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OBLIASI XAPAKTEPUCTHKA JI KAPCI"'Dé_if'J—lE%I‘“ Fo 1 ,I,EE,EQ‘;,EZ 0001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
I'ETTAPUH, 1000 ME/r, renb 115 Hapy»KHOTO TPUMEHEHUSI.

2. KAYECTBEHHBIA 1 KOJTMYECTBEHHBIA COCTAB

JlelicTBytol1I€€ BEIECTBO: TeMapyH HATPHUA.

Kaxnasie 100 r npenapara conepxat 100 000 ME renapuna Hatpus.

BcnoMorarenbHble BellecTBa, HAMYME KOTOPBIX HAN0 YUYHUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npemnapara: MeTHInaparuipokcuoensoar (Mmetunmnapaden, Hunarun) — 0,20 r (cm. pazznen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHASA ®OPMA
I'enb 11 Hapy’>KHOTO IPUMEHEHHS.
[Ipo3paunplii WM ONAJIECHUPYIOMUA OECIBETHBI WJIM C JKEITOBATHIM OTTEHKOM Teilb C

XapaKTepHbIM 3armaxoM. JlomyckaeTcsi Hamu4Ke My3bIpbKOB BO3yXa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3zanusi K NPUMEHEHUIO

— 3a0osieBaHMsI MOBEPXHOCTHBIX BEH: BapUMKO3HOE PACIIMPEHUE BEH, XPOHHYECKAas BEHO3HAs
HEIOCTaTOYHOCTh M CBSI3aHHBIE C HEW OCIOXXHEHHS (IIOBEPXHOCTHBIA TpomMOoQieouT,
MMOBEPXHOCTHBIN niepudeOur);

— TYIIbIe TPaBMbI U YIIUOBI MSATKUX TKaHEH;

— MOAKOYXHBIE T€MAaTOMBI, B TOM YHCJIe TeMaTOMBI ITOCJIE OTepaliuii Ha BeHax, (PIeOIKTOMHH;

— JIOKAJIN30BaHHbIE HH(QMWIBTPATHI U OTEKU MIATKUX TKaHEH.

4.2. Pe:xxum 103MpPOBaHUA U CIIOCOO MPUMEHEeHM s

PexxuM 103upoBaHus

Ilpu 3a601e6aHUAX NOBEPXHOCHBIX BEH.

APU HAYATbHBIX CUMNIMOMAX 6EHO3HOU He00CmamoyHocmu («TSHKECTh», 00JIb B HOTaX, BEHO3HBIE
OTEKH) MPUMEHSTH B TeueHHe 1-3 Heaenb B 3aBUCMOCTH OT BbIPaKEHHOCTH CUMIITOMOB;

npuU XpOHU4ECKOU 6eHO3HOU HeOOCMAamo4HOCMY TPUMEHATD B TeueHue 4—6 Heleb B 3aBUCUMOCTH
OT BBIPAKEHHOCTH CUMITOMOB, IPUMEHSATH HE OoJiee 6 Heelb.

Ilpu mynvix mpasmax u ywubax msaekux mxauetl: Kypc Je4eHus 5—7 qHEH WK 10 NCUYE3HOBEHUS

CHUMIITOMOB, IPUMEHATH He 6osee 10 nHeil.
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Ilpu noOOKOMCHBIX 2emamomax, 6 mMOM UUEAe—2EMAHOMAX—HOEAEC—OHEPaHIHH—THE
Gnebsxmomuu: Kype nedenust 7-21 nuei uim 10 uCYe3HOBEHUS CHMITTOMOB, IPUMEHSATH HE OoJiee
4 yenens.

Ilpu nokanuzosanHvlx UHGUILMPAMAX U OMeEKax MASKUX mKaHell: Kypc JedeHus 4—6 Henenb Ui
JI0 UCYE3HOBEHHSI CHMIITOMOB, IPAUMEHSITh He OoJiee 6 Hellelb.

Cnooco0 rnpuMeHeHus

HapyxHo.

