OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Ypanunun Kanon, 5 Mr/mi, pactBop AJi BHYTPUBEHHOT'O BBEJCHUSI.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByrolI€e BEMIECTBO: YpanuIuJl.

Kaxnprit M1 pactBopa cogepkut 5,47 Mr ypanuawia THApoxJopuia (B mepecuere Ha ypanuaui
5 mr).

Kaxnas ammymna o6bemMoM 5 mut comepkut 27,35 Mr ypanuawmia THAPOXJIOpHaa (B mepecueTe Ha
ypanuaui 25 mr).

Kaxnas ammyna oobemom 10 mit comepkut 54,7 Mr ypanuauia ruapoxiopuaa (B mepecuere Ha
ypanuaui 50 mr).

BemiectBa, Hanmuuue KOTOPBIX HAJ0 Y4YUTBHIBaTh B COCTaBE JIGKAPCTBEHHOTO Iperapara:
MIPOITUJICHTIIMKOJIb, HATpUi (cM. pazaen 4.4.).

[TonHbIii IepeYeHb BCIIOMOTATEIbHBIX BEIIECTB NMPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp 111 BHYTpUBEHHOTO BBEJCHMUS.
[Ipo3paunblii OecLBETHBIN pacTBOP.

4. KIMHUYECKHUE JAHHBIE

4.1. IlToka3aHusl K NPUMEHEHHIO

VYpanuaun KanoH noka3aH K IpMMEHEHUIO y B3POCIIBIX B BO3pacTe OT 18 ner.

e ['unepToHUYECKUi Kpu3, pepakTepHas U TsDKeIas CTENEeHb apTepUaIbHOW THIIEPTEH3UH.

e Vmpapnsemas apTepuaibHas THUIOTEH3HUs BO BpeMsl W/WIM MOCIE XUPYPTUYECKOIro
BMEUIATEIbCTBA.

4.2. Pe:xuM 103MPOBAaHUS U CIIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

l'unepmonuueckuil Kpus, peghpakmepHas u madxicenas cmeneHb apmepuanlbHol 2unepmeH3ul

Brympusennoe cmpyiinoe 86eoeHUe

[Tpenapat Ypanuaun Kanon B n1o3e 10-50 Mr BBOJST BHYTPHUBEHHO, MEAJICHHO, 110l TOCTOSHHBIM
KOHTposieM apTepuanbHoro aasneHus (AJl). CHmxkenue AJl oxugaercss B T€UEHHE 5 MUH MOCHE
BBeJCHUA. B  3aBUcMMOCTH  OT  TepameBTHYecKOro 3¢¢exrta BO3MOXKXHO  IOBTOPHOE
BBEJICHUE Tperapara.
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[MomnepsxuBaromast 1o3a (B cpeanem) — 9 mr/u. MakcuManbHasi Ha4aabHas CKOPOCTh BBEICHUS —
2 mr/muH (B 3aBuHcHMOCTH OT AJl). CKOpOCTh KameabHOTO BBEICHHS 3aBHCHT OT IoKazaTene AJl
MalKueHTa.

anaeﬂﬂeMa}z apmepualbHas cunomeH3usl 60 6pems u/unu nocne Xxupypauieckozo smeuanmeilbcmeda

HenpepbiBHast HH