COOTBETCTBYET 2KCIHEPTHOMY QITYETY
ot 28,05 2025 Ne 13515

OBLIASI XAPAKTEPHCTHKA JIEKARCTBEHHOTO, IPRITAPATA 0005

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITIAPATA
HEITA®EHAK-OIITHUK, 1 mMr/mi, Kanau ria3Hele.

2. KAYMECTBEHHBI U KOJTUWYECTBEHHBIA COCTAB

Heticmsyrowee sewjecmeo’ HenageHax.

Kaxnprit 1 M conepxut 1,0 mr Henadenaxa.

BcromorarenbHble BEHIECTBA, HAIMYUE KOTOPHIX HAJ0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOIO
npermnapara: OEH3aTKOHUS XJIOPHUI.

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kanmu riia3uele.

OIIHOpOZ[HaH CYCIICH3UsA OT CBECTJIO-KCIITOIO JO CBCTIO-OPAHIKEBOI'0 IBCTA.

4. KIMHUYECKUE JAHHBIE

4.1. IloxkazaHusl K NPUMEHEHUI0

[Tpenapar HEITA®EHAK-OIITUK noka3an k mpUMEHEHHIO Y B3pOCIHbIX MAllMEHTOB B BO3pacTe

crapiue 18 ner ans:

e [poQWIAKTUKU U JieueHUs: OOJM U BOCMAJEHHS B MOCICONEPAMOHHOM MEpUOE IKCTPAKLIUU
KaTapakThl;

® CHIDKEHHMS pPHCKAa Pa3BUTUS MaKYISIPHOTO OTeKa y TMAalMEeHTOB C CaXapHbIM JHa0eToM B

MOCJICONCPAINOHHOM IICPUOAC IKCTPAKIIUU KATAPAKTHI.

4.2. Pe:xuM 103MPOBaHUS U CNIOCO0 MPUMeEHEHHU s

PexuMm no3upoBaHus

BS’pOCJZble, BKIIOYasl nayuernnioe nodicuiloco eopacma

Hpod)wzakmuka u_Je4yeHue O0au U B0CNANICHUS 8 nocineonepayuoOrHHoOM nepuode IKCmpaxkuuu

Kamapaknibl

[To 1 xame mpemapara HemadeHaKk B KOHBIOHKTHBAIBHBIM MEIIOK ria3a (Tyia3) 3 pa3a B CYTKH.

Jleuenue HaumHaT 3a 1 ACHb 0 XUPYPTrUYCCKOTO BMCIIATCIILCTBA MO YAAJICHUIO KAaTAPAKThl U
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 28,05 2025 Ne 13515
MPOJOIKAIOT B TEYCHHE IEPBBIX 2 Hejelh NOCHeqIEPANHOHHOY, TRPHOHA ) (BRIOHASS, JICHE

onepanuu). JledeHne Moxer OBbITH HPOMJIEHO 10 3 HEAEIb IOCIEONEPALMOHHOTO IepHoia IO
Ha3zHaueHUIo Bpaya. 3a 30-120 MuHYT 110 onepanuu He0OX0IMMO 3aKaraTh JOMOJIHUTEIbHYIO KaIUTio
npenapara.

CHuorcenue  pucka _pazsumus,_MAakyisapHO20 _OmeKd YV NAyUeHmos ¢ CAXapHblM ouabemom_6

nocneonepayuOHHOM nepuode SKCmpaxKuyuu kamapaxKmasl

[To 1 xamne mpemapara HemadeHak B KOHBIOHKTHBAJIBHBIM MEIIOK TJa3a (rina3) 3 pas3a B CYTKH.
Jledyenue HauMHAIOT 32 | JEHB 10 XUPYPrUUECKOT0 BMEUIATENILCTBA MO YIAJICHHIO KaTapaKThl, 3aTeM
IPOJIODKAIOT B JICHb OIEPAIMU U B ITOCIECONEPAUOHHBIN NEPHOA IPOJOIDKUTEIBHOCTHIO 710 60 1HeH
110 Ha3HA4YEHUIO Bpaya.

3a 30-120 MuHYT 210 onepani He0OX0IMMO 3aKanaTh JJOMOJHUTEIbHYIO KAIUIIo Ipenapara.

Oco0nIe T'pYIIIBI IMAIIMCHTOB

Tayuenmoi ¢ noueynol u neuenouHol HedOCMamo4HOCMbIO

[Tpumenenue npemnapara HernagdeHak y NAIMEHTOB ¢ 3a00JIeBaHUEM ITEYCHHU HITH ITOYEK HE N3y4aoCh.
Henadenak BIBOAUTCS M3 OpraHnW3Ma IIIaBHBIM 00pa3oM IyTeM OHOTpaHC(hOpMalni, a CHCTEMHOE
JieficTBUE HAa OPraHU3M I0CJIe MECTHOTO IPUMEHEHMsI He3HaunTellbHoe. HeoOX0IMMOCTh KOppEeKIUU
JI03bI 15l 3TOW KaTerOpuH MalMeHTOB OTCYTCTBYET.

Tayuenmur 0emckozo 6o3pacma

bezonacHocTh 1 3¢ (eKTUBHOCT, MPUMEHEHUs IpenapaTa HemnadeHak y JeTed U MOJAPOCTKOB He
YCTaHOBJIEHBI. JJaHHBIE O IPUMEHEHUH NIpENapara B JaHHOM MOMYJISIUN OTCYTCTBYIOT.

Croco0 rmpuMeHeHus

MecTHO, B BUI€ MHCTUJUILMI B KOHBIOHKTUBAJIBHYIO TIOJIOCTb.

B ciiydae npumeHeHHs] HECKOJIBKUX 0(TaIbMOJOTHYECKUX JIEKAPCTBEHHBIX IIPENapaToB UX CIEAYeT
3aKallblBaTh C UHTEPBAJIOM HE MeHee 5 MUHYT. Ma3su [uisd ria3 ciaeayeT HaHOCUTh nociaeqHumu. Eciu
J03a mpemnaparta Obla MpONyIIeHa, TO 1 Kalllo CleAyeT 3aKamaTh Kak MOXHO CKopee, mepen
BO3BpaTOM K OOBIUHOMY peXUMYy A03upoBaHMs. He cieayeT KoMIeHCHpOBaTh MPONYLUIEHHYIO 103y
nyTeM yzABauBaHHMs J03bl. He cienyer mnpukacaThCsi KOHYMKOM —(pJIaKOHA-KameJbHHUIBI K
MOBEPXHOCTSAM, 4TOOBI M30eXaTh KOHTaMuHauuu. Takke ciemyer nu30eratb KOHTAKTa KOHYMKA
(1akoHa-KarneIbHUIIBI C IJIa3aMH, TaK KaK TaKOH KOHTAKT MOKET TpaBMHUpOBaTh ria3. Heobxoaumo
NpenyNnpeanTh MalueHTa 0 HEOOXOAMMOCTH XPaHUTh ()IaKOH IUIOTHO 3aKpPBITHIM, KOTJa OH HE

UCIIOJIb3YETCSl.



