COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 14.09.2026 N2 17816

OBHIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOUO/MMPEIIARATA(Z5)

1. HAMUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA
Hesanak, 1 mMr/mi1, Kariu ria3HbIe.

2. KAUECTBEHHBII U1 KOJIMYECTBEHHBI COCTAB

JleiicTBy1oIIIee BEIIECTBO: HenadeHax.

1 M1 kamenb rias3Heix coaepxut 1,0 Mr Henadenaka.

BcnomoraTenpHbIC BeliecTBa, HATUYUE KOTOPBIX HAJIO YUYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npemapata: OeH3amKoHUs XJIopua (cM. pasaen 4.4).

[TonubIi IepeyeHb BCIIOMOTaTeIbHbIX BELIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHASA ®OPMA
Kamu rimazaele.
OnHopoaHas CycrneH3us OT CBETIIO-XKENTOr0 10 CBETIO-OPAHKEBOIO LIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxa3aHusi K NPUMEHEHUIO

[Ipenapar HeBaHak nmoka3aH K NPUMEHEHUIO y B3POCIIbIX JUIS:

® IPOGMIAKTUKA M JICYeHUS OOJIM ¥ BOCHAICHUS B IIOCICONEPANMOHHOM TEPUOJE DKCTPAKIUH
KaTapaKThl;

® CHIKCHMSI pHUCKAa DPAa3BUTUS MaKyJIpHOTO OTE€Ka Yy NAaIlUeHTOB C CaxapHbIM JHa0eToM B
IIOCJICONIEPALIMOHHOM IIEPUOJIE IKCTPAKIIMY KaTapaKThl.

4.2. Pe:xuM 103MPOBaHUSA U CIIOCO0 MPUMEHEeHMsI

Pexxnm 1o3upoBanus

B3spocnvie, exniouas nayuenmog nodxcunoz2o ospacma

Ilpounaxmuxka u neuenue 0Ooau u ocnanenus 6 NOCIeONePaAyUOHHOM Nepuode IKCMPaKyuuu
Kamapaxmaoi

ITo 1 kame nmpemapara HeBanak B KOHBIOHKTHBAJIBHBIN MEIIOK MOpPaXEHHOTO TJia3a (Tyia3) 3 pasza B
cyTkH. JleueHne HauMHaOT 3a 1 A€Hb JO XMPYpru4ecKoro BMELIATENbCTBA N0 YAAJIECHUIO KaTapaKThl,
MIPOJOJIKAIOT B JIEHB ONEpali U B TEYEHHE MEPBBIX 2 HE/IEIb MOCIe0NepallMOHHOrO ePHoa.

3a 30-120 MuHYT 10 onepanuu HeOOXOJMMO 3aKanaTh JOMOJHUTEIbHYIO KaIlllo Ipenapara.

JleueHnne MoxeT ObITh MPOJJIEHO A0 3 HEJENb MOCIEONEePAMOHHOT0 IEPHO0/ia 0 Ha3HAUEHUIO Bpaya.

CHuoicenue pucka _pazeumus, _MAaKyIapHo20 _OmeKa Y NAYUEHMO08 ¢ CAXapHbiM__Oouabemom 6
nocieonepauuOHHOM nepuode IKCMpaKuuu Kxkamapaxkmasl

ITo 1 kamue nmpemapara HeBanak B KOHBIOHKTHBAJIBHBIN MEIIOK MOpPaXEHHOTO TJia3a (ryia3) 3 pasza B
cyTku. JledeHne HauMHAIOT 3a 1 JIGHb O XUPYPTrUYECKOr0 BMEIIATENHLCTBA MO YIAICHUIO KaTapaKThl,
3aTeM MPOJIOJDKAIOT B JIEHb OTIEPAIMH U B TMOCIEOTNEPANIMOHHBIN MEPUO]] TPOI0KUTEIILHOCTRIO 10 60
JHEH 1Mo Ha3HAYCHUIO Bpaya.

3a 30-120 MuHYT 710 OTIepaIii He0OXOAMMO 3aKaraTh JOTOJHUTEIBHYIO KaIllio Mmpernapara.

Oco0bIe TPYIIITHI MTAIMEHTOB

Ilayuenmul nosxcunozo eospacma (65 rem unu cmapuie)

Hukakux paznmuauii B 6€301acHOCTH U 3PPEKTUBHOCTH MEX Ty TOKUIBIMU MAIlHCHTAMH U TIAIIHCHTaMHU
0os1ee MOJIOZOTO BO3pacTa BHISIBJICHO HE OBLIO.
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Iayuenmet ¢ napywenen gynkyun neven u nouex (NOCNEAOBATENBHOCTL 0025)

[Tpumenenue npenapara HeBaHak y anueHTOB ¢ HApyIIeHWEM (QYHKIIMU [IEYEHH U ITOYEK HE U3Yy4ajoCh.
Heo6xonuMocTh KOPpEeKLMH J03bI sl 3TOW KaTeropuu MalMEeHTOB OTCYTCTBYET, IOCKOJIBKY IOCIIEe
IIPUMEHEHHUS MECTHO, B BUJE MHCTUIUISILIUN B KOHBIOHKTUBAIIBHYIO I10JIOCTh, €M0 CUCTEMHAs SKCITO3ULIMS
OUYEHb HEBEJIMKA.

Jlemu

be3onacHocts u 3¢ pexTuBHOCTD NpenapaTa HeBaHak y aereil ¥ NOAPOCTKOB HE yCTaHOBIIEHbI. [laHHbIE
OTCYTCTBYIOT. Y NAIMEHTOB 3TOH BO3PACTHOM TIpPYIIIbI HE PEKOMEHIYETCS NPUMEHSTh IMpernapar
Hesanak 10 nosry4eHus JOTIOJHUTEIbHBIX IaHHBIX.

Croco0 nprMeHEHUs

MecTHO, B BUIC HHCTUJUISALNN B KOHBIOHKTUBAIBHYIO MTOJIOCTb.

Cnenyer CcOOOIIMTh TMAIMEHTY O HEOOXOAMMOCTH TINATSIBHO BCTPSAXUBATh (IAKOH Tepe
MIPUMCHCHUCM.

[Tocime CHATHS KPBIMIKH, €CIIHM 3aIISIKUBAIOIIUICS 0000K C 3alUTOW OT BCKPBITHS HE MPHUIIEracT K
TOPJIOBUHE, €r0 HEOOXO0IMMO YAAIUTh TIepe]] MPUMEHEHHEM Mpernapara.

He cnemyer mpukacatbcsi KOHUYMKOM (PJIaKOHA-KAIICIBHUIBI K KAKOW-TMOO IMOBEPXHOCTH, YTOOBI
n30exarh 3arps3HeHUs (DIaKOHA-KareIbHUIBI H €r0 COJEPKUMOTO0. Takke ciaemyeT n3deraTh KOHTaKTa
KOHYMKA (hJTaKOHA-KAIeIbHHIIBI C I71a30M, TaK KaK TAKOW KOHTAKT MOYKET TPaBMHUPOBATH IJ1a3.
HeobOxomumo mpexynpeuTh ManueHTa 0 He0OXO0AMMOCTH XPAHUTh (DJIAKOH TUIOTHO 3aKPBITHIM, KOTAA
OH HE HCIOJIb3YETCSl.

[Ipy mpUMEHEHHH HECKOJIBKHX O(TaIbMOJOTHYCCKUX JIEKAPCTBEHHBIX IPENApaToB IS MECTHOTO
NPUMEHEHHST WX CJIEIyeT 3aKalblBaTh C HMHTEPBAJIOM HE MeHee 5 MHHYT. [J1a3Hble Ma3W Clenyer
MPUMECHSITH B ITIOCJICTHIOIO OYepEeib.

