COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.11.2024 N= 25608 1

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Hunnomn, 12,5 %, cycnien3us sl HapyKHOTO IPUMEHEHUS.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JelcTByroliee BEMECTBO: [IUHKA OKCH/I.

Kaxnpie 100 r cycrieH3uu Aj1s HApy»KHOTO MPUMEHEHUs coaepkat 12,5 r nuHka oxcupa.
[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pazjedie 6.1.

3. JEKAPCTBEHHAS ®OPMA

CycneHnsus 1Ji HapyKHOro IPUMEHEHHUS.

HeogHopoanast B3Bech C OBICTPO BBIIEIAIOMIUMCS TOC€ B30ANTHIBAHUS OCAJKOM OEJIOTO WM
0enoro ¢ cepoBaThIM OTTEHKOM IIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Tpenapat [{luna0a MokazaH K NPUMEHEHUIO Y B3POCIBIX U JAETEN MPU JepMaTUTaX, sI3Bax KOXKH,
OTIPEJIOCTSX.

4.2. Pe:xuM 103UPOBAHMSI H CIIOCOD MPUMEHEHUsI

PexxuM 103upoBaHus

TaMIOHOM, CMOYEHHBIM TIPENapaToM, HAHOCST CYCIECH3UIO Ha MOPAKCHHBIC YYAaCTKU KOXH 2-3
pa3a B CyTKH.

eTH
Pexxum no3upoBanus y gereid B Bo3pacte oT 0 g0 18 sier He ommyaercs OT pekUMa
JIO3UPOBAHUS AJIs1 B3POCIIBIX.

Crooco0 nmpuMeHeHus

HapyxHo. [lepen npumeHneHuemM B30anThIBaTh.

4.3 IIpoTuBoNoOKa3aHus

['urepayBCTBUTENBHOCTS K IIMHKA OKCHJIY WU K JFOOOMY W3 BCIIOMOTATEIbHBIX BEIIECTB,
MEPEYUCIICHHBIX B pazaene 6.1.

4.4. OcoOble yKkazaHus ¥ MepPbI NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH

He monyckath momnajganus B TJ1asa.

4.5. B3ammopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MNpenapaTaMH W JApPyrue BH/bI
B3aNMOIeCTBHUA

He uzyyanocs.
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4.6. DepTHIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[TpumeneHue penapara npu 6epeMEHHOCTH BO3MOXKHO.

JlakTanus

[IpumeneHue mpenapara B IeproO]] I'PYIHOTO BCKapMIIMBAHUS BO3MOXKHO.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJSATHL TPAHCHOPTHHIMHU CPeICTBAMH H PadoTaTh €
MeXaHU3MaMH

[IpumeHeHue mpenapaTa He OKa3bIBAET BIUSHUS HA CIIOCOOHOCTH K BBIMOJIHEHHUIO OTEHIIHAIBHO
OMACHBIX BHJIOB JESATEIBHOCTH, TPEOYIOIIUX TIIOBBIIIEHHON KOHIIEHTpAllM BHUMAaHUS U
OBICTPOTHI TICUXOMOTOPHBIX PEaKIuil (ympaBlieHHE TPAHCIIOPTHBIMHU CpEACTBaMHU, paboTa C
JIBUKYITUMUCS MEXaHU3MaMU, padoTa AUCIeTYepa, Orneparopa).

4.8. HexkennaTeibHbIE peakunu

Pe3roMe HekenaTenbHBIX PeaKIUN

Bo3M0XHBI MECTHBIE AJUICPruiCCKUC pCaKlu: KOKHBIH 3yA, THIICPEMHU, CBIIIb.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0mate 0 MOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX IOClie PETUCTpalluu
JIEKapCTBEHHOT'O Tpernapara ¢ 1ebi0 00ecrnedeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOILICHUS
«T0JIb3a — PUCK» JIEKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYEeTCs
CO00IIaTh O JIFOOBIX TOI03PEBACMBIX HEXKEIIATSIBbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAIbHBIE CHCTEMbI COOOIIEHUS O HEeKEIaTeNbHBIX PEaKIUsiX rOCyJapCTB - YICHOB
EBpa3uiickoro 53KOHOMHUYECKOTr0 COI03a.