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 28.05.2025 N2 13515
Craenyer cooOlIMTh TALMEHTY O HEOOXOAUMOCTH | MUIATEIBHO ) BETPIXABATE) ((NIaKOH ) diepe

MMPUMCHCHUCM. Ilocne cHsATHS KPBIIIKKU, C€CJIM KOJIBIO 3allUTbl OT BCKPBITUA HE MNPUIICTACT K

TOpJIOBHUHE, CT'O H€O6XOI[I/IMO YAQIUTDB NEPC/ UCII0JIB30BAHUECM IIpCIiapara.

4.3. [IpoTuBONOKA3aHUA

e [ unepuyBCTBUTEIHFHOCTh K HemadeHaky WJIM K JI0OOMY M3 BCIIOMOTAaTeIbHBIX BEIIECTB,
IIEpEYMCIICHHBIX B pa3zene 6.1.

e [ unepuyBCTBUTEIBHOCTD K JPYTUM HECTEPOHIHBIM IPOTUBOBOCIIATIMTEIBHBIM IIPETapaTam.

e bponxuanbHas acTMa, KpaUBHHIIA, OCTPHII PUHHT, BBI3BAHHBIC IPUEMOM alleTHIICATUIIUIOBOM
KHUCJIOTBI WM IPYTUX HECTEPOUIHBIX TPOTHBOBOCIIAIUTEIbHBIX IIPENAPATOB.

e Bo3spact 1o 18 et (B ¢Bs3M € OTCYTCTBHEM JaHHBIX 110 3()(HEKTUBHOCTH 1 OE30MTACHOCTH).

e bepeMEeHHOCTb.

L4 HepI/IO,I[ T'pPyAHOTO BCKapMJIMBAHUA.

4.4. Ocobble yka3aHusi 4 Mepbl PeI0CTOPOKHOCTH MPHU PUMEHEeHU

Oco0ble yKa3auus

[TanrenTam cienyer uzderarb BO3AEUCTBUS COJTHEYHOI'O CBETA.

JnumenvHoe ucnonvsosanue HeCmepoUOHbIX NPOMUBOBOCNAIUMENbHBIX NPENAPAMO8 O MECIHO20
npumMeHeHus

IIpuMeHeHne HECTEPOMAHBIX IPOTHBOBOCHAIUTENBHBIX IMPENapaToB s MECTHOIO IPUMEHEHHS
MOXKET NPUBECTH K Pa3BUTHIO KepaTUTAa. Y HEKOTOPBIX BOCHPHUMMYMBBIX MALMEHTOB JJIATEIBHOE
IIPUMEHEHNUE HECTEPOUIHBIX NPOTUBOBOCHAIMTENBHBIX IIPENApaToB i MECTHOTO IPUMEHEHMS
MOYKET BbI3BaTh Pa3pbIB KJIETOK AMUTENNS, HCTOHYEHHE POTOBUIIBI, SPO3UI0 POrOBUIIbI, 00pa3oBaHKE
A3Bbl HA POTOBHIIE WIN Mep(Opalnio POroBUIIBI. ITU MOOOYHBIE SIBIEHHS MOTYT CO3/1aBaTh PUCK
notepu 3peHus. IlanMeHTBl ¢ NpU3HAKaMU pas3pblBa KJIETOK DSIMTENNsS POTOBUIBI JTOJKHBI
HEMEJUIEHHO TPEeKpaTUTh NPHUMEHEHHE Ipernapara, U HaxXOJIUTbCS IO0J HAOIIOJEHUEM, IEIbI0
KOTOPOTIO ABJISIETCSI MOHUTOPUHT COCTOSIHUSL POTOBULIBI.

IIpumenenue en0KOKOPMUKOCMEPOUAO8 OJisl MECHIHO20 NPUMEHEHUS

IIpuMeHeHre HECTEpOMAHBIX NMPOTHBOBOCIAIUTENBHBIX IMPENapaToB s MECTHOIO INPHUMEHEHHMS
MOXET 3aMeIATb WM  33JepXKUBaTh IIPOLIECC 3AXKUBIECHMS. TakKe H3BECTHO, UTO
TJIFOKOKOPTUKOCTEPOUIBI [UIsi MECTHOI'O IIPUMEHEHUS 3aMEUISIOT WIN 3aJEPKUBAIOT 3a)KUBIICHUE.

O}IHOBpeMeHHoe NPUMECHCHUEC HECTCPOUAHBIX ITPOTHBOBOCIAIMTEIIBHBIX IMPEMIapaToB AJId MECTHOI'O
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 28,05 2025 Ne 13515
NPUMEHEHHS ¥ TIOKOKOPTHKOCTEPOUIOB Jfisi MECTHONO (TIPMYEHEHKH - V0HKET) (3GMCIVIATh | M1

3aICPIKUBATD 3AKUBJICHUS.

Xupypeuueckue ogpmanbmonocuseckue emMeuamenbcmed

OnpIT TPUMEHEHHS HECTCPOUIHBIX IMPOTUBOBOCHAIUTEIBHBIX MpPENapaToB JUIsi MECTHOTO
NPUMEHEHHS TPEANoJiaraeT, 4YTO TIAlUeHTBl C OCJIOXHEHUSMH IIOCIE XUPYPrHYECKUX
O(l)TaJIBMOJIOI‘I/I‘IeCKI/IX BMCIIIATCJIBCTB, ,ueHepBauHeﬁ pOroBuikbl, I[e(beKTaMI/I SIIUTCINA POrOBHUIILI,
caxapHbIM IUa0ETOM, MOBEPXHOCTHBIMHU 3a00JICBaHUSAMH TJa3 (HampuMmep, CHHAPOMOM «CYXOro
rjiaza»), PEBMATOUIHBIM aPTPUTOM WM TOBTOPHBIMH XHPYPTUYECKMMH BMEIIATEIIbCTBAMH,
NPOBEICHHBIMU B TEYCHHE KOTOPOTO IMPOMEXKYTKAa BPEMEHH, MOTYT MMETh TOBBIIICHHBIA PUCK
pa3BUTHS TOOOYHBIX PEAKINI CO CTOPOHBI POTOBHIIBI, YTO MOXKET CO3JaTh YIpO3y MOTEPU 3PCHHSL.
HCCTepOI/II[HI)IC IMPOTUBOBOCHAIMTCIBHBIC MpCHaparbl I MCCTHOIO MNPUMCHCHHA OOJIKHBI
UCIIOJIB30BaThCS C OCTOPOXKHOCTBIO TPH JICUCHHH TaKUX MAlMeHTOB. [JIMTENIbHOE MPUMEHEHHE
MOYKET YBEJIIMYUTh PHUCK BO3HUKHOBEHHUS W CTENEHb THKECTH MOOOYHBIX PEAKIMUA CO CTOPOHBI
POTOBHUIIBI.

HpI/IMeHeHI/Ie HECTCPOUIHBIX IMPOTHBOBOCIIAIMTCIBHBIX IMPCIapaToB AJid MECTHOTO IMPUMCHCHUA B
COYETaHUU C XUPYPrHUECKOM Omepalliell Ha riia3aX MOTYT BBI3bIBATh MHTCHCUBHOE KPOBOTEUYCHUE B
TKaHsX Ta3a (BKitovas rudemy). [Ipenapar HenageHak JOHKEH HCIIOIB30BaThCS C OCTOPOKHOCTBIO
y TAIMEHTOB, B aHAMHE3¢ KOTOPBIX 3a(MKCHpPOBaHA CKJIOHHOCTh K KPOBOTCUCHHUIO, HIIM €CIH
MaUCHTBI MOJYYarOT APYTrue JICKAPCTBCHHBLIC IIpEmaparbl, KOTOPBIC MOTYT IIOBBIIIATH BPEMA
CBEPTHIBAEMOCTH KPOBH.

