COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 12.01.2024 N2 365

OBLIASI XAPAKTEPUCTUKA JIEKARGEBEHHORO, FIPETABATA (0073)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O IIPEITAPATA

Hesanaxk, 1 Mr/mi1, Kariy IjIa3HbIE.

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbBINA COCTAB

JlelicTByto11ee BEmIeCTBO: HemadeHax.

1 mu1 kamenp Ta3HbIX coAepKuT 1,0 Mr HenadeHaka.

BcnomorarenabHble BCIICCTBA, HAJTMYMUEC KOTOPBIX HAAO YUYHUTHIBATH B COCTABEC JICKAPCTBCHHOI'O
npenapara: O€H3aJIKOHUS XJIopu (CM. pazzien 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEUIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kamnu rimazusle.

OnHOpoHAs CYCTICH3USI OT CBETIIO-XKEITOTO JI0 CBETI0-OPAHKEBOTO IIBETA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Ipenapar HeBanak nokaszaH K MPUMEHEHUIO Y B3POCIBIX JIJIS:

e IO MIAKTUKN U JiIedeHHUs] OOJIM M BOCHAICHUSA B IOCIECONEPALMOHHOM MEPHOJE IKCTPAKINU
KaTapakThl,

® CHIDKCHHMSI PHCKa pa3BUTHUS MAaKyJSIpHOTO OTe€Ka y TMAlUMEHTOB C caxapHbIM JuabeToM B

MOCJICOTIEPAIIMOHHOM MEPUO/I€ IKCTPAKIIUU KaTapaKThI.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

BS’pOCJZble, GKJIIOYas nayuennioe nodcuiloco eopacma

Hpod)uﬂakmuka u_Jeyenue 0o U _BOCHANCHUS 8 nocineonepayuOHHOM nepuode SIKCmpaxkuyuu

Kamapaknbl

ITo 1 xame npenapara HeBaHak B KOHBIOHKTUBAIBHBIN MEIIOK OPAKEHHOTO TJasa (11a3) 3 pasa B
cyTku. Jleuenne HaunMHaIOT 3a 1 J€Hb 10 XUPYPruueckoro BMeNIaTeabCTBa M0 yIaJeHUIO KaTapaKThl,

MIPOJIOJDKAIOT B ICHB OTEpaIliy U B TEYCHUE TIEPBBIX 2 HEJIETb MOCICONEPAIMOHHOTO IIEpUo/a.
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3a 30-120 MuHYT 10 onepalii HEOOXOAMMO 33KaIaTh JPTIOIHA TSIV Kali-[IPETAPATa: ) 1)

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

JledeHnue MOXKeT OBITH MMPOJJTICHO 10 3 HEJleh MOCICONEePAIMOHHOTO IIEPUO/Ia 10 Ha3HAUYCHHUIO Bpaya.

CHuotcenue pucka _pazsumus_MakyIapHo20 _omekd Y NAYyUeHmos ¢ CaxapHbiMm ouabemom_8

nocneonepayuOHHOM nepuode SKCmMpaxKuyuu Kkamapaxmasl

ITo 1 xame npenapara HeBaHak B KOHBIOHKTUBAIBHBIN MEIIOK OPAXKEHHOTO TJasa (r1a3) 3 pasa B
cyTKu. JleueHrne HaYMHAIOT 3a | IeHb 10 XUPYPTrUYECKOTO BMELIATENBCTBA MO YJAICHHUIO KaTapaKTHI,
3aTeM MPOAOJIKAIOT B JICHb ONEpaliy U B MOCIEONEPAlMOHHBIN MEePUOJ] MPOJOIKUTENIBHOCTBIO JI0
60 nHel Mo HA3HAYEHUIO Bpaya.

3a 30-120 MuHYT 70 onepanuy HEOOXOMMO 3aKanaTh JOMOJHUTEIbHYIO KaIllio pernapara.

Oco0nIe I'pynIbl TanMEHTOB

Tayuenmul nosxcunoeo sospacma (65 nem uiu cmapuie)

Hukakux pasnuuuii B Ge3omacHOCTH M 3(P(GEKTUBHOCTH MEXKAY TOXWIBIMU IAalUCHTaMU |
narueHTaMu 0oJiee MOJIOJIOTO BO3pacTa BBISBICHO HE OBLIO.

Iayuenmul ¢ Hapywenuem yHKyuy neyeHu u novex

[Tpumenenue mpenapata HeBaHak y malMeHTOB ¢ HapylleHHEM (QYHKIUHU MEYEHU U IOYEK He
u3y4anocb. HeoOXOAMMOCTh KOPpPEKIHMH [03bI JJsi ITOW KATerOpUU MAalMEHTOB OTCYTCTBYET,
MOCKOJIbKY TIOCJIe TPUMEHEHHSI MECTHO, B BUJC MHCTWLISIIUN B KOHBIOHKTHBAIIBHYIO TIOJIOCTh, €T0
CUCTEMHasl SKCIIO3UIIMS OUYEHb HEBEJIHKA.

Hemu

BbesomacHocth u 3 dexTuBHOCT mpenapara HeBanak y Jereil M MOAPOCTKOB HE yCTAHOBJICHBHI.
JlanHble OTCYTCTBYIOT. Y MAIMEHTOB ATOW BO3PACTHOM TPYINIbl HE PEKOMEHIYETCS NMPUMEHSTH

nmpemnapar HeBanak A0 IMOJYUCHUSA JOIMOJTHUTCIIBHBIX TaHHBIX.

Cnooco0 nnpuMeHeHus

MecTHO, B BUJi€ HHCTUJUIALMI B KOHBIOHKTUBAJIBbHYIO IIOJIOCTD.

Crnenyer cooOUmIMTh MAIMEHTY O HEOOXOAMMOCTH TINATEIBHO BCTPAXUBAaTh (IakoH niepen
IIPUMEHECHHUEM.

[locne CHATHSA KPBIIKH, €CIIN 3aIEIKUBAIONINICS 0000K C 3aIIUTONW OT BCKPHITHS HE MPUIIETaeT K
TOPJIOBHHE, €r0 HEOOXOAUMO YAAIUTh Nepel IPUMEHEHHEM penapara.

He cnenyer mpukacaTbCsi KOHYMKOM (hIaKOHa-KameJIbHHUIBI K KaKOH-T1M00 MOBEPXHOCTH, YTOOBI

n30exarh 3arps3HeHus (rIakoHa-KameNIbHUIIBI M €r0 colIepkumoro. Takxke ciemyeT uzberaTh
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KOHTAaKTa KOHYMKa (pIIakOHa-KaleIbHULBI ¢ IIa30M, TaK|KaK [MFKOM KOHTAKT [MOKET IPABMAPOBATH

rias.

Heo6xoanmMo npeaynpeauTs nanuenTa 0 HEOOX0JMMOCTH XPaHUTh ()IIaKOH TUIOTHO 3aKPBITHIM, KOTJa
OH HE UCIOJIb3YeTCSl.

[Tpy mpuMEeHEHUH HECKOJBKUX OPTATbMOJIOIMUYECKUX JIEKAPCTBEHHBIX IPEnapaToB ISl MECTHOTO
IPUMEHEHHS UX CIEAYET 3aKallblBaThb C MHTEPBAJIOM HE MEHEee 5 MUHYT. ['7a3Hble Ma3u cienyeT
IPUMEHSTH B [TOCIEIHIOI0 OUYEPEIb.

Ecnu no3a npenapara Obl1a mporyiieHa, To 1 Kario cieayeT 3akanaTh Kak MOXHO CKopee, Iepea
BO3BpaTOM K OOBIYHOMY pexuMy A03upoBaHus. He criegyer koMneHCHpOBaTh MPOIMYIIEHHYIO 103y

IMyTCM yABaWBaHUs JO3BbI.