Poccniickas @enepanns

®denepanbHas cinyx0a 1Mo HaA30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CrnaBstHCKasl Iiiomaisp, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAIITOHHOMN CeTH «nTepreT:

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

4.9. Ilepeno3npoBka

City4an nepe1o3upOBKH ITPU HAPY>KHOM NPUMEHEHUH HE OIHACAHBI.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHAMHYECKHe CBOIiCTBA

dapmakoTepaneBTHUECKasi Tpymma: IMpernaparbl CO CMIATYalllUM M 3aIlIUTHBIM JIEHCTBHEM;
npenaparhl IMHKA.

Kox ATX: D02AB


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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dapmakognaamuyeckue 3P HeKTeI

AHTHCENTHYECKOE, BSKYILEE, I[OJACYIIMBAIOIIEE CPEACTBO. YMEHbBIIAET JKCCYAALUI0 U
MOKHYTHE, YTO CHHUMAaeT MECTHbIC SIBJICHUS BOCHAJICHUS U pazapaxeHus. CHMITOMAaTHYECKUN
a¢dexT npenapara onpenensieTcsi HIMHKA OKCUIOM.

5.2. DapmakoKMHeTHYECKHE CBOMCTBA

JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Tanbk

Kpaxman xaprodenpHbIi

I'munepon

Ortanon 70 %

Bona ounmennas

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 roja.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTb B 3aILMILIEHHOM OT CBETa MECTE IIPU TeMIleparype He Boiie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

ITo 10, 15, 20, 25, 30, 40, 50, 90, 100, 125 r npenapara Bo ¢1akOHbI OPAH)KEBOT'O CTEKJIa MAPKU
OC-1 ¢ BUHTOBOI rOpJIOBUHOM, YKYIOPEHHBIE TPOOKAaMU U3 MOJUATHIIEHA BBICOKOTO AAaBJICHUS U
KPBIIIKAMHA HAaBUHYMBAEMBIMH M3 TTOJIMATHIICHA HU3KOTO JIABJICHUSI.

Ha xaxapiit pyiakoH HaKJIEUBaIOT ATUKETKY.

Kaxplii (h1akoH BMecTe C HHCTPYKIMEH 0 IPUMEHEHUIO TOMEIIA0T B MaYKy U3 KapToHa.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHBIX IOcjde NpPHUMEHEeHUus:
JIEKAPCTBEHHOI0 Npenapara, i Ipyrue MaHUNyJIS1UH ¢ penapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas @enepanns

000 «®opmyna-OP»

109443, r. MockBa, Bonrorpazackuit mpocnekT, 1. 139, oduc 10
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7.1. TlpeacraBuTeb JepKATEIsA PErHCTPANMOHHOIO VHoCrotepermia | =/ 1EHOCTE 0007)

IIperen3un HOTDC6I/ITGJICI71 HaIpasJIATH 110 aApECy:

Poccniickas @enepanns

00O «Tynbckas hapmaneBTruieckas hadpukar»

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

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

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

8. HOMEP PETUCTPAHUOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUA PETMCTPAIINMN,
INEPEPETUCTPALINN)

JlaTta nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0mmast xapakTepucTUKa JIeKapcTBEHHOro mpemnapara [{uHamgon goctymaa Ha WHOPMAITMOHHOM
noptaiie EBpa3uiickoro 5KOHOMUYECKOTO COr03a B MH()OPMAIIMOHHO- KOMMYHHUKAIIMOHHOM CETH

«WuTepuer» http://eec.eaeunion.org.



http://eec.eaeunion.org/