Heb6onpmoe xkomuectBo rens (3—10 cm) 1-3 pa3a B CyTKHM HAHOCST TOHKHUM CJIO€M Ha 00J1acTh
NOPAXXEHUSI U OCTOPOXKHO BTUPAIOT B KOXKY.

4.3. [IporuBonOKa3aHusl

— I'unepuyBCTBUTENBHOCTh K TENAapUHy WM K JIOOOMY M3 BCIIOMOTaTelbHBIX BEILECTB,
MEePEUYUCIICHHBIX B pasjene 6.1.;

— HapylIEHHE LEIOCTHOCTU KOXHBIX IOKPDOBOB B MECTE€ HAHECEHMs Ipenapara (SI3BEHHO-
HEKPOTUUYECKUE U3MEHEHUS KOXKN);

— TpaBMaTU4YECKOE HapyLIEHUE 1IEIOCTHOCTH KOXKHBIX TOKPOBOB (OTKPBITHIE paHbl);

— MOBBILIEHHAs CKIIOHHOCTh K KPOBOTOUMBOCTH, TPOMOOIIUTOIIEHHUS;

— Bo3pacrt 10 18 ner (6e30macHOCTh U 3PPEKTUBHOCTD MPUMEHEHHS MTperapaTa He U3yUeHbI).
4.4. OcoOble ykazaHusl M MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

He pexkomeHznyeTcs HaHOCUTh Ha CIU3UCTBIE OOOJIOYKU, OTKPBITBIE PaHbl U NPUMEHATh IpPU
HAJINYUY THOMHBIX MOPAXKEHUH B IPEANOIaraéMOM MECTE€ HAaHECEHUS Ielis.

He pexomennyercst npumensts npenapat [ EITAPWUH npu Tpom603ax riryOoKuX BeH.

Bxomsmmii B coctaB mpenapata ['EIIAPMH wmerunmaparuapokcuGeH30aT MOXKET BBI3HIBAThH
aJJIepru4ecKue peakuuu (B T.4. 3aMEIJIEHHOTO TUIIA).

4.5. B3aumopaeiicTBMe ¢ [PYrHMH JIEKAPCTBEHHbIMH MNpenapaTtamMu W JApyrue BHAbI
B3alMOJeliCTBUSA

[Ipu nnauTenbHOM NPUMEHEHHMH TemapruHa Ha OOIIMPHBIX yYacTKaX KOXH M OJHOBPEMEHHOM
NPUMEHEHUH aHTUKOATYJITHTOB HEMPSIMOTO JeicTBU (BapdapHH, alleHOKyMapoi U Jp.) cIexyeT
KOHTPOJIMPOBATh IPOTPOMOMHOBOE BPEMs U BPEMS CBEPTBHIBAHUS KPOBU.

He pexkomeHnnyercs cMemmMBaTh ¢ JAPYTMMH CpEACTBAMM AJIs HapyKHOro mnpumeHeHus. He
PEKOMEHAYETCSI OAHOBPEMEHHOE NPHUMEHEHHUE C IpernapaTaMH Ul HApy>KHOTO NPUMEHEHMS,
COJIepKalMMH TETPALUKINHBI, aHTUTMCTAMUHHBIE UJIM HECTEPOUIHBIE IPOTUBOBOCTIAIINTEIbHBIC
CpeAcTBa.

4.6. DepTHIBLHOCTDH, 0EPEMEHHOCTH U JIAKTALMS
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[Ipumenenne npenapara ['EITAPUH Bo3Moxxhe—mapH—6epemenHoct—H—B—HEepHOA FPYAHOFO
BCKapMJIUBaHUsI B Clly4yae, €CIu MpelrnoiaraeMas IMojib3a JUisi MaTepud  IPEBBILIAET
MOTEHUUAIbHBINA PUCK JUIS TJ10/1a ¥ peOeHKa.

