COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 12.01.2024 N2

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TIPERAPATA 1703

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
JleBomekonb, 40 Mr/r+7,5 Mr/r, Ma3b ISl HAPY)KHOTO MIPHUMEHEHHUS.

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBII COCTAB

JlelicTByromue BelecTBa: JUOKCOMETHITETPAruIpOIMPUMHINH + XJI0paM(pEeHUKOIL.

1 r mpenapara cofepkuT 40 MT JMOKCOMETHIITETPArHIpOIIUPUMUINHA (METHITypalia) u 7,5 Mr
xjopaM(peHHKOIIA.

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pazjedie 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ma3sp 11 HapyKHOTO IPUMEHEHHS.
Ma3sp 6enoro uim 6e10ro ¢ KeITOBaThIM OTTEHKOM I[BETA.

4 KIIMHUYECKUE JAHHBIE

4.1. Iloxa3aHusi K IPMMEHEHUIO

[Ipemapar JleBoMeKkoib MOKa3aH K MPUMEHEHUIO Y B3pOCIBIX U JeTei crapme 1 roma mo
MOKa3aHUAM: WH(UIMPOBAHHBIC PAHBI (BKIIOYAs MMOPE3bl U CCAJWHBI) PA3IMYHON JOKATH3AIIH
(B ToM uymucine WHOUIMPOBAHHBIE CMEIMIAHHOHW MHMKpoQuIopoii) B TepBO (a3e paHEBOTO
nporiecca.

4.2.  PekuM 103MPOBAHUS U CTIOCO0 MPUMEHEHUS

Pexum 1o3upoBanus

Bspocnvie

[lepeBsa3ku TPOU3BOAAT €XKEAHEBHO, OJIUH Pa3 B A€Hb, O MOJHOIO OYMIIEHUS! paHbl OT THOMHO-
HEKpOTHUYEeCKUX Macc. [Ipu OOnbIIMX paHEBBIX MOBEPXHOCTIX CYTOUHAS 032 Ma3u B IEepecuere
Ha XxJopaMEHUKOI He JOKHA IPEBBIIIATh 3 T.

JMUTEeNbHOCTD JICUCHHS 3aBUCHT OT TSKECTH U TEUCHUS 3a00JIEBaHMSI.

eTH
Jetu B Bozpacte oT 1 10 18 neT: pexxum 103UpOBaHUS COOTBETCTBYET PEKUMY JO3UPOBAHUSA Y
B3pOCIIBIX.
bezonacnocts 1 3¢exkTnBHOCT NMpenapara JleBomekons y aereil B Bozpacte ot 0 10 1 roxa He
YCTaHOBJICHBI.

Crocob npuMeHeHus

Hapyxno. [IpemapaToM NpOMUTHIBAIOT CTEPUIIbHBIE MapieBble CAT(PETKH, KOTOPHIMHU PHIXJIO
3aMONIHSIOT paHy. BO3MOXHO BBeJE€HHE B THOWHBIE TMOJOCTU 4Yepe3 KaTreTep (JIpeHAKHYIO
TpyOKy) ¢ mOMOIIIBIO MImpuIa. B 3ToM ciydae Ma3pb mpenBapuTenbHo mogorpesatot a0 35-36 °C.

4.3. IIporuBomoka3aHus
FHHequBCTBHTeHBHOCTB K JUOKCOMCTUITETpAruaApOnvupuMHuanny, XJ'IOpaM(l)eHI/IKOJ'Iy N K
1r0060MY U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3nene 6.1.

4.4. QOco0Oble ykazaHusi 1 Mepbl NPeI0CTOPOKHOCTH NIPU NPUMEHEHUH
[Ipy HaHeceHWH Ha OOIIMPHBIE YYACTKU KOKU U JUTMTENBHBIX KypcaxX JIe4YeHHUs HeoOXOAMMO
IIPOBOAMTDH KIIMHUYECKUI aHAJIN3 KPOBH.

4.5. BzaumopeiicTBHe ¢ JPYrMMH JIEKADCTBEHHBIMH MpenapaTtamMu M JApyrue BHJbI
B3aHUMOJAEeHCTBUSA
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OIIMCaHBI.

4.6. @epTWIBLHOCTH, 0ePEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

[Ipumenenrne mpu OEPEMEHHOCTH BO3MOXKHO TOJBKO B Cllydae, €CJIM IOJib3a Ui MaTepu
MIPEBBIIIACT PUCK IS TUIOJIA.

JlakTanms

B mepuon rpyaHOro BCKapMIIMBaHUS CIIEAyeT JTUOO MPEKpaTHTh MPUMEHEHHE Ipenapara, 1100
KOpPMJICHUE TPY/bIO.