Ananozu npocmaeﬂanduHa

JlanHbIE IO OJHOBPEMEHHOMY MPUMEHEHHUIO aHAJOrOB IMpOCTarjaHjAWHA U Tpernapara HenadeHax
OTCYTCTBYIOT. YuurtriBas MEXaHU3MBbI nux I[el\/JICTBI/ISI, OJHOBPEMCHHOC IMIPUMCHCHHUEC HEC
pPEKOMEHyeTcs.

bensanxonus xnopuo

[IpenapaT coaepKUT KOHCEPBAHT OCH3AJIKOHHUS XJIOPHJ, KOTOPHI MOKET BBI3bIBATh pa3ApaKeHHE
rjias u O6€CHB€‘—II/IBaHI/Ie MITKHUX KOHTAKTHBIX JIMH3. KpOMe TOI'O, HOIII€CHUE€ KOHTAKTHBLIX JIMH3 HE
PEKOMEHIyeTCsI BO BpEeMsl IMOCIIEONEPAIMOHHOTO TMEepHoAa IMOCIEe XUPYPTUYECKOW OmNepanuu o
MOBOJTy KaTapakThl. He pekoMeHIyeTcst HCII0Ib30BaTh KOHTAKTHBIC TMH3HI ITPH JICUSHUH MIPENapaToM
HernadeHax.

HccenoBanus MOKa3aid, 4TO OCH3IKOHUS XJIOPH]I, KOTOPBIA COJIEPIKUATCS B Ipemnapate HernadeHaxk,

MO>KET BBI3BIBATh TOUYCUHBIN KCPaTuT Y/WIIH TOKCUYECKUI SI3BEHHBIN KEpaTur. HO3TOMy Ipu 4aCTOM
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 28.065.2025 N2 13515
WITH JUTHTETBHOM HCIIOIb30BAHHH Hperapata HeoOXoayyIg NIaFesHOg, ME LHCKOT [HabmfoicHIe

3a COCTOSIHUEM IalUEHTOB.
Inasnas ungexyus

[IpuMeHeHHe HECTEPOUIHBIX MPOTHBOBOCHAIMTEILHBIX MPENapaToB Uil MECTHOTO MPUMCHEHHSI
MOXET MPENATCTBOBATh CBOCBPEMEHHOMY Paclio3HABaHHMIO MTPU3HAKOB OCTPOW TJIa3HOW MH(DEKIUH,
T.K. OHU HE 00J1a/Iaf0T KaKUMHU-JINO0 MPOTHBOMUKPOOHBIMY CBOMCTBaMHU. B ciiyuae pa3BUTHS I1a3HOM
UHQPCKIMHM, MPUMEHECHHE HECTEPOMIHBIX MPOTHBOBOCIAIMTEIBHBIX IPENapaToB il MECTHOIO
NPUMEHEHHS OJHOBPEMEHHO C AHTHOAKTEPHAIbHBIMH CPEICTBAMHU JOJDKHO OCYIIECTBISTHCSA C
COOJTIOIGHUEM MEp MPEIOCTOPOIKHOCTH.

Ilepexpecmuas uyscmeumenbHoCny

IIpn npumeHeHun HenadeHAKa CYIIECTBYeT BO3MOKHOCTH Pa3BUTHSI NepPeKPecTHOI
YYBCTBUTEJIbHOCTH K Al[eTHJICAIHIIMIOBOH KHCJI0TE, NPOU3BOAHBIM (DEHUIIYKCYCHOM KHCJIOTDI,
a TaK:Ke IPYrHM HeCTEPOMIHBIM MPOTHBOBOCHAIUTEIbHBIM Npenaparam!

He cnenyer mpukacathcsi KOHYMKOM (DIaKOHA-KaNeIbHUIBI K KaKOH-THOO MOBEPXHOCTH, YTOOBI
n30exarh 3arps3HeHus (IakoOHa U €ro COICPKUMOTO.

dnakoH HCO6X0)II/IMO 3aKpPbIBATh ITOCJIC KaXX10I'0 UCIIOJIb30BaHMA.

4.5. B3aumoaeiicTBue ¢ JAPYrUMH JIeKAPDCTBEHHbIMH TMpenaparaMd ¥ Jpyrue BHAbI
B3auMMO/1eiicTBUS

Huoykmopuol/unzuoumopul pepmenmos yumoxpoma P450

B uccnenoBanusx in Vitro uu HemadeHak, Hiu aM()eHaK He HHTHOUPYIOT METa00INIEeCKYIO0 aKTHBHOCTD

yenoBedyeckoro muroxpoma P450 (m3odpepment CYPLA2, 2C9, 2C19, 2D6, 2E1 u 3A4) mpu

koHUeHTpauuu 10 300 Hr/mu. CrnenoBaTenbHO, NMPU OJHOBPEMEHHOM IPUMEHEHHUU C JIPYTHMMH

JIEKapCTBEHHBIMU TpernaparaMy B3aMOJICHCTBHE ¢ BOBIEUYEeHHEM U30(epMEHTOB IuToxpoma P450

MaJoBepoATHO. Takke MajJoBEpPOSITHBI B3aUMOICHCTBHUSI, OTIOCPEIOBAHHBIEC CBSI3BIBAHUEM C OEIKaMU

TUTa3MBI.

Ananozu npocmaznanouna

JlaHHBIC TIO OJTHOBPEMEHHOMY NMPHMEHEHHIO Tpernapara HernadeHaKk W aHAJIOTOB MPOCTArIaHMHA

OTCYTCTBYIOT. ~YUWTBHIBas MEXaHU3MBl WX JICHCTBHUS, OJHOBPEMEHHOE€ NPUMEHEHHE HE

PEKOMEHTYeTCS.
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COOTBETCTBYET QRCHEFTHOMY QTYETY

B cnydae mpuMeHEHHS HECKOJBKHX MPENaparoB I MECTHOTO JICYCHHS TJIA3HBIX 3a00JCBaHUHN
VMHTEPBAJI MEX/y UX MPUMEHEHUEM JOJDKEH COCTABJISATh HE MEHEE 5 MUHYT. | JTa3HbIE Ma3u JTOJKHBI

IMPUMCEHATHCA B IMOCIICAHIOKO OUCPEAb.

4.6. ®epTUWIBHOCTD, 0€PEMEHHOCTh U JIAKTALMS

bepemeHHOCTD

[TpumeneHue mpenapara npu 0epeMEeHHOCTH MPOTHBOIIOKA3aHO.

HcnpiTanus Ha >KMBOTHBIX BBISIBWIM PENPOAYKTUBHYIO TOKCHYHOCTh. Ilpu wuccienoBanuu
BO3/ICIICTBUS HemadeHaka Ha PernpoayKTHUBHBIE OpraHbl KpbIC, IPHEM TOKCHUYECKUX 103 >10 Mr/kr
MPUBOJMI K JUCTOIMH, YBEIHUYCHHUIO KOJIMYECTBA CAMOIIPOU3BOJLHBIX a0OpPTOB Ha 3Tare IMOCie
UMIUTAHTAlMY, CHIDKEHUIO MacChl TeJla B pOocTa SMOPHUOHOB, CHIDKEHUIO BEDKUBAEMOCTH YMOPHUOHOB.
Y GepeMeHHBIX KPOJIbUUX MPUEM MaOTOKCUYHBIX 7103 30 MI/KT MPUBOJIWI K YBEIHUEHUIO TIOPOKOB
pa3BUTHS TOTOMCTBA.