4.3. [IpoTuBONOKA3aHUS
e ['unepuyyBCTBUTENBHOCTh K ACHCTBYIOLIEMY BEILECTBY WJIHM K JIOOOMY M3 BCIIOMOTaTeNIbHBIX
BEILIECTB, TMIEPEUMCICHHBIM B pazgene 6.1, a Takke K JpPyrMM HECTEPOUIHBIM

MIPOTUBOBOCTIANIUTENLHBIM mpernapatam (HITBIT).

e bpoHxuanbHas acTMa, KpallMBHULA, OCTPHI PUHUT, BBI3BAHHBIE IIPUEMOM aLlCTUIICAIALIMIIOBOI

kucsoTel uim Apyrux HIIBIIL.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

[Ipenapar HeBanak He mnpeaHa3sHaueH ISl MHBEKIMOHHOTO BBeleHUs. CremyeT HpenynpeiauThb
ManucHTOB, YTO MpCIiapaT HE CICAYCT MPUMCHATH IICPOPATIBHO.

[TanmenTam cnemyer m30eraTth BO3JCUCTBUS COJTHEYHOTO CBETA BO BpeMs MPUMEHEHUs IMpernapara
Hepanaxk.

Odranemonornueckue b deKThl

[Mpumenenne HIIBII nmnst mectHOro (o¢TaabMOJOTHUECKOT0) MPUMEHEHHSI MOXET INPHUBECTH K
Pa3BUTHUIO KepaTUTa. Y HEKOTOPBIX BOCIPUMMYMBBIX IMALIMEHTOB JuIMTenbHOE IpuMeHeHue HIIBII
JUIE MECTHOTO (0()TanmbMOJIOTHYECKOT0) MPUMEHEHHUSI MOXKET BBI3BATh Pa3pbIB KICTOK SIUTENHs,
UCTOHYEHHUE POTOBUIIBI, YPO3UI0 POTOBHIBI, 00pa30BaHHE S3BbI HAa POrOBUIE WM Iepdoparuio
poroBulibl (cM. pazzen 4.8). DTu HexenaTeNnbHble PEaKIMU MOTYT CO3aBaTh PUCK IOTEPU 3PEHHUS.
[TanuveHTsI € pa3pbIBOM DJIUTENUS POTOBUIBI JOJDKHBI HEMEIJICHHO IIPEKPAaTUTh INPUMEHEHHE
npenapata HeBaHak M HaXOOUTbCA IO/ HAOIOJICHUEM, IIENBI0 KOTOPOTO SIBISETCS MOHUTOPUHT

COCTOSAAHUA POTrOBUIIBI.
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[pumenenne HIIBIT mist mMectHOro (0QTansyMonornyeqgono) pHMEHEHYS MOPKER 3aMEIATE in

3a/lep’)KUBAaTh MPOLECC 3aKUBJIEHUS. TakKe M3BECTHO, YTO KOPTUKOCTEPOUIBI JJIsi MECTHOIO
(0 TamTBEMOJIOTHUECKOT0) MPUMEHEHUS 3aMEUISIOT WK 33/I€P’KUBAIOT 3aKuBiIeHne. OJHOBpEMEHHOE
MIPUMEHEHHE HIIBIIT TUTS MECTHOTO (o TasbMOIOTHUECKOTO) MIPUMEHEHUS u
[JIFOKOKOPTUKOCTEPOUAOB JJIs1 MECTHOTO (0(TalIbMOJOTHYECKOr0) IPUMEHEHHUS MOKET MOBBICUTb
BEPOSTHOCTH MPOOJIEM C 3a)KUBIICHUEM.

[ocrpeructpannonssiii  onbit npumeHenus HIIBII ans mectHOro (o¢TanbMoIOrn4eckoro)
IPUMEHEHHs MpEAnoyiaracT, 4Yro MNAnUeHTbl C  OCIOXKHEHUSAMH TI0CIE€  XUPYPTHUYECKUX
0(pTaIbMONOTUYECKUX BMEIIATEIbCTB, JACHEPBALUEH POTOBHIbI, Ae(PEKTaMU SMUTENNS POTOBUILIbI,
caxapHbIM JMa0eTOM, MOBEPXHOCTHBIMU 3a00JIEBaHUSMH TJla3 (HampUMeEp, CHHIPOMOM CyXOTO
Ijlaa), PEBMATOUJHBIM AapTPUTOM WM IOBTOPHBIMH XHUPYPrUYECKMMH BMEIIATEIbCTBAMM,
IIPOBEJCHHBIMUA B TE€YEHHE KOPOTKOIO IPOMEXKYTKAa BPEMEHH, MOTYT HMMETh IOBBIIICHHBIM PHCK
Pa3BUTHs HEKENATEIbHBIX PEAKIMM CO CTOPOHBI POTOBHIBI, YTO MOXET CO31aTh yrpo3y IOTEpU
3penust. HIIBIT s MmecTHOro (0QTaabMOIOrHYECKOr0) MPUMEHEHUSI y TaKUX MalUEHTOB CIEAYET
IPUMEHSTH C OCTOPOKHOCTBIO. JIJINTENIbHOE IPUMEHEHUE ITUX NIPENApaTOB MOKET YBEINYUTh PUCK
BO3HHUKHOBEHUS U CTEIICHb TSHKECTH HEXKEJIATENIBHBIX PEAKIIUI CO CTOPOHBI POTOBUILBL.

[Ipumenenne HIIBIT nmns mectHoro (0¢dTaabMOJIOTHYECKOTO) TPHUMEHEHUS B COYETAHUU C
XUPYpPrudecKoi orneparuei Ha ria3ax MOXKeT BbI3bIBaTh NHTEHCUBHOE KPOBOTEUEHHE B TKAHAX Iia3a
(Bximouast rugemy). IIpemapar HeBanak ciiegyeT NMPUMEHSATh C OCTOPOXHOCTBIO Y MAIMEHTOB, B
aHaMHe3€ KOTOPBIX 3a()MKCUPOBaHA CKJIIOHHOCTb K KPOBOTEUEHHUIO, WIIH Y TALIUEHTOB, MOIyYaroIlnX
JIpyTHe JEKapCTBEHHBIE NIPENapaThl, KOTOPbIE MOTYT YBEJIUYHUBATH BPEMSI KDOBOTCUCHHS.
[Mpumenenne HIIBII mist MecTHOTO (O TaIBMOIOTHYECKOT0) MPUMEHEHUSI MOXKET MPEMSATCTBOBATh
CBOEBPEMEHHOMY DPACIO3HABAHMIO NMPHU3HAKOB ocTpoil rinasHoil madexkuuu. HIIBIT He oGmamarot
KaKMMHU-JINOO HPOTUBOMHUKPOOHBIMM CBOMCTBaMU. B ciydae pa3BuTHs TIia3sHOW HHQPEKIUH
npumenenne HIIBII nns MecTHOro mnpUMEHEHHS OJHOBPEMEHHO C aHTHOAaKTepHATbHBIMU
CPEACTBAaMU JIOJKHO OCYIIECTBISTHCS C COONIIOCHHEM MeP TPEAOCTOPOKHOCTH.

JlaHHBIE IO OJHOBPEMEHHOMY INPUMEHEHMIO AHAJIOTOB IIpocTarjiaHiuHa M npenapara Hesanax
OTCYTCTBYIOT. YUMTBIBasi MEXaHU3Mbl HX JIEHCTBUSA, OJHOBPEMEHHOEC IIPUMEHECHHE HE
PEKOMEHAYETCSl.