['emapun He TpPOHMKAET dYepe3 IUIAllCHTapHBIA Oapbep M B TPyaHOE MOJIOKO. B cBs3u ¢
HE3HAUYUTEJbHBIM BCACHIBAHUEM I'elapyuHa IPpU HapyKHOM MPUMEHEHHUH, MperapaT He OKa3bIBaeT
CHUCTEMHOTI'O JIEHCTBUS HA OPTaHU3M.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCHOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMu

[Ipumenenne mpemnapaTa HE OKa3bIBACT BIMSHHUS Ha CIOCOOHOCTH YIPABISATH TPAHCHOPTHBIMU
CpeAcTBaMU M 3aHUMAThCA JAPYTMMH MOTEHUUAIBHO ONACHBIMH BHJAAMH JEATEIbHOCTH,
TpeOyIONIMMHU MOBBIIIEHHOW KOHLIEHTPALUYA BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIUH.
4.8. HexkennaTeibHble peakuuu

Pesrome npoduiis 0esonacHocTu

B ouenp peakux cay4asx (<1/10000) mpu Hapy>KHOM NPUMEHEHUH BO3MOXKHBI PEAKIHH
TUIIEPUYyBCTBUTEIBHOCTH Ha reMapuH. B oTaenbHbIX cilydasx (4acToTa HEM3BECTHA: HEBO3MOXKHO
OLIEHUTb 110 UMEIOIIMMCS JAHHBIM) MOTYT HAa0JII0JaThCs a/NIEPrHUeCKUe PEAKIIMU Ha KOMITOHEHTBI
npenapara, NposBISIONIMECs MTOKPACHEHUEM KOXKU U/HUIIH KOXKHBIM 3y/10M, KOTOpBIE, KaK IIPaBHJIO,
IIPOXOJAT MOCJE NMPEKPAILEHUs] IPUMEHEHUS IIperapara.

COO6H_IGHI/IG O ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo01maTh 0 10103peBaeMbIX HEXKENATENbHBIX pEeaKIUAX MOCJIE PErHCTPalluy IIpenapara ¢
[EeNbI0  O0ECleYeHUsT HENPEepPhIBHOIO MOHUTOPHHIAa COOTHOUIICHHS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Mpernapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIIOOBIX
MI0JI03PEBACMBIX HEXKEIATENbHBIX PEAaKUUAX JEKApCTBEHHOTO Ipernapara uepe3 HaIl[MOHAIbHBIC
CHCTEMBl COOOILIEHHMS O HEXeNaTelbHBIX pEaKIHUsIX TOCYAapcTB — uWIEHOB EBpa3suiickoro
9KOHOMHYECKOTO COH03a.

Poccniickas @enepanvs

109012, MockBa, CnaBsHCKas M1011a/ib, 1. 4, cTp. 1

denepanpHas cmyx0a mo Haa30py B cdhepe 3npaBooxpanenus (PocsnpaBaanzop)

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

J1o HacTOsIIIEro BpEMEHH CBEICHUS O CllydasiX Nepe03UPOBKH HE 3apErMCTPUPOBAHBI.

B ciyuae mepeno3upoBKH JAEWCTBHE TeMaphHa MOXET OBITh HEHTpPaIM30BaHO BBEIECHHEM

pacTBopa mpoTaMuHa cyJbdara.
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5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHeE CBOMCTBA

®apMakoTepaneBTUYECKas TPYMIMa: AHTUKOATyJISHTHOE CPEACTBO MPSMOTO JEHCTBUS NS
MCCTHOI'O MPpUMCHCHUS.

Kon ATX: COSBAO3

MexauusM aeiictsusl, papmakognaamMuyeckue dPperTel

['emapuH HaTpusl - aHTUKOATYJSHT MpsMoro nedctBus. llpensrcTByer TpoMOO0OpazoBaHUIO,
yTHETAaeT aKTUBHOCTh TMAJTyPOHUAA3bl, AKTUBUPYET (PUOPUHOTUTHYECKIE CBOMCTBA KPOBU.

