HMHCTPYKIIUA
10 npusmenenno Otodeponona lpemuyM mist jieueHus 1 mpoGuAaKTHKH
OTOJICKTO3a cO0AaK 1 KOoleK

(Oprammzarma-paspaborunk: 3A0 «Ton-Bem, r. Cauxr-Tletepbypr)

I. O0ume coenenuny

1. Toprosoe nanmenoranue IekapeTsenoro rpemapara: Otodeponon IIpemirym
(Otopheronol Premium).

MexIyHAPOANDIC HETIATCHTOBAHNLIE MAMMEHOBAHMS AeHCTBYIONMX BELHECTB: Tep-
METPUH, JEKCAMCTAZOH,

2. Jlekapctaennas GopMa: pacTBop JUsE 4y PUKYIIPIOTO TIPHMEHEHHS.

Orodeporon [lpemuym B kagecipe JHCTBYIOMMX BEILECTB CORCPIKHT NEPMETPHH -
0,2%, sexcamerasona gocdar guHaTpHeByIo conb - 0,05%, a B KAUeCTBe BCIOMOTaTEIbHbIX
BEIIECTE JIHMETHIICYTBROKCHN - 6,0%, riueprn - 14,0%, apoMaTH3arop KOCMETHIECKHUI
222561 Mopexas somma - 0,05%, crupT monpomiiorstit fo 100%. TTo premueMy Bty
NPETapaT IpeACTaBseT co0oit 0OHOPOAHYIO IPO3paAuHYL0 OECUBETHYIO IKHIKOCTS.

Briryckaror Otodeponon IlpemuyM pacdacoBaHHBIM B TIOMMMEPHBIC AIH CTEK/AH-
HBIC (MIAKOHBI, YKYTOPEHHBIE KPELIIIKAMH-KANCIBHALIAMA IJTH PE3HHOBLIMI NIpOOKAMH, VK-
PCIUIEHHDIMH AMHOMHHUEBBIMI KoNmagkami. Kaxap Grakon yrnakoBLIBAIOT B KAPTOHHYIO
KOpoOKYy BMeECTe ¢ HHCTPYKIIHEI 110 1IpUMEHEHHIO. _

3. CpoK rojHOCTH npenapata npu comoACHIM yCIOBHH XPAHCHUS -~ 2 TOAA €O JHA
npomssoacteid. [Tocne sexphtus ynakoskn Orodeponon Tpemuym Xparuts we Gonee Me-
CAYIA TIPH 3AKPLITOH KPHIIKe nim npobxe.
3anpeluaeTes NPUMEHEHHE HEKAPCTREHHOIO HPENAapaTa 110 MCTeUeHHH CPOKA TOJI0-
CTH. '

4. Xpamar Orodeponon [IpeMEyM B 3akpbITol yIAKOBKe NIPOM3BOARTSIS, B 3aMUHIICH-
HOM OT CBETA W BJIarH MECTE Ha PACCTONHUM 2 M OT ACHCTRYIOLINX OTONHTENLHLIX TIpHBo-
POB, OTACALHO OT THUIEBBIX [IPOJYKTOB H KOPMOB IIPH TEMIEPAType OT 0°C 0 20°C.

5. Orodeponoin IIpeMuyM clejyer XpaHnTh B MecTax, HEIOCTYHBIX UL ICTei.

6. HeuemonsoranHell JeKapCTBEHHBIT TIpenapar yTHAMZHPYIOT B COOTBETCTBAM ¢
TpeGOBAHHAME 3AKOHOAATEILCTRA.

[, ®apmakonornueckue cBoRCTRA
7. Orodepornon IlpemuyM — akapmmiHeii npenapar. Bxoasomit 8 cocrar Otodepo-
Hos@ [IpeMuyM mepMeTprin obirafaeT KONTAKTHO-KHIIEYHEIM AKAPUIINHKM ICHCTBHEM, aK-
THBCH B OTHOLWICHHN CAPKOTITOMAHBIX KileHeH — RO3OYAUTENCH OTOIEKTO3a coBAK 1 KOLEK.