KoHTakTHBIE JTUH3EI

Hcnonp3oBaHue KOHTAKTHHIX JIMH3 HE PCKOMCHAYCTCA BO BPEMSA IMOCICOICPALIMOHHOI0 NICpuoaa

MocJie XUPYPrUuecKoil onepannuy no noBoay KaTapakThl.
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benzankonus xnopun (NOCNEOOBATENEHOCTE 0003)

[Ipenapar HeBaHak coOAEpX UT KOHCEPBAHT OEH3AJIKOHMS XJIOPUJl, KOTOPbIM MOXET BbI3bIBATh
pasapakCHUC 1j1a3 U USMCHCHUC LIBCTA MATKHUX KOHTAKTHBIX JIMH3. He PCKOMCHAYCTCS UCII0JIb30BATh
KOHTAaKTHBIE JIMH3BI MpH JiedeHUU mnpemnapatoM Hesanak. Eciu Bo Bpemst jeueHHs HEOOXOIHUMO
UCIOJIb30BAaTh KOHTAKTHbIE JMH3bI, TO MALMEHTHI JOJKHBI OBITH MPOMHPOPMHUPOBAHBI O TOM, UTO
nepen I/IHCTI/IHHHHHGﬁ nmperapara Hesanak CJIICAYCT CHATb KOHTAKTHBIC JIMH3EI, a ITOCJIC NHCTUIUIALIUA
MOJI0KJIaTh HE MEHee 15 MUHYT, IpeX e YeM HaJleTh UX CHOBA.

HccnenoBanus mokaszaiu, 9YTo OSH3AJIKOHMS XJIOPU, KOTOPBIM CoMEepKUTCs B Ipenapare HeBanak,
MOJKET BBI3bIBaTh TOUEUHBIM KEPAaTUT W/WIM TOKCHYECKYIO SI3BEHHYIO KeparonaTuio. [lostomy mpu
JaCTOM WKW JIMTCIBbHOM IIPUMCHCHUN TIpCriapara H€O6XO,Z[I/IMO TIIATCJIIbHOC MCIUIITUHCKOC
HaOII0IeHUE TTAIINEHTA.

IlepekpecTHas YYBCTBUTEIHHOCTD

[lpuy  npumeHeHun  HemadeHaka  CYLIECTBYET  BO3MOXHOCTb  Pa3BUTUS  IIE€PEKPECTHOM
YyBCTBUTEILHOCTH K AlETUJICATIUIMIOBON KHCIOTE, MPOU3BOJHBIM (PEHUITYKCYCHOM KHCIOTHI, a

taxke npyrum HIIBII.

4.5. BzaumoaeiictBue ¢ JAPYrMMH JIeKAPCTBEHHBIMM TMpenapaTaMu W JApyrue BHUAbI
B3aUMOJAeHCTBUSA

B uccnenoBanusix in vitro Hu HenageHak, HU aM()eHaK He MHTHOUPYIOT METa0OJIMUECKY IO aKTUBHOCTb
yenoBeueckoro muroxpoma P450 (mzodepment CYP1A2, 2C9, 2C19, 2D6, 2E1 u 3A4) npu
koHneHtpanuu A0 3000 ur/mn. CrnemoBarenbHO, NMPU OJHOBPEMEHHOM MPUMEHEHUH C JIPYTUMU
JIeKapCTBEHHBIMH IperapaTaMi B3aUMOACHUCTBUE ¢ BOBJIeUeHHEM H30(epMeHTOB nuToxpoma P450
MaJIOBepOATHO. TaKkke MaJoBEpOSTHBI B3aUMOJICHCTBUS, ONIOCPEIOBAHHBIEC CBSA3BIBAHHEM C OeIKaMu
IJ1a3Mbl KPOBH.

JlaHHBIE IO OJHOBPEMEHHOMY IPUMEHEHHIO npenapara HeBaHak M aHajIoOroB NpoCTarjaHAuHA
OTpaHHMYEHBl. Y UUTBIBAsi MEXAHU3MBbI UX JEHCTBHS, OJHOBPEMEHHOE IPUMEHEHUE HE PEKOMEHIYETCSL.
OnnoBpemenHoe mnpuMeHeHue MecTHbiXx HIIBII M MECTHBIX CTEpOMIOB MOXKET IOBBICUTH
BEPOATHOCTh MpodiieM ¢ 3axuBieHneM. OJHOBpeMEHHOE INpuUMeHeHHe mpenapara HeBaHak c
npenapaTamu, yJUIMHSIONIMMHE BPEMSI KPOBOTEUEHHUS, MOXET YBEIMYUTh PUCK KPOBOTEUEHHS (CM.
paznen 4.4).

B ciydae mpuMeHEHHS HECKOJBKUX TPENapaTroB sl JICUCHHUS TIJIA3HBIX 3a00JeBaHUM, MHTEpPBAJ
MEXAY HMX HPUMEHEHUEM JIOJDKEH COCTAaBJISATh HE MeHee 5 MHUHYT. [7a3Hble Ma3u JIOJKHBI

IMPUMCHATHCA B IMOCIICAHIOIO OUCPEIb.
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(NOCNEOOBATENEHOCTE 0003)

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

HanexxHbIX M XOpOIIO KOHTPOJIHMPYEMBIX HCCIIEIOBaHUI Yy OepeMEHHBIX >KEHIIMH, KOTOpble Obl
MO3BOJISTU C/IENIATh BBIBOJI O CBI3AHHOM C IIpernapaToM pUcKe, He MPOBOAMIIHU. J[aHHbIE O TPUMEHEHUH

npenapata HeBanak y 6epeMEHHBIX JKEHIIIMH OTPaHUYCHBI.

B wuccrnemoBanmsx 5MOpHOdeETaTbHONH TOKCMUHOCTH Yy KpbIC H  KPOJMKOB HemadeHax,
NPUMEHSBIINNCA MEpOopalbHO B TIEPUOJE OPraHOreHe3a, HE BbI3BIBAI AMOpUOQETaNbHOM
TOKCMYHOCTH B J103¢ 10 MI/Kr/cyT (4TO B mepecueTe Ha SKCHO3UIMI0 HemadeHaka u amdeHaka y
yenoBeka npesbimaer MPI'/IY, koropas cocraBnser 1 karuno npenapata HeBaHak, Karuu riiasHble

0,3%, B kaxabIii r11a3, B 20 1 179 pa3 cOOTBETCTBEHHO).

[lepopanbHoe BBeneHue HenagdeHaka OepeMEHHBIM KpbiCaM B TEPHOJ] TECTAllMd W JIAKTAI[UH
BBI3BIBAIO T'HOENb OepeMEHHBIX CaMOK IpH BCEX 033X, B TOM 4YHCIE NPU MHUHUMAIBHOU W3

U3yYEHHBIX 7103, 3 MI/KI/CYT.

Jo3a, He okaszpiBaromas Habmomaemoro 3ddekra (NOEL) B OTHOMIEHWHM TOKCUYHOCTH IS
MaTEPHUHCKOTO OpraHu3Ma, B 3TOM HCCIEJI0BAaHMM HE Obla ycTaHOBIEHa. B ciyuyae mpuMeHEHHs
npemapara B J03aX > 3 MI/KI/CyT OTMedYanach JAWCTOIMS, a B Cllydyae €ro HPUMEHEHHS B
no3ax > 10 Mr/kr/cyT oTMedanach MOBBIIICHHAs 4acTOTa HMOENH MMOTOMCTBA, OCOOCHHO B paHHEM

HCOHATAJIbLHOM IICPHUOIAC.