JlakTanus

[TpumeHeHue mpenapara B epro] TPYJHOT0 BCKapMITUBAHUS ITPOTUBOIIOKA3aHO.

[Tpu HEOOXOAMMOCTH Ha3HAYECHHUS Mpernapara rpyAHOe BCKapMIMBaHUE PEKOMEHYeTCsl TPEKPATUTh
Ha BpeMs JICUCHHUSI.

DdepTUabHOCTD

Janubie 0 BIusHUM HemadeHaka Ha PepTUILHOCTh OTCYTCTBYIOT.

4.7. BiusiHMe Ha CHOCOOHOCTH YINPABJIATH TPAHCIOPTHBIMH CpeACTBAMH U PpadoTarh ¢
MeXaHu3MaMHu

[Tocne mnpuMeHeHHs TMpenapara BO3MOXHO BpPEMEHHOE CHIKEHHE YETKOCTH 3PUTEIBHOIO

BOCIIPHSTHS, U JI0 €€ BOCCTAHOBJICHUSI HE PEKOMEHIYETCs YNpaBIATh aBTOMOOWJIEM U 3aHHUMAThCS

BUAaMH OCATCIbHOCTH, Tpe6y'IOH_II/IMI/I MOBBIIICHHOTO BHUMAHUSA U pCAKIIUU.

4.8. HexkesiaTeJIbHBIE peaKINu

Pesrome mpodumisg 6e30mmacHOCTH

B xnuHHYeCKHX HCCeoBaHUSAX ¢ yyacTheM 2314 manueHToB, MPUMEHSBIIMX HenadeHak | mr/mi,

HanOoJjiee YacTo BCTPCHAOIIHUMUCA HCKCIIATCIIbHBIMHA  SIBJICHUAMU ObUIM TOYEYHBIH KCpaTuT,



COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 28,05 2025 Ne 13515
OLILYIIIEHHE HHOPOHOTO TeNla B IJIa3y i 00pas@BaHme KOPQK H| KPaAX BEK; [KOFOpPEIe HAC/RIRINCH y

0,4 % - 0,2 % manmueHToB.

PesroMe HexxenaTeabHbBIX PeaKIUi

HesxenarenbHbie SBICHUS, TPEACTABICHHbBIC HUKE, MIEPEUUCIICHHBIC B COOTBETCTBUH C MOPAKCHUEM
OpPraHOB M CHCTEM OPraHOB M YaCTOTOH BCTpedaeMocTH. YacToTa BCTPEYAEMOCTH OMPEACIISIETCsI
CIIeAYIONMM 00pa3oM: odeHb 4yacto (>1/10); gacto (>1/100, <1/10); nHeuacto (>1/1000, <1/100);
penko (>1/10000, <1/1000); ouens penxo (<1/10000); wacroTa Heus3BecTHa (HE MOXKET OBITH
Olpejie/icHa Ha OCHOBAaHMM HMMEIOIIUXCSA JaHHBIX). B pamkax KaXIoH U3 TPYII YacTOTHI
BCTPCUACMOCTH HEKENIATEIbHBIC SIBICHHUS TPEACTABICHBl B TOPSIKE CHIDKCHUS CTCICHH
CEpPhE3HOCTH.

CBCI[GHI/I?I O HEXKCJIATCIIbHBIX SIBJICHUAX 6I)IJH/I IMOJIy4CHBI Ha OCHOBAHHWU KIIMHUYCCKUX I/ICCJ'ICIIOBaHI/Iﬁ
U B XOJI¢ TIOCTMapKETHHIOBOI'O HAOJIIOCHUS ITpernapara.

Hapynienus co cTOpoHbI MMYHHOM CUCTEMBI

Peoko: runepuyBCTBUTEIBHOCTD.

Hapyiienus co cTopoHbI HEPBHOM CUCTEMBI

Peoko: ronoBoKpyXeHue.
Yacmoma neussecmna: ro10BHas O0Jb.

HaDVIIIeHI/Iﬂ CO CTOPOHEI OpraHa 3pCHHUA

Heuacmo: KCpaTurT, TOYEYHBIN KCpaTuT, Heq)eKT SIMUTECINA POrOBUIILI, OIIYIICHUA HHOPOJHOI'O TEJIa
B I'7la3ax, 00pa3oBaHUe KOPOK Ha KpasiX BEeK, HAPYIICHHs CO CTOPOHBI BEK.

Peoxo: nput, nunuoxopuoniaabHas OTCIOWKA, OTJIIOKEHHS B POrOBHIIe, OOJb B I1a3y, AUCKOMQOPT
B riazax, ¢GotodoOus, CHHAPOM «CyXOro Tiiazay, OnedapuT, 3yJ B IJa3ax, BbIICIEHUS U3 IJIa3,
anneprnqecmxlﬁ KOHBIOHKTHUBUT, CIC30TCUCHUC, KOHBIOHKTHUBAJIbHAasA NHBCKIIH .

Yacmoma Heuszsecmua: niephopaiys pOroBHIIbl, 3aMEITICHHOE 32)KUBJICHHE POTOBHIIBI, TOMYTHEHHE
POTOBHIIBI, pyOEI] Ha POTOBHIIE, CHI>KEHUE OCTPOTHI 3pEHUs, pa3pakeHue T1a3, OTEeK ri1a3, S3BeHHbII
KEpaTuT, MCTOHYCHUEC POrOBUIBI, 3aTYMaHHUBAHUC 3PCHU.

Hapyiiieans co cTOpOHBI COCYIOB

Yacmoma Heuzgecmua. TOBBIIICHUE APTCPHUAIIBHOT'O NAaBJICHUSA.

HapyieHus co CTOpOHbBI AbIXaT€IbHON CUCTEMBI, OPTaHOB I'PYIHOM KJIETKU M CPEIOCTCHUS

Yacmo: CUHYCHT.

HaDVHIeHI/Iﬂ CO CTOPOHBI KCITYAOYHO-KHUIIICYHOT'O TPAaKTa

Heuacmo: cyxocTb BO pTYy.
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Peoxo: TomHoTa. (MOCNEOOBATENEHOCTE DO05)
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Yacmoma Heuzgecmua: pBOTAa.

Hapyiuenus co CTOpOHBI KOXKH U MOJIKOKHBIX TKaHEN

Peoxo: pacTsyKuMOCTb KOXH (IepMaToXaja3uc), auleprudecKuil 1epMaTHT.