2

Mesanusm MeHCTRIA TePMETPHHA 3aK/L0YaeTcs B OJIOKHPOBAHUH ITePEIATH HOPBHEIX
HMIYALCOB NYyTeM HApYHIeHHS (QYHKIHOHHPOBAHHA HATPHEBBIX Kanamos B MeMOpamax
HEPBHBIX KJICTOK KieInell, 9To BRISLIBACT HapyIeHHue KOOPAHHALMH JBIKEeHUH, apany H
THOCIL HKTONAPa3sHTOR. '

JlekcaMeTaszon HBISECTCH CHHTETHICCKHM TIMOKOKOPTHKOCTEPOHIIOM, OKa3bIBAET PO~
THROBOCHAMMTEILHOE, TIPOTHBOOTEUHOE, AeCeHCHOMIM3NPYIOLICE M IIPOTHBOAINIEPIHHECKOE
NEHCTRUE.

Otodeponosn [IpeMuyM 1o creneHd BO3JACHCTBAN HA OPraHU3M OTHOCHTCH K MaJo-
onracusM semectsaM (4 xnace onacnoctr o FOCT 12.1.007-76), B pekoMeHayeMbIX J03axX
HE OXa3pIBACT KO)I{H()-pﬁi%()pGTI/IBHOTO H CE:HCI/IGI‘IJIHSI*IpyIOIIKGI“O ,IIGﬁGTBHfI, BBEI3LIBAET claboe
pazapakeHe CIM3HCTRIX 00004eK.

Mpenapar Tokenyen st pud U rryen.

I11. Tlopaiok npuMeHeHns

8. Orodeponoi llpeMuyM TIpUMEHIIOT JUIsi JICUEHUS W TPOPUIAKTHKY OTOUHEKTO3a
(YIITHOH UeCOTKH) y CO0aK U KOLIEK.

9. IpoTHRONOKazanusg K NPHMEHEHUIO TIPENApATA HE YCTAHORICHR.

10. Mepen ob6paboTko# TMATEILHO OUMINAIOT YINHBIC PAKOBHHBL OT TIOBEPXHOCTHBIX
KOPOK ¥ CTPYIhER TAMIIOHOM, CMOYCHHBIM IIPENApaToM, a 3aTeM 3aKAHbIBAKOT MUACTKOH B
Kaxkaoe yxo 1o 3-5 kaneins Orodeponoia IpemuyM (Kourkam, MajgeHbKEM cobakaM — 110 3
Karyiu, cpejiHaM cobakaM — 110 4 Karoiy ¥ KpynHsiM cobakaM — 1o 5 Kanens).

C uenpio Honee nomoi o6padoTky Beell MOBEPXIIOCTH yXa U CIIYXOBOTO TIPOX0OJA, Yill-
HYIO PAKOBUHY CKIIAJBIBAKOT BIOJE HOMIOJAM U CHIELKA Maccupylor ee ocnoanue. O6paboT-
Ky HPOBOLIT UBYKPATHO ¢ 5-7-jHeBHBIM uHTepBaioM. Ilpu HeoOxomumocTH aedcHue rmo-
BTOPAIOT.

[penapar obszateapuo Beoust B 008 yxa, AaXKe B CIYYAAX MOPAKCHHI OTOACKTO30M
TONLKO 0HOT0. C npoduIakTHHEcKoi Henpio o0paboTKy MPOBOIAT OTHOKPATHO.

11, CamirroMpt HEPEAO3IUPOBKHU Y JKUBOTHBIX HE BLISBIGHEL.