[TockonbKy Tmocae mNpUMEHEeHHs npemapara HeBaHak CHCTEMHas OSKCHO3UIMS Y 4YeIOBEKa
npeHeOpexkuMo Mana (< 1 Hr/mutr), pUCK, CBS3aHHBIM C TPUMEHEHHEM TIpermapara BO BpeMs
OepeMEeHHOCTH, MOKHO CUMTaTh HU3KUM. TeM He MeHee, MOAABICHHE CHUHTE3a MPOCTarJIaHAWHOB
MOYET OKa3aTh HEOJAronpusATHOE BIMSHUE HA TeUeHHEe OepeMEHHOCTH, pa3BUTHE SMOPHUOHA/TIIONA,

poabl U (WJIH) TOCTHATATPHOE Pa3BUTHE.

bepeMeHHBIX KEHIINH ClIeyeT NpeaynpexaIaTh O BO3MOXKHOM pucke Juist ofa. [Ipenapar HeBanak
CIIeTyeT MPUMEHSITh MPU OEPEMEHHOCTH JIUIITH B TOM CIIy4ae, eCIIM 0KH1aeMasi TI0JIb3a ONPaBIbIBACT

BO3MOYKHBIN PUCK JJIA IIJIOJA.

JlakTamus

JlanHble O TpPHCYTCTBUM HemadeHaka B TPYyJHOM MOJOKE, €ro BO3JCHCTBUM Ha peOeHka,

HaXOJAIIETOCs Ha IPYTHOM BCKapMIIMBAaHUH, MJIM BEIPAOOTKY IPyAHOTO MOJIOKA OTCYTCTBYIOT. [locie
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NepOPaILHOTO BBECHUS HemadeHak MonaaaeTys MOJIOKO NAKTHY I IIAX KPBIC; IR TOM RHOUICHHE

€ro KOHIEHTPALUU B MOJIOKE K KOHIICHTPALUHY B IIa3Me KpOBHU cocTasiisieT < 0,6. HeussecTHo, Oyaer
v HenageHaK 0OHAPYKUBATHCSA B TPYJTHOM MOJIOKE MaTepH MOCIIE €r0 MPUMEHEHHUSI MECTHO, B BUJIC
UHCTUJUIALUI B KOHBIOHKTHBAJIBHYIO IIOJIOCTb.

Hapsiny ¢ monb3oif OT IpyJHOrO BCKapMJIMBAaHMs Ul Pa3BUTHS U 3J0pOBbsi peOCHKa Cleayer
OpUHUMATh BO BHHUMAaHHE MEIUIMHCKYI0O HEOOXOIMMOCTh NpUMEHEHus mnpernapara HeBanak y
MaTepH, a TakXKe BO3MOXKHOE HeOIarompusTHOEe BO3AeHCTBHE mpernapata HeBanak Ha peOeHKa,

Haxoag1merocsa Ha rpyJHOM BCKapMJIMBaHHH.

DepTHILHOCTE

Jlanuble o BIUsIHUM HenadeHaka Ha (PepTUIBHOCTD YeJIOBEKAa OTCYTCTBYIOT.

B uccnenoBanusx y Kpbic, MOJyYaBIIMX IMpenapar B J03axX BbIIIE 3 MI/KI/CyT (4TO B mepecyere Ha
JKCcTo3uIMio HemadgeHaka u amdeHaka y denoBeka mnpesbimaer MPIJIU  (MakcumanbHas
PEKOMEHIOBaHHAsI T1a3Has J03a I yenoBeka) B 17 m 351 pa3 COOTBETCTBEHHO), CYIIECTBEHHOTO
BIIUSTHUS Ha (PEPTUIIHHOCTH BBISBICHO HE OBLIO.

B uccrnenoBanuu GpepTUILHOCTH KphICaM MEPOPaILHO BBOAMIIM Ipenapar B no3ax 3, 10, 15 u

30 wmr/kr/cyt. JKMBOTHBIX, TOJy4aBIIUX Tpenapar B 03¢ 30 MI/KI/CyT, TOCPOYHO YCHITUIN IO
MPUYMHE YPE3MEPHOI0 TOKCUUECKOT0 AeMCTBUS. Y )KMBOTHBIX, TIOJY4YaBIIMX IIPEnapar B 103€

15 Mr/kr/cyT, 0TMEYanoCh CHIKEHHE MOJBMYKHOCTH M KOHIICHTPALIUU CIIEPMaTO30U/I0B (Y CaMIIOB) B
OTCYTCTBHE KaKUX-THOO MHUKPOCKONMYECKUX HW3MEHEHUH sHYeK M UX NpuaaTkoB. Kakux-mmbo
3HAYUMBIX M3MEHEHMl MoKa3aresneil cnapuBaHusi U (QepTUIBLHOCTH OTMeueHOo He Obuio. Ha domne
npuUMeHeHus mpemapara B go3ax 10 wm 15 wMI/Kr/cyT oTMedanoch yMEHBIIEHHWE YHhcia
KHU3HECTIOCOOHBIX IUIOJIOB M YBEJIMYECHHE YHWCIIa paHHMX pe3opOumid. Jloza, He oOKa3bIBaromias
Habmronaemoro ¢ dexra (NOEL) B OTHOLIEHUH PENIPOAYKTUBHONW TOKCUYHOCTH Y CAMIIOB M CaMOK,
cocTaBmia 3 MI/KI/CyT, 4TO B TepecdyeTe Ha HKCIO3MIMI0 HemadeHaka M am(peHaka y desloBeKa

npesbimaer MPI'JIY B 17 u 351 pa3 cOOTBETCTBEHHO.

4.7. Biusinue Ha CHOCOOHOCTL YNPABJIATH TPAHCIOPTHBIMHM CpeacTBAMH H padoTaTth C
MeXaHM3MaMH

[Tocne npuMeHeHus npenapaTa BO3MOXKHO BPEMEHHOE CHU)KEHUE YETKOCTH 3pUTEIILHOTO BOCTIPUATHS
U 10 €€ BOCCTAHOBJICHUS HC PCKOMCHAYCTCA YIIPABIIATH aBTOMOOMJIEM M 3aHMMATHCA BUaaMu

ACATCIIbHOCTH, TpGGYIOH_[I/IMI/I MOBBIIICHHOTO BHUMAHUA U PCAKIIHU.
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4.8. HexxenareabHple peaknuu (NOCNEOOBATENEHOCTE 0003)

Pesrome npoduiis 0esonacHocT

B knuHMYeckux mccneaoBaHusx ¢ ydactuem 2 314 manueHToB, mpuMmeHsBiux HeBanak 1 mr/mi,
Han0oJiee YacTO BCTPEYAIONIUMHUCS HEXKEJIATEeIbHBIMU PEaKIUsIMH OBLUTA TOYCUHBIH KEPATHT,
OIIIYIIICHUE MHOPOJAHOTO TeJia B TJ1a3y U 00pa30BaHKE KOPOYEK Ha KpasiX BEK, KOTOpbIE HAOII01aINCh
y 0,2 % — 0,4 % mnaiueHToB.

TabauyHOoE PEe3IOME HEXKENATEIbHBIX DEAKIIUN

HesxenarenbHble peakiiuu, MpEACTaBICHHBIE HUXE, MEPEUUCIICHBI B COOTBETCTBUHU C MOPaKEHUEM
OpPraHOB M CHCTEM OpPraHOB W YaCTOTOW BCTpedaeMOCTH. HacToTa BCTPEUACMOCTH OMNPEICIIACTCS
cenyrommM obpaszom: ouensv yacmo (> 1/10), yacmo (= 1/100 u < 1/10), reuacmo (= 1/1 000 u <
1/100), peoxo (= 1/10 000 u < 1/1 000), ouens peoko (< 1/10 000), yacmoma neuzgecmrna (He MOXKET
OBITH OMNpe/eieHa HAa OCHOBAaHHH HMECIOIMUXCSA JaHHBIX). B paMKkax KaXaoil W3 TPYI Y4acTOTHI
BCTPEYaEMOCTH HEXeJaTeIbHbIE PEaKIMM NPEACTABICHb B IOPSIKE CHIDKCHHS CTEICHH
CEpPhE3HOCTH.

