COOTBETCTBYET 3KCMEPTHOMY OTUYETY
 or04.122024 N=26801 1
OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

JJEBOMEJIEPM, 40 mr/r + 7,5 Mr/r, Ma3b 1J11 HAPY>KHOTO IIPUMECHCHHS.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByromue BemecTBa: JMOKCOMETHIITETPArHIPOITUPUMHINH + XI0paM(EHUKOI.

B 1 r ma3u conepxkurcs 40 Mr TMOKCOMETUNTETPATUIPOITUPUMHINHA, 7,5 MT XJopaMpEeHUKOIA.
[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIICH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Masb U151 Hapy’KHOTO IPUMEHEHHS.

OpnHopoHAst Ma3b 0EIIOro WU OEJIOTo € )KEITOBATHIM OTTEHKOM IIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1 lloxka3aHusl K NPUMEHEHUI0

[Ipenapatr JIEBOMEJIEPM noka3aH k NpuMEHEHHUIO Yy B3pOCIbIX U AeTel crapuie | roga no
MOKa3aHUsAM: WHHUIIMPOBAHHBIC PAaHbI (BKIIOYAs MMOPE3bl U CCAJAWHBI) PA3IMYHON JIOKAIH3AIUN
(B TOM umncie HHOUIMPOBAHHBIC CMEIIAHHOW MHUKpO(Iopoil) B mepBoit (ase paHEeBOro
mporecca.

4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHUMEHEHUA

PexxuM 103upoBanus

B3pocnvie
IlepeBsA3kH IPOU3BOAAT €XKEAHEBHO, OJMH Pa3 B JCHB, 10 MIOJHOIO OYUIICHUS PaHbl OT THOWHO-
HeKpoTHyeckux Macc. [Ipu GonbpIIMX paHEeBbIX MOBEPXHOCTIX CYTOYHAs /1032 Ma3u B Iepecuere
Ha XJI0paM(pEHUKOJI HE J0JKHA IPEBbIIATh 3 T.
JIMUTEeNbHOCTD JISYeHHSI 3aBUCUT OT TSHKECTH U TEUSHHSI 3a00JIeBaHMS.

eTH
Jern B Bo3pacre ot 1 10 18 sier: pexxum JO3UPOBaHUSL COOTBETCTBYET PEXKUMY JO3UPOBAHUS Y
B3POCIIBIX.
bezomacHocth u addexTuBHOCTE npenapara JIEBOMEJIEPM y nereit B Bospacte ot 0 110 1 roma
HE YCTaHOBJICHBI.

Crrocob nmpruMeHeHus

Hapyxno. IlpemnapatoM npOnuTHIBaIOT CTEPHIIbHBIE MapiieBble CalPETKH, KOTOPHIMH PBIXJIO
HaloJHAIOT paHy. Bo3MOXHO BBeJEHHE Ipenapara B THOWHBIE IIOJOCTU 4Yepe3 KaTeTep
(IpeHaxkHy10 TPYOKY) € OMOIIBIO IIIpULa. B 3TOM citydae Ma3b npeiBapuTeIbHO MOAOIPEBAIOT

1o 35-36 °C.
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4.3 IIpoTuBONOKA3AHUA

['unepuayBCTBUTENHHOCT K JHOKCOMETHITETPATHIPONMPUMUINHY, XJIOpaM(PEHUKOIY WIH K
11000My M3 BCIIOMOTATENIbHBIX BEUIECTB, NMEPEUUCICHHBIX B paszaerne 6.1, AeTcKuil Bo3pacT 110
1 rona.

4.4 OcoOble yka3zaHusi U MepPbI NPEI0CTOPOKHOCTH NPH MPUMEHEHUN

[Ipn HaHeceHWW Ha OOIIMPHBIC YYACTKU KOXH WM JUIMTEIBHBIX Kypcax JIeUCHHs, HEOOXO0IUMO
MPOBOJIUTH KIIMHUYECKHUI aHAJIU3 KPOBHU.