[Ipn Hapy>XHOM TPHUMEHEHHUU OKa3bIBA€T MECTHOE AHTHUTPOMOOTHUYECKOE, NMPOTUBOOTECYHOE U
MPOTUBOBOCTIATIUTENILHOE JIEHCTBUE, YIy4IlIaeT MHUKPOLUPKYJISLHUIO KPOBU U aKTUBUPYET
TKaHEBON 0OMEH, Ojarojapsi 4eMy YCKOPSIIOTCS TPOIECChl paccachlBaHHS T€MAaTOM W TPOMOOB,
YMCHBIIACTCA OTCYHOCTD TKaHeH.

5.2. dapmakokuHeTHYECKHE CBOHCTBA

He3HnauntenbHoe KOJIMYECTBO TemapuHa aOCOpOUPYETCsl ¢ MOBEPXHOCTH KOXH B CHUCTEMHBIN
KPOBOTOK. MakcuMalnbHasi KOHLIEHTpalMsl Ipernapara B KpOBU OTMEYaeTcs yepe3 8 yacoB IMmoclie
alIInKanum. BBIBG,Z[GHI/IG rémapuHa, B OCHOBHOM, IIPOUCXOAUT HYCPC3 IIOYKH, IICPHUOI

noJyBbIBeieHUs - 12 yacoB. He mpoHHMKaeT yepes miialeHTapHbli 6apbep.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
MetunnaparuapokcuoeH3oaT (MeTuinapadeH, HUIMaruH)
Cnuprt 3TunoBsiii 96 %

Kapbomep (kapbomoa)

TponaMuH (TpUITaHOJIAMHH)

JlaBanzb1 Maciio a¢upHOE

Bona ouniennas

6.2. HecoBMecTUMOCTH

He npumenumo

6.3. Cpok rogHocTH (CPOK XpaHeHus)

5 ner.

6.4. OcoOble MepbI MPEAOCTOPOKHOCTH NPH XPAHEHUH
[Ipu remneparype He Bbie 25 °C.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

[To 30T, 50 T, 100 r B TyOBI QJIFOMUHUEBBIC C HABUHYCHHBIMHU TTOJIMMEPHBIMU OYIIIOHAMH.



COOTBETCTBYET 2KCNEPTHO H*HTLETr'
ot 28.11.2022 N= 27600
(MOCNENOBATENEHOCTE 0001)

Kaxmyto TyOy ¢ HHCTpYKIHEH 10 IPUMEHEHHIO TTOMEHHatoT B-HatHey-H3-KapToHa-

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTHM MNPH  YHUUYTOKEHHH  HCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  Tpenapara WJIH OTX0A0B, MOJYYEHHBIX TMOCJe TPUMeHEeHHs
JIEKAPCTBEHHOI0 NMpenapara u Apyrue MaHUMYJISIUH € MPenapaToMm.

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA

Poccuiickas @enepanus

OTKpBITOE aKIIMOHEPHOE 00IIecTBO «AKIMOHepHOoe Kypranckoe o0iecTBO MEUIIMHCKUAX
npenapatoB u u3aennii «Cunres» (OAO «Cunres»).

640008, Kyprauckas 06:1., . Kypran, npocniekt Konctutynuu, 1. 7.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

7.1. IIpeacTaBuTeNb AEPKATE/SI PETHCTPALMOHHOIO YI0CTOBEPEeHHA

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @enepanus

OTKpbITOE aKIMoHepHOe o0mecTBo «AkmuoHepHoe Kypranckoe oOIIECTBO MEAMIMHCKUX
npenapatoB u u3genuit «Cunres» (OAO «CHHTE3N)».

640008, Kyprauckas 06:1., . Kypran, npocniekt Konctutynuu, 1. 7.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

8. HOMEP PEIT'HCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOJATBEPXJIEHHSI PETMCTPAIIUN,
INEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

O6mas xapakTepuctuka jekapcrseHHoro npenapara ' EITAPWUH noctynHa Ha HHGOpPMamOHHOM
noprtajie EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

«uTeprer» http://eec.eacunion.org/.