CBeIcHHS O HeXKENATSIbHBIX PEAKIMIX ObUIH MOJTYYCeHbI HA OCHOBAHUU KIIMHUYECKUX UCCIICIOBAHHIMA

U B XOJI€ MOCTPEruCTPAIIMOHHOTO MPUMEHEHHS Tpernapara.

CucTreMHO-OpraHHbII Yacrora BCTpeyaeMoCTH HexenarenbHble peakunu
KJ1ace
Hapywenuss co cropossiPenko [ 'MrepuyBCTBUTENBHOCTD

MMMYHHOUN CUCTEMBI
Hapywenuss co cropossiPenko ["0n0BOKpYIKEHHUE, TOJIOBHAS OO

HEPBHOU CUCTEMBI

Hapymenuss co croponbsiHeuacto KepatuT, TOYEUHBIH  KEpaTHT,
OpTraHa 3pCHUA I[G(I)@KTBI SIUTCIINA  POTOBUIIBI,
OLL[yILIEHUE MIPUCYTCTBUS

CTOPOHHEro Tela B IJIasy,
00pa3oBaHHE KOPOUYEK Ha Kpasx|

BCK
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Penxo (110 [WpAT;) EXONHOM A4 BHBIH |-OREEYAAT,

OTJIOXKCHUSA B POTOBHIIC, 60J'Ib B|
rna3zy, AUCKOoM(OpT B TIJa3ax,
cyXxou rJ1as, onedapwur,
pasapaxeHue a3, 3yx B IUiasy,
JIa3HBIC BBIACIICHUA,

KOHBIOHKTHBHUT annepmquKHﬁ,

THITIEPCEKPETOPHOE
CJIC300T/ICNICHHE, TUIIepEeMUs
KOHBIOHKTHUBbI

YacToTa HEU3BECTHA [Tepdoparus POTOBUIIBL,
HapyLIeHUE 3)KUBJICHUSA
(pOTOBHIIBI), HEIPO3PavYHOCTh

pOTOBUIIBI, POTOBUYHBIN WIpaMm,
YMEHBIIEHUE OCTPOTHI  3PEHMS,
OTCYHOCTb rjas, SI3BEHHBIN
KEpaTUT, WCTOHUYECHHE POTOBUIIHI,

IMOMYTHCHUE I10JId 3pCHUA

Hapy1enus co cTopoHbI Hacrora Hen3BeCTHA [loBbIIEHNE apTepUaIbHOro)
COCYJIOB TaBJICHUS

DKey109H0-KUIIeYHbIE Pestio TomHoTa

HapyIICHIA YacTtoTa HEM3BECTHA PBoTa

Hapymenuss co cropoHbiPenko Bsnas koxa (mepmaroxanaszusi),
KO>KU U TTOAKOXHBIX TKaHEeH NepMaTUT aJlJIeprUYECKUM

Tayuenmoi ¢ caxapuvim ouabemom

B xone nByx KIMHMYECKHX HCCIEIOBaHUU, BKIOYaBIUX 209 MalMeHTOB, MAaIlMEHThl C CaXapHbIM
nuabeToM MponuId JedeHue mnpenapatom Heanak B Teuenue 60 gHel wim Oosiee ¢ IENbIO
NPOPUIAKTUKA MaKyJSIPHOTO OTE€Ka B TIOCIICONEPAIIMOHHOM TEPUOJIE IKCTPAKIIMH KaTapaKThl.
Haubosnee yacto BcTpeuaroniencsi HexxenaTenbHON peakuueil ObUT TOUCUHBIM KepaTUT, OTMEYCHHBIH

y 3% manueHToB (KaTreropus 4actoThl — uacmo). JpyruMu  3aperucTpupOBaHHBIMH
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HEXEJATEIbHBIMA PEAKIUAMH ObUIM IC(CKTH SIUTEIH NOrOBIUBIM, TIEPVATHT (I PIMYCCK UL,

otrMeueHHBIA Yy 1 % 1 0,5 % nanueHToB COOTBETCTBEHHO (KAaTErOPHs YaCTOThl — HEYACHO).

Onucanue OTACILHBIX HEXKEIATEIbHEIX PEaKIINI

OneIT [ONTOCPOYHOTO KIMHUYECKOTO TpPUMEHEHHUs mpemapata HeBaHak mins npoQuIaKTHKH
MaKyJISIPHOTO OTE€Ka B CBSI3U C ONEpalued M0 AKCTPAKIMM KaTapaKThl y MAlMEHTOB, CTPaJalolInX
nuaberoMm, orpaHuyeH. HekenartenpHble peaklMM CO CTOPOHBI OpraHa 3peHUsl y NAalleHTOB,
CTpaaloIIMX TUa0ETOM, MOTYT BO3HUKATD Yallle, YeM B 00IIel monmyisiuu (cM. pasaen 4.4).

VY manueHToB ¢ MpU3HAKaAMU HAPYIICHHs SMMHUTENHS POTOBHIIBI, BKIFOUYas mepQopario pOoroBHIIb,
npuMeHeHue rpenapara HeBanak Heo0X0AMMO HEMEUIEHHO MPEKPATUTH U TAKKe HEOOXOMMO BECTH
THIATETHHBIA MOHUTOPHHT 32 COCTOSTHUEM POTOBUIIHI (CM. pazaen 4.4).

B pamkax moCTperucTpallMOHHOTO ONBITa TNpUMEHeHuss mpenapara HeBanak  ObuH
3apeTUCTPUPOBAHBl Clyyan JeQeKTa SIUTETHs POTOBUIBI/HAPYIIEHUS CO CTOPOHBI POTOBHIIBI.
TsokecTh AaHHBIX CIIy4aeB BapbUPYETCs OT JIETKOTO BO3ACMCTBHSI HA LIEJIOCTHOCTb SIUTENIHSA
pOTOBUIIBI 10 OOJiee Cepbe3HBIX PEAKIIMM, MPU KOTOPBIX IJII BOCCTAHOBJIEHHS YETKOCTU 3PEHUS
noTpeboBajgoCh  XUPYPru4ecKkoe BMEIIATeNbCTBO  W/WIM  MPUMEHEHHE  JOTOJHUTEIbHBIX
JIEKapCTBEHHBIX IIPENApaTOB.

OmneiT noctpeructpanmonsoro npumenenust HIIBII s MecTHOro nprMeHeHus: CBUJIETENBCTBYET O
TOM, YTO TMALMEHTHI MOCJE CIOXKHBIX ONepaluil Ha ria3ax, ¢ JeHepBaluel poroBuIlbl, AepeKTaMu
SMUTENNS POTOBUIIBI, CaXapHbIM MAabeTOM, 3a00JIeBaHUSIMU MMOBEPXHOCTHU IJIa3 (Hampumep, Cyxoit
r1a3), peBMaTOMAHBIM apTPUTOM WJIM MOCTE MOBTOPHBIX ONEpaluil Ha Tla3ax B TEYEHUE KOPOTKOIO
Nepuo/ia BPEMEHU UMEIOT TMOBBIIICHHBIM PUCK Pa3BUTHUSl HEXENATEIbHBIX PEaKUUid CO CTOPOHBI
POTOBHIIBI, KOTOPBIE MOTYT MPEICTABIATh YIPO3y AJIS 3pEHHUS.

