3aJld MPSIMOTrO WM KOCBEHHOTO OTPULIATEILHOTO BIMSHUS
Ha TeYeHHe OepEeMEHHOCTH WIIM 3J0pPOBbE IUI0Aa / HOBOpOXkIeHHOTro. [IpuMeHeHnue mpemnapara
npu OEpeMEHHOCTH HE PEKOMEHJIOBAaHO, 32 MCKIIIOUEHUEM CIIy4aeB, KOIJa IoJjb3a JUis MaTepu

MPEBBINIACT TMOTEHIUATBHBIA PHUCK JUIsl TUIOJIAa W TOJBKO Toa HaOmogeHueM Bpada. He
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HaOJII0JaIoEeMCs pa3ipakKeHUU WIH BOCTIAJICHHUU.

JlakTanms

He pexkoMmeHmOBaHO HaHECEHHE Ipenapara Ha OOIIMpPHBIC O0JacTH KOXH, OCOOCHHO mpH
HaOIOJAIoMEMCsl pa3ApaKeHUH WK BocnajieHuH. KopMsmuM maTepsiM He clielyeT HaHOCHUTD
npenapar Ha COCKM MOJIOYHBIX JKeJe3.

DdepTUabHOCTD

Her noctaToyHbIX AaHHBIX O BIMSHUM JUMETHUHACHA Majeara Ha JETOPOAHYI (YHKIIMIO
XKEHIMH. B HcciaenoBaHnsax Ha KUBOTHBIX HE HAONIOJAIOCh KAaKOro-au0o BIMSHUS IpenapaTa
Ha (epTHIBHOCTh, TEM HE MEHee CIeAyeT COOMI0NaTh OCTOPOXKHOCTh TNPH Ha3HAYCHHU
npernapara rnaueHTKaM, IIaHUPYIOIUM 0epeMEHHOCTb.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAMU M padoTaTh C
MeXaHMu3MaMH

He Bimser.

4.8. HexenaresbHbIe peakKIMu

Pe3roMe HexkenaTeIbHBIX PEaKIUN

YactoTa moOOYHBIX PEaKIHii, KOTOPbIE MOTYT BO3HUKATh BO BPEMsl Tepaluu, IpUBEICHA B BUJIE
cleAyroliel rpaganun: oueHs yacto (> 1/10); gacro (> 1/100 mo < 1/10); neyacro (> 1/1000 no
< 1/100); peako (> 1/10000 mo < 1/1000); ouens peaxo (< 1/10000) (mocTperucTparioHHbIC
JIAHHBIE).

Hapywenus co cmopoHbl KOXCU U NOOKONCHBLX MKAHEIL:

HeuacTo: cyXocTb, JKEHUE KOKH.

OueHb PeaKo: AIUIEPTHUECKHIA JEPMATHT, BKIIFOYast KOKHYIO ChIIlb, 3Y/I.

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0mate 0 MOAO3peBaeMbIX HEXKENATENbHBIX pPEaKIUsAX I[OCle pPEerucTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eJbl0 00eCIeYeHUs] HEMPEPHIBHOIO MOHUTOPHUHTA COOTHOIICHUS
«T0JIb3a — PUCK» JIEKAPCTBEHHOTO Tmpemnapara. MeauIMHCKUM paOOTHUKAM pPEKOMEHIYETCs
coo0ImaTe 0 JIOOBIX TOI03PEBACMbBIX HEXKENATENbHBIX PEaKIUAX JIEKApCTBEHHOTO Ipemnapara
yepe3 HallMOHAIBHBIE CHCTEMbI COOOIIEHUSI 0 HEXKENaTeNbHbIX PEaKIUsAX TOCYJapCTB - YICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccuiickas @enepanus

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanip, 1. 4, ctp. 1

YnonHOMOYeHHBIN OpraH (YIMOJIHOMOYEHHAsI OpraHu3allks) ToCcyapcTBa - wieHa EBpasuiickoro
SKOHOMHYECKOTO coro3a: denepanpHas ciayxk0a 1Mo Ham3opy B cdepe 3apaBOOXpaHEHHS

(Poc3apaBuanzop)
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dakc: +7 (495) 698-15-73

DnekTponHas noyra: pharm@roszdravnadzor.ru

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHHUKAIMOHHOM ceTr «HTepHEeT: WWW.roszdravnadzor.ru
4.9. Ilepeno3upoBka