[Ipoune 0CO0BIE OOoNVyJIANNHU

Tayuenmoi ¢ caxapuvim ouabemom

B mporecce nByX KIMHUYECKHMX HCCIENOBaHUM, BKIouYaBmMX 209 NanueHTOB, MAIlMEHTHI C
caxapHbIM JTHa0eTOM MPOILIM JICUEHHE MpernapaToM HermadeHak B TeueHue 60 mHel wim Oosee ¢
1EJIbI0 TPO(PIIIAKTUKHA MaKYJISIPHOTO OTEKA B TIOCJICONEPAIMOHHOM MTEPHO/IC IKCTPAKIIMK KaTapaKThl.
Haunbonee yacto BecTpeuaroleiicss HexXenaTeNIbHON peakiueil ObUI TOYEUHbIM KepaTUT, OTMEUEHHBIN
y 3% nanueHToB (KaTeropusi 4acToThl — yacmo). JIpyrumMu 3aperucTpupoBaHHBIMU CIIyYasiMH ObUIH
nedeKT SMUTENHs] POTOBULIBI U aJUIEPTUYECKUN JepMaTuT, oTMeueHHbIH y 1% u 0,5% mnanueHToB
COOTBETCTBEHHO (KaTErOpHs YaCTOTHI — HEYACTO).

[leguaTtpryeckas MONYJISIHS

Jlemu

be3onacHocTh U 3(1)(1)6KTI/IBHOCTB npcerapara Hena(beHaK y ,Z[eTeﬁ " IOAPOCTKOB HE YCTAHOBJICHBI.

Onucanue OTACJIIBHBIX HECXKCIATCIbHBIX SIBICHUM

OnpIT JOATOCPOYHOrO KIMHMYECKOTO NPHUMEHEHHUs IpernapaTa HemaeHaka A MpOo(HUIaKTHKH
MaKkyJIIpHOTO OT€Ka B CBSI3U C ONEpaluel M0 AKCTPAKIMM KaTapaKThl y NAlMEHTOB, CTPAJAIOLIUX
nuabeToMm, orpaHudeH. HexenaTenbHble SBICHHMS CO CTOPOHBI OpraHa 3peHHUs y MaIUeHTOB,
CTpaJaroIux A1adeToM, MOTYT BO3HHKATH Yallle, YeM B 00Iel momynsiun (cM. paznuen 4.4.).

VY nanueHToB ¢ MpU3HAKaMM MOBPEXKJIEHUS SIUTENUS POTOBUIIBI, BKIItOUasi Nep(opario poroBUIIbI,
NpUMEHEeHHe Tpenapara HenadeHak HeoOXOAMMO HEMEUIEHHO NMPEKPAaTUTh U Takke HeoOX0IuMOo
BECTH TIIATENIbHBIH MOHUTOPUHT 332 COCTOSIHEM POTOBHUIIBI (CM. pasnen 4.4.).

B pamkax mocTMapKeTHMHrOBOro HaOJIOJIEHHUS MpernapaTa HenadeHak ObUIM 3aperucTpUpOBaHbI
city4au Ae(eKTa SMUTENHs POTrOBHIIbI/HAPYIIEHUS CO CTOPOHBI pOTOBUIIBL. TSKECTh TaHHBIX CITy4aeB
BapbUpYETCs OT JIETKOTO BO3JEHCTBHS HA LIEJIOCTHOCTH SIUTENUSI POTOBUIIBI 0 00jee cepbe3HbIX
SBJICHUH, TPH KOTOPBIX JJISI BOCCTAHOBJIEHHMS] YETKOCTH 3pEHHMsI MOTPeOOBaOCh XHUPYPTrHUECKOe
BMEUIATEIbCTBO U/UITU PUMEHEHHUE TOTIOTHUTENBHBIX JIEKApCTBEHHBIX MPErapaTos.

OnbIT HOCTMAapPKETUHTOBOTO MPUMEHEHHSI HECTEPOUIHBIX MPOTUBOBOCHAIUTEIbHBIX IPENapaToB JIs

MECTHOI'O NPUMCHCHUA CBUACTCIBLCTBYCT O TOM, UTO MMALIUCHTHI MTOCJIC CIIOKHBIX onepaum”{ Harjasax,
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ot 28,05 2025 Ne 13515
¢ JieHepBaLUeil POrOBHIIBL, Ie(EKTAMH SIUTEHs POrOBHEE, CAXaAPHEIM, IHAGENQM, 3300 ICRAHHAME

COOTBETCTBYET QRCHEFTHOMY QTYETY

MOBEPXHOCTHU TIJ1a3 (HampuUMeEp, CUHAPOM «CYXOIo Ijla3a»), peBMAaTOMIHBIM apTPUTOM HJIM I10CIE
IIOBTOPHBIX OIEpaluii Ha I1a3ax B TEUEHUE KOPOTKOI'O IEPHO0/1a BPEMEHU UMEIOT ITOBBIILIEHHBIA PUCK
Pa3sBUTHSI HEXEJATeNbHBIX PEAKLUN CO CTOPOHBI POTOBMIIBI, KOTOPBIE MOTYT MPEJICTABIATh YIPO3Y
JUISl 3pEHHUS.

[Ipy Ha3zHaueHWM mpenapara HemadeHak NAIMEHTaM C Jua0eTOM IOCiIE OMepaluy MO IMOBOIY
OKCTPAKLUM KaTapakThl [UIsl NPEJOTBPALICHHMs MaKyJsSIpHOIO OTeKa IPUCYTCTBHUE JIIOOOTro
JIONIOJIHUTENBHOTO (hakTopa pHcKka TpeOyeT NpOBEACHMs IMOBTOPHOM OLIEHKHM IMPEAINoaraeéMoro

COOTHOIICHUA HOJ'II)Sa/pI/ICK u 00Jiee UHTEHCUBHOIO Ha6J'IIO,Z[CHI/IH 3a IIalIMCHTOM.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmiaTh 0 moj03peBaeMbIX HeXKeNaTeIbHbIX PEAKIUIX MTOCIIE PErHCTPAIIH JIEKAPCTBEHHOTO
mpernapara ¢ LeJblo 00ecledeHHs] HePEPhIBHOIO MOHUTOPUHTA COOTHOIICHUS «IIOJb3a — PHUCK»
JICKapCTBEHHOTO TIperapara. MeIuIUHCKHM pabOTHUKAM pPEKOMEHIYeTCs COOOMaTh O JFOOBIX
MO/I03PEBACMBIX HEXKEJIATEIbHBIX PEAKIHUAX JIEKAPCTBEHHOTO IIperapaTa uepe3 HallMOHAIbHbBIC
CUCTEMBl COOOILEHUST O HEXeNaTeIbHBIX pPEeaKIUsIX TOoCyJapcTB — 4WieHOB EBpaswuiickoro
3KOHOMHUYECKOI'0 COI03a.

Poccuiickas @enepanus.

®denepanbHas cayx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKas Iiiomanip, 1. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03

DnexTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

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

4.9. llepeno3upoBKa

CHUMITOMEI

JlaHHbBIE TIO TIEpPEI03UPOBKE MpernapaTa OTCYyTCTBYIOT.

JleueHue

[Tpr momamaHuy B ri1a3a W30BITOYHOTO KOJMYECTBA Iperapara PeKOMEHIYeTCs TMPOMBITh Tiia3a

TEIJION BOOOM.



COOTBETCTEBYET BKCNEPTHOMY OTYETY
ot 28.065.2025 N2 13515

5. PAPMAKOJIOTMYECKUE CBOMCTHA (NOCNEAOBATENEHOCTE 0005)

L L

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA
dapmakoTepaneBTUYECKas IPyIIa: HECTEPOUIHBIA IPOTUBOBOCIIAIIMTEIIBHBIN IIpenapar.

