COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 23.01.2025 N= 1363

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHHOFO TIPERAPATA 7700)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Kneit b®-6, pactBop [u1si HAPYKHOTO IPUMEHEHUS CIIUPTOBOM

2. KAYECTBEHHbIN M1 KOTWYECTBEHHBIN COCTAB

JeticTBytoiee BemecTBo: heHoahopMalibIeruaHas CMOJIa.

Kaxnele 100 r pactBopa [uisi Hapy»XHOro NIpPHMEHEHHs CIMPTOBOro conepkar 1,65 r
(dhenondopmanbIeruAHON CMOJIBI (JTaka OAaKeTUTOBOTO B TIEPECUETE Ha CYyX0e BEIIECTBO).
[TonHblit mepeyeHb BCoMoraTeIbHbIX BEIIECTB MPUBEIEH B paszene 6.1.

3. JEKAPCTBEHHASA ®OPMA
PactBop 111 HapyKHOTO MPUMEHEHUS CHTUPTOBOM.
[Ipo3paunas wiu cierka MyTHasi )KUAKOCTb OT CBETIIO - KEITOr0 10 KPaCHOBATOI'O IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHus K IPUMEHEHUIO

[Ipenapat Kneit b®-6 noka3an k NpUMEHEHUIO Y B3pPOCIbIX U AETEH B Bo3pacTe oT 1 roza.
[Ipenapat nmpuMmeHstoT A 00pabOTKM MHMKPOTPaBM (CcaauH, LlapaluH, MOPE30B U JIPYrHX
MEJIKUX MOBPEXACHUIN KOXKH), IOCIEONEPAlMOHHbIX IIIBOB.

4.2. PesxuM 103MPOBaHNS U CIIOCO0 MPUMEHEHHUS

Pexxum 1o3upoBanus

BatHbIM win MapiaeBbIM TaMIIOHOM OCTAHABIMBAIOT KPOBOTEUEHHE U IPOCYIIHMBAIOT MECTO,
KOTOpPO€ HE0OX0IMMO MOKPHITH KiieeM. [Ipenapar HaHOCIT HEMOCPEACTBEHHO HA OBPEXKACHHYIO
IIOBEPXHOCTh TOHKUM CJIOEM, 3aXBaThbIBasi OKPY>KaIOILKE 310pPOBbIE TKaHU. B ciyyae HapylieHus
LEJIOCTHOCTH TUVIEHKH CBEPXY Ha HEE HAHOCAT HOBYIO IJICHKY.

[Inenka oOpasyercs B TedeHHE 2-5 MUHYT II0CJI€ HAHECEHUS MpernapaTa U IPOYHO YAEPKUBACTCS
Ha KO’K€ Ha MPOTSHKEHUU 2-3 JTHeH.

Crioco6 npuMeHeHus

Hapyxwno. [lepen HaHeceHneM mpenapaTa y4acTOK KOXH TIIATEIbHO OYMILAIOT OT 3arpsi3HEHUSI.

4.3. IlpoTuBONOKAa3aHUS

— Tl'unepuyBcTBUTENBHOCTE K  (eHON(OpPMATBACTUAHON CMOJE WM K Jo0oMy U3
BCIIOMOTaTEJIbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zeine 6.1.

— Jlerckuit Bo3pacT 10 1 roaa.

4.4. OcoOble yKka3aHHMs M MepPbl PEJOCTOPOKHOCTH NPH NIPUMEHEHUH

[Ipenapar npeaHa3zHaueH TOIBKO JUIA HAPYKHOTO MPUMEHEHHS.

N3berath monajanus Ha CIU3UCTHIE OOOJIOYKH TJIa3.

He oTmeueHo BiHsiHUME TPUMEHEHUS TperapaTa Ha TeYCHNE XPOHHUECKUX 3a00JICBaHUH.

4.5. BzaumopeiicTeue c APYTHUMH JIEKAPCTBEHHBIMHM  IpenaparamMu "
Apyrue BUAbI B3aMMO/1eiiCTBUA
JlaHHbBIE O HEXKeNaTeNbHBIX MPOSBICHUSAX JIEKAPCTBEHHOTO B3aUMOJICHCTBUS OTCYTCTBYIOT.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD M JIAKTALMS

bepemeHHOCTD

Ha ocHoBaHMM cCylIeCTBYIOIIMX JIaHHBIX, NPUMEHEHHWE B TEpPANEeBTUUYECKUX J103aX IpHU
OEepeMEHHOCTH HE OKa3bIBAET OTPULIATENIFHOIO BIMAHUS HA Pa3BUBAIOIIMIACS IO,
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Bo03M0kHO nprMeHEHNE B IEpUO ITPYAHOTO BCKAPMIIMBAHUS.

4.7. BuusiHue Ha CHOCOOHOCTH YIPABJATH TPAHCIOPTHBIMHM CpPEACTBAMH U padoraTh ¢
MeXaHU3MaMH
[Ipumenenue mpemnapara He BIMSET Ha CIIOCOOHOCTH YIPABJIATH TPAHCHOPTHBIMU CpPEACTBAMH,
MEXaHU3MaMH.