CuMnTOMBI

[Ipu croyyailHOM MpOTJIATBIBAHUM OOJBIIOTO KOJIMYECTBA Ipermapara MOTYT BO3HHUKATh
CUMITOMBI, XapaKTepHble Uil MEePeJO3UPOBKU IMpernaparoB OJI0KaTopoB Hi-rucTaMMHOBBIX
pEelEenToOpoOB, B TOM 4HCJIEC YrHeTeHHe (yHKIWH eHTpaabHoi HepBHOW cuctembl (ILIHC),
COHJIUBOCTH (TJIaBHBIM 00pa3oM y B3pOCIbIX), ctumyiisitus Gyrakuuii [[THC, anTHMYyCKapruHOBBIC
apdektel  (ocoOeHHO Yy JeTei), BKIIOYas MOBBIMICHHYK BO30YIUMOCTh, aTaKCHIO,
raJUTIOIMHAIMY, TOHUKO-KJIOHUYECKHE CYJOpPOTH, MUApPHA3, CYXOCTh BO PTY, «IIPUIIMBB» KPOBU
K JIMILY, 33J€PKKY MOYU M JIMXOPAAKY. 32 3TUM MOXKET IOCJIEI0BaTh MaJeHUE apTepUaTIbHOIO
JTaBJICHMUSL.

Jleuenue

Crneunduueckuil aHTHIOT HeusBecTeH. CreayeT NMpeAnpuHSATh OOBIYHBIE MEPHI HEOTIONKHON
MOMOIIH: TIPU MPUEME BHYTPh — MPHEM aKTUBUPOBAHHOTO YTJIsSl, COJEBBIX CIAOUTENbHBIX; MPU
HEOOXOIMMOCTH, MTPOBECTH MEPONPHUSATHS M0 MOAACPKAHUI0 QYHKIHHA CEpIeUHO-COCYTUCTON H
JbIXaTeapHOM cucreM. JUId  Je4eHHMs apTEepUAJbHONM TUIIOTEH3UHM MOXHO IIPUMEHSATH
COCYJIOCY’KHBAIOUIUE CPE/ICTBA.

He npeBbimaiite pekoMeH1yeMyto 103y npernapara.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1 ®apmakoaMHaMHYecKHe CBOMCTBA

dapmakoTepaneBTUUYeCKas TIpyMnna: MPOTUBO3YJHBIE CPEJACTBA, BKIIOYAas aHTUTMCTAMUHHBIE,
AQHECTETUKH U JIPYTUe; aHTUTUCTAMUHHBIE CPEJICTBA JIJISl HAPYKHOTO TPUMEHEHUSI.

Kox ATX: DO4AA13

Mexanusm geificTBus

JlumeTnHeHa ManleaT SBJISETCS AHTUTMCTAMUHHBIM  IIPENApaToM IEPBOTO  MOKOJIECHMS,
HPUHAIICKAIINM K KITacCy alKUIaMHHOB (0OpaTHBIN aroHUCT Hi perenTopoB). YMEHbIIAST WITH
IpeKpalaeT JeHCTBUE TMCTaMHUHA B OpraHu3Me MyTeM crabunusauuu Hi-penenTopoB B HX
HEaKTUBHOM cocTOsiHUM. IlpemaparT CHUXaeT MOBBIIIEHHYIO IPOHULAEMOCTh KalWUIISPOB,
CBSA3aHHYIO C aJUIEPrMYECKMMM PEaKLMsIMH HEMEIJIEHHOro tumna. [Ipu HapyXHOM IpUMEHEHHUU

06J1az[aeT TAKKC BbIPpA)KCHHBIM MCCTHOAHCCTC3UPYIOIIIUM B(I)(bCKTOM.
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dapmakognaamuyeckue 3P HeKTeI

COOTBETCTBYET 3KCNEPTHOMY OTY ETr"

AHTUTMCTAaMHUHHOE, NIPOTHUBOAJUIEPIMUECKOE U IPOTUBO3yAHOE cpenctBo. biokatop Hi-
TUCTAMUHOBBIX PELENITOPOB, SBISACTCS KOHKYPEHTHBIM aHTarOHUCTOM T'MCTaMUHA.

[Ipy HaHeceHMM Ha KOXY IMpernapaT YMEHbIIAeT 3y W pa3lpakeHHe, BBbI3BAHHbIE KOXKHO-
IIEPTUYECKUMHU PEaKIUsIMU, YTO OOYCIIOBJICHO AHTHMKUHUHOBBIM M AHTHUXOJIUHEPTUYECKUM
JIEHCTBHEM IIperapara.

