COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 12.02.2024 N= 2581

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1001

1. HAMUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

Henecronepm -B, 0,1 %, Ma3p 111 HApY’KHOTO IPUMEHEHUS

2. KAYECTBEHHBIA 1 KOJTMYECTBEHHBIIA COCTAB

JleiicTByro11Iee BeIeCTBO: OeTaMeTa30H.

Kaxnprit rpamm mMasu comepxut 1 mr 6eramerasona (B Buze 1,22 mr Oeramera3ona 17-Banepara
MHUKPOHHU3UPOBAHHOTO).

[TosHbI nepedyeHb BCIIOMOraTENIbHBIX BELIECTB PUBEJEH B pasneie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Mas3sb 11 Hapy’KHOTO TPUMEHEHHS.

OpHopoaHas nonynpo3payHas Oesast Ma3b, HE cojieprKalasi HOCTOPOHHUX YaCTHIL.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Ipenapar [{enecronepm-B npumensercs y B3pOCibIX U I€TEH cTapiie 6 MeCsIEB MO MOKa3aHUsIM:
BOCHIAJIMTENIbHBIC 3a00JIEBaHMS KOXKH, MO IaromIuecs riirokokopTukoctepouinoit (I'KC) repanun,
’K3eMa (aTomuYecKas, IeTCKasi, MOHETOBH/IHAs ), KOHTAKTHBIN I€PMAaTHUT, CeOOpeiHbII 1epMaTHT,
HEHpPOJIEPMUT, COJHEUHBIH JEepPMATUT, HKC(HOIMATUBHBIA JEPMATUT, JTy4EBOH JEpMaTHT,
MHTEPTPUTMHO3HBIN AEpPMaTHUT, IICOPUA3, AHOTCHUTAIBHBIN U CTAPYECKUH 3Y/I.

4.2. Pe:kum 103MPOBAHUA U CIOCO0 MPUMEHEHM I

PexxuM no3upoBaHusa

Bspocnvie
Mass llenecronepm-B cienyeT HaHOCHTh TOHKMM CJIOEM Ha MOPaKEHHBbIE ydyacTku 1-3 pa3a B
JI€Hb, B 3aBUCUMOCTH OT TSDKECTHU COCTOSIHUSA. B OonbIIMHCTBE city4aeB AJis ocTikeHus s dexra
OBIBaeT JIOCTATOYHBIM HaHECeHHE 1—2 pasa B JeHb.

eTu
Hetu B BOo3pacte oT 6 MecsueB g0 18 neT: pekuM JO3MPOBAHHS COOTBETCTBYET PEKUMY
JIO3UPOBAHUS Y B3POCIIbIX.
Bbezonacnocts u 3¢ dexruBHOCTS Tpenapata Llenecronepm-B y nmereit B Bo3pacte oT 0 1m0 6
MECSILIEB Ha IaHHBIA MOMEHT HE YCTAHOBJICHBI.

Cnoco0 rmpuMeHeHus

HapyxHo.