4.7. BJuausiHMe HA CIIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeJCTBAMHM U padoTaTh ¢
MeXaHHU3MaMH

[Ipenapatr He BiAMAET HAa CHOCOOHOCTH YIPABIATH TPAHCIOPTOM WM 3aHUMAThCA JIPYTHMHU

HNOTEHIMAJIbHO ONACHBIMM BUIAMHU JEATEIILHOCTH, TPEOYIOUIMMH MOBBIIIEHHON KOHLEHTpaluu

BHHUMAaHUS U ObICTPOTHI ICHXOMOTOPHBIX PEAKIIHM.

4.8. HexeaaTejlbHble peakKIul
Pe3toMe HekenaTesbHbIX peakInii
Asuiepruyeckue peakiiuy (KO>KHbIE BBICHIIIAHUS).

Coo011eHne 0 1Mo103pPEBAEMBIX HEKETATESIbHBIX PEAKIIHIX

Baxxno coob1mate 0 mojo3peBaeMbIX HeKeIaTelbHbIX PEeaklUIX IMOCIe PerucTpaluu npenapara
C 1Lenpl0 00ecredyeHHs HENpPEephIBHOIO MOHUTOPUHIA COOTHOIICHUS «I0Jb3a — PUCK»
JIEKapCTBEHHOTO TMpernapara. MeIuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOIaTh O JII0ObIX
M0JI03PEBAEMBIX HEXKENATEIbHBIX PEaKIMIX JIEKapCTBEHHOrO Ipenapara 4yepe3 HallMOHaJIbHbIE
CHCTEMBl COOOILIEHMS O HEeXeNaTeNbHbIX peakIUsIX TOoCyAapcTB — YJIeHOB EBpasuiickoro
HKOHOMUYECKOTO COI03a.

Poccuiickas ®edepayus

®denepanpHas cnyx0a Mo Haa30py B cdepe 3paBoOOXpaHEHUs

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomanib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOMN ceTu «HTepHe™:!
https://www.roszdravnadzor.gov.ru/

Pecnyonuxa Apmenus

«HayuHbllf TEHTp S3KCIEpTU3bl JIEKAPCTB M MEIUIMHCKUX TEXHOJOTMH HM. akagemMuka O.
INabpuensna» AO3T

Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Tenedonsr: (+374 10) 20-05-05, (+374 96) 22-05-05

DnektpoHHas moura: Vigilance@pharm.am

Caiir: http://pharm.am/

Pecnybnuxa Benapyco

VII «LleHTp 3KCnepTU3 U UCIIBITAHUI B 3[paBOOXPAHEHUN
Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a
Temedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnexTponHas moyra: repl@rceth.by
Caiir: https://rceth.by/

Pecnyonuxa Kazaxcman
PI'TI na [IXB «HaunoHanbHbIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIULIMHCKHUX
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3npaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonsip, yi. A. ImaHoBa, 13
Tenedon: +7 (7172) 235 135

DnextponHas moyra: farm@dari.kz

Caiir: https://www.ndda.kz/

Koipevizckas Pecnybauka

JlemapramMeHT  JICKapCTBEHHBIX CPEACTB M  MEIMUMHCKUX  u3aenud  MuHucrepcTBa
3npaBooxpaneHus Keipreizckoit PecryOnmku

Anpec: 720044, r. bunikexk, yi. 3-sa Jlunus, 25

Tenedon: 0800 800 26 26

Onexrponnas noyra: dlomt@pharm.kg

Caii: http://www.pharm.ka/

4.9. TIlepeno3upoBka
O cnyuasix mepeio3upoBKH npemnapara JIeBoMeKoJb HE COO0IIAIOCh.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. @apmakoauHaMHYecKHe CBOiicTBa

dapMakoTepareBTUYECKass TpyNmna. aHTHOMOTHKM ©  MPOTUBOMUKPOOHBIC  CPEJCTBA,
NpUMEHSeMbIE B JEpMATOJIOTUU; AHTUOMOTUKUA JJs HApY>KHOTO NPHUMEHEHHUS; JApyrue
AHTUOMOTHKY ISl HAPYKHOTO TPUMEHEHUSI.

Koxn ATX: DO6AX.

