MHCTPYKLIVA

no npuMeHeHuio npenapara Cadponepm refib B Ka4ecTse
AHTUCEITHYECKOTO, PAHOZAKUBALIOLIEIC | IPOTHBOBOCIAIIUTENLHOTO CPeICTRA
7T CODAaK U KOIIEeK

(opranusanusg-paspadorauni: 3A0 dupma «HIBn3Ll «Ber3nepouentpy, Mocksa)

I. O6ume creyetus _

1. Toprosoe HaMenoBaHUe NeKapeTseHHOro npenapara: Cappoaepm rens
(Saphroderm gel).

MexayHapoaHoe HEeMaTeHTOBANNOE HAUMEHOBaHHe: codopa SITTOHCKAas, KpamiBa
JIBY JIOMHASH. _

2. JlexapeTeennast opma: redib 4151 HAPYKHOTO NPHMEHEH NS,

Cadponepm reib coOmepUT B | MJI B KauecTBe JeHCTBYIOLIMX BeliectB 25 Mr
codopnl sO0ucKOH 1 10 MI KpanuBsl ABYAOMHOMN, 4 B Ka4eCTBE BCIIOMOIaTeNbLHBIX Be-
(EeCTB - L0 MU 9TMAOBOTO CIUPTA, 2 MP KalbliUg MoKoHaTa, 10 Mr HATPUS aIbrHHOBO-
KHCTIOTO ¥ BOAY AUCTHIIIUPOBAHHYIO ~ J10 | ML,

ITo srewrnemy sy Cadponepm reme npencrasisier cobol OTHOPOJHYIO MacCy
KENCOOPASHOH KOHCHCTEHIIMY OT KeJNTOBATO-KOPUUHEROTO O KOPHUYHEBOTO HBETA
JETKUM 3€IEHOBATHIM OTTCHKOM.

3. Cadpogepm renp BENTycKaioT pachacoBanabM 1o 10, 25 u 50 Ma 8 cTek-
JITHHBIC WIH TIONMMEpPHBIE DAUKH UITA (PIAKOHBI COOTBETCTBYIOLIEH BMECTHMOCTH, YKY-
NMOPEHHBIE MIACTMACCOBBIMH KPBIIIIKAM,

4. Cadponepm rejib XpansT B 3aKPHITOI YIAKOBKe TPOM3BOAUTENS, B CYXOM, 3a~
LIMIHEHHOM OT CBETA MECTEC, OTAENLHO OT TIPOAYKTOB TIMTAHASN M KOPMOB, HPH TEMIIe-
parype ot 2°C 50 25°C.

CpoK rOIHOCTH NEKapeTBELIOro Npenapara npi coOMoIeHnH YCIoBHI Xpate-
HHA -~ 2 TOZA CO AHS NPOU3BOICTEA.

Banpewaercs npumensth Cadpoaepm redh 00 HCTEUSHAH CPOKA TOTHOCTH.

5. JlexapcTenuplil npenapar cneayerT XpaHHTs B MeCTax, HeAOCTYHHLIX IS Je-
TeH.

6. HenenonssoBanHbli TIEKAPCTBEHHBIH NPENApaT YTHAMZUPYIOT B COOTBETCTBHH
¢ TpeGOBAHHAMM 3aKOHOIATEILCTBA,

f1. ®apmaxoioraueckue cpoficTsa
7. Cadpojepm renb OTHOCHTCS K aHTHOAKTEPHANLHBIM NEKapCTBEHHBIM npena-
paraM pacTUTENLEHOTO HPOUCX KIS,
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Bxojsinme 8 coctas nekapeTBEHHOrO Tiperapara OMONOrHYecKH akTHBHLIC Be-
mecTsa o01agaloT NpOTUROROCNATHTENBHEIME, KPOBOOCTAHABIUBAIOIIAMH, PARO3A-
KUBIHOUMMH W AHTHCENTUYECKUMU CBOMCTBAMH, CMOCODCTBYIOT aKTHBU3ANMA NPO-
LeCCOB, MMUTENHZALNN H PereHepariity NORPEKICHHBIX TKaHEN.
Cadponepm reib 10 CTeNEHH BO3ASHCTBHS HA OPraHHM3M OTHOCHTCS K MAJO-
OMacHBIM BelecTsaM (4 kiace onacHoctd o 'OCT 12.1.007-76).

HI. THopsajok npumMenenns

8. Capoaepm Teib NPUMCHAIOT il TEYEHs [AePMATHTOB HeHHPEKIMOHHOH
ITHOIOIHMH, FK3EM, OKOTOB | TPOPUIECKUX 538 Y CODAK H KOILEK, _

9. llporusonoxkazaunii ans opuMerenus npenapara Cadpoaepm rean He ye-
TAHOBIIEHO. _

10. [penapar HaHOCAT TOHKHUM CITOM, PABHOMEPHO paciipenenss 1o Beeil no-
paxeHHOH TOBEPXHOCTH, OJMH-IBA pa3a B CyTkU B TeueHue 3-10 anell no KnvnH-
YCCKOTO BBI3JAOPOBICHHSI.

