NHCTPYKLIMA
110 IPUMEHEHHIO IEKAPCTBEHIION0 TIperiapara
OUTOITATA® UNCTASL KOKA
JUISE TPOQIIAKTHKN M JetucHus Oosic3re KOKH ¥ Komek u cobax.

(opranmzauusa-pazpaboruuk OO0 «BEJIA», T. TlpoTsuio)

1. O01mme CBeIeHIs

1. Topropoe HazBauue NekaperBennoro mpenapata: Guroonura” umeras xoxka.
(Cutis patet Fitoelita)

Mexynapouinie HenaTeHTOBAHHBIC HANMCHOBATHA HE TIPHCBOCHBL.

I'pynnupoBoYHbBIE HA3BAHUS -~ XBOILA MONEBOTO TPABA; YCPC/BI TPABA, CYIICHHLIH
TOTISTHOM TpaBa; OAYBaHYMKA KOpHH; OCpC3bl JHCTRS; 3Bepo0Os Tpasa; IXUHALEH Typ-
TypHOH TPaBa; KPaluBEl JUCTLS; NabasHUKa BA3OINCTHOTO TIBCTKH; JIOMYXa KOPHH; CO-
JOAKH KOPHH M KOPHEBHINA, POMANIKH TRETKH; 6epe3oBLIc MOYKH; HOTOTKOB LBETKH, Y-
CTOTENA TPABA; aupa KOPHEBHILA; KPOBOXJIEOKH KOPHEBHINA W KOPCHL; Oyaphl TUIHOLIE-
BUJHOH Tpaka; BAJCPUAHBl KOPHEBHUINA ¢ KOPHIMY; [IOAOPOKHHUKA OOILIIOTO HCT, AyGa
Kopa. _

2. Jlexapersennasg gopma: TaONETKH JUTS TEPOPATBHOTO TIPHUMEHEH M.

B 1 tabnerke Maccoit 0,2 T B KaUeCTBe AKTHBHBIX KOMITOHEHTOB COUEPIKATCH
BKCTPAKTHl W3 PACTHTEALHOTO CLIPBA (TPABRI XBOMA TIOJCBOTO; TPABLl HEPC/bl, TPABEI
CYHICHUIB TOISIHOM; KOopHel ojyBaHdnka; Oepessl NMUCTHLEB; TPaBHI 3Bepo0Od; TpaRkl
SXHHALCH [YPIIYPHOIl; THCTHEB KPATMBEL, 1IBETKOR Na0a3zHUKa BA30JMHCTHOIO; KOpPHEH
JONYXA; KOPHEH M KOPHEBHI COMOMKH; LIBETKOB POMALUKH; TTOUeK OCPE30BLIX; NMBCTKOR
HOI'OTKOB; TPAaBBl YUCTOTENA; KOPHCBUIL aupa; KOPHEBUINA W KOPHS KPOBOXJIEOKH; TPABLI
OvIpEl TUROINCRUAHON; KOPHCRMI C KOPHIMH BaJCpHAHEL, JUCTA OAOPOKHUKA GOJb-
oT0; Kopsl ay6a) — 7,04 MI, ¢ colepraHueM CYMMBI (MJIABOHOM/IOB B [IEPECUETE HA Py~
i 0,001 MKr, a B KauecTBe BCIIOMOraTeNbHBIX BEMIECTB: CTeapar KanbIint — 1 mr,
kpaxman — 10 mr, makroza— g0 0,2 1.

JlexapeTBeHULIH npemapar npeacTaBaseT co0ol MBOAKOBRITIYKILIC TabNCTKH OT
6elmoro 70 CBEeTIO-KeNToro upera. JoIyckaroress BKPaIUICHMst U HE3HAUMTENEHAS Mpa-
MOPHOCTb.

3. JIekapCcTREHHBIH mpenapaT BRIMYCKAIOT pachacoranisiM 1o 50 tabneTok B Ho-
nuMepHbie GAHKY ¢ HABHHYHMBAIOUMICH KOJIIAYKAMH ¢ KOHTPOJIEM TIEPBOrO BCKPHITHA
WM TAKETHE W3 HMOICBOTO TIOJMIHYTHICHA, TOMEIIEHHbBIE BMECTe ¢ MHCTPYKUHEH 110 11pi-
MEHEHHIO B TTATKY M3 KapTOHa KOpoBOUIHOTO,

4. JlexapererHbiil npenapar @urosnura” WHETAs KoK XPAaHST B 3AKPBITON yiia-
TUTKE TPOM3BOJMTEA OTACNBHO OT IPOAYKTOB IMUTAHUA H KOPMOB, B CYXOM, 3allliilieH~



o

HOM OT TPSIMBIX COTHEUHBIX Jyueii MecTe ups Temuepatype ot 0 °C o 25 °C,

CpoK TOAHOCTH JICKAPCTBEHHOI'O IIPeTapata npn coOmo/IeHIH YCIoBUil XpancHus
— 1 ron co JHd TIPOHM3BOACTBA. 3alpernaercs IPUMCHCHHES JICKAPCTBEHHOTO TNpenapara
duToNTA” UHETAN KOKA TI0 HCTEIEHHH CPOKA TOAHOCTH.