Ecnmu nmo3a npenapara Obuta mporylneHa, TO 1 Karuio clieyeT 3akanaTh Kak MOXKHO CKopee, Iepel
BO3BpaTOM K OOBIYHOMY PEXKHUMY JO3MpOBaHMA. He ciemyeT KOMIICHCHpPOBATh MPOMYIICHHYIO 103y
MyTeM yABaWBaHUS J03bI.

4.3. IIpornBonoxa3anus

e [unepuyyBCTBUTENHHOCTh K EHCTBYIOIIEMY BEIIECTBY MIM K JIOOOMY W3 BCIIOMOTATENIbHBIX
BEUIECTB, IEpeuYMCIeHHbIM B paszzgene 6.1, a Takke K JPYyrUM  HECTEPOUIHBIM
MIPOTUBOBOCTIANTUTENBHBIM npenaparam (HIIBIT).

e bpoHXuanbHasg acTMa, KpalmWBHUIA, OCTPBIM PUHUT, BBI3BAHHBIC IIPUEMOM AalCTWICAIULUIOBOU
kucinotel wim apyrux HIIBII.

4.4. OcoOble yKkazaHusl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipenapar HeBanak He mpenHa3HaueH JUIsI WHBEKIMOHHOrO BBeneHHs. Crienyer NpeaynpeauThb
MAIMEeHTOB, YTO Mperapar He ceyeT MPUMEHSTh IEPOPATBHO.

[Tanmentam cienyer u3derarb BO3ACHUCTBUS COJIHEYHOTO CBETa BO BpeMs NPUMEHEHHs MpenapaTa
Hesanaxk.

OdTranbmonoruyeckue 3¢ hHexTol

[Tpumenenne HIIBII 1y mecTHOTO (0()TaIbMOJIOTHYECKOT0) TPUMEHEHHSI MOXKET PUBECTHU K Pa3BUTHIO
KepaTtuTa. Y HEKOTOPBIX BOCIIPUUMUUBBIX MAIMeHTOB AnuTenbHoe npuMmenenue HIIBIT mist mectHoro
(0 TaTEMONIOTHYECKOT0) TPUMEHEHHUS MOXKET BBI3BaTh pPa3pblB KIETOK OIHTENHS, HCTOHYCHHE
POTOBHIIBI, 3PO3UIO0 POTOBHUIIBI, 0Opa30BaHUE $3BBI HAa POTOBUIE MM MEep(OpaIio POroBUIBI (CM.
pasnen 4.8). DTH HeXenaTeNnbHbIE PEaKIMH MOTYT CO3/1aBaTh PUCK TOTepH 3peHus. [lanmmeHTsl ¢
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Pa3pbIBOM SIUTENHS POTOBULIBI JOHKHBI HEMEAJIEHHO nperéiJrl/i:fIl: ljff)l[/IMelgiE}iﬁHleEnUérlleﬂ)g[falﬁeﬁaﬁaK‘ u

HAXOJUTHCS MO/ HAOIIOAEHUEM, LIENIbI0 KOTOPOT'O SIBJISIETCSI MOHUTOPUHT COCTOSIHUSL POTOBHIIBI.
IIpumenenne HIIBII mns mectHoro (oTambMOJIOTHYECKOTO) MPUMEHEHHUS MOXKET 3aMEIATh WIIH
3aJIep)KUBATh TMpOLIECC 3aKuBieHUS. Takke H3BECTHO, YTO KOPTHUKOCTEPOMJbI JJIsi MECTHOTO
(oTanbMOIOTHYECKOr0) IPUMEHEHHUS 3aMEeJUISIOT WU 3aJepKUBAIOT 3axkuBjieHue. OQHOBpEMEHHOE
npumenenne HIIBIT mist MmecTHOTO (0 TaIBMOIOTHYECKOT0) TPUMEHEHHUS U TIIOKOKOPTHKOCTEPOUIOB
UIS MeCTHOTO (0()TanbMOJIOTMYECKOr0) MPUMEHEHHS MOXKET IOBBICUTH BEpPOSTHOCTh MIpoOJieM C
3a)KUBJICHUEM.

[TocTperucrparmonnsiii  onbiT  npumeHeHus HIIBII  gns  mectHoro (o TanbMOIOTHYECKOTO)
MPUMEHEHUSI  MOPEIIoiaraeT, 4YTo [MalMeHThl C  OCJIOXHEHUAMH TOCIe  XUPYPrHUeCKHUX
0 TaTEMOJIOTUYECKUX BMEILATENbCTB, JIEHEPBAIlEe POTOBUIIbI, AePEKTaMH ODIHUTEIUS POTOBHUIIBI,
caxapHbIM JHa0ETOM, TTOBEPXHOCTHBIMU 3a00JIEBAaHUSIMU TJ1a3 (HAlpUMep, CHHIPOMOM CyXOTO Tia3a),
PEBMATOMHBIM apTPUTOM HWJIM NOBTOPHBIMU XHPYPrHYECKMMU BMELIATEIbCTBAMU, IPOBEACHHBIMU B
TEUEHHE KOPOTKOTO TPOMEKYTKA BPEMEHHU, MOT'YT UMETh MOBBIIIEHHBIN PUCK Pa3BUTHSI HEXKETATEIbHBIX
peakluil co CTOPOHBI POTOBUIIBI, UTO MOXET c03/arh yrpo3y norepu 3penus. HIIBII ana mectHoro
(o¢TanbMOIOrNYecKOro) MPUMEHEHUS] Y TAaKUX MAIUMEHTOB CIIEAYET MPUMEHSATh C OCTOPOKHOCTHIO.
JlnutenbHOE IPUMEHEHHE 3TUX MPENapaTOB MOXKET YBEJIIMUNUTh PUCK BOSHUKHOBEHHUS U CTENIEHB TAKECTU
HEXeJIaTEJIbHBIX PEaKUil CO CTOPOHBI POTOBUIIBI.

[Ipumenenne HIIBII mns MectHoro (oQTaJibMOJOTMYECKOT0) TPUMEHEHHUS B COYETaHHH C
XUPYPIHUECKOM orepaiueil Ha Ii1a3aX MOKET BBhI3bIBATh MHTEHCUBHOE KPOBOTEUEHHUE B TKAHSAX Tiiaza
(Bxmrowast rudemy). Ilpemapar HeBanak ciemyeT NMpUMEHSTh C OCTOPOXKHOCTHIO Yy TAIlMEHTOB, B
aHaMHe3€ KOTOPbIX 3a(UKCUPOBaHA CKIOHHOCTb K KPOBOTEUEHMIO, WIM Yy MAllMEHTOB, MOJYYarOIIUX
JpyTrHUe JIEKapCTBEHHBIE MperapaThl, KOTOPbIE MOTYT YBEJIMUMUBATh BPEMSI KDOBOTECUCHHUS.

[Tpumenenne HIIBII myis mectHOro (0(prambMosornyeckoro) MpUMEHEHUS MOXKET MPEensiTCTBOBATH
CBOEBPEMEHHOMY pAclO3HABAHUIO TMPHU3HAKOB ocTpoil rnasHod uHbekuuu. HIIBII ne obmamaror
KaKUMU-JIN00 TPOTHBOMHUKPOOHBIMHU CBOMCTBaMU. B cirydae pa3BUTHS I1a3HONW MHPEKIIUN IPUMEHEHUE
HIIBIT ans MecTHOrO MpHUMEHEHHUsS OAHOBPEMEHHO C aHTHOAKTEPHATbHBIMU CPEACTBAMH JIOJKHO
OCYIIECTBIISITHCS C COOJIIO/IEHUEM MEP MPETIOCTOPOHKHOCTH.