Kon ATX: S01BC10

Mexanusm aeiicteus U hapMakoauHamuueckue 3O GEKThI

Henadenak — npenecTBeHHUK aKTUBHOM (DOPMBI HECTEPOMAHBIX JIEKAPCTBEHHBIX IPEMApaToB C
IPOTUBOBOCTIAIMTENBHBIM M aHAJIBI€3UPYIOLUM AelicTBueM. [Ipu MecTHOM npuMeHeHun HenadeHak
IPOHMKAET Yepe3 POroBUlly IJIa3a, e IpU MOMOLIM T'MIposia3 npeolOpasyeTcs B TKaHAX IJa3a B
amdeHak, akTuBHylo Qopmy. AmpeHak HHTUOMpyeT [IeHCTBUE MpocTarjaHauH-H-cuHTa3bI
(IMKIIOOKCUTEHA3bl) — (hepMeHTa, HE0OXOIMMOTO ISl BBIPAOOTKH MPOCTATJIaHANHA.

Bropuunsblii hapmakosornyeckuii 3ddexr

VY kponukoB HemadeHak yMeHbIIaeT IPOHUIIAEMOCTh TeMaTOPETHHAIBHOTO O0aphepa, OJJHOBPEMEHHO
¢ yrHereHueM cuHte3a PGE,. B ycioBusix eX VIVO ObUIO MOATBEPXKIEHO, YTO OJHOKpATHAs /1032
HermapeHaka TPU MECTHOM NPHUMEHEHHMH TIOJaBIISIET CHUHTE3 TMPOCTarjaHIuHa B PaIyKHOU
obonouke/munmuapHoM tese (85-95 %) u cetuarke/cocynuctoil o6omouke (55 %) Ha mepuoxa a0 6
4acoB U 4 4aCOB COOTBETCTBEHHO.

Dapmakoounamuyeckue ceolucmad

BoNbIMHCTBO THAPOIMTHYECKUX TPE0OPa30BaHMiA IPOUCXOINT B CETUATKE/COCYTUCTOM 000II0UKe, a
TakkKe B PaayKHOH 000JOYKE/IIUIMAPHOM Telle M POTOBHIE, B 3aBHUCHMOCTH OT CTEHEHH
BaCKYJISIpU3allMU TKAHU.

PesynbraThl KIMHMYECKHMX WCCIENOBAHWN YKa3bIBAIOT Ha TO, YTO Hemad)eHaK HeE OKa3bIBaeT
3HAUMMOro 3 dekTa Ha BHYTPUTIIA3HOE JaBJICHUE.

Knunuueckas schchexmusnocms u 6ezonacrocms

HDOd)I/IJ'IaKTI/IKa U JIcUeHUue OO M BOCHAJICHUS B nocjaconcpaimoHHOM TCpUOAC SKCTPAKIIMHU

KaTapaKThI

Tpu 0az0BbIX HcCCIEIOBAaHUS MPOBOAMINCH C LENbIO OLEHKH 3(PGEKTUBHOCTH M OE€30MaCHOCTH
npemnapara, cojiepkaiiero HenadeHak, npu MpUMEHEHUH 3 pa3za B CYTKU IO CPaBHEHHUIO C IU1anedo
U/WIIN KeTOpOoJIaka TPOMETAMOJIOM B MPO(MUIAKTUKE U JICYEHUU OO M BOCIAJICHUS Y MAIllMEHTOB B
MMOCJICONECPAIMOHHOM TICPHUOAC OKCTPAKIIMKU KaTapaKThbI. B JaHHBIX HCCICAOBAHUAX IIPpHUEM
HCCIIEyeMOTo Tpernapara HauyiHaiICsA 3a | JeHb J0 OIepaluy, NpOJOJIKaAICS B JACHb ONEPAIlid U

BILIOTH A0 2-4 HCACIIb IMOCJICONCPALMOHHOIO IICpHOaa. I[OHOJIHI/ITCJ'ILHO IIOYTHU BCEC INAITUMCHTHI
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 28.065.2025 N2 13515
Moty npoHIaKTHIECKOE JTEUCHHE aHTHOROTHKAMHY,| BOOOTBETCTBYH CIK/IHHYHECKOM [IPAKTHKOM

B K&)XJIOM U3 LICHTPOB UCCJICI0BAHMUS.
B nByx 1BOMHBIX CIENBIX PaHIOMU3UPOBAHHBIX UCCIIEIOBAHUSIX C KOHTPOJIEM ILJIale00 y MAlMeHTOB,
MOJTYYaBIIMX Tpenapar HenadeHak, HaOai01aJ0Ch CYIIECTBEHHO MEHEE BBIPAKCHHOE BOCTAJICHHE
(KJIETKU U ONajeCICHIUS BOJTHUCTOM BJIar ), HAYMHAS C PAHHETO TOCIEONEePAIMOHHOIO MTeproIa 1
JI0 KOHIIA JICYSHU S, UM Y TAI[UEHTOB, OJy4aBIINX I1ane0o.

B ogHOM 1BOMHOM ClI€nIOM paHIOMU3HUPOBAHHOM UCCIIEIOBAHUH C KOHTPOJIEM ILIAle00 U aKTUBHBIM
KOHTPOJIEM y TAIlMEHTOB, MOJy4YaBIINX IpernapaT HemadeHak, HaOI0Jal0Ch CYIIECTBEHHO MEHEe
BBIPOKEHHOE BOCTAJICHHE, YeM Yy IMalMEeHTOB, Mojy4aBmux Iutane6o. Kpome Toro, Hemadenak He
yCTynas mpenapary KeTopoJiak 5 Mr/MiI B yMEHBIIEHUHM BOCIAJICHUS M O0NH B TJla3ax M OKa3ajcs
CYIIIECTBEHHO 00Jiee YAOOHBIM MTPH 3aKAIbIBAHHH.

B rpynne npenapata HenadeHak ciaydan OTCYTCTBUS OOJIH B I1a3ax B MOCIEONEPALIMOHHOM NIEPUOE
SKCTPAKIMU KaTapaKThl ObLIM 3apEruCTPUPOBAHBI Y CYIIECTBEHHO OOJIBIIETO MPOLIEHTA MAlUEeHTOB,
4yeM B rpyIe mianeoo.

CHmKeHHE PHUCKA Pa3BUTHUA MAKVYJIAPHOTO OTCKA Yy MAalMCHTOB C CaXapHbIM III/IaGGTOM B

IOCJICONCPALIMOHHOM IICPUOAC IKCTPAKIIMH KaTapAaKThI

Jns ouenku 3¢ddexkTuBHOCTH M O€30MaCHOCTH Ipenapara HenmadeHak MPH HCHOJIb30BAHUU JUIS
NpO(UIAKTUKNA [OCIICONEPAMOHHOIO MAaKYJISIpHOTO OT€Ka B CBSI3U C ONepanueil 3KCTpaKIUU
KaTapakThl OBLJIO MMPOBEIEHO YETHIPE UCCIIEI0BaHNUs (Ba — CPEIU MAIIMEHTOB C CaXapHbIM AHa0eTOM
U JIBa - CpeJIU MalMEHTOB, HE CTPA/IAIOLINX CaXapHbIM AMa0eToM). B JaHHBIX HCCIeIOBAHUAX TPUEM
HCCIIEyEMOT0 IIpenapara HadyuHajICcsA 3a | JeHb A0 ONEpalyy, NMPOJOJDKAICA B JICHb ONEpaluu U
BIUTOTH /10 90 qHEN TOCICONepalMOHHOTO MEPUO/A.