MexaHu3m JIelicTBUS U hapMaKOTMHAMUYESCKHE CBONCTBA

KomOuHMpoBaHHBIN npenapar JUTSt Hapy>KHOT'O MIPUMEHEHU, OKa3bIBAET
IIPOTUBOBOCIIAJINTEIILHOE (meruapaTtupytouiee) " MIPOTUBOMUKPOOHOE JICHCTBHE.
XnopambeHUKON HapyllaeT MPOLecC CHHTe3a Oelka B MHKPOOHOW KJIETKE W OTHOCUTCS K
aHTUOMOTHKAM OaKTEPHOCTATUYECKOTO JICUCTBUS. AKTUBEH B OTHOIICHHH T'PAMITOI0KUTEIbHBIX
U TPaMOTPHUIATENBHBIX MHUKPOOPTaHU3MOB (CTaUIOKOKKOB, CHHETHOWHONW U KHIIEYHBIX
najouek). Jlerko mpoHukaer B riayOb TKaHed Oe3 MOBpEXACHHUS OHoOJorHYecknx MeMmOpaH. B
MPUCYTCTBUH THOSI © HEKPOTUUYECKUX MAacC aHTHOAKTepUaNbHOE IEUCTBUE COXPAHIETCS.
JIMOKCOMETUATETPArHAPOIIUPUMUINH, HOPMAIN3ysi HYKJICHHOBBIM OOMEH, CTHUMYJIUPYET
MPOLIECCHl PEreHEPALMM B paHax, POCT U TPAHYJSIIUOHHOE CO3PEBAaHUE TKaHU, SIUTEIN3ALHUIO,
OKa3bIBa€T MPOTUBOBOCTAIMTENILHOE (JIETUPATHPYIOIEE) NCHCTBHE.

5.2. ®apmakoKUHEeTHYeCKHEe CBOHCTBA
He nsyueno.

6. ®APMAIIEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB
Maxporon 1500

Maxkporoin 400

6.2. HecoBMecTUMOCTDH
He npumenumo.

6.3. Cpox roaHocTH (CPOK XpaHeHusl)
3 roxa 6 mecsLeB.

6.4. OcoOble Mepbl MPEA0CTOPOKHOCTH MPU XPaAHEHUH
ITpu Temneparype He Boie 25 °C.
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6.5. XapakTep u coepkanie nepsnunoii ynaxosxn ||| -/ 1EAUBATENEHOCTE 0003)

I[To 10, 20, 30, 40 unu 50 r B TyOBI ATFOMUHUEBBIC WIH B TyOBI MOJTMATUIICHOBEIC JAMUHATHBIC.
Kaxmyro TyOy BMecTe ¢ TUCTKOM-BKJIQIBIIIEM MTOMEIIAIOT B IMAYKy U3 KapTOHA.

6.6. OcoGble Mepbl NPEIOCTOPOKHOCTH TPH YHHYTOKEHWH HCHOJIH30BAHHOIO
JEeKAPCTBEHHOT0 TMpenapara WJIH  OTXOA0B, TOJYYeHHbIX TOCJe TNpPHMEeHEeHHs
JIEKapCTBEHHOT'0 NMpenapara, i [pyrue MaHUMYJISIIHH ¢ PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. NAEPXKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUA
Poccus

AO «Hwmxdapm»

603105, r. Huwxuauit HoBropon, yin. Canranckas, 1. 7

Ten.: (831) 278-80-88

E-mail: med@nizhpharm.ru

7.1. IlpencraBuTe b [ep:KaTesisi PEerucTPAIMOHHOIO Y/JAOCTOBEPEHHSI HA TEePPUTOPHH
Coroza

[IpereH3un noTpeduTeNiel HAaIPaBIATh MO aIPEcy:

Poccuiickasa ®edepayus, Pecnyonuxa Apmenus, Pecnyonruxa benapyce

AO «Hwmxdapmy», Poccust

603105, r. Huwxnauit Hosropon, yn. Canranckas, 1. 7

Ten.: (831) 278-80-88

E-mail: med@nizhpharm.ru

Pecnyonuxa Kazaxcman

TOO «STADA Kazakhstany, Peciyosnka Kazaxcran
050044, r. Anmatsl, yin. Hypnana Kannaposa, 1. 408
ten.: (727) 2222-100

e-mail: almaty@stada.kz

Keipevizckas Pecnybauka
OcOO «IlItana Keipreizcran», Keipreizckas Pecriy0Ommka
720005, r. bumkek, yin. Urem6epauesa 1a, BL] "Apopa", opuc 604

8. HOMEP PETMCTPAIIMOHHOTI'O YJIOCTOBEPEHMSI
JITI-Ne(004293)-(PT-RU)

9. JIATA TMEPBUYHOM PETUCTPAIIUU (IIOATBEPXKJIEHUSA PETHCTPAIIMN,
MNEPEPET'UCTPALIUN)
Jara nepBoii peructpauuu: 16 ssaBaps 2024

10. JATA NEPECMOTPA TEKCTA
OOmast  xapakTepuCTHKa  JIEKApCTBEHHOro  mpemnapara JleBoMekoab  JOCTylHa  Ha

UH()OPMAIIMOHHOM mopTane EBpa3suiickoro 3KOHOMHYECKOrO COr3a B HH(DOPMAIHMOHHO-
KOMMYHHUKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/