JlaHHbIE 1O OJAHOBPEMEHHOMY IPUMEHEHHUIO AaHAJIOTOB IMpoCTarjaHiuHa W npenapara HeBanak
OTCYTCTBYIOT. Y UUTHIBAsi MEXaHU3MBI UX JIEUCTBUS, OJJHOBPEMEHHOE MPUMEHEHHE HE PEKOMEHTyEeTCSl.
KoHTaKkTHBIE JTUH3bI

Hcnonb30BaHre KOHTAKTHBIX JIMH3 HE PEKOMEHYETCSl BO BpEMsI IIOCIIEONEPAIMIOHHOT0 IEpHUOoa 10CIIe
XUPYPrUUECKOU onepaiuu 1o nmoBoy KaTapaKThl.

beH3ankoHus XJ10puj

[Ipenapar HeBanak cOACPKUT KOHCEPBAHT OCH3AJIKOHUS XJIOPHJ, KOTOPHIH MOMET BBHI3BIBATH
pasapakeHUe Ia3 U U3MEHEHHUE 1[BeTa MATKUX KOHTaKTHBIX JMH3. He pekomeHayeTcs ucnoiab30BaTh
KOHTaKTHbIE JIMH3bl IpU JeuyeHuu mnpenapatom Hesanak. Ecniu Bo BpeMms jeueHHs HEOOXOAMMO
MCMOJIb30BaTh KOHTAKTHBIE JIMH3bI, TO MALIUEHTHI IOJKHBI OBITh MPOUH()OPMUPOBAHBI O TOM, YTO Mepej
MHCTIWIIISINUEN npenapata HeBaHak cieayeT CHATh KOHTAKTHBIE JIMH3bI, a MOCIE WHCTUIUIALUU
MIOJI0’K/1aTh HE MEHee |5 MUHYT, IpeXe YeM HaJIeTh UX CHOBA.

HccnenoBanus mokasaiu, 4To OCH3AJIKOHHUS XJOPHJ, KOTOPBIM colepkuTcs B mpenapare HeBanak,
MOJKET BBI3BIBATh TOYEUHBIH KEpaTUT W/MIM TOKCHYECKYIO S3BEHHYIO Keparomartuio. [loaTomy mpu
4acTOM WJIM ITTUTENIbHOM IPUMEHEHUH MTpernapaTa He00X0AMMO THIATeIbHOE METUIIMHCKOE HA0II0/IeHNe
MalyeHTa.

IlepekpecTHas 4yBCTBUTEIbHOCTh

[Tpu mpuMeHeHNH HenadeHaka CyIeCTBYET BOZMOXKHOCTh Pa3BUTHS MIEPEKPECTHOM UyBCTBUTEIBHOCTH
K aleTUICATUIMIIOBOM KHCIIOTE, TPOU3BOJHBIM (DEHMITYKCYCHOM KHCIOTHI, a Takxke apyrum HITBIIL.
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4.5. B3aumojeiictBue ¢ JIPYrMMHM JIeKApCTBEHHbIMH IpenapaTtaMd M Jpyrue BHIbI
B3aMMOJAEHCTBUSA

B uccnenoBanusix in vitro Hu HenageHak, HU aM()eHaK He HHIHOMPYIOT METa00INYECKYIO0 aKTUBHOCTD
yenoBeueckoro nuroxpoma P450 (m3odepment CYP1A2, 2C9, 2C19, 2D6, 2E1 u 3A4) npu
koHreHTpauuud 10 3000 wr/mu. CremoBaTenbHO, NPU OJHOBPEMEHHOM MNPHUMEHEHHMH C APYTUMH
JIEKapCTBEHHBIMM IIperapaTaMi B3aMMOJEHCTBHE C BOBJIEeYeHHEM H30(epMeHToB nuroxpoma P450
MaJIOBEpOSITHO. Tarke MalOBepOATHBI B3aWMOJICHCTBHSA, OMOCPEIOBAHHBIE CBSA3BIBAHMEM C OEIKaMu
IJ1a3MbI KPOBH.

JlaHHBIE TIO OJHOBPEMEHHOMY IPHUMEHEHHIO Ipernapara HeBaHak W aHajIoOroB mpocTarjaHIuHa
OrpaHUYEHBl. YUUTHIBAsI MEXaHU3MBbI UX JIEHCTBUS, OJHOBPEMEHHOE IPUMEHEHUE HE PEKOMEH1yeTCs.
OpnnoBpemenHoe npumeHenre MecTHbIX HIIBII 1 MECTHBIX CTEpOMI0B MOXKET MOBBICUTH BEPOSTHOCTH
npobinem c¢ 3axuBieHueM. OIHOBpeMEHHOE INpUMEHeHue Ipenapara HeBaHak ¢ mpenaparamu,
YAJMHSAIOIUMEI BpEMsI KPOBOTEUEHHS], MOXKET YBEJIIMUUTh PUCK KpOBOTEUeHUs (cM. pazzaen 4.4).

B ciydyae npuMeHeHHs HECKOJIbKUX MPENapaToB /sl JICUEHUs I1a3HbIX 3a00J1€BaHUN, HHTEPBAl MEXIY
UX MPUMEHEHHEM JIOJDKEH COCTAaBJIAThH He MEHee 5 MUHYT. | 71a3Hble Ma3u JOJDKHBI IPUMEHSTHCS B
MOCJIETHIOKO OUEePElb.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS
bepemeHHOCTH

Hanexnelx u XO0poHmo KOHTPOJHUPYEMBIX I/ICCJ'IGI[OBaHI/Iﬁ y 6epeMeHHHX JKCHIIHMH, KOTOPLIC OBI
IMMO3BOJIAIN CACIATh BBIBOJ O CBA3AHHOM C IIPEIIapaToOM PHUCKE, HC ITPOBOAWIIN. I[aHHI)IC O NPUMCHCHUHA
npcliapara HeBanak y 6epeMeHHHX JKCHINHWH OI'paHUYCHBI.

B uccrnenoanmsx amOpuoderaabHO TOKCHYHOCTH Y KPBIC M KPOJIMKOB HemadeHaK, MPUMCHSIBITHIACS
MepopalibHO B MIEPHOIE OPTaHOTeHEe3a, He BhI3bIBAI AMOpHO(deTanbHON TOKCHYHOCTH B f103€ 10 MI/Kr/cyT
(uTo B mepecueTe Ha HKCIO3ULMIO HenadeHaka 1 amdeHnaka y yenoBeka npesbimaer MPI'[U, kotopas
cocraBisier 1 karmmo npenapata HeBanak, kamm rnaszsuele 0,3%, B kaxnpiid rnas3, B 20 u 179 pa3
COOTBETCTBEHHO).

[TepopansHoe BBeAeHNE HemadeHaka OepeMEHHBIM KpbICaM B MEPHOJ] TeCTAIlMU U JIAKTAI[UH BBI3BIBAJIO
ruoeIs 6epeMCHHBIX CaMOK IMIpH BCEX A03ax, B TOM YUCJIC MPHU MHUHUMAJIBHOU W3 HU3YYCHHBIX 103, 3
MT/KT/CYT.

JHlo3a, He oka3biBaromas HaoOmonaemoro 3¢dexkra (NOEL) B OTHOLIEHWHM TOKCHUYHOCTH JUIst
MaTepUHCKOIO OpraHu3Ma, B 3TOM HCCII€IOBaHUMM He Obula ycTaHOBJeHa. B ciydae mpuMeHeHHs
mperapara B J03aX = 3 MI/KI/CyT OTMevalach JHMCTOLMSA, a B cly4yae €ro NPUMEHEHUs B
no3ax > 10 Mr/kr/cyT orMedanach IMOBBIIIEHHAs 4YacTOTa IMOEIN MOTOMCTBA, OCOOEHHO B pPaHHEM
HEOHATaJIbHOM IIEPHUOJE.

[Tockonbky mociie npuMeHeHus npemnapara HeBanak cucteMHast 3KCIIO3UIIMS y YeI0BeKa IPEHEOPEKUMO
Masia (<1 HI/MJI), pUCK, CBSI3aHHBIA C MPUMEHEHUEM Mperapara BO BpeMs OepeMEeHHOCTH, MOXKHO
cuuTaTh HU3KUM. TeM He MeHee, NOJABIECHHE CHHTE3a NPOCTArjJaHIWHOB MOXET OKa3aTh
HEeOJIaronpusaTHOE BIUSHHE Ha TeUYeHHUE OCpPEeMEHHOCTH, Pa3BHTHE SMOpPUMOHA/TLIONA, POAbI U (WIIN)
MOCTHATaJIbHOE Pa3BUTHE.