B oaHOM [fBOHHOM clenoM paHIOMH3MPOBAHHOM MCCIEAOBAaHMU C KOHTPOJEM Ianedo,
MPOBOIUBIIEMCS CPE/IM MAIUEHTOB C TMAa0ETHUECKON peTUHONAaTHel, MaKyIApHBIM OTEK pa3BHUICS Yy
CYIIECTBEHHO OOJIbILIEro MPOIEeHTa MAI[MeHTOB B rpymie miaedo (16,7 %) no cpaBHEHUIO ¢ TPyNION,
npuHuMaBiieli HemageHak (3,2 %). Y Oonbimield [0onM THalMEHTOB, MOJIyYaBIIMX Iuianebo,
Ha0JII0/1a10Ch CHIXKEHNE MaKCUMaJIbHO KOPPUTHPOBAHHOW OCTPOTHI 3peHUs Ha Oosiee yeM 5 OyKB co
s 7 mo neHb 90 (mM mpekieBpeMeHHoe MpeKpalieHue npuema B rpymnne miane6o) (11,5 %) mo
CpPaBHEHHMIO C TMalMeHTaMH, NpUHUMaBIIUMHU HenadeHak (5,6 %). Ynydmenue Ha 15 OykB
MaKCHMaJbHO KOPPUTUPOBAHHOM OCTPOTHI 3pEHHUs HaOMI0Aanoch y Oojbled T0JM MalUeHTOB,
NPUHUMABIINX HemadeHak, M0 CPaBHEHHUIO C MalMeHTaMH, MPUHUMAaBIIMMHU Ianedo, 56,8% mo

cpaBaenuio ¢ 41,9 %, coorBerctBenHo, p=0,019.
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ot 28,05 2025 Ne 13515
5.2. ®apMaKOKHHeTHYEeCKHE CBOHCTBA (MOCNENORATENBEHOCTE 0005)

COOTBETCTBYET QRCHEFTHOMY QTYETY

AOGcopouus

[Tpu TpexKpaTHOM €XeIHEBHOM 3aKallbIBaHWU Iperapara HenadeHak B 00a riiasa B Iia3Me KPOBU
BBISIBJICHBI HHU3KHE H3MEpseMble KOHIICHTpanuu HemadeHaka W amdeHaka yepe3 2 W 3 yaca
COOTBETCTBEHHO. MaKCHMalIbHOC 3HAYCHHUE CpeJiHel KOHIeHTpaluKu HenadeHaka (Cmax) B mia3me
nocjie MecTHOro mnpumeHeHus cocrasiaser 0,310 + 0,104 ur/mi; amdpenaka (Cmax) -
0,422 + 0,121 ur/mu.

MaxkcuManbHasi KOHIIEHTpanus HenadeHaka B CpEJHEM B BOISHHCTOM Biare HaOJIOJaeTcs depes
1 gac.

Pacnopenenenne

Henadenak 6picTpo abcopOupyeTcst uepe3 poroBHily riasa.

[Tocne mpueMa OJHOKpaTHOM AO3bI Mpemnapara HenmadeHak cpead 25 MAUEHTOB C KaTapakTou
M3MEPEHHE KOHUEHTPAIMU BOJASHUCTOM BJIark MpoBOAMIOCh B Toukax 15, 30, 45 u 60 MunyT nocne
npreMa J103b6l. MakCHMallbHOE CpelHee 3HAUYCHHE KOHIICHTPAIMK BOSIHUCTOM BIIard HAOJI01a710Ch
BO BpeMeHHOW Touke | yac (Hemadenak 177 ur/mu, amdenak 44,8 ur/mn). [lomydeHHsle qaHHbBIE
YKa3bIBAIOT Ha OBICTPOE MPOHUKHOBEHHE CKBO3b POTOBUILY.

Amdenak 067a1aeT BHICOKAM CPOJICTBOM K CBHIBOPOTOYHBIM ajibOyMuHaM. IN VItro cBs3biBaHue C
KPBICUHBIM aJIbOYMHHOM, YEJIOBEUECKUM aJbOYMHUHOM U 4YEJIOBEUECKOH ChIBOPOTKOM COCTaBIISIO
98, 4 %, 95,4 % 1 99,1 % COOTBETCTBEHHO.

HccnenoBanuss Ha KpbIcax IOKa3alld, 4YTO pPaJMOAKTUBHO MEYEHBIE BEIIECTBA, CBS3aHHBIE C
JIEHCTBYIOIIMM BEIIECTBOM, HIMPOKO PACIPOCTPAHSIOTCS B OpraHU3ME IOCJIe OJHOKPATHOTO H
MHOTOKPAaTHOTO MEpOpaNbHOro puMeHenns *4C-nenadenaka.

buorpancdopmarms

[Tpr MecTHOM HpHUMEHEHMHU MOA JeWCTBUEM BHYTPHUIJIA3HBIX I'MIpoJia3 HemadeHak MoJBepraercs
OBICTPOMY THIPOIM3Y A0 aMpeHaka.

HanpHelmuit Metabonn3m aM@eHaka MPOTEKaeT MyTeM THAPOKCUIUPOBAHHUS apOMATHYECKOTO
KOJIbIIa, YTO IPUBOJUT K 00Opa30BaHUIO0 KOHBIOTATOB C TIIIOKYPOHOBOM KHCIIOTOH.
Pagnoxpomatorpaduyeckuil aHanu3, NPOBENEHHBIH J0 M IOCHe TUAPOIM3a C YydacTHeM [-
[JIIOKOYPOHUA3bl, MOKa3ajl, YTO BCE META0OJIUTHI ObUIM MpEICTaBIeHbl B (pOpME KOHBIOIATOB C
TJIIOKYPOHOBOM KHCJIOTOM 3a HMCKItoueHueM amdeHaka. AM¢peHak OblI OCHOBHBIM METa0OJIUTOM B

mja3Me — Ha JOJI0 ITOr0 BEMIeCTBA MPHUXOAUIOCH OKoio 13 % o0mei paanoakTUBHOCTH,
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 28.05.2025 N2 13515
BBIABJICHHOM B IJ1a3Me. BTopbIM 110 BCTpeuaeMpeTu B Uig3nte OBt METaQONAT s FipoKennenahenaxk

¢ 9 % obmeit pannoakTuBHOCTU TPU Crmax.

DJIMMHUHALHS

HccnenoBanus BBbIBEJCHUS Nperapara MPOBOIMINCH KaK Y 3/J0pOBBIX JOOPOBOJIBIEB, TaK U Y
HAlMEHTOB B MOCJICONIEPAIIMOHHOM TIEPHO/IE SKCTPAKIIUH KaTapaKThI.

[locne mepopanbHOro mnpuema ~*C-menmadeHaka 3I0pOBBIMH J0OPOBONBIAME OKOJO 85 %
PaIMOAKTUBHON METKH TPHU MepOpaibHOM BBeleHMN ~“C-HemadeHaka oOHapyKHMBaeTcs B Mode, U
okono 6 % - B ¢Qekamusax. Konnenrpanun nHenadeHaka u aMmpeHaka B MOYe HE MOJNAIOTCA

KOJINMYCCTBEHHOMY OIIPCACICHUIO.