4.8. He:xkestaTesibHbIE peaKIUU
Pe3roMme HexemaTeabHbIX peakIui
XKoxeHune B MecTe HAaHECEHHUSI, AJNIEPTUIECKUE PEAKIIHH.

CooO11ieHue 0 Moa03peBaeMbIX HEKENaTEIbHbBIX PeaKIUIX

BaxxHo cooOmarh 0 TOJ03pEeBAEMBIX HEXKENATENbHBIX PEAKIUAX IOCJIe PETUCTPALUU
JIEKapCTBEHHOT'0 Mpernapara ¢ Lebl0 00ecreyeHrs HeMPephbIBHOIO MOHUTOPUHTA COOTHOILIEHUS
«TONb3a — PHUCK» JIEKAPCTBEHHOTO mpemnapara. MeTuIuHCKUM paOOTHUKAM pPEKOMEHIYeTCs
coo01maTe 0 JIIOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEAKIUSAX JIEKapCTBEHHOTO Ipernapara
4YCpe3 HAIIMOHAJIBHBIC CUCTCMbI COOGH_IGHI/ISI 0 HCIKCJIATCIIbHBIX PCAKIUAX IOCYHAApPCTB — YJICHOB
EBpa3uiickoro 3JKOHOMUYECKOT0 COI03a.

Poccuiickas @enepanus

DdenepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXPaHEHUS.

Anpec: 109012, r. Mocksa, CnaBsiHcKas miomazis, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas moura: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «nTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka
Ciy4au nnepe1o3MpOBKU HE OIUCAHBI.

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHUYeCKHe CBOMCTBA

dapMakoTepaneBTHYECKas TPYIINa: AHTUCENTUKU U JIC3UHPUIUPYIONINE CPEeACTBA; (PEHOT U ero
MIPOU3BOHBIE.

Kon ATX: DOSAE.

MexanusMm aeiicTtBus 1 dhapMakoauHaMudeckre 3O heKThI

Oka3pIBaeT paHO3AXKUBIAIOIIEE UM  aHTUCENTUYecKoe jnelictBue. Mcmonb3yeTcss  Kak
OaKTEePUIIUTHOE W M3OJIUPYIOIIEE CPENICTBO, CIIOCOOCTBYET 3a)KUBIICHUIO MEJKUX TIOBPEKICHUN
KOKH BCIIEACTBHE O0Opa3oBaHUS HAa WX IMOBEPXHOCTH H3ONUPYIOIIEH TIEHKH, CTOWKOH K
MEXaHHUYECKHUM M XMMHYECKHUM BO3JICHCTBUSM.

5.2. ®DapmMakoKHHeTHYECKHE CBOMCTBA
JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOVMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[onmuBuHUNOYTHpaI (TIONIUBUHUIOYTUPAID);

Kanudoms;

Jubytundranar;

KrnemeBrHbl 0OBIKHOBEHHOM CEMSTH MacCJIO KUPHOE (KaCTOPOBOE MacJIo);
Ota”on (CnupT 3THIO0BBIN) 95 %.
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6.2. HecoBMecTHMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEHUA)
4 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IIPH XPAHEHUH
XpaHuTh B 3alWIIEHHOM OT CBETa MecTe MNpH Temmeparype He Bbime 25 °C, Bmamu oOT
VCTOYHUKOB HarpeBa U OTKPBITOTO OTHS.

6.5. Xapakrep u cogepkaHHe IEPBUYHON YIIAKOBKH
[To 10 r wu 15 r B TyOB! amomMuHueBble. Kaxayto TyOy BMecTe ¢ HHCTPYKIMEH 110 TPUMEHEHUIO
MIOMEIIAIOT B [TAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH YHUYTOKEHHH HCIOJb30BAHHOIO
JEKApCTBEHHOr0  TMpenapaTta MWJId  OTXO0JA0B, MOJYYEeHHBIX TOcCje TPUMEeHeHHSs
JIEKApPCTBEHHOT0 Mpenapara v Apyrue MaHUMyJSIUU ¢ PenapaToM

OcoOble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanvs
AxkuuonepHoe obmiectBo "Mypomckuii npubopoctpoutenbHbiid 3aBo" (AO «MII3»),

602205, Bnagumupckas o0:1., . Mypowm, yi. 30 xet [loGensr, a.1a
®daxkc/tenedon: (49234) 6-02-52, 6-34-71

7.1. IlpeacTaBuTeNb AEpKATE/SI PETUCTPALMOHHOIO YI0CTOBEPEHHU

[Ipeten3un noTpeduTeNnel HanIPaBIATh IO AJPECy:

Poccniickas @enepanys

AxkuuonepHoe obmiectBo "Mypomckuii mpubopoctpoutenbHbiid 3aBo" (AO «MII3»),
602205, Bragumupckas 06i1., . Mypowm, yi. 30 ner [To6exst, a.1a

®axc/Tenedon: (49234) 6-02-52, 6-34-71

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. IATA NEPBUYHOM PETHCTPAIIMHN
JlaTa niepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA
OOmass  xapakrepucTuKa JiekapcTBeHHoro mpemnapata Kieit b®-6 goctynHa Ha

uHpopManMoHHOM TmopTane EBpasuiickoro 3KOHOMHYECKOTO coOio3a B HH(OPMAIMOHHO-
KOMMYHHKAIMOHHOU cetn «IHTepHET» http://eec.eacunion.org/.