[Ipu nHasHauenuu mnpenapata HeBaHak mnanueHTamM c Aua0ETOM IOCJIE OMEpallMd IO MOBOIY
OKCTPAKLUMU KaTapakThl Uil MPEeJOTBpAIlEHUs] MaKyJSIpHOTO OTeKa MPHCYTCTBHE JIO00TO
JIOTIOJTHUTENBHOTO (hakTopa pHcka TpeOyeT MHpoBeIeHHs MOBTOPHOW OIEHKH MPEIoIaraeMoro

COOTHOLICHHUS «I10JIb3a - PUCK» U 0oJiee MTHTEHCUBHOT'O Ha6J'IIOI[eHI/IH ImaruecHTa.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXCIIATCIbHBIX PCAKIINAX

BaxHo coo0miaTh 0 o103peBaeMbIX HEKEIATeIbHBIX PEAKIUSIX MTOCIIE PErHCTPAIH JICKApCTBEHHOTO
npernapara ¢ Ielblo 00ecrieueHHsi HENPEepPhIBHOTO MOHHUTOPHHTA COOTHOIICHHS «IIOJIBb3a - PUCKY
JIEKapCTBEHHOTO TMpernapata. MeIuIMHCKUM pPa0OTHHKAM PEKOMEHIYETCS COoOOIIaTh O JHOOBIX

MoAO3pCBACMBIX HCKCIIATCIBHBIX PCAKNHUAX JICKAPCTBCHHOI'O Ipcrapara 4YCpe3 HAIIMOHAJILHBIC
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CHCTEMbl  COOOIICHMS O HEXENaTelbHbIY —Ppeakyix)(: FICyHapeas - yienos - Hapagnaickoro

9KOHOMHUYCCKOIo COro3a.

Poccuiickas @enepanus

denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBooXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomiaib, 1. 4, ctp. 1
Tenedon: +7 800 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHON ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

Pecnybnuka Bemapycs

VII «lleHTp 3KcnepTU3 U UCHBITAHUHN B 3JPaBOOXPAHEHU)
Anpec: 220037, r. Munck, niep. ToBapumieckuit, 2a
Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnekTpoHHas nmourta: repl@rceth.by

Caiit: https://www.rceth.by

PecnyOanka Kazaxcran

PI'TI na IIXB «HanuoHanbHBIM LIEHTP SKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB M MEAUIMHCKHUX
w3nenuity  Kommrera MemUIMHCKOTO ©  (apMaleBTHUECKOTO KOHTpONE  MUHHCTEpPCTBA
3npaBooxpaneHust Pecny6muku Kazaxcran

Anpec: 010000, r. Acrana, yn. A.MmaHoBa, 13, 4 stax

Tenedon: +7 7172 235 135

OnekrponHas nmouta: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

Caiit; www.ndda.kz

PecnyOonuka ApMmeHust
«HAVYHBIN HEHTP B3KCIIEPTU3bI JIEKAPCTB U ME/IMIIMHCKHNX TEXHOJIOTUI M.
AKAJIEMUKA 3. TABPUEJISIHA»

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

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05
C.11m3 18
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OnekTpoHHas moyra: naira@pharm.am; vigilagce@pharm@n e NOBATENEHOCTE 0003)

CaiiT: www.pharm.am.

4.9. [lepeno3upoBka

JlanHble Mo Tepeo3UpOBKE IMpenapara OTCYTCTBYIOT. B ciyuae mepeno3upoBKM B pe3ylibTaTe
O TATTEMOJIOTHYECKOTO TPUMEHEHUS WIIM B CIIy4ae HEMpeIHAMEPEHHOTO YIMOTpeOIeHHs mpenapara
BHYTPb HUKAKUX HEKEIIATEIIbHBIX PEAKLIUNA HE 0KMIACTCA.

[Tpu momamanum B ria3a U30BITOYHOTO KOJMYECTBA Iperapara pPeKOMEHIyeTcs MPOMBITh IJa3a

TEIJION BOOOM.

5. DPAPMAKOJIOTUYECKHUE CBOVMCTBA
5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA
dapmakoTepaneBTHICCKAS rpyImna: CpeICTBa, MIpUMEHSIEMbIC B 0 TaTBMOJIOTHH;

MPOTUBOBOCHAIMUTCIBHBIC CPECACTBA; HCCTCPOUAHBIC TPOTHBOBOCTIAJIUTCIIBHBIC CPCACTBA.

Kox ATX: S01BC10

MexaHu3M IeHCTBUS

Henadenak — 310 npeniecTBEeHHUK aKTUBHOM (hOPMBI HECTEPOUTHBIX JIEKAPCTBECHHBIX MPENapaToB C
IPOTHBOBOCTIAJMTEIBHBIM M aHAJIBI'€3UPYIOIUM JeiicTBueM. [Ipyu MecTHOM npuMeHeHnH HenageHak
NPOHHMKAET B POTOBMILY TJla3a, Tl MPH IMOMOIIM THAPOJA3 mpeodpasyercss B aM(peHak, akKTUBHYIO
dbopmy. Ambenak wuHrHOMpyeT nelcTBHE mpocTarjaHAuH-H-cuHTa3bl  (IIMKJIOOKCUTEHA3bI),

depMmenTa, HeOOXOIUMOTO /IS BBIPAOOTKH MPOCTArJIaH/AMHA.

Bropuunsiii dapmakonornyeckut 3ddext

VY kponukoB HenadeHaK YMEHbIIIAET MTPOHUITAEMOCTh T€MaTOPETHHAIBHOTO Oaphepa, OTHOBPEMEHHO
¢ yruerenueM cunrte3a PGE>. B ycnoBusix ex vivo ObIIO MOATBEP)KICHO, YTO OJIHOKpATHAs J03a
HermapeHaka TPU MECTHOM MPUMEHEHHM MOJABJIET CHUHTE3 NPOCTarjiaHAWHA B PaayKHOU
obonouke/mumapHoM tene (85-95%) u ceruaTke/cocyauctoi obonouke (55%) Ha mepuo 10 6 4acos

H 4 4acOB COOTBETCTBEHHO.
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®apMaKoAMHAMUYCCKHC CBOCTBA (NOCNEOOBATENEBHOCTE 0003)

BonbmMHCTBO THIPONUTHYECKUX TIPe0Opa30BaHU MPOMCXOIUT B CETYATKE/COCYAUCTON 000I0UKe, a
TaKXKe B pagy>KHOW 00O0JIOUKE/IMIMAPHOM TeJie W POTOBUIE, B 3aBUCUMOCTH OT CTENECHH
BaCKyJISIpU3alMH TKAHH.

Pe3ynpTaTel KNIMHAYECKUX MCCIIEIOBAaHUM YKa3bIBAaIOT HA TO, 4TO IpenapaT HeBaHak He OKa3bIBacT

3HaYMMOT0 3(p(pekTa Ha BHYTPUTITIa3HOE JIaBJICHHUE.

Kimmanueckas 3¢ heKTUBHOCTD M 0€30IIaCHOCTD

Ilpopunaxmuka u nevenue 60U U B0CNANEHUSA 6 NOCIEONEPAYUOHHOM Nepuooe IKCMPAKyuu
Kamapaxkmol

Tpu 06a30BbIX HCCIEAOBAaHUS MPOBOAMINCH C LENbIO OHEHKH 3(PPEKTUBHOCTH U OE30MaCHOCTH
npenapata HeBanak mnpu mnpuMeHeHHMHM 3 pa3a B J€Hb II0 CpaBHEHMIO ¢ Iuianebo (Hecymias
JIEKapCTBEHHOE BEI[ECTBO CpPE/a) W/MIM KETOpoJiaka TPOMETaMOJIOM B NMPO(HIAKTUKE W JICUCHUU
00JI1 ¥ BOCIIAJICHNUS y TTAIIEHTOB B [TOCIICONIEPAIIIOHHOM ITEPHO/IE SKCTPAKIINY KaTapakThl. B maHHBIX
UCCIICIOBAaHUAX IPUMEHEHHE HCCIeIyeMOro Ipernapara HAauMHAIOCh 3a 1 JIeHb J0 Olepanu,
IPOJOJDKAIOCh B JIGHb ONEpallMd M BIUIOTH 10 2-4 Hexenb IMOCIEONepalMoOHHOTO Mepuoja.
JIOTIONTHUTENBHO TOYTH BCE MAMEHTHI IMOJTydaad MPO(UIaKTHUECKOE JIeUeHHEe aHTHOMOTHKAMH, B
COOTBETCTBHUH C KIMHHYECKOH MPAKTUKON B KaXKIOM U3 IICHTPOB HUCCIICIOBAHMSL.