4.3. llpoTuBONOKA3aHUSA
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BEILIECTB, IEPEUUCIICHHBIX B pazjaeine 6.1.
e Ilepuon rpyTHOTO BCKaPMIIMBAHUSI.
e Jlerckuii Bo3pacT — 10 6 MecsIIeB.
4.4. OcoOble yka3aHusl U MepPbl NPEA0CTOPOKHOCTH NPU MPUMEHEHHH.
[Tpu otcytcrBuu 3¢ dexra OT NeueHuss B TeueHue 2 Heleldb He0OXOAMMO YTOYHHUTh JIMAarHo3 U
NePEeCMOTPETh HA3HAYCHHYIO TEPAIIHIO.
Ecnmu mpu mnpuMeHEeHUM Tpenapara OTMEUEHO pa3IpakeHHWE WM Peaklus IOBBIIICHHON
YYBCTBUTEJIBHOCTH, JICUEHUE cIeaAyeT mpekpatuTh. [Ipu pa3BuTuM BTOpUYHON TpHOKOBOM HIIH
OaxTepuaabHOW MH(PEKIUHU CIeayeT Ha3HaYUTh COOTBETCTBYIOIINE JIEKAPCTBEHHBIE cpeacTBa. B
cllyyae OTCYTCTBUSL TMIPU 3TOM OBICTPOTO MOJOXKHUTEIBHOTO 3(PQeKTa, NpUMEHEHHUE
TIIFOKOKOPTUKOCTEPOUIOB  JIOJDKHO OBITh MPEKpalieHo J0 TeX Top, IMoKa He OyayT
JIMKBUIMPOBAHBI BCE MPU3HAKU UHDEKITUH.
JlroObie mo60ouHBIE A(P(HEKTHI CUCTEMHBIX TIIOKOKOPTHKOCTEPOHUIOB, B TOM YHCJIE YTHETCHHE
(GYHKIIUM KOpPBI HAAMOYEYHUKOB, MOTYT OTMEYATHCS TakKKe TMPU HCIOIH30BAHUM MECTHBIX
TIIIOKOKOPTUKOCTEPOUIOB, OCOOCHHO Y JIETEH.
CucremHas abcopOuuss MECTHBIX TIIOKOKOPTUKOCTEPOUIOB MMOBBIIEHA MPU UX JJIMUTEILHOM
NPUMEHEHUH, MpHU JIEYeHUH OOIIMPHBIX TIOBEPXHOCTEH Tejla WM TpPU HCIOIb30BAHUU
3aKPBIBAIOIIUX MOBS30K, & TAKXKE Y IeTEH.
enecronepM-B moka3aH TONBKO [JIs HApY>XHOTO TPHUMEHEHWsS W HE MpeIHa3Ha4YeH JUIs
MPUMEHEHHUS B 0(TAIbMOJIOTHH.
[Tpu cucTeMHOM M MECTHOM NMPUMEHEHHH KOPTHKOCTEPOUJOB MOTYT OTMEYaThCs HapyIICHUS
3peHusl.
Ecnu manueHT npeabsBiseT kKaloObl Ha HEYETKOCTh 3PCHHS WM JPYTUe HAPYIICHHS 3PCHUS,
HEO0OXO0JUMO HAIlPaBUTh MAllMeHTa HAa KOHCYJbTAINIO K OTAIBMOJIOTY Ui OLIEHKH BO3MOXKHBIX
IPUYUH, KOTOPbIE MOTYT BKJIIOUaTh KaTapaKTy, IIayKoOMY, CEPO3HYIO0 XOPHOPETHHOIATHIO.
eTu
Jletr MOTYT OBITH O0JIee BOCTIPUUMYUBHI K TpruMeHEeHHIO MecTHBIX [ KC, BBI3BIBAIOIINX YTHETCHHE
TUNoTaIaMO-THNogu3apHO-HaAmoYeuHnkoBo cuctembl (I'TH), Wem mamuweHTsI CcTapiiero
BO3pacTa, B CBA3W C MOBBIMICHHONW abcopOimeil mpenapara, CBI3aHHOW ¢ OOJBIICH BEITUYHMHON
COOTHOIIIEHUS Y HUX TLIOMIAIN MTOBEPXHOCTH U MACCHI Tela.
VY nereii, momy4aBmux ederre mectHeIME ['KC, otmMewanuck cienytomiue mooounbie 3 exTs:
noxasnenne ¢pyakuun ['TH cucremsl, cunapom Mnenko-Kymmuara, muHeiHas 3amepKKa pocTta,
OTCTaBaHUE B MPHOaBKe Beca, MOBBIIICHNE BHYTPpUUYEPENHOro AaByieHuss. CUMOTOMBI yTHETEHUS

(YHKIMU KOpbI HAANOYEYHHKOB Yy JeTei BKIIOYAIOT B ce0sl CHIDKEHHE YPOBHS KOpPTH30J7a B
2
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NpOSIBIAETCS BbIOyXaHHEM pOJHUYKA, TOJOBHOM OO0NbIO, JBYyXCTOPOHHHUM OTEKOM JHCKa
3pUTENBHOIO HEPBA.