1. CaMnToMBr Tiepe/103UPOBKH JIEKAPCTREHHOIO NPEIAPATA HE YCTAHORIEHbI.

12. OcobernocTelt JICHCTRUS TIPH NEPBOM PUMEHEHHH U TP OTMEHEe JeKapeT-
BEHHOI'O NIPENapara He BLISBICHO. '

13. Cnentyer usberats TpornycKos Npy IPUMEHEHUN OuYePeqHON 103bl ekapet-
BCHHOTO Tpenapara, Tak Kak 970 MOYKeT IPHBECTH K CHUKECHUIO TepareBTH4ecKol s¢-
exTurOCTH. B Ciiyyae nponycka OZHON 10361 TPUMEHEHHE NPenapaTa Bo300HORIs-
10T B TOM Ke JO3MPOBKE U MO TOH Ke cxeme.

14. TloGouHBIX SBIEHHH 1 OCTOXHEHHIT IPH NPUMEHEHHH ITeKaPCTBEHHOrO npe-
napaTa B COOTBETCTBMM ¢ MHCTPYKIHeH e gabmoaaercs. TIpy NOBBULIEHHON UHANBH-
IYANBHOH UyBCTBUTENBHOCTH JKHBOTHOTO K KOMITOHEHTAM MPEHapara U BOIHMKHORC-
HHH QJUICPTHYECKUX Peakiii HCNOL30BaHAe JIEKapCTBEHHOTO TIPenapaTa rpexpania-
T M HA3HAYAXT aHTHIUCTAMWHHLIC TPETIAPATHL.

15. Hpumenenne npenapata Cadpoyepm reib He 3aMEHICT U He HCKTIOUAET He-
MONB3ORAHAC AHTHOAKTEPHANILHBIX U IPYTHX ASKAPCTBEHHBIX CPEJICTB.

16. JlekapcTBeHHbIH NpenapaT He NPEIHAZHAYEH JUis NPUMEHEHHMS TIPOLYKTHE-
HBIM AKUBOTHBIM, CPOKH YOOs1 JKUROTHBIX T10C/IE IPUMEHEHHs! penapara He pernamen-
THPYIOTCH. |

IV. Mepn nnunolt npodunak gy

17. TTpu pabore ¢ Cadponepm renem cliesyer cobmionars ofime IpaBuia THY-
HOM THIHeHbl W TeXHHKH 6e30MacHocTH, NpelyCMOTPeHHbIE IpH padoTe ¢ JieKapeTBeH-
HbiIMH Tiperapatamy. py pabore ¢ mpenaparTom zanperiaercs: nuTh, KypHTh H TIPHAN-
Marh iy, Hocsie paboTel ¢ 1eKapeTBEHULIM TPENApATOM BBIMBITS PYKH C MBLTOM.

18. JI:omstv © runepuyBCeTBHTENLHOCTBIO K KOMIIOHEHTaM TIpenapaTa CHEAYET U3-
Oerate npsiMoro kontakra ¢ Cadponepm renem. Ilpy cnyuaiinom nonamanuu neKape-
BEHHOTO NPENapaTa Ha KoKy €ro HeoGXOAMMO CMBITh BOTOH ¢ MBUIOM, TIPH NOMajaHuu
B [V1a38 — IPOMBITE MX B TEYEHUC HECKONBKWX MUHYT GONbIIMM KOTHIECTROM IPOTOU-
HOH BOIBI.

B cnywae nogpnenus annepriaveckux peakuuii mim TIPH CIlyUaliHOM TTONa aHuy
JIEKAPCTBCHHOTO NPENapaTa B OPTaHi3M ueoBeka HeoOXOIAMO HeMemienno obpa-
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TUTLCS B MEAHUMHCKOE yupexjaeHue (1ipy cede MMeTh MHCTPYKUHIO TIO FIPUMEHEHHIO
UM 3TUKCTKY ). '

19. Tlycetyto Tapy u3-nog Cadponepm reng 3arpeiaercs uenoab3osaTh aisi Okl
TORBIX EHCH, OHA TTOMUICIKNT YTHAM3AIHY ¢ OBITOBBIMU OTXOIaMH.

20. Oprannzauus-npomeoaureis: 3AO ¢pupma Hayurno-npoussoacTeeHHpIi Be-
TEPHHAPHBIH 11 3BepOBOAYECKUH HeHTp «BerssepoueHTpy», 129337, Mockpa, Xubuu-
CKHIl Apoe3n, AoM 2. _ '

Axnpec mecta npouspoyersa: 3A0 dupma HayuHo-npou3BoACTBeHHbIH BeTEpH-
HapHbli H 3BepoBodecKuil ueHTp «Berssepouentpy», 129337, Mockpa, XuOuHCK
npoesj, oM 2.

Hncrpyrkuus paspaborana 3A0 dhupma HaydaHO-TIPOH3BOACTBEHHLIA BeTEepUHAp-
HBIH M 3BEPOBOAYCCKEM IenTp «BerspepouenTtpy, 129337, Mockea, XuGuHCekwi mpo-
e, oM 2.

Pexomeuposano k peructrpaivu B Poccuiickoit @epepanin OI'BY « BI'HKW».

Homep perucTpaunoHBoro yaoctToBepeHus:

I'enepanbHblil qupekTop

3A0 pupma HayuHO-TIPOU3BOACTREH H LIH

BETEPUHAPHLINA H 3BEPOBOJMECKUIT

nentp «Berssepouentpy N.B. Ciyrun