B 1ByX ABOMHBIX CJIENIBIX PAHJOMU3UPOBAHHBIX UCCIIETOBAHMSIX C KOHTPOJIEM IIJ1arie0o y MalueHTOoB,
nojy4aBmux mpenapar HeBanak, HaOMI0Janoch CYIIECTBEHHO MEHEE BBIPAKEHHOE BOCHAJICHHE
(KJICTKH 1 OTIAJIECIICHIINS BOJISHUCTON BJIary), HAUMHAS C PAHHETO ITOCIICONEePAlMOHHOT0 IEPHOIA 1
710 KOHIIa JICYCHUS, YEM Y TTAlMeHTOB, TTOJTyYaBIINX I1aneoo.

B onHOM 1BOWHOM ClIENIOM PaHIOMU3UPOBAHHOM HCCIIEIOBAHUN C KOHTPOJIEM IIIae00 U aKTHBHBIM
KOHTpOJIEM y MAIMEeHTOB, MOJy4aBIIUX Mpenapar HeBaHnak, HaOMIONANIOCh CYIIECTBEHHO MEHeEe
BBIPAXCHHOE BOCTIAJICHHE, YEM y TIALMEHTOB, ITOIy4YaBIIKX 1mane6o. Kpome toro, mpenapar HeBanak
HE yCTyTal Ipenapary KeTopojak 5 MI/MiI B YMEHBIICHUH BOCTIAJICHUS U OOJIN B TJa3ax M OKa3aJCs
CyLIeCTBEHHO Oosiee KOM(DOPTHBIM NPU 3aKaIBIBAHUH.

B rpynme npenapara HeBanak ciydaum OTCyTCTBHS 0OOJM B Tja3ax B IOCIEONEPAMOHHOM IEpUOJIE
9KCTPAKIMU KAaTapaKThl ObUIN 3apEeTHCTPUPOBAHBI Y CYIIECTBEHHO OOJIBIIErO MPOLEHTA MAIEeHTOB,
4yeM B TpyIIe miamneoo.

CHudicenue pucka pazeumus MAKyIsApHO20 OmeKa ) HayueHmos ¢ CAXApHeIM Ouabemom 6

nocieonepayuOHHOM nepuode IKCMpaKkyuu kamapaxkmasl
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Hnst ouenkn s¢dexruBHOCTH M OesonacHpern nperapand - Hesamak - py-| mpHMEHeHHHA| 1T

NpopMIAKTUKN TIOCIEONEPAIMOHHOTO MAaKyJSPHOTO OTE€Ka B CBA3M C OIEpaluen >KCTPAKIUH
KaTapakThl OBIJIO MIPOBEACHO YETHIPE UCCIICAOBAHUS (J1Ba - CPEIU MAIIMEHTOB C CaXapHbIM 1MabeToM
U JIBa - Cpely MAalMeHTOB, HE CTPAJaAIOUIMX caxapHbIM Auaberom). B nmaHHBIX HccienoBaHUAX
IPUMEHEHHE UCCIelyeMOoro npenapara HaYMHauoch 3a 1 JeHb 10 omnepanuu, IpoAoHKaaoch B ACHb
orepanuu u BILUIOTh 10 90 qHEH nocieonepalnoHHOro Nepuoaa.

B omHOM fBOMHOM clemoM paHIOMHM3HPOBAHHOM HCCIENIOBAaHMM C KOHTpOJEM  Iuianedo,
MIPOBOAMBILIEMCS CPEIU MALMEHTOB C IUa0ETUUYECKON PETUHONATHEH, MAaKyJISIPHBIM OTEK pa3BUICS y
CYILLIECTBEHHO OOJIBIIETO MPOLIEHTA MAallMeHTOB B rpymie mianedo (16,7%) no cpaBHEHUIO ¢ TPYIIION
MAIMEHTOB, Y KOTOPBIX mpuMeHsum mpenapar Hesanak (3,2%). YV Oonbinedl JOTM TAIMEHTOB,
NOJy4aBIIUX TIane0o, Ha0II01aI0Ch CHIPKEHHE MaKCUMaJIbHO KOPPUTHPOBAHHOM OCTPOTHI 3pEHHUS
Ha Oosee yem 5 OykB co mHsA 7 1o AeHb 90 (Wim mpexaeBpeMeHHOE MPEKpalleHHe TPUMEHEHHUS B
rpynne ruiane6o) (11,5%) no cpaBHeHHIO ¢ ManueHTaMH, NpuUMeHsBIIMMU HemadeHak (5,6%).
VYiyumenue Ha 15 6yKB MakCUMaJIbHO KOPPUTHPOBAHHON OCTPOTHI 3peHHS HAOII01AI0Ch y OOIbIICH
JIOJTY MTAlMEeHTOB, IPUMEHSBIINX MpenapaT HeBaHnak, Mo cpaBHEHUIO C MAIUEHTAMH, TPUHAMABITUMHI

miarne6o, 56,8% mno cpaBaenuto ¢ 41,9% coorsercrBenHo, p=0,019.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOGcopbuus

[Tpu TpexkpaTHOM €KeJIHEBHOM 3aKanblBaHMM Ipenapata HeBanak B 00a riasa B mjaa3smMe KpOBH
BBISBJICHBI HU3KHE, HO OIpe/eseMble KOJMYECTBEHHO KOHIIEHTpAalLMM HenadeHaka M am@eHaka
yepe3 2 ¥ 3 yaca COOTBETCTBEHHO. MakcuMallbHOE 3HAUEHUE CpeIHEe KOHIICHTpaluuu HenadeHaka
(Cmax) B IUIa3MC MTOCJIC NTPUMCHCHHUA MECTHO, B BU/IC I/IHCTI/IJ'IJ'IHI_II/Iﬁ B KOHbIOHKTHBAJIbHYTO ITOJIOCTDH
coctassieT 0,310 £ 0,104 ar/mi; ampenaka (Cmax) — 0,422 £ 0,121 ar/mo.

Pacnpenenenue

[Ipenapar HeBanak ObIcTpo abcopOupyeTcs yepe3 poroBuIly riiasa.

[Tocne mpuema omHOKpaTHOW A03bI mHpenapata HeBanak cpenn 25 mNanuMeHTOB € KaTapaKTOM
M3MEpPEHUE KOHIIEHTPALMU BOASIHUCTOM BJaru MpoBoAWJIOCh B Toukax 15, 30, 45 u 60 MunyT nocie
NpUMEHEeHHs /103bl. MakcUMalbHOE cpellHee 3HAaYeHHEe HaOI0Jaloch BO BpeMEHHOH Touke 1 gac
(menadenak 177 ur/mm, ampenak 44,8 ur/mu). [lomyueHHble AaHHBIE YKa3bIBaIOT Ha OBICTpOE

MPOHUKHOBEHUE CKBO3b POTOBHUILY.
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Ampenak 001a1aeT BBICOKHM CPOJCTBOM K $BIBOPOTQYHBIN [AIEOYNHIHANL U | vitro [OBA3BIBAHMC C

KPBICUHBIM  aTbOyMHHOM, YEJIOBEYECKUM aJbOYMHHOM U 4YEIIOBEUYECKOM CBHIBOPOTKOM KpPOBH
cocTaBisio 98,4 %, 95,4 % u 99,1 % coOTBETCTBEHHO.

HccnenoBanuss Ha KpbIcax IIOKA3aJd, 4YTO PaJAMOAKTHBHO MEUYEHBIE BEUICCTBA, CBA3AHHBIC C
JEUCTBYIOIIMM BEILECTBOM, LIMPOKO PAaCIpPOCTPAHAIOTCA B OPraHU3ME IIOCIE OJHOKPAaTHOTO M
MHOTOKpATHOTO HepopaIbHOro npuMenenus *C- nenadenaxa.