4.5. B3aumopaeiicTBMe ¢ JPYrHMH JIEKAPCTBEHHbIMH MNpenapataMM W JApyrue BHAbI
B3aHUMOJEHCTBHS.

Kakoro-mn6o B3ammopeiictBusi mnpenapara llenecromepm-B ¢ apyrumu  nexkapcTBEHHBIMU

CpeICTBAaMHU HE 3apEeTHCTPUPOBAHO.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD M JIAKTALMU

bepemeHHOCTH

B cBsi3u ¢ Tem, uro Ge3omacHocTh mpuMeHeHHss MecTHBIX ['KC y OepeMeHHBIX HE yCTaHOBJICHA,
Ha3HAYCHHE MPENapaToB dTOTO Kiacca B MepHo]i OEPEeMEHHOCTH OMPaBIaHO TONBKO, €CITU TOJb3a JjIs
MaTepH SIBHO MPEBBIIIAET BO3MOXKHBIA Bpen s mioAa. [IpenapaTel JaHHOW TpyMNIbl HE JOJKHBI
MIPUMEHATHCS y OEPEMEHHBIX B OOJBIINX 032X WM B TEUCHUE JUTUTEIILHOTO BPEMEHH.

JlakTamnus

Tak kak /10 HaCTOSIIETO BpeMEHH He ycTaHoBjieHO, MoryT ju ['KC mpu MecTHOM NMpUMEHEHHH U
CUCTEMHOI aOCOpOIINY MPOHUKATH B TPYAHOE MOJIOKO, CJIETYET MPEKPATHTh TPYIHOE BCKAPMITUBAHUE

WM IPpUMEHCHUC IIpCIiapara, Y4UTbiBas, HACKOJbKO €T0 IPUMCHCHUC HCO6XOI[I/IMO AJIs1 MaTCpu.

4.7. YupasJjieHue TPAHCIOPTHBIMY CpeICTBaMH U padoTa ¢ MeXaHU3MaMu

He BbIsiBIeHO Kakoro-nubo BnusHUs npenapata Llenecronepm-B Ha cocoOHOCTH yHpaBsATh
TPAHCHOPTHBIMH CPEACTBAMHU U paboOTaTh C MEXaHU3MaMHU.

4.8. HexkennaTeibHbIe peakuuu

Pe3roMe HexxenaTeabHbIX PEAKIINN

[Ipy mpUMEHEHUH TITIOKOKOPTUKOCTEPOUIOB MECTHOTO JACUCTBHUS HAONIONAINUCH CIEIYIOLIHe
HE)KEJaTEeNbHBIC SIBICHUS: HOKEHUE, PAa3JIpAXKEHUE U CYXOCTh KOXKHU, (DOIITUKYIUT, THIIEPTPUXO3,
YIPEBUAHBIC BBICHINIAHUS, THUIOMUTMEHTALUS, T[EPUOPAIbHBIN JepMaTUT, alIepruuecKuii
KOHTAKTHBIM JepMaTUT, Malepauus KOXH, BTOpUYHas HH(EKuus, aTpodus KOXHU, CTPUH,
NOTHUIIA, CUCTEMHBIE ITOOOYHbIE PEaKUU (HEYETKOCTD 3PEHHS).
eTH

VY nerell, MpUMEHSBIIUX MECTHBIE TIIOKOKOPTHUKOCTEPOUBI, OTMEUAIUCH CIIEAYIOLINE

mo6ouHbIe YPPEKTHI:

- o/1aBJeHNEe (PYHKLINU TUIIOTATAMO-THIIO(U3aPHO-HAATIOYEYHUKOBOM CUCTEMBI;

- cuaapoM KymmHra;

- JIMHEWHAs 3aJIep’KKa pOCTa;

- OTCTaBaHHE B MpHOaBKe Beca;
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- TIOBBIIICHUE BHYTPUYEPEITHOTO JTABICHUSL. (NOCNEOOBATENEHOCTE 0001)

CuMnTOMBI YrHETEHHsS! ()YHKIHMU KOPHI HAAMOYEYHUKOB y JE€TEH BKIIIOYAIOT B ceOs CHMKCHHE
YPOBHA KOPTHU30Jia B IJIA3ME U OTCYTCTBHUC OTBCTA HAa CTUMYJIANHNIO aIPCHOKOPTUKOTPOIIHOTO
ropmoHa (AKTT).

[ToBbIIeHNE BHYTPHYEPEITHOTO JABJICHUS MPOSBISACTCS BHIOyXaHHEM POJHUYKA, TOJOBHOM
001610, IBYXCTOPOHHUM OTEKOM JIFICKa 3pUTELHOIO HEpBa.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX peaKIUsAX I[OClie pPETUCTpaluu
JIEKapCTBEHHOI'0 Tperapara ¢ 1elbio 00ecredeHns] HePepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«TOJbh3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs
coolmiate O JOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEaKIHsIX JIEKAPCTBEHHOIO Iperapara
yepe3 HallMOHAIbHBIE CHCTEMbI COOOUIECHHS O HEXENATEebHBIX PEaKIUsiX rocyJapcTB — YJICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccuiickas Denepanus

109012, r. Mocksa, CraBsiHCKasl miiomiaib, 1. 4, ctp. 1

denepanpHas cinyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)

Tenedon ropsaeit muauun: § 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CUMIITOMBI.

UpesmepHoe win anutensHoe npuMeHenrne MecTHeIX ['KC MoKeT BBI3BaTh YrHETCHHE (BYHKIIHH
runou3apHO-HAIMOYSYHHKOBOW CHCTEMBI, YTO MOXKET CTaTh MPUYMHON Pa3BUTH BTOPUYHOM
HEJO0CTATOYHOCTU KOPbI HAAMOYEUYHUKOB U MOSIBICHUS CUMITOMOB THIEPKOPTUIIM3MA, BKIIIOYast
cunapoM Nnenko-Kymmnra.

JleueHue.

[Toka3aHo  COOTBETCTBYIOIEE  CHMITOMaTH4eckoe  JedeHue.  OcCTpble  CHMIITOMBI
TUTICPKOPTHIIM3MA  OOBIYHO  oOpatumbl. [Ipy  HEOOXOIMMOCTHM  TIOKa3aHa  KOPPEKIIHS
AEKTPONUTHOTO ArcOananca. B ciiydae XpOHHYECKOr0 TOKCHYECKOTO AEHCTBUS PEKOMEHYETCs
noctenenHas ormena ['KC.

5. DPAPMAKOJIOTMYECKHE CBOWCTBA

5.1 ®apmakoauHaMHYeCcKHe CBOMCTBA

dapMakoTeparneBTU4YecKasi Tpynmna: KOPTUKOCTEPOUAbI, TNpPHUMEHSEMble B JI€pMaTOJIOTHUU;
KOPTUKOCTEPOUIbI; KOPTUKOCTEPOUIBI C BBICOKOM aKTUBHOCTHIO (rpymma I1I).