BCpCMCHHBIX JKCHIIWH CIICAYCT MPEAYHPCKIATh O BOBMOXKXHOM PUCKC IJId IJIOAA. HpenapaT Hesanak
CJICOAYCT NPUMCHATH IPU 6epeMeHHOCTI/I JIMIIb B TOM ClIy4dae, €CJIM OXuJacMas I10JIb3a OIMPaBAbIBACT
BO3MOXKHBIN PUCK IJId T10J44a.
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JlaHHBIE O IPUCYTCTBUU HemadeHaka B TPYAHOM MOJIOKE, €0 BO3ACHCTBUH Ha peOeHKa, HaXOISIIET0Cs
Ha TPYJIHOM BCKapMJIMBaHUU, WM BBIPAOOTKY IPyAHOTrO MOJIOKa OTCyTCTBYIOT. [locne mepopanbHOro
BBEJICHUSA HemadeHaK I0MaJaeT B MOJIOKO JIAKTUPYIOUIMX KpbIC; TPU OSTOM OTHOLICHHE €ro
KOHIIEHTPALlMU B MOJIOKE K KOHILIEHTpaluU B 1ia3Me kpoBu coctanisier < 0,6. HeussectHo, Oyner nu
HenadeHak OOHApYKUBATbCAd B TPYJHOM MOJIOKE MaTepH IMOCJIE €ro NPUMEHEHHS MECTHO, B BHUJE
MHCTUJUISIUN B KOHBIOHKTUBAJIBHYIO MTOJIOCTb.

Hapsiny ¢ monb30ii OT TpyAHOTO BCKapMIIUBAHUSI IJIs1 PA3BUTHUS U 310POBBS peOCHKA ClIeAyeT IPUHUMATD
BO BHHMaHUE MEIMIIMHCKYIO HEOOXOIMMOCTh NMpUMEHEHHs mpernapara HeBaHak y Marepu, a Takxke
BO3MOYKHOE HeOIaromnpusaTHOe Bo3JeiicTBUEe mpernapara HeBanak Ha peOeHKa, HaXOISIIErOcs Ha
IPYJHOM BCKapMJIMBaHUH.

PepTHIILHOCTD

JlanHble 0 BIMSIHUM HeradeHaka Ha (PepTUIIBHOCTD YEJIOBEKA OTCYTCTBYIOT.

B uccnenoBaHusx y KpbIC, MOMYyYaBIIMX Iperapar B J03ax Bbllle 3 MI/KI/CyT (Y4TO B mepecdere Ha
OKCHO3MIMI0 HenadeHaka u am¢peHaka y demoBeka mnpeBbimaer MPIIU  (mMakcumanmbHas
pEeKOMEHI0BaHHas IJa3Has 7j03a A uyesnoBeka) B 17 u 351 pa3 cOOTBETCTBEHHO), CYLIECTBEHHOI'O
BIIMSIHUA Ha (PePTUILHOCTH BBISIBICHO HE OBLIO.

B uccnenoBanuu hepTUIbHOCTH KpbIcaM MEpOpaIbHO BBOJIMIN IpenapaTt B Jo3ax 3, 10, 15 u

30 mr/kr/cyT. JKMBOTHBIX, MOIy4aBIIMX Mpenapar B 103¢ 30 MI/Kr/CyT, JOCPOYHO YCHIIHIIHU [0 TPUIHHE
Ype3MEPHOro TOKCUYECKOrO ACUCTBUS. Y )KUBOTHBIX, ITOJIy4aBLIMX Mpernapar B 103€

15 Mr/kr/cyT, 0TMEYanoch CHIKEHHE MOJBUKHOCTA W KOHIICHTPALMH CIIEPMAaTO30uI0B (Y CaMIOB) B
OTCYTCTBUE KaKUX-JIMOO MHUKPOCKONMYECKMX HM3MEHEHUH sMuYeK U MX npuaatkoB. Kakux-mmubo
3HAYMMbIX W3MEHEHHMH MoKa3aTeJei crapuBaHus M (QEepTHILHOCTH OTMedeHo He Obuto. Ha ¢one
IpUMeHeHHMs rnpenapara B 1o3ax 10 u 15 Mr/kr/cyT oTMe4anaoch yMEHBIIEHUE YUCIIa KU3HECTIOCOOHBIX
IUIOJIOB M YBEIWYCHHE YHCIa paHHUX pe3opOumid. J[03a, He oka3wiBaromias HabmomaeMoro 3¢ dexTa
(NOEL) B oTHOIIEHUH PENPOTYKTUBHOM TOKCUYHOCTH y CaMIIOB U CaMOK, COCTaBUJIa 3 MI/KI/CYyT, 4TO B
nepecyeTe Ha SKCIOo3MIMI0 HenadeHaka U aMpeHaka y yenoseka npesbimaer MPTIY B 17 u 351 pa3
COOTBETCTBEHHO.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpeacTBaMH H padorarh ¢
MeXaHU3MaMH

ITocne mpuMeHeHus npenapara BO3MOKHO BPEMEHHOE CHUKEHUE YETKOCTH 3pUTENBHOTO BOCIIPUATHS U
A0 €€ BOCCTAHOBJICHHMA HC PCKOMCHAYCTCA YIPABIATH aBTOMOOHMJIEM M 3aHUMAaThLCS BUIaMH
NesTeIbHOCTH, TPEOYIOIIMMH MOBBIIIEHHOTO BHUMAHUS U PEAKIIUU.

4.8. HexenaTeJbHbIC peaKIMu

Pestome npoduist 6ezonacHOCTH

B knuHMueckux uccnenoBaHMsX c ydactueM 2 314 mauueHToB, npumeHsBiimx HeBanak 1 mr/mi,
Han0oJIee YacTo BCTPEUAIONIMMHUCS HeXeNATeTbHBIMHI PEAKIIMSIMHU ObLITH TOYCUHBIN KEPATHT, OILyIICHHE
MHOPOJIHOT'O TeJla B I1a3y M 00pazoBaHue KOPOUEK Ha Kpasix BeK, KoTopble Habmoganmuce y 0,2 % —0,4 %
MAIEeHTOB.

TabnuyHoe pe3toMe HeXKeNIaTeNIbHBIX PeaKInii

HexenarenbHble peakiiy, MPEICTAaBICHHbIE HW)KE, NEPEYNCIICHBl B COOTBETCTBHU C TIOPAKCHHEM
OpPraHOB M CHUCTEM OpraHOB M YacCTOTOW BCTpeuaeMOCTH. HacToTa BCTpEHaeMOCTH ONpeaesseTcs
CIIeYIOIUM 00pa3oM: ouensb uacmo (= 1/10), uacmo (= 1/100 u < 1/10), neuacmo (= 1/1 000 u < 1/100),
peoxo (= 1/10 000 u < 1/1 000), ouens peoxo (< 1/10 000), vacmoma Heuzsecmua (He MOXKET OBITH
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HCKCJIIATCIIbHBIC PCAKIIUU NPCACTABIICHBI B MIOPAAKEC CHUXXCHUA CTCIICHU CCPbC3HOCTH.
CBGI[CHI/IH O HEXCJIATCIIbHBIX PCAKIIUAX ObLIH IIOJIYYCHBI Ha OCHOBAaHUH KIIMHUYCCKUX I/ICCJ'IC,Z[OBaHI/Iﬁ n
B X0€ MOCTPCIrUCTPALIMOHHOT'O IMTPUMCHCHMUS ITpCIiapara.