Buorpancdopmarus

[Ipn MecTHOM NpPUMEHEHMHM MO JCHCTBHEM BHYTPUIJIA3HBIX THApoja3 HemaeHak MOABEepraercs
OBICTpOMY THAPOIU3Y 10 aMpeHaxa.

JanpHeimuii mMerabonu3M aMpeHaka HPOTEKaeT IMyTeM T'MIPOKCHIMPOBAHUS apOMaTHYECKOTO
KOJIbLIa, YTO TMPUBOAUT K OOpa3OBaHUIO KOHBIOTATOB C  TIIIOKYPOHOBOM  KHCIIOTOMA.
Pamnoxpomarorpaduueckuii aHaiau3, MPOBEACHHBIM 10 M TIOCIE THAPOIN3a C ydacTheM [3-
[JIIOKOYPOHHUA3bl MOKa3al, YTO BCE METAaOOJIMThI ObUIM HpPEACTaBIEHbI B (pOpME KOHBIOIATOB C
TJIIOKYPOHOBOHM KMCIIOTOH 3a UCKiIoueHHeM aM¢peHaka. AMdeHak OblI OCHOBHBIM METAaOOJHUTOM B
IUla3Me — Ha JOJI0 3TOr0 BEHIeCTBAa MPHUXOAWIOCH OKoo 13 % oOmeil paarnoakTUBHOCTH,
BBISBJICHHOH B IJIa3Me KPOBH. BTOpBIM 1O BCTpeyaeMOCTH B IIa3Me KPOBH ObLIT METAO0IUT
S-runpokcunenadenak ¢ 9 % obuel pagnoakTuBHOCTH Mpu Cmax.

OJIMMUHALNA

HccnenoBanusi BbIBEICHUS Ipenapara MPOBOJWINCH KaK Yy 3J0POBBIX ITOOpPOBOJBIEB, TaK U Y
NAIMEHTOB B [1OCJICONEPALIMOHHOM IIEPUO/IE IKCTPAKIIUU KAaTapaKThI.

[ocne mnepopansHOro mnpuema '*C-HemadeHaka 370pOBBIME JOOPOBONBIAMH OKOJO  85%
PaIMOaKTHBHOCTH MpPH MepopanbHoM BBeaeHNn ‘C-HenadeHaka 0OHAPYKUBAETCA B MOYE M OKOJIO
6% - B pexamusx. Konnentpaunu HenaeHaka 1 aMmpeHaka B MOU€ He NOAJAI0TCs KOJINYECTBEHHOMY

OIIPE/ICTICHUIO.

5.3. JlaHHbIe JOKJIUHHYECKOH 0€30MacHOCTH

B JOKIMHHUYCCKHUX JdaHHBIX, HOHy‘IeHHBIX 110 pe3yJ11>TaTaM CTaH,Z[apTHBIX I/ICC.HGI[OBaHI/II\/'I
dapmakonorudeckoid  0€30MacHOCTH, TOKCHYHOCTH TPU MHOTOKPAaTHOM TMPUMEHEHHH W
T€HOTOKCUYHOCTH, OCOOBIN BpeI /ISl YeTTOBEKA HE BBISBIICH.

Henadenak He n3yyancsi B JOATOCPOUHBIX UCCIEIOBAHUAX KAHIICPOTCHHOCTH.

CBeneHusI 0 TOKCHYECKOM JICHCTBUM HA PEMPOAYKTUBHYIO (DYHKIIMIO IPUBEICHBI B pa3zeine 4.6.
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6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
benzankonus xjaopun

Kap6omep (974P)

Tunokcanon

Junatpus sperar

ManHuTON

Harpus xmopun

Hatpus ruapoxcun n/unm

Kucnora xsnopucroBonopoaHast

Bona ouniennas

6.2. HecoBMecTHUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )
2 roxa.

Hcnonb3oBath B TeueHue 28 AHEH 1MOCiie BCKPHITUS (DIIaKoHA.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U
Xpanuts npu remrneparype He Boime 30 °C.

Cpok xpaHeHHs ITocyie BCKPBITUS (uiakoHa cM. B paszzaene 6.3.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKU
ITo 5 M7 BO ¢u1akoH-KaneabHUILy U3 MOJUITUIICHA HU3KOH TIIOTHOCTH.
ITo 1 pnakoHy C TMCTKOM-BKJIJBIIIEM B TAYKy KAPTOHHYIO.

JlomyckaeTcst Haln4re KOHTPOJISl IEPBOTr0 BCKPBITHS HAa KapTOHHOM MaykKe.

6.6. Oco0ble MepbI NPEIOCTOPOKHOCTH NPH YHHYTOKEHHH HCIOJIB30BAHHOIO JIEKAPCTBEHHOI0
npenapara uJjad OTXOA0B, MOJYYEHHBIX NMOcjde NMPUMeHEeHHs JeKAPCTBEHHOIo Ipenapara,
ApYrue MaHUMYJISIHHH € MPenapaTom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.
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7. AEPKATEJIb PETUCTPAHMOHHOI'O YIOCTOBEPEHUSA
Hogaptuc ®@apma Al', Jluxtmtpacce 35, 4056 bazens, LlBelinapus /
Novartis Pharma AG, Lichtstrasse 35, 4056 Basel, Switzerland

7.1. llpeacraBuTe/ib Aep:KaTesisi PErUHCTPAIIMOHHOIO YA10CTOBepeHUus Ha Teppuropun Coro3a
[Iperen3uu norpeduTENEH HAIPABIATH MO ATPECY:

Poccuiickas @enepanus

000 «HoBaptuc ®apmay

Anpec: 125315, r. MockBsa, Jlenunrpaackuit npocnekr, 1. 70
Tenedon: +7 495 967 12 70

Qaxc: +7 495 967 12 68

DnekTpoHHas noyra: drug.safety russia@novartis.com

Pecny6nuka Benapyces

[TpencraButensctBO AO «Novartis Pharma Services AG» (IlIsetiniapckast Kondeneparmus) B
Pecniy6uke bemapych

Anpec: 220069, r. MuHck, nip-T J[3epKuUHCKOTO, 5, ToM. 3, oduc 3—1

Tenedon: +375 (17) 360 03 65

DnekTpoHHas noyta: drugsafety.cis@novartis.com

Pecny6auka Kazaxcran

Ounuan Komnanun «HoBaptuc ®apma Cepsucaz AI» B Pecniybnuke Kazaxcran
Anpec: 050022, r. Anmatsl, ya. Kypmanrasel, 95
Tenedon: +7 727 258 24 47

OnexTpoHHas noyra: drugsafety.cis@novartis.com

PecnyOonuka ApMmeHust

000 «ACTEPUA»

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

DnektponHas noyra: drugsafety.cis@novartis.com
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8. HOMEP PETUCTPAIMOHHOI'O YAQCTOBEPERMSA OB ATENEHOCTE 0003)

JITI-Ne(004294)-(PT-RU)

9. IATA TIEPBUYHON PETMCTPAIIMM (IIOATBEPXJIEHWSA PEIMCTPAIIUN,
NEPEPETUCTPAIIN)

JlaTa nepBUYHON pEruCTpaLMHU:

16 suBaps 2024

10. JATA IIEPECMOTPA TEKCTA

OOmass xapakTepuCTHKa JIEKapCTBEHHOro mpenapara HeBaHak mocTynmHa Ha HHQOPMAIIOHHOM
noprasie EBpa3miickoro SKOHOMHUYECKOTO CO03a B HMH(POPMAINMOHHO-KOMMYHUKAIIMOHHON CETH

«MuTepueT» http://eec.eacunion.org/
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