Kox ATX: DO7ACO01
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MexaHu3M eiicTBHS (MOCNENQBATENEHOCTL 0001)

BeramerazoH oOka3piBaeT MPOTHBOBOCHAIMTEIHRHOE U MPOTUBOALIEPTHYECKOE JICHCTBUE
MOCPEACTBOM TOPMOKEHHUS BBICBOOOXKIIEHUS IIUTOKMHOB W MEIMATOPOB  BOCHAJICHUS,
YMEHbIIIEHH  MeTadolM3Ma  apaxUJOHOBOM  KUCJIOTHI, HMHAYLHUPOBAaHUS  0Opa30BaHUA
JUTOKOPTUHOB, O0JIaalONINX MPOTUBOOTEUYHOM aKTUBHOCTBHIO, CHIKEHHUS IPOHUIIAEMOCTH
COCY/IOB.
Muxkpoaucnepcust atoro riaokokoptukocreponsa (I'KC) B HexupHO, HE UMeIOLIEH 3anaxa, He
OCTaBJIAIONIEH CJEJOB Ha ONEXKAES, JErKO CMBIBAIOIICHCS Ma3eBOM OCHOBE O0eCIEYMBaET
3¢ pexkTUBHOE MPOHMKHOBEHHE B KOKY M OBICTPOE HAYaso JEHCTBHUS.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. Ilepeuenb BcnoMoOraTeibHbIX BelIECTB

napaduH KUATKAA

napaduH OebIid MATKUI

6.2. HecoBMecTUMOCTH

He nmpumennmo

6.3. Cpok rogHocTH (CPOK XpaHeHHs )
3 rona.
6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPU XPaHEHUU

XpaHuTh Npu TEMIepaType He Bbiie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

ITo 15 r umm 30 r B TyOBI aJTIOMHUHHMEBbIE, TOKPHITHIEC 3aALTUTHBIM JIAKOM (3MTOKCHIHOE MOKPHITHE),
C TOPJIOBUHOM C BUHTOBOW pe3b0OH, MOKPHITOM MeMOpaHoi u kosmadkoM u3 [I9BI1. OTkpbIThIi
KOHEI[ 3alI0JJHEHHON TyObl MMEEeT KOJIbLIO XOJIOAHOTO 3aledyaThIBaHUsl M 3aKPHIT MEXaHUYECKUM
o0xuMoM. Ha kosmauke uMeeTcst ocTpue Ui OTKPBITUS MEMOpPAHBI.

[To oxgHOIi TyOe BMECTe ¢ TUCTKOM-BKJIA/IBIIIEM B KAPTOHHOM MavykKe.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  INpemapara WIH OTX0A0B, IOJY4YEHHBIX [0CJie TPHUMEHEHUs
JICKApPCTBEHHOI'0 Mpenapara u Apyrue MaHUIYJISIUM C PenapaToM

Het oco6b1x TpeboBaHuii.

7. AEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA

Poccus

AO «BAMEPy, Poccust

107113, r. Mocksa, yi. 3-1 Peibunckas, 1. 18, ctp. 2.

7.1. [IpencraBuTeib AepKaTessi PeriCTPAIIMOHHOIO Y0CTOBEPEeHUs
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[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aPECY:

Pocculickas Oenepanus:

AO «BAMEP»

107113, r. Mockaa, yiu. 3-s1 PeiOunckas, a. 18, ctp. 2, Poccust
Tenedon: +7 495 231 12 00

https://www.bayer.ru
8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

9. IATA NMEPBUYHOM PETUCTPAIIMUA (IIOJATBEPXKIEHHS PETUCTPAILIUU,
HEPEPEI'MCTPALIUN)

JlaTa nepBoii perucTpanuu:
10. JATA HEPECMOTPA TEKCTA

OO0mas  xapakTepHCTHKa JIeKapcTBeHHoro mpemapara llemecrogepm-B  goctymua Ha
uH(pOpMallMOHHOM TMopTaie EBpa3uiickoro SKOHOMHYECKOTO CoO103a B HMH(OPMAIOHHO-

KOMMYHHUKaIIMOHHOH cetu «IHTepHeT» https://eec.eacunion.org/



	1. НАИМЕНОВАНИЕ ЛЕКАРСТВЕННОГО ПРЕПАРАТА
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