CucTeMHO-OpPraHHbII Yacrora BCcTpeyaeMoCTH HesxkenarenbHble peakuuu
KJ1ace
Hapymenust co croponsl | Penko ['unepuyBCTBUTENBHOCTD

HMMYHHOﬁ CHCTEMBI

Hapymenust co croponsl | Penko ['onoBokpy>keHue,  rojioBHas

HEPBHOU CHUCTEMBI 6011b

Hapymenust co croponsl | Hewacto Kepatut, TOYeuHBIM KepaTur,

Oprasa 3peHust JNe(EeKThl SIUTEIHUS POTOBUIIBI,
OIIyIlIEHUE MPUCYTCTBUS

CTOPOHHEro0 Tejla B IJa3y,
o0Opa3oBaHHEe KOPOYEK Ha Kpasx

BEK
Penxo Upwr, XOPUOUTATIbHBIN
JKCCy/ar, OTJIOKCHUSA B

poroBune, Ooinb B riasy,
TUCKOM(DOpPT B TIIa3ax, CyXou
rna3, Onedapur, pasznpaxkeHue
rma3, 3yA B TIJa3y, IJIa3HbIE
BBIJICJICHUS, KOHBIOHKTUBUT
AJIEPrUYECKUH,
TUIIEPCEKPETOPHOE
CJIE300TACNICHHE,  THIIEPEMUs
KOHBIOHKTHBBI
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YacroTa HensBecTHA ""TTéﬂlbba‘afﬁI/fﬂ” '”"béi“bhff o
HapyIIeHHUe 3aKUBJICHUS
(poroBwuIlbl), HEMPO3PAYHOCTH
POTOBHUIIbI, POTOBUYHBIN IIpaM,
YMEHBILIEHUE OCTPOTHI 3PEHUS,
OT€YHOCTb IJla3, S3BCHHBIN
KepaTuT, HUCTOHYEHHE
pOTOBHUIIbI, TOMYTHEHHUE MO
3peHUs
Hapyenust co ctopoHbl YacTora Hens3BecTHa IloBblIEHME  apTEpPUATIBLHOTO
COCYJIOB JTaBJICHUS
Penxo TomHOTA
Kenynouno-kuiieuHbie
HapyHICH YacToTa HEM3BECTHA PBora
Hapymenust co croponsl | Penko Bsunas xoxxa (mepmaroxasnasusi),
KOXKM U TOJKOXKHBIX JepMaTUT aJJIEPTUYECKUI
TKaHei

Iayuenmsi ¢ caxapuvim ouabemom

B xozme nByX KIMHMYECKHX MCCIENOBaHMM, BKIOYAaBIIMX 209 MAnMEeHTOB, MALMEHTHl C CaXapHBIM
nuabeToM MpouuiM JedeHue npenaparoM HeBanak B TeueHue 60 paHeld wnm Oojee ¢ LENbIO
npoUIaKTUKN MaKyJIIPHOTO OTEKa B ITOCIEONEPALIMOHHOM MEPHOJIE SKCTPAKIIMU KaTapakTel. Hanbonee
4acTO BCTpEYarolleicss HeXenaTelbHOW peakiuel OblT TOYeUHbI KepaTuT, OTMEYeHHbIH y 3 %
NAIMEeHTOB (KaTeropusi 4acTtoTbl — uacmo). JpyruMH 3aperucTpUpOBaHHBIMHM HEXXEIaTelbHbIMU
peakuusMu ObUTH Je(EKThl AMUTENUs POTOBUIIBI U JIEPMATUT aJNIEPTUYEeCcKUil, oTMeUeHHbIH y 1 % u
0,5 % nmanMeHToB COOTBETCTBEHHO (KAaTETOPHsI YaCTOTHI — Heuacmo).

Onucanvie OTAEIbHBIX HEKENATEIbHBIX PEAKIIUN

OneIT  JOATOCPOYHOrO KJIMHMYECKOTO NpUMEHEHHs npenapara HeBaHak misg npo@uIIaKTUKH
MaKyJSIPHOTO OTE€Ka B CBSI3M C OIEpaluedl M0 JKCTPAKLMU KaTapakThl y NAallMEHTOB, CTPaJarolIuX
nuaberoMm, orpaHuueH. HexemarenbHble peaklMM €O CTOPOHBI OpraHa 3peHHs] y TalHUeHTOB,
CTpa/lalolIMX 1MabeToM, MOTYT BO3HHMKATH Yallle, 4eM B 001Iel momynsauuu (cM. pasaen 4.4).

VY nauMeHToB C MpU3HAKaMU HapylIEHUs SMUTEINs POTOBUIII, BKJIOYas nepopaluio pOroBULIbI,
npUMeHeHHe npenapata HeBaHak HEOOXOJMMO HEMEMJICHHO NMPEKPATUTh U TaKKe HEOOXOIUMO BECTH
TIIATETHFHBI MOHUTOPHHT 32 COCTOSTHUEM POTOBHIIHI (CM. paznen 4.4).

B pamMkax mocTperucTpaliMOHHOTO OIbITa MPUMEHEHHs mpenapara HeBanak ObuM 3aperucTpUpOBaHbI
ciydau JedeKTa SMUTENNs POrOBUIbI/HAPYIIEHHUSI CO CTOPOHBI POTOBHIIBI. TSDKECTh JaHHBIX CIydaeB
BapbUPYETCsl OT JIETKOTO BO3JIEHCTBHUSA HA IIEIOCTHOCTH SMHUTEIMS POTOBHIBI 70 Oojiee Cephe3HBIX
peakuui, Mpu KOTOPBIX I BOCCTAHOBJIEHHS UYETKOCTH 3pEHHUsS MOTPeOOBaJIOCh XHUPYPIHUECKOe
BMEIIIATENILCTBO M/WIIM IPUMEHEHHUE JIOTIOTHUTENIbHBIX JICKAPCTBEHHBIX MIPENapaToB.

OmnsiT noctpeructpanonnoro npumenenus HIIBII ais mecTHOro npuMeHeHus: CBUETENIbCTBYET O TOM,
YTO MAlMEHTHI MTOCTIe CIOXKHBIX ONepaIfii Ha ri1a3zax, ¢ JeHepBalueil poroBullsl, AeeKTaMu AUTENNs
POTOBHUIIBI, CaXapHBIM JUA0ETOM, 3a00JE€BaHMSIMH TIOBEPXHOCTH TJa3 (HampuMmep, CyXOu Tias),
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PEBMATOMIHBIM apTPUTOM HIIH TIOCIIE MOBTOPHBIX Ofiepariuii Ha ek tx s Tederhne Eob%’%ﬁo%’népﬁoﬂa

Iy

BPEMEHM MMEIOT IOBBIIIEHHBIM PUCK Pa3BUTUS HEXKEIATENIbHBIX PEAKIUH CO CTOPOHBI POTrOBHULIBI,
KOTOPBbIE MOTYT IIPEACTABIIATH YIPO3Y ULl 3pEHHUS.

[Tpu HazHaueHuu npenapara HeBanak marueHTam ¢ A1abeToM IMOCie OIepaliy Mo OBOAY 3KCTPAKIIUU
KaTapakThl 1715 TPEeIOTBPALLECHHUS MAaKyJSIPHOTO OTE€Ka IMPUCYTCTBHE JIFOOOT0 AOMOJIHUTEIBHOTO (pakTopa
pucka TpeOyeT MpOBEACHHUS MOBTOPHOH OLIEHKH MPEAINOJIaraeéMOro COOTHOIICHHS «II0Jb3a - PUCK» U
00J1ee MHTEHCUBHOTO HAOIIOACHHUS MTAllMEHTA.