[Ipy HapyXHOM MpPHUMEHEHUH, OJjaromaps TelIeBOH OCHOBE, 00yiagaeT OBICTPHIM HAYaJIOM
JIeiCcTBUS (Yepe3 HECKOJIbKO MUHYT) U JIETKHM oOxJaxaaromuM 3hdexTom. MakcumanbHBbIM
s dext —uepes 1 — 4 u.

5.2. PapMaKOKMHeTHYECKHE CBOICTBA

[Tpu Hapy>KHOM IPUMEHEHHUHU XOPOILIO MPOHUKAET B KOXKY, CUCTeMHas OuonoctynmHocts — 10 %.
6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyens BcmoMoraTeibHBIX BellleCTB

Junatpus sperat

Kap6omep

Hatpus ruapoxcua

benzankonus xmopu

IIponwiieHrnuKoIb

Bona ounienHas

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NIPH XPAHEHUH

XpaHuTh pHu TeMnepatype He Bbime 25 °C.

6.5. XapakTep u coaep:xkaHue NEPBUYHON YIAKOBKHU

ITo 5, 10, 15, 20, 25, 30, 35, 40, 50, 60, 70, 80, 90, 100 r B GaHKM OpaHXEBOTO CTEKJA C
TPEYTrOJbHBIM BEHYMKOM C KPBIIIKON HATSTUBAEMOH C YIUIOTHSIOIINM 3JIEMEHTOM.

ITo 5, 10, 15, 20, 25, 30, 35, 40, 50, 60, 70, 80, 90, 100 r B 6aHKK MOIUMEPHBIE B KOMIIJIEKTE C
KPBIIIKaMHU WU B OaHKU W3 MOJUATIIICHTepedTamaTa co CpeACTBaMU YKYITOPOYHBIMH.

ITo 20, 25, 30, 35, 40, 50, 60, 70, 80, 100 r B TyOBI aJIFOMUHHUEBBIC, TTIOKPBITHIE JJaKOM bD-2, ¢
KOJNMaykaMd W3 TIONUATUIIEHA BBICOKOTO JABJICHUS WIM B TOJUMEpPHBIE TYyOBl C
MOJIMATUIICHOBBIMU 3aBUHUMBAIOIIUMUCS KPBIIITKAMHU.

Kaxnyio Oanky m TyOy BMecT€ C HMHCTPYKIHMEH MO MPUMEHEHHIO TOMENIAIOT B TA4YKy W3

KapTOHa.
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JIEeKAPCTBEHHOr0  Ipenapata WJIH OTX0A0B, MOJYYeHHBIX TMOcjde NpPUMEHEeHHs
JIEKAapCTBEHHOI0 Npenapara, i Ipyrue MAaHUIMYJISIHH C MIPenapaToM

Her oco0bIx TpeboBaHMiA.

7. AEPXKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanvs

00O «Tynbckas papmaneBTHueckas padpuka»

300004, r. Tyna, TopxoBckuii mpoe3n, aA. 10

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

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

7.1 llpeacraBuTeib iep:KaTesisi PerucTPAllMOHHOIO YA0CTOBEPEeHHs.

IIpereH3un HOTDC6HT€JICI>1 HAaITpaBJIATh 11O aAPECyY.

Poccuiickas ®@enepanus

00O «Tynbckas papmareBTHIECKas padpuKar»

300004, r. Tyna, TopxoBckuii mpoesa, 1. 10

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

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

8. HOMEP PETHCTPAIMOHHOI'O YAOCTOBEPEHUSA

9. IATA TEPBUYHOWM PETMCTPALMM (MOATBEPKIEHHUSI PETMCTPALIUU,
MEPEPETUCTPAILIAN)

JlaTa nepBUYHON PEruCTpaALINHN:

10. TATA IEPECMOTPA TEKCTA

OOmiass  XapakTepucCTUKa  JIeKapCTBEHHOro  mnpemnapata  @eHMIUTON  JOCTYIIHA  Ha

I/IH(I)OpMaLII/IOHHOM nopraje EBpa3HﬁCKOFO OKOHOMHYCCKOI0O COK3a B HH(bOpMaHHOHHO'

KOMMYHHKaIIMOHHOH cetn «HTepHe™» hitp://eec.eaeunion.orgl.
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