COOTBETCTBYET 3KCMIEPTHOMY OTUETY

ot 17.04.2026 N= 7927

OBILASI XAPAKTEPUCTUKA JIEKAPCTBEHHOTFO TIPEITAPATA "4

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

bopnas kucnora, 3 %, pacTBOp [U1s1 MECTHOIO IPUMEHEHUSI CIUPTOBOM.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JeticTByroliiee BEIEeCTBO: OOpHAast KUCIIOTA.

Kaxneie 100 M pactBopa Ajsi MECTHOTO NPUMEHEHHUS CHUPTOBOH cojepxar 3 T OOpHOM
KHCIIOTBHI.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEIEH B pa3jerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp 11 MECTHOTO IPUMEHEHMS CLTUPTOBOM.

becuetHas mpo3pavHas )KUAKOCTb C 3allaXOM CITUPTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Tpenapat bopHas kucioTa nokasaH K NPUMEHEHHIO Y B3pOCIBIX OT 18 JIeT [ Ie4eHUusl OTUTa
HapYKHOTO (OCTPOr0 U XPOHUUECKOro) 0e3 nmoBpexaeHus 0apabaHHOI MepErnOHKH.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MTPUMEHEHU I

PexxuM 103upoBaHus

[Tpu ocTpoM M XpOHHUYECKOM OTHUTE MO 3-5 Karejb HAHOCAT Ha TYPYHIY M BBOJST B HapYXHBIN
CIIyXOBOU TIpoxoJ1 2-3 pa3a B JieHb. Kypc JieueHus He JOJDKEH MPEBbIIaTh 3-5 THEH.

eTH
D¢ dekTUBHOCTh U 6€30MacHOCTh y AeTeil B Bo3pacte oT 0 10 18 et Ha HACTOSIIIUIT MOMEHT HE
YCTaHOBJICHBI. /[[aHHBIE OTCYTCTBYIOT.

Crooco0 nmpuMeHeHus

MecTtHo.

4.3 IIpoTuBoNoOKa3aHus

['MnepuyBCTBUTENBHOCT K OOPHOW KHUCIIOTE WM K JIFOOOMY M3 BCIIOMOTaTENbHBIX BEIECTB,
NEPeUYUCICHHBIX B paszlene 6.1, XpoHHUYecKas IOY€YHas HEJOCTaTOYHOCTb, Iepdopanus
O6apaOaHHON IEpernoHKH; OepeMEeHHOCTh, AETCKUM BO3pacT 10 18 ner, mepuoj TIpyaHOro
BCKapMJIMBaHMUSI.

4.4. OcoOble ykazaHusl 1 MepPbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

He nmomyckars momamanusi mpemnapara B riasa. [Ipemapar He cienyer HAaHOCHTb Ha OTKPBITHIE
paHbl U MOBPEXJICHHBIC WM BOCHAJEHHBIE yYacTKH KOXKU. [locie mpuMEHEeHUs: BBIMBITh PYKU
Teruiol Boao ¢ mMbuioM. [Ipu momaganuu npenapara B poT HEOOXOIUMO THIATENBHO MPOMBITH

€r0 BOJIOH.
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4.5. BzammopgeiictTBUe € JPYruMH neKapcheHHbmur n—luéi;z;p T I\I’I_'l?[”:# “Ip f"r'lJe: :ﬂil/lj]bl

B3aMMO/1eliCTBUA
He nsyuanocs.
4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

[TpumeneHue mpenapara npu 0epeMEHHOCTH MPOTHBOIIOKA3aHO.
JlakTanms
[IpumeneHue npenapara B IEpUO] TPYAHOTO BCKaPMIMBAHUS MPOTHBOIIOKA3aHO.

DepTUILHOCTE

Jlannbie 10 GepTHUIIEHOCTH OTCYTCTBYIOT.

4.7. Biusinde Ha CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMM CPeACTBAMHU H PadoTaTh ¢
MeXaHH3MaMH

[Ipemapar He BIUSET HA CIOCOOHOCTH YIPABJIATH TPAHCHOPTOM HIIM 3aHUMATHCA APYTUMU
INOTCHIUAJIBHO OITIaCHBIMHW BHJaMH JCATCIIbHOCTH, Tpe6yIOHH/IMI/I HOBI:IIHGHHOﬁ KOHHGHTpaIII/II/I
BHUMAHUS 1 6I>ICTpOTI)I HCHXOMOTOpHLIX peaKuHﬁ.

4.8. HexkennaTeibHbIe peakunu

Pe3roMe HekenaTenbHBIX PeaKIUn

MecTHbIE peakuuu: 3y, KKEHUE, TUIIEPEMUS KOKHA HAPYKHOTO CIIyXOBOT'O IMPOXO0/A.
AJniepruyeckue peakimm.

COO6H.I€HI/IC O IMOA03PEBACMBIX HCKCIATCIIbHBIX PCAKIIMAX

Baxxno coo0mare 0 MOJ03peBaeMbIX HEXKENATeNbHBIX PEeaKIUsAX IOClie pPEeTUCTpalluu
JIEKAapCTBEHHOTO Tpernapara ¢ 1eIbi0 00eCTeUeHHs] HePEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«TO0JIb3a — PUCK» JIEKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYEeTCs
coo0IaTe O JIOOBIX TOI03PEBACMbBIX HEXKENATENbHBIX PEaKIUAX JEKApCTBEHHOTO Ipemnapara
yepe3 HallMOHAIBHBIE CHCTEMbI COOOIIEHUS O HEKEIaTeNbHBIX PEaKIUsAX rOCyJapCTB - YJICHOB
EBpazuiickoro 53KOHOMHYECKOTr0 CO03a.