4.5 B3aumojeiicTBHe C [APYrMMH JIEKAPCTBEHHBIMHM MpenapaTaMu W Jpyrue BH/bI
B3aHNMOJAEeHCTBUSA

He nsyuanocs.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepeMeHHOCTH

[Ipumenenue mnpu OEPEeMEHHOCTH BO3MOXKHO TOJIBKO B cCllyyae, €Clid MOoNb3a JUIsl MaTepu
MIPEBBIIIAET PUCK IS TUIOJA.

JlakTanus

B nepuon rpynHOTO BCKapMIIMBaHUS CIeAyeT MO0 MPEeKpaTuTh MPUMEHEHHE IpernapaTa, 1ubo
KOPMJICHUE TPYIBIO.

4.7. Buausinde Ha CNOCOOHOCTH YINPABJIATHL TPAHCHOPTHBIMHM CPeACTBAMHU H PpPadoTaTh ¢
MeXaHu3MaMu

[Ipemapar He BIUSET HA CIOCOOHOCTH YIPABIATH TPAHCHOPTOM WIJIM 3aHUMAThCS APYTUMU
MOTEHIIMAIbHO OMACHBIMH BHJIAMU JIEATEIHHOCTH, TPEOYIOIIMMH MOBBIIIEHHOW KOHIICHTPAIIUU
BHUMAaHUS ¥ OBICTPOTHI TICHXOMOTOPHBIX PEAKIIHIA.

4.8. HexxenaresbHbIe peakuuu

Pe3roMe HeXeIaTeIbHbIX PEeaKIui

AJ'IJ'Iepl" HNYCCKUC pCAKIINN (KO)I(HBIe BBICBIHaHI/IH).

Co001rIeHns 0 m0I03PEBAEMBIX HEXKEIIATEIBHBIX PEAKIIMIX

BaxxHo cooOmath 0 MOJ03PEBAEMBIX HEXKENATENbHBIX pEaKIUsAX II0CJIe PETUCTpaluu
JIEKapCTBEHHOTO Ipernapara ¢ Leliblo 00ecreyeHns HepephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTcs
coo01aTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENaTENIbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIEHUSI O HEXKENIAaTeNbHBIX PeakIUsiX rocyJapCTB - YICHOB
EBpa3uiickoro 53k0HOMHUYECKOTr'0 COI03a.

Poccniickas @enepanvs

®denepanbHas cmyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CriaBstHCKasl TUI0IIaab, 1. 4, ctp. 1.
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OnexTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEJIEKOMMYHHUKAITHOHHON ceTu «nTepuem»:

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

4.9. [lepeno3upoBka

O cnyyasix mepe103upoOBKU HE COOOIANIOCH.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1 ®apmakoaMHaMHYecKHe CBOMCTBA

®apMakoTepaneBTUYeCKass TIpynmna: AaHTUOMOTUKM M MPOTUBOMHUKPOOHBIE  CPE/CTBa,
INPpUMCHACMBIC B JICPMATOJIOTUH, aHTI/IGI/IOTI/IKI/I IJId HApPY>XHOTO HNPUMCHCHHA, OPYTUC
AHTUOMOTHKY JJIs1 HApY>KHOT'O IPUMEHEHHUS.

Koxg ATX: DO6AX

dapmakognaamuyeckue 3P HeKTol

KomOuHupoBaHHbIN npernapar JUIst Hapy»KHOT'O [IPUMEHEHUS, OKa3bIBACT
IIPOTUBOBOCIIAJINTEIILHOE (zmerunparupyroriee) 51 IIPOTUBOMHUKPOOHOE JEUCTBHE.
XnopaM(peHUKOJ HapyllaeT MpoLecC CHHTe3a Oellka B MHMKPOOHOM KJIETKE W OTHOCHUTCS K
aHTUOMOTHKAM 0aKTepUOCTaTUUECKOTO ACHCTBUS.