5. duroonuta® upcTas KOKa CIAeAyeT XpaHHTh B MECTaX, HEMOCTYNHBIX UL Jie-
(1558

6. Hencnonb3oBangbii JIeKapeTBEHHBI LIPCTIapaT yTHIH3HPYIOT B COOTBETCTBHH ¢
TpeGOBAHMAME 3aKOHOJATEITHCTRA.

11 dapMaKkoIOrnuecKHe CBONCTBA

7. JexapcreHHBI TTpenapar DUTOITHTA" YKCTAst KOKA OTHOCHTCS X KOMIUICKC-
HBIM MpENaparaM pacTHTEABHOTO TIPOMCXOMACHHS (TS TPOQHIAKTHKA H JICUCHHS 6o-
Ne3neit KOy Y KOIIEK U cobak.

MexaHsM eHCTBHA  JGKapCTREHHOIO  NIpermapara  oupepeisieres  gurore-
PATIEBTHIECKON AKTHBHOCTHIO GHOJIOIMYCCKA aKTHBHBIX BEIIECTB OKCTPAKIOB U3 PACTH-
TEJILHOTO CHIPLSL. ' :

JexapeTRenunlii npeniapat obnajgaer NMPOTHBOBOCTIAINTEIBHBIM, APOTHBOALIEP-
THYECKHM, GONICYTOISLHONAM, TIPOTUBO3YHBIM, SN TEIM3APYIOTUHM, HMMYHOMOIYH-
PYIOTIIHM, aHTUCCTITHUECKUM, OOMICYKPEILBIOLLMM TCHCTBHEM.

Jlexapersennsiii npeniapar GUTOdMTA® duCTas KOXKA 10 CIEUCHH BO3ACHCTBU
HA OPraHH3M OTHOCHTCS K MAJOONACHBIM BellecrsaM (4 KJIace ONacHOCTH No rocr
12.1.007-76). JlekapeTsennslii npenapar e 00.1a1aeT KyMYISITHBHEIMH, OMOPHOTOKCH-
YECKAMH H TEPATOTCHHLIMH CBOMCTBAMM.

[1L. TTopsox npuMeHeHHs

8. Ourosmra® ypcTas KOKA IPHUMCHSIOT B3POCIBIM COoDAKAM M KOIMIKAM, LIEH-
KaM, KOTATAM KaK BCTIOMOTATENLHOE CPEICTBO B KOMTIEKCHOM JieucHNH GonesHel KokH
PA3NHYHON 3THOMOTHH.

9. [TPOTHROMOKA3AHHEM K TIPUMEHEHMIO JIEKAPCTBEHHOTO NPETapara AsjiacTes ui-
FUBHLYAIBHAS TIOBBIIICHHAS Uy BCTBATEILHOCTE K KOMITOHEHTAM IIPETapaTa.

10. TTpn nevennn octpsix dopm Gonesuell KOKN NEKapCTBCHNLI npenapar TpH-
MEHSIOT TIEPOPAWILHO B3POCIEIM cofakam H IICHKAM 1O ONHON TaGaerxke Ha Kaxasie 10
KT MACCH! MHBOTHOFO, B3POCTBIM Kolkam no 1 rabuetke, korataM 1o 0,5 TabiieTky ue-
pes Kakape 2 yaca B Tedenue 1-2 jieil. 3areM Tpenapar npUMCHSIIOT 3 pasa B Jicib B
rex ke 103ax B Teucnve 14 quel.

TIpu nedennn ofoctpennit XpoHmdcckux GopM OomesHell KOKH JIeKapCTBEHHBIA
TpenapaT TIPUMEHsOT cobakaM i menkam 1o 1 tabnerke Ha 10 Kr Macchl KUBOTHOTO,
kolkam o 1 Tabmerke, xorataM no 0,5 tabnerku 3 pasa B feHb B Teuenue 14 nHed.
[Tpy HEOOXOAUMOCTH KYPC TICHEHUS TIOBTOPSIOT 4€Pe3 MECAIL.