Poccniickas @enepanns

®enepanbHas ciryx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKast miiomanp, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas movta: pharm@roszdravnadzor.gov.ru

Cair B HH(bOpMaL[I/IOHHO-TeHeKOMMYHHKaHHOHHOﬁ CCTHU <<I/IHTepHeT»I

https://www.roszdravnadzor.gov.ru/
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4.9. [lepeno3upoBka

[Ipu npumeHeHuM mpemapata B COOTBETCTBUU C JIMCTKOM-BKIIAJIBIIIEM IE€PEIO3UPOBKA
MasoBepositHa. [Ipu ciiyyaiitHom npuemMe BHYTPb BO3MOKHBI CUMIITOMBI OCTPOM MHTOKCHUKAIUH.
CuMITOMBI

CuUMITOMBI OCTPON MHTOKCUKALUU (IIPH CIIy4ailHOM MpHeMe BHYTPh): TOIIHOTA, pBOTA, AHapes,
ractpairus, HapylieHue GyHKIUN CepIeTHO-COCYAUCTON CHCTEMBbI, CTUMYJISIINAS UIH YTHETCHUE
LHEHTPAIbHOM HEPBHOM CUCTEMBI, TUIIEPIIUPEKCHS], IPUTEMATO3HBIC BBICHITIAHUS C MTOCIEIYIOIIEH
JleCKBamaliiel (BO3MOJKEH JICTAJIbHBIN UCX0 B TeUCHHE 5-7 JTHEH), HapylIeHHe GyHKIMHA TTOYeK
U TIeYeHU (B T.Y. XKEJNTyXa), HIUPKYJISATOPHBIN KOJJIAIC, 0K, B T.4. C JIETAJIbHBIM UCXO/I0M.
Jleuenue

Jleuenne cumnromaruueckoe. [lepenrBanue KpoBU, reMO- U IEPUTOHEAIBHBINA TUATH3.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHE CBOMCTBA

dapMakoTepareBTUYECKasl TPYIIA: aHTHCENITUKA U Je3NH(DUIMPYIOIINE CPEICTBA; Tperaparhl
OOpHOM KUCTIOTHI.

Kox ATX: DOSAD

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

AHTHCENITHYECKOE CPEACTBO; KOoaryiupyer Oenkd (B T.4. (hepMEHTHBIE) MHUKPOOHOH KIIETKH,
HapylIaeT IPOHUIAEMOCTh KJIETOYHOW 000I0UKH.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

XOopomo MPOHUKAET yepe3 KOXKY U CIHU3HUCThle O00OJOYKH; MEAJICHHO BBIBOJAUTCS M MOXKET
HaKaruIMBaThCS B OpraHax W TKaHsX. BeiBoautcs nmoukamu — 50% (B Teuenue 12 9), octaibHOE
KOJIMYECTBO — B T€UEHUE 5-7 THEM.

6. DPAPMAIIEBTUYECKHWE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

Oranoin (3tunosiit ciupt) 70 %

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU

XpaHUTh B 3alIUIIEHHOM OT CBETa MECTe MpHu Temiiepatype ot 15 ngo 25 °C.

6.5. XapakTep u cofepkaHue NEPBHYHOH YIIAKOBKH

ITo 10, 25 umu 40 mur Bo ¢akoHBI opaHkeBoro crekia wiu mo 10, 15, 25 mi Bo QurakoHbI-

KarneJbHUIbI, YKYIIOPCHHBIC HpO6KaMI/I IMOJIMOTHIJICHOBBIMH U HABUHYHMBACMBIMHU KPBIIKAMHU.
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COOTBETCTEYET 3KCNEPTHOMY OTY E4T W

Jlomyckaercsi ymakoBka (IakoHOB 0Oe€3 IMayKd BMECTe C PaBHBIM KOJWYECTBOM JIHCTKOB-
BKJIAJIBIIICH B TPYIIIIOBYIO YIIAKOBKY.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJIYYeHHbIX IOcjde NpPHMEHEeHUus
JIEKAPCTBEHHOT0 Mpenapara, u Jpyrue MaHUNyJIsiHU ¢ penapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas @enepanus

00O «Tynbckas papmaneBTryeckas padpukar»

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

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

®daxkc: +7 (4872) 41-04-73

7.1. llpeacTaBuTe/b J€pKATENSA PETHCTPALMOHHOIO Y10CTOBEPEHHUS

[Iperen3un norpedbuTeNe HAOPABIATE 110 aAPECY:

Poccuiickas @enepanus

00O «Tynbckas papmanieBTuyeckas hadpukar»

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

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

®daxkc: +7 (4872) 41-04-73

8. HOMEP PETUCTPAHUOHHOTI'O YIOCTOBEPEHUSA

9. TATA NMEPBHYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPAIIN)

JlaTa niepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

O6ma51 XAapPaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCIlapaTa BOpHaH KHUCJIOTa AOOCTyIIHA Ha
I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0O COI3a B I/IH(I)OpMaI_II/IOHHO-

KOMMYHHKAIIMOHHOM cetu «MHTepHeT™» http://eec.eacunion.org.
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