AKTHBEH B OTHOUIEHHM TIPaMIIOJIOKUTEIbHBIX M I'PaMOTPULIATENIBHBIX MHUKPOOPTraHU3MOB
(cTaMIIOKOKKOB, CHHETHOMHOW M KHIIEYHOU nayiouek). Jlerko mpoHukaer B TiyOb TKaHel 0e3
HOBPEXJCHUS OMOJIOTMYECKUX MeMOpaH. B mpucyTcTBUM THOS M HEKPOTHMUYECKHX Macc
aHTHOaKTepuaIbHOE JAeWCTBUE coOXpaHsaeTcs. [IMOKCOMEeTUITETparuIpOnMpUMHINH, HOPMAIIU3Ys
HYKJIEMHOBBIM OOMEH, CTUMYJIMPYET MPOLIECChl PEreHepallui B paHax, poCcT U I'PaHYJISLUOHHOE
CO3pEBAHME TKaHM, SMUTEIU3ALMI0, OKA3bIBAET MPOTHUBOBOCHAIUTEIBHOE (IETUIPATUPYIOLIEE)
JIEHCTBHE.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

He n3yueno.

6. PAPMAIIEBTHYECKHE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

Maxporoan 1500

Maxkporon 400

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 roga 6 MecsIIEB.


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHU

Xpanuts npu Temnepatype He Boitre 20 °C.

6.5. XapakTep u coep:KaHHue NePBUYHOI YITAKOBKH

ITo 15, 20, 25, 30, 35, 40, 50, 60, 70, 80, 90, 100 r B TyOBl aJFOMHHHUEBBIC, YKYIIOPECHHBIC
OyLIOHaMU U3 MOJIMATHIIEHA HU3KOTO JAaBJICHUS.

Ilo 15, 20, 25, 30, 35, 40, 50, 60, 70, 80, 90, 100 r B TyObl U3 KOMOMHUPOBAHHOTO MaTepuasa
(mamunar tuma PBL (mommatmiien - EVOH-nonmmep (comonuMmep STHICHA W BUHHIOBOTO
CIUPTA) - MOJIMATHIICH)), YKYTIOPEHHbIE OYIIOHAMH U3 MOJIMATUIICHA HU3KOTO JTaBJICHHUS.
Kaxnayro TyOy BMecTe ¢ MHCTPYKLIHEH MO MEIULMHCKOMY MPUMEHEHUIO MTOMEIIAIOT B MaYKy U3
KapTOHa.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NPHUMEHEeHUs
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

Het oco06pix TpeboBaHuii.

7. JEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 «®opmyna-OP»

109443, r. MockBa, Bonrorpazackuii mpocnekT, 1. 139, oduc 10

7.1 IlpeacraBuTenb JepKkaTelisi perucCTPALMOHHOIO YI0CTOBEPeHH

IIpereH3uu HOTDC6HTCJI€I>1 HAaImpaBJIATH I10 aApECy.

Poccuiickas @enepanus

00O «Tynbckas hapmaineBTrudeckas hadpukar»

300004, r. Tyna, TopxoBckuii mpoes, 1. 10

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

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

8. HOMEP PETUCTPALHMUOHHOI'O YAOCTOBEPEHUS

9. TATA NEPBUYHON PETUCTPAIIMU (IIOATBEPXJIEHUA PETMCTPAIIUMU,
INEPEPETUCTPAIIN)

JlaTa nepBUYHON PErUCTPALINHN:

10. JATA IEPECMOTPA TEKCTA
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OO6mass xapaktepuctuka JekapctBeHHoro mpemapata JIEBOMEJIEPM  nmoctymHa Ha
uH(GOPMAIIMOHHOM mopTane EBpa3suiickoro SKOHOMHYECKOTO COI03a B HH(DOpPMAIMOHHO-

KOMMYHHUKaIMOHHOM cetn « HTepHe™» http://eec.eaeunion.orgl.



http://eec.eaeunion.org/