Ilpn meuenuy XpornuecKux Goesnel KoK B hase peMHCCHH (IPOTUROPCIHANB-
HASL TEPANTAs) JIEKAPCTBEHHBIH Hpenapar NPHMEHMIOT NEPOPANBHO B3POCIHM cobakam 9 .
merkam 110 1 TaGnerke Ha 10 KT Macesl JKMBOTHOT'O, B3POCIBIM KOLIKAM Ti0 1 TalIeTKE,
xorsaTam 1o 0,5 Tabnerky 3 pasa B AEHb CKEMECIUHO B TeUueHue 5-6 JHCH.

11. CHUMIFTOMOB TIEPEO3HPOBKH HE BBIABIICHO.

12. OcoGeruocreil OCHCTBUS JIEKAPCTBEHHOIO IIpenapara NpH INEPBOM HPHEMC
WM TUPH €70 OTMEHE HE YCTAHOBICHO.



13. TIpu mporycke OAHOH WIH HECKONBKHX 703 TIPETIApaTa ACUCHHE HCOOXO0IMMO
BO30OHOBHTE KAK MOMKHO CKOpPEE B TIPEAYCMOTPEHHOH JIO3UPOBKE M CXEME NPHMEHCHMNA,

14, [ToGoUHKIX ABACHUH M OCHOMICHTH NpU nipaMeHeHun DuTodauTa® ancras
KOKa B COOTBETCTBHU ¢ MHCTPYKUHMEH, Kak 1paBwio, He nabmogaetcea. Tlpu nopnimen-
HOH WHIMBHIAYANBHOH YYBCTBUTCIBHOCTH KHUBOTHOO K KOMITOHEHTAM JIEKapCTBEHHOTO
npenapara U gosIBIIeHHN N00OMHEIX PeaKLMHE MCIIONL30BAHKE TIpeTiapaTa NPCKPaIanT |
MIPOBOJIAT ACCEHCHOMIM3HPYIONIYI) H CHMITTOMATHHECKYIO TEPAITHED.

15. Ceegenust 0 HecOBMECTMMOCTH npenapara durosmura® wncras xkoxa ¢ apy-
FHMH JICKAPCTREHHBIMY TIpErapaTaMu OTCYTCTBYIOT.

16. TIpenapat He npeHAZHAYCH JUTH TTPHMCHCHHS TIPOIYKTHUBHBIM KHBOTHEIM.

IV. Mepe nuuno# npodrnakTiKn

17. Ilpu padote ¢ npenaparom Purodaura® umeras Koxka ciaeayer cobmoaath
ofimue npapuIa JIMIHON THTHEHEL B TEXHUKA 0e30MaCHOCTH, UPEAYCMOTPEHHEIC TIPH pa-
Gore ¢ jlekapcrBeHHBIMU Hperaparamy. [1o okoHuanuu paboTnl pyKH CIACAVET BREIMBITS
TENNOH BOJIOH ¢ MBISIOM. _

18. JIromsM ¢ THIEPUYYBCTBHTEIBHOCTBI) K KOMIIOHEHTAM TIpErapara CIeNyeT H3-
ferath npAMOro KoutakTta ¢ npernaparom Outosnura® uucrtas koxa, B cnywae moss-
JICHUS AJUICPrHIecKUX PeAKIHA WA [Py CIlyYaliHOM HONAJAHHA TPETapaTa B Opranmsm
YETOBRCKA CEAYCT HEMEIICHHO 00paTHThes B MEIMIIMHCKOE yupexknenue (npu cebe
HMMETH HHCTPYKILHIO [10 IIPUMEHEHUIO NPETapaTa win 9THKETKY ).

19. Ilycrple GaHKH M HAKETHI W3-i0J JIEKAPCTBEHHOTO fperiapata 3anpeiiaercs
HCIIOB30BATE JUTA OHITOBBIX HENeH, OHM MOTIekKAT YTHIM3ALNE ¢ OBITOBBIMH OTXOAAMH.

20. Opranmzanug-nponspoautens: 000 «BEJIA» (142281, Mockoeckas 06-
nacts, 1. lporsusno, yi. Jlenuna, n.27, k8.129).

Anpec Mecra nipoussojicrea: OO0 «BEJIA» (142281, Mockosckasa o6macthb, T.
[IporeuHo, 3aBoACcKoil 11poe3y, BiI. 14.

Wuerpyxims paspaborana Q00 «BEHA» (142281, Mockosckast o051acTs, T.
IMporsuyo, yi. Jewnua, .27, ke.129).

C yrBepkaeHHEM HAcTOAIlel HHCTPYKIMW . YTPATMBACT CHIY HHCTPYKUUS I10
LPHMEHEHHIO JICKAPCTBEHHOTO TIpenapara GUTODTTUTA® YUCTASA KOKA, yrsep-
®rennas Poceenbxo3Haasopom 19.09.2007 1.

Pexomenznosano k perucrpaimu B Pocemiigkoit ®eneparnn OI'BY «BIHKH».