12. OcobennocTelt gelicTBHA NeKapcTBEHHOTO MPCTAPATA UPH €0 NEPBOM lipUMEHe-
MM U OTMEIIE TIe YCTAHOBIICHO.

13. [lpu mponycke 0QOH HIH HECKOMEKAX JI03 JCKAPCTREHHOIO 11PENapaTa Kype rpy-
MeHeIHA HCOOXOMMMO BO30OHOBUTE KaK MOXKHO CKOPEE B IPELYCMOTPEHHEIX JO3HPOBKAX.

14. Tlpr npumenenun Otodeponona IlpeMuyM B COOTBETCTBHM ¢ HACTOAIEH HHCT-
pyKuHel moGouLIX ABIESHHH U OCHMKICHIUH, KAK TIPAaBKIIo, He HabIIogaeTes.

15. Ceepenusn o necosmectumoctn Otodeponona [lpemuym ¢ ApYruMH JIeKapeTBer-
HBIMU TIpeTIapaTaMi ¥ KOPMOBBIMU J00aBKAMH OTCYTCTBYIOT.

16. Otodeponon lpeMuyM He [peAHAZHAYCH A NPUMEHESHUS TIPONYKTHBHBIM KH-
BOTHEIM.

IV. Mepnl JIH4HOI NpodMIAKTHKN
17. Ipn pabore ¢ Orodepononom Ilpemuym cremyer codmojars ofume npasuia

JHYHON TUFUEHEBI H TEXHHUKH 6@301’12101100’1’15, NpeAYyCMOTPCHHBIC NIPH 132160'1‘8 C JCKApCTBCH~
HLIMH TIpETIapaTaMH. Bo BpeMs paGO’rm 3AnpemacTed KypUTh, IIMTE H IPUHAMATE TTHINY. Tio



OKOTYAHHH PAaBOTHL PYKH CNEAYCT BEIMBITE TETUTONH BOAOIH ¢ MBIJIOM.

18, Tlpy cayualiHOM KOHTAKTE JIEKAPCTBCHHOTO TIperapaTa ¢ KOKeH HIH CIM3HCTHIMH
ofonoukaMi 11a3 UX HeoOXO0ANMO HpOMBITE OoskbuimM KondectrsoM Boget. Jliomsm ¢ ri-
HEPIYBCTBHTENLHOCTHIO K KOMITOHECHTAM TIpenapara clefyeT u3derarts IpsaMoro KOHTaKTa ¢
Orodeporonom Tpemiym. B ciydae 10aBiIeHAS aIEPTUICCKHX PEaKIMil HIH NIPY cayda-
HOM TONIAJIANNH TIPEIIAPATa B OPIraHH3M 4YeJIOBCKa CISAYET HEME/UIEHHO 00paTHTRCH B Me-
AHIMICKOe yapexaenne (mpu cebe MMeTh MHCTPYKIMIO TIO NPUMEHEHUIO [perapaTa wiH
YTHKETKY ).

19. TIyeryro Tapy wi-1104 JIEKAPCTBCHHOTO [IPENapara 3allpeniacTed HeIoIb30BaTh LI
GBITOBDBIX HECH, ONA TOJUTCIKUT YTHIH3AUNA ¢ OBITOBBIMU OTXO01AMH.

20. Opraauzanua-npomssoprens: 3A0 «Ton-Ber», 1. Canxrt-llerepbypr, Kenezio-
JOPOKHBIA [PoCiekT, .20, matep "A'".

Wrerpyknus paspaborana: 3A0 «Tom-Ber», r. Cankr-llerepbypr, JKeneznomopo-
ueiil mpocnekr, A.20, mutep "A".

C yTRepKACHICM HACTOSINEH HHCTPYKITHH CHHTATDL YTPATHBIICH CHIY MHCTPYKLIHIO 110
npumerenno Orodeponona [pemuym, yreepauennyro PoccensxosHansopoM 14 unoabps
2006 roja.

Pexomengosan k perucrpaun B Poccuiickoit Megepaiin GTBY «BIHKH».