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTeibHBIX BelIECTB

Mannurton

Kap6omep

Harpus xnopun

Junatpus saerara Iuruapar

Tunokcanosn

benzankonus xjaopunu

Hatpust ruapokcu uiam XJa0prucTOBOAOPOHAS KUCIOTa KOHIIEHTPUPOBaHHAS

Bona g1 uabekmn

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHus )
3 rona.

[Tocne BckprITUA (hr1akOHa-KaneabHULbI: He OoJee 28 cyT.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU
XpaHUTh B OPUTHHAIBHON ynakoBke ((pakoH-KarelbHHIA B TTaKeTe U3 (POILIHPOBAHHON IJICHKH H
nauke) uiM (prakoH-KanelbHULIA B TAUKe) MpU TeMiieparype He Boime 25 °C.

XpaHUTh B HEJOCTYITHOM ISl IETEH MECTE.
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ot 28.065.2025 N2 13515
6.5. XapaxTep u coepianue nepBHuHOii yfiakoBku 1010 [E[1OBATENEHOCTE 0005)

L L

COOTBETCTBYET QRCHEFTHOMY QTYETY

[To 5 mn wim 10 M BO (hiakoH-KameNbHUIY C BHHTOBOM T'OPJIOBMHOM, H3TOTOBJICHHBIM IO
texHosioruu «blow-fill-seal» «BbIyBaHME-HaMONIHEHHE-TEpMETH3AIMS» W3 TPaHYJ IMOJUITUIICHA
HU3KOH IJIOTHOCTH WJIM TOJMITHIIEHA BBICOKOIO JAaBICHMS (HU3KOM IUIOTHOCTH) M KOJIAYKOM
HOJMMEPHBIM HABMHYMBAEMBIM U3 IOJIMATHIIEHA HU3KOIO JABJIEHUS WIM BO (DIaKOH-KaIleIbHUILY
MOJMMEPHYIO U3 MOJIUATUIICHA BEICOKOTO JaBJICHHS C BUHTOBOM TOPJIOBUHOM, MPOOKOM-KaIeIbHULICH
Y HaBUHYMBAEMOM KPBILIKOM ¢ KOHTPOJIEM IIEPBOIO BCKPBITHS U3 MOJIUITUIIEHA HU3KOTO JIaBJICHUS.
Ha ¢nakoH-kanenbHUIly HAKJIEUBAIOT 3TUKETKY CaMOKJIESIIYIOCS.

ITo 1 pnakony-kanenbHULIE BMECTE C MHCTPYKLIMEH 10 MPUMEHEHUIO TOMELIAIOT B [IAUKY U3 KapTOHA.
[To 1 ¢mnakoHy-KanenpHUIIE MOMEMIAIOT B MakKeT U3 (HOIBrHpoBaHHOW TUIeHKH. OIMH TakeT W3

(oJIbrUPOBAaHHON IIJIEHKU BMECTE ¢ MHCTPYKIMEN M0 NIPUMEHEHHUIO TOMEIIAIOT B AUKy U3 KapTOHA.

6.6. OcoOble MepbI MPEI0CTOPOKHOCTH MPU YHUYTOKEHUH HCIO0JIb30BAHHOI0 JIEKAPCTBEHHOT 0
npenapara uid 0TX0/I0B, OJYy4YeHHBIX N0c/ie MPUMEHEeHH s penapara u Apyrue
MaHUNYJISIIUH C TPenapaTom

Het ocoObix TpeOoBaHUI K YTHUIH3AIIH.

HMHCTpYKIUS 10 NIPUMEHESHUIO d)J'IaKOHa'KaHeJ'IBHI/IHH

1. Jljig ipoKoJia TOpJIOBUHBI IOBEPHUTE, IPUIIOKUB HEKOTOPOE YCHIIME, KOJIIAYOK 10 4aCOBOU

CTpEJIKE JI0 yIopa HUKHETO Kpas KOoJITayka B KOPITyC (IaKOH-KaneIbHUIIBL.

2. ITocne mpokosa ropJIOBUHBI IOBEPHUTE KOJIMAYOK IIPOTUB YaCOBOW CTPEJIKHU U CHUMMTE €TO.
3. 3akaraiiTe B I71a3a KaIuly, Ha)kaB Ha KOPIyC (IIaKOH-KaneIbHUIIbI.
4. 3akpoiiTe (aKoH-KaneIbHUIy, 111 3TOr0 Ha/leHbTE KOJIMAYOK U IOBEPHUTE €T 10 YacOBOM

CTpEJIKE J0 yIopa HUKHETO Kpas KoJrnadka B KOpIyc (iaKOH-KarneabHUIIbI.
Ilpenapam Oondicen NPUMEHAMCA CO2NACHO MeM NOKA3AHUAM, MOMY CHOCO0Y NPpUMEHEHUs U 8 mex
0o3ax, Komopwle YKkasamvl 6 pazdenax 4.1. u 4.2. obweil xapakmepucmuku J1eKapCmMEeHHO20

npenapama.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

Poccuiickas @enepanvs

OTtkprITOE akioHepHoe odmiecTBo «PapmcTanaapT-Y GUMCKUI BUTAMUHHBIN 3aBOJ»
(OAO «Dapmcrangapt-Y hpaBUTA»)

Anpec: 450077, Pecniybnuka bamkoproctan, . Yda, yn. Xynahbepauna, 1. 28,
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COOTBETCTBYET 2KCIHEPTHOMY QITYETY
ot 28,05 2025 Ne 13515

Tenedon/daxc: (347) 272 92 85, (MOCNEOOBATENEHOCTE 0005)

DnekTpoHHas modra: Www.pharmstd.ru

7.1. IlpeacraBuTe b AeprKaTe/Isl PETHCTPALMOHHOIO YA0CTOBEPEHUsI

[Iperen3zun HOTDG6PITCJ'ICI>1 HanpasJIATh 110 aApPECy.

Poccniickas @enepanys

OTkpbITOE aKIMOHepHOe 001mecTBO «PapMcTannapt-Y GUMCKH BUTAMUHHBINA 3aBOJI»
(OAO «Dapmcrannapt-Y bhaBUTA)

Anpec: 450077, Pecnybnuka bamkoproctan, 1. Yda, yin. Xynaitdbepauna, 1. 28,
Tenedon/dakc: (347) 272 92 85,

DnektpoHHas modra: Www.pharmstd.ru

8.  HOMEP PETUCTPAIIMOHHOI'O YJJOCTOBEPEHMSI
JITI-Ne(001256)-(PT-RU)

9. JATA TIEPBUYHOM PEIMCTPAIIMUA (IIOJATBEPXKJIEHHSI PETUCTPAIIMU,
INEPEPETUCTPALIUN)
Jara niepBoii peructpanuu: 27.09.2022

10. JATA IEPECMOTPA TEKCTA
OOmas xapakrepuctuka JekapctBeHHoro mnpemnapatra HEITA®EHAK-OIITUK nocrynHa Ha
nH(pOpMallMOHHOM TopTasnie EBpasuiickoro 3KOHOMHYECKOTO0 C€OI3a B  HMH(OPMAaIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/
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