Coo011enne o Moa03peBaeMbIX HeKeTaTeNIbHbIX PEaKIIUIX

BaxHo coo0mare 0 m0J03peBacMbIX HEKENATEIbHBIX PEaKIUsIX MOCIe PErUCTPaliU JIEKAPCTBEHHOTO
mpernapaTa ¢ Lelbl0 OOecreueHus: HEMpepbhbIBHOIO MOHUTOPUHIA COOTHOIICHUS «II0Jb3a - PUCK»
JICKQpCTBEHHOTO TMpernapara. MeIWIMHCKUM pPa0OTHUKAM PEKOMEHAYeTCs COooOIaTh O JHOOBIX
[10/1I03PEBAEMbBIX HEXENIATeIbHBIX PEaKIUAX JIEKapCTBEHHOTO MperapaTa yepe3 HalliOHaIbHbIE CHCTEMBI
COOOIICHHUS O HEXKENATEIBHBIX PEAKIUIX TOCYIAPCTB - WICHOB EBpa3niicKOro S5KOHOMHUYECKOTO COI03a.

Poccuiickas ®@enepanus

denepanbHas ciryx0a 1Mo Haa30py B cepe 3ApaBOOXPAHCHUS

Anpec: 109012, r. MockBa, CinaBsiHcKast Tiiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas nouta: npr@roszdravnadzor.gov.ru wim pharm@roszdravnadzor.gov.ru
CaiiT B MH(GOPMAIIMOHHO-TEIICKOMMYHHUKAIMOHHOW ceTh «IHTepHeT»:
https://www.roszdravnadzor.gov.ru

Pecrrybnuka benapych

VII «lleHTp 3KCIepTH3 U MCIIBITAHUH B 3[PABOOXPAHCHHI
Anpec: 220037, r. Munck, niep. ToBapumeckuit, 2a
Tenedon: +375 (17) 242-00-29

OnekTpoHHas nmoura: repl@rceth.by

Caiit: https://www.rceth.by

Pecny6nuka Kazaxcran

PT'TI na IIXB «HaunoHanbHbBIN NEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB U METUIMHCKUX U3
Komurera MeauuuHCcKkoro u (¢apManeBTHYECKOro KOHTpOIsT MMHHUCTEPCTBA 3paBOOXPAHEHHUS
Pecny6nuku Kazaxcran

Anpec: 010000, r. Acrana, yn. A.lMmanosa, 13, 4 atax

Tenedon: +7 7172 235 135

OnexrponHas noura: farm@dari.kz

Caiit: www.ndda.kz

PecniyOnuka Apmenus

I'HKO «IleHTp 3KcriepTU3bl JEKAPCTB U MEAULIMHCKUX TEXHOIOTHID)
Anpec: 0051, r. Epesan, ip. Komutaca 49/5

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

DnexTpoHHas nouta: vigilance@pharm.am

Caiit: www.pharm.am
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4.9. Mepeosuposka (NOCNEAOBATENBHOCTE 0025)

JlanHblE 1O TNEpeAo3UpPOBKE Ipernapara OTCYTCTBYIOT. B cilydae nepeqo3upoBKM B pe3yJbTare
0 TamTBEMOJIOTUYECKOTO MPUMEHEHHSI WM B CiIy4yae HENpeIHAMEpEeHHOro yHoTpeOsieHus mpemnapara
BHYTPb HUKAKHX HEXKEJATEIbHBIX PEaKIIUi HE 0KHUIAeTCs.

[Ipu nonaganuu B rj1a3a U30BITOYHOTO KOJIMYECTBA Mpenapara peKOMEHIyeTCsl IPOMBITH IJ1a3a TeIIon
BOJIOH.

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOIICTBA
dapmakoTepaneBTHYECKas rpyIma: CpEJICTBa, MIPUMEHSEMbIE B 0 TaTLMOJIOTUY;

MIPOTHBOBOCIAJIUTEIIBHBIC CPEJICTBA; HECTECPOUIHBIC IIPOTHBOBOCIIAMTEILHBIC CPEICTRA.
Kox ATX: S01BC10

MexaHu3M JCHCTBHUS

Hemadenak — 370 mpenmecTBEHHUK aKTUBHON (hOpPMBI HECTEPOUIHBIX JIEKAPCTBEHHBIX MPEIapaToB C
MIPOTUBOBOCIIAJIUTEIIEHBIM U aHATBIC3UPYIONIMM JciicTBHeM. [Ipn MecTHOM IMpHMEHEHUU HemadeHak
MIPOHHUKAET B POrOBUILY TJ1a3a, IJie MpHU MOMOIIM THApoIia3 mpeodpa3yercs B aM(peHak, akKTUBHYIO (opmy.
AmMpenak wHTHOMpYET JAeicTBHE mpocTarTaHauH-H-cuHTa3bl (IIMKIOOKCUTEHA3bl), (hEepMEHTA,
HEOOXOAMMOTO JIJIs BBIPAaOOTKH MpOCTarjaHIuHa.

Bropuynslii hapmakosornyeckuii 3¢ et

VY kpoaukoB HemadeHaKk YMEHbIIACT MPOHUIIAEMOCTh TeMaTOPETUHAILHOTO Oapbepa, OJTHOBPEMEHHO ¢
yrauereHueM cuHre3a PGEz. B ycioBusix ex vivo Obulo NOATBEP)KIAEHO, YTO OAHOKpATHas J103a
HeraeHaka TP MECTHOM NPUMEHCHHWH TMIOJIaBJSIET CHUHTE3 TMPOCTArIAaHIMHA B  PaIy’KHOU
oboouke/mmmapaoM Tene (85-95%) u ceruarke/cocyauctoit o6omouke (55%) Ha mepuos 10 6 4acoB
4 4yacoB COOTBETCTBEHHO.

dapmakoagnHaMUUeCKe CBOMCTBA

BosbIIIMHCTBO THAPOIUTUYECKUX MPe0Opa3oBaHUl MPOUCXOIUT B CETYATKE/COCYIUCTON 000JI0UKe, a
TaKkK€ B PaTy’KHOM 000JOYKE/LIMIMAPHOM TE€JI€ U POrOBHIE, B 3aBUCHUMOCTH OT CTENEHU
BaCKyJISIpU3allu1 TKaHH.

Pe3ynbpTaThl KIMHUYECKUX HCCIIEIOBAHMN YKa3bIBAalOT Ha TO, 4YTO Ipenapar HeBaHak He OKa3bIBaeT
3HaYMMOT0 3((heKTa Ha BHYTPUIIIA3HOE JIaBICHUE.

Knunnueckas 3¢ heKTUBHOCTL U 6€30MacHOCTh

HpogbuﬂaKmuKa U JneyenHue 0OOAU U 60CHANCHUS 6 nocieonepayuOHHOM nepuode IKCmpaxkyuu
Kamapaxkmaol

Tpu 0a30BbIX HCCIETOBaHHUS MPOBOJWINCH C LEIbI0 OLUEHKU JPGPEKTUBHOCTH U 0Oe30MacHOCTH
npenapara HeBanak mpu mpumeHeHnH 3 pa3a B ICHb M0 CPaBHEHHIO ¢ 11are0o (Hecyias JIeKapCTBEHHOE
BEIIECTBO CpeJia) U/WIH KEeTOpoIaKa TPOMETaMOJIOM B MPO(UIAKTUKE U JICUSHUU OOIH U BOCTIAJICHUS Y
MAalMCHTOB B IIOCJICONCPAIIMOHHOM IIEPHUOAC DOKCTPAKIMU KaTapaKThI. B JAaHHBIX HCCIICAOBAHUIX
MIPUMEHEHUE UCCIIeNyeMOro npenapara HauYMHaJIOCh 3a | JieHb 10 onepaiuu, MpoaoKaloch B JIEHb
omnepanyMd W BIUIOTH A0 2-4 HeIenb MOCIEONEepandoOHHOro mnepuoja. JlOMmoJHUTENIbHO TMOYTH BCE
MAIUEHTHl MOTyYald MPOPHUIAKTUYECKOE JICUeHUE aHTUOMOTUKAMHU, B COOTBETCTBUU C KIIMHUYECKOU
MIPAKTUKOM B KaXKJOM M3 LICHTPOB UCCIEAOBaHUS.

B nByX IBOMHBIX CIETBIX PaHIOMU3UPOBAHHBIX MCCIIEIOBAHUIX C KOHTPOJIEM IUTanedo y MalueHTOB,
nmoTy4yaBIux npenapat HeBanak, HaO10/1a710Ch CyIIECTBEHHO MEHEE BEIPAKEHHOE BOCTIAJICHHE (KIIETKH
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JICYEHHMsI, YeM y MAIIEHTOB, MOMYYaBIIUX I1a1eoo.

B onHoM nBOMHOM ciemoM paHAOMHU3MPOBAHHOM HCCIIEOBAaHUM C KOHTPOJIEM IUIane00 M aKTUBHBIM
KOHTPOJIEM Yy TMAalMeHTOB, MOJYyYaBIIMX Mpemapar HeBaHak, HaOII0aNoCh CYIIECTBEHHO MEHEe
BBIpQXEHHOE BOCIIAJICHUE, YeM y MallMeHTOB, moilydyaBunx ruianebo. Kpome toro, npenapar HeBanak
HE YCTyHaJl mpernapaTy KeTopojiak 5 MI/MJI B YMEHBIICHUH BOCHAJICHHS U OOJNM B TJla3aX W OKaszaJycs
CYILIECTBEHHO 00Jiee KOM(POPTHBIM IPHU 3aKarbIBaHUU.

B rpynmne npenapara HeBanak ciy4yam OTCYyTCTBUS OOJNM B Ijia3ax B IOCIICONEPALMOHHOM IEPHUOJIEC
AKCTPAKIUHU KaTapaKThl ObLIN 3apEerUCTPUPOBAHBI y CYIIECTBEHHO OOJIBIIETO MPOLICHTA MAlIUEHTOB, YeM
B TpyIIe miamneoo.

CHudicenue pucka passumusi MAKyJIspHO20 OmeKa Yy Nayuenmos ¢ CAXapHulM ouademom 6
noC1eonepayuoOHHOM nepuooe IKCMpaKyuu Kamapaxmsl

Jnsa oneHku >P¢eKTUBHOCTH U 0Oe30macHOCTH mpenapara HeBaHak mnpu NpUMEHEHUU U1
pOoUIAKTUKY ITOCIEONEPAMOHHOTO MAKYJISIPHOTO OTEKA B CBS3H C OIIEPALIUEH IKCTPAKIIUH KaTapaKThI
OBLIO MTPOBEJICHO YEThIPE MCCIEA0BaHUS (1Ba - CPEIH MAIEHTOB C cCaXapHbIM TUabEeTOM U JIBa - CpeAu
MAIeHTOB, HE CTPAJaIOIIMX CaxapHbIM JauaberoMm). B maHHBIX HCCIEIOBAHUAX TMPHUMEHEHHE
UCCIIeyeMOro Mpernapara HauWHajioch 3a 1 JeHb 0 ONepaluu, MPOJ0JDKAIOCh B JEHb ONEpalluu U
BILTOTH A0 90 mHEH mocieonepalmoHHOro mepruoa.

B omHoM ABOWMHOM CleOM paHAOMU3UPOBAHHOM HCCJIEIOBAaHUU C KOHTpoJeM Iuianedo,
MIPOBOJIUBIIEMCS] CPEIU MAIMEHTOB C JHA0CTHYECKOW PETHHOMATHEH, MaKyJSIPHBIA OTEK pa3BWIICA Y
CYILIIECTBEHHO OOJIBIIETO MPOILIEHTA MAIleHTOB B rpymmne miamnedo (16,7%) mo cpaBHEHHIO ¢ TpyHIon
MAIMEHTOB, Y KOTOpPhIX mpuMeHsum mnpenapar Heanak (3,2%). Y Oomblneid J07dM TAIMEHTOB,
MOJTy4aBIIUX IUIa1e00, HaOII0AA0Ch CHIDKEHNE MaKCUMAalIbHO KOPPUTHPOBAHHON OCTPOTHI 3pEHUS Ha
Oonee yem 5 OykB co mHs 7 1o neHb 90 (Wiu mpexIeBpeMeHHOE MPEeKpaleHne MPUMEHEHHS B TPYIIe
wiane6o) (11,5%) mo cpaBHEHHUIO ¢ MaMeHTaMH, TpUMEHABIIUMU Henadenak (5,6%). Yoyunienue Ha
15 OykB MakKCUMaJIbHO KOPPUTHPOBAHHON OCTPOTHI 3PSHUS HAOJFO1aI0Ch y OOJIBIIEH JI0JTH MalieHTOB,
MPUMEHSIBIINX Mpernapatr HeBaHak, Mo cpaBHEHUIO ¢ MAllMEHTaMH, MPUHUMABIINMH 111a1e6o, 56,8% mo
cpaBHeHuto ¢ 41,9% coorBercTBenHo, p=0,019.

5.2. ®apmakoknHeTHYECKHeE CBOIiCTBA

AbcopOrus

[Ipn TpexkpaTHOM e€)XEeJTHEBHOM 3akallbiBaHUM mpenapara HeBanak B o0a ria3za B Ijia3Me KpOBH
BBISIBIIEHBI HU3KHUE, HO OIpe/essieMble KOJMUECTBEHHO KOHIIEHTpaluy HenadeHaka 1 ampeHaka yepes 2
1 3 yaca COOTBETCTBEHHO. MakcumaibHOE 3HaYeHHe CpeqHell KoHIeHTpanuu HenageHaka (Cmax) B
I1a3Me Mocie MPUMEHEHHsI MECTHO, B BUE MHCTHUISILIMM B KOHBIOHKTUBAJIBHYIO MTOJIOCTh COCTABIISET
0,310 £ 0,104 ur/mn; amdenaka (Cmax) — 0,422 £ 0,121 ar/mi.

Pacnpenenenune

[Tpenapat HeBanak ObIcTpo abcopOupyeTcs yepe3 poroBHily riasa.

[Tocne mpuema oHOKpaTHOM 0361 NpenapaTa HeBanak cpeau 25 MalMeHTOB ¢ KaTapakTON U3MEPEHHE
KOHIIEHTPAllUK BOJSHUCTON BJaru nNpoBoamiock B Toukax 15, 30, 45 u 60 MuHyT nocie NpuMEHEHUs
n03bl. MakcuManbHOE cpellHee 3HaueHHe HaOIroAanoch BO BpeMeHHoM Touke 1 yac (Hemadenak 177
Hr/mi, ampenak 44,8 ur/mi). IlonydyeHHble JaHHBIE YKa3bIBalOT Ha OBICTPOE MPOHUKHOBEHHE CKBO3b
POTOBHILY.

AMpenak 0051aaeT BBICOKUM CPOJICTBOM K CBHIBOPOTOUHBIM aJIbOYMUHaM. [n Vitro CBSI3bIBaHUE C
KPBICUHBIM aJIbOYMHUHOM, YeJIOBEYECKUM aJIb,OYMHUHOM U Y€JIOBEYECKOM CHIBOPOTKOM KPOBU COCTABIISLIO
98,4 %, 95,4 % 1 99,1 % COOTBETCTBEHHO.

10



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 14.09.2026 N2 17816

HccnemoBanust Ha KpbIcaX IMOKa3alM, 4YTO Pa, 0aKTHBHO | :ﬂ;léuﬂl:}{blfén!'éﬁ'elljfeykaz'é,lEj&éﬂé&ﬁ-};‘f&} c

NEHCTBYIOIIMM BELIECTBOM, LIMPOKO PACIPOCTPAHSIOTCS B OPraHU3ME I10CJI€ OAHOKPAaTHOTO MU
MHOTIOKPAaTHOTO HepopaibHOro npuMenenus *C- Henadenaxa.

buorpanchopmanus

[Ipy MecTHOM NpUMEHEHUUW IMOJ JAEeWCTBUEM BHYTPHUIJIA3HBIX TUApOJIa3 HemadeHak MOoJBepraeTcs
OBICTPOMY THAPOIIU3Y 0 aM(eHaKa.

JanpHeimuii Mmerabonu3M aMpeHaka NpoTeKaeT MMyTeM THIPOKCUIUPOBAHUS apOMaTHUECKOT0 KOJIbIIa,
YTO MPHUBOJHUT K 00pa30BaHHUIO KOHBIOTATOB C IIIOKYPOHOBOH KuciaoTod. Pagmoxpomarorpadudeckuii
aHaJlM3, MPOBEICHHBIA [0 M IOCJe TUIPOJIM3a C y4acTUeM [-IIIIOKOYPOHMJIA3bl MOKa3all, 4TO BCE
MeTa0OIUTHI OBUIN MPEACTABICHBI B (hOpME KOHBIOTATOB C TIIIOKYPOHOBOM KUCIOTOH 32 UCKIIOUCHHEM
amdenaka. AMpenak ObUT OCHOBHBIM METa0O0JIMTOM B IIJIa3Me — Ha JIOJIO 3TOT'0 BEIIECTBA MPUXOIHIIOCH
okoio 13 % oOwieil paInoaKTUBHOCTH, BBISIBICHHOW B IJIa3Me KpPOBU. BTOpBIM MO BCTpeyaeMoCTH B
1a3Me KpoBH ObLIT METa0OIUT

S-ruapokcuHenadenak ¢ 9 % obuiei paanoakTuBHOCTH Ipu Cmax.

DIUMUHALINS

HccnenoBanus BeIBEACHUS ITpenapaTa IpOBOAUIINCH KaK y 3J0POBBIX JOOPOBOJIBIIEB, TAK U Y MALIMEHTOB
B [IOCJICONEPALIOHHOM MEPUO/IE€ IKCTPAKIIUH KaTapaKThI.

Ilocne mnepopansHOro mpuema '*C-menmadenaka 3710pOBHIME  JOOPOBONBLIAMH  OKONO  85%
PaJMOaKTUBHOCTH IIpH TlepopaibHoM BBeaeHun *C-HenadeHaka oOHApyXMBaeTcs B Mode U 0KOJIO 6%
- B (exanusax. Konmnenrpanuu HenadeHaka u ampeHaka B MOYE HE MOAJAIOTCS KOJIMYECTBEHHOMY
OIIpE/IETICHUIO.

5.3. JlanHble JOKJINHUYECKOI 0€30MaCHOCTH

B JTOKIIMHUYCCKUX JaHHBbIX, HOJ'IyLIeHHBIX 110 p€3y.HI>TaTaM CTaHIIapTHBIX I/ICCJICIIOBaHI/Iﬁ
(dhapmakojoruueckor  0€30IMacCHOCTH, TOKCHUYHOCTH IPH  MHOTOKPATHOM  INPUMEHCHHH U
T'€HOTOKCHUYHOCTH, OCO6I>II>1 BpCI[ JJIs1 Y€JIOBCKA HE BBIABJICH.

Henadenak He n3ydasucs B IOJITOCPOUYHBIX UCCIEAOBAHUAX KaHIIEPOTC€HHOCTH.

CBeieHHs 0 TOKCUUECKOM JIEHCTBUH HA PENPOIYKTUBHYIO (DYHKIIMIO MPUBEICHBI B pa3jeine 4.6.

6. PAPMAIIEBTUUYECKHUE CBOVMCTBA
6.1. IlepeueHb BcmoMoOraTe/IbHbIX BeLIECTB
ben3zankonus xnopujg

Kap6omep (974P)

Tunokcamon

JunaTtpus snerar

ManHauTON

Harpus xnopun

Harpus ruapoxcun u/vmm

Kucnora xmopucroBogopoanas (ans koppekuuu pH)
Bona ounmennas

6.2. HecoBmecTHMOCTD
He nmpumenunmo.

6.3. Cpok rogHocTH (CPpOK XpaHeHus1)

2 rona.

Hcnonb3oBath B TeueHue 28 AHEH Mmociie BCKPITUA (hIaKoHa.
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6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHEHUH
XpauuTth nipu Temieparype He Bbiie 30 °C.
Cpok xpaHeHusI 1ocJie BCKPhITUS (priakoHa cM. B pazaene 6.3.

6.5. XapakTep u coaepkaHue yNaKOBKH

ITo 5 M Bo (nakoH-KameapHUIy M3 MOJIMITHIEHA HU3KOM IUIOTHOCTU C NPOOKOH-103aTOpOM W3
MOJMATUIICHA HU3KOW TUIOTHOCTH M KPBIIIKOM M3 MOJIUIPOIMIeHa OeIoro 1BeTa.

ITo 1 ¢pnakoHy ¢ TMCTKOM-BKJIQBIIIEM B TAYKY KAPTOHHYIO.

JlomyckaeTcsi Hamu4ue KOHTPOJISI IEPBOTO BCKPBITUS HA MAYKE KapTOHHOM.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YHUYTOKEHHUH MCIOJb30BAHHOIO JIEKAPCTBEHHOIO
npenapara uju 0TX010B, MOJY4eHHbIX MOc/Ie MPUMEeHEeHN s JIEKAPCTBEHHOT0 Mpenapara, u Apyrue
MaHHUITYJISIIMH C MIPenapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHU S
[IBeiinapus / Switzerland

HoBaptuc ®@apma Al / Novartis Pharma AG

Jluxtmrpacce 35, 4056 bazens / Lichtstrasse 35, 4056 Basel

7.1. [IpeacTaBUTEb AePrKATEISI PETHCTPAIIMOHHOTO YA0CTOBepeHusi Ha Tepputopuu Coro3a
[IpereH3uu nmoTpedUTENEH HAIPABIIATH 110 aJIPECy:

Poccuiickas ®@enepanus

00O «HoBaptuc ®apmar»

Anpec: 125315, r. MockBa, Jlenunrpaackuit npocnekr, 1. 70

Tenedon: +7 495 967 12 70

®axc: +7 495 967 12 68

DOnekTponHas mouta: drug.safety russia@novartis.com

Pecnybnuka benapych

[IpencraButensctBo AO «Novartis Pharma Services AG» (I1IBeiinapckas Kondeneparus) B
Pecniy6nuke benapych

Anpec: 220069, r. Munck, nip-T [[3epkunckoro, 5, mom. 3, opuc 3—1

Tenedon: +375 (17) 360 03 65

OnektpoHHas nmoura: drugsafety.cis@novartis.com

Pecny6auka Kazaxcran

TOO «HoBaprtuc Kazaxcran»

Anpec: 050022, r. Anmartsl, yin. Kypmanrasser, 95
Tenedon: +7 727 258 24 47

OnektpoHHas moura: drugsafety.cis@novartis.com

PecniyGnnika ApmeHnus

000 «ACTEPUA»

Anpec: 0051, r. Epesan, yn. Haupu 3apsin, 72/3
Tenedon: +374 115 190 70

OnektponHas moura: drugsafety.cis@novartis.com
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8. HOMEP (HOMEPA) PETUCTPAIIMOHHOTIO Y10CTOBRPEMH | E/1EHOCTE 0025)

JITI-Ne(004294)-(PT-RU)
JITI-Ne004294-TTI-KZ
JITT-Ne004294-TTI-BY
JITI-Ne004294-TTI-AM

9. KATEI'OPHUA OTITYCKA JIEKAPCTBEHHOI'O INPETTAPATA
JlexapCTBEHHBIN NpenapaTr OTHOCUTCS K KaTErOPUM OTIYCKA [0 PEUEnTy.

OOmiasi xapakTepuCTUKa JIGKAPCTBEHHOTOo Tpermapara HeBaHak JOCTymHa B €IMHOM PEECTpe
3apErHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB EBpa3suiCKOro HSKOHOMHYECKOTO COI03a M Ha
ouHmaTEHOM caiite YIOJTHOMOYEHHOTO oprana (3KCTIepTHOM OpTaHM3AIHH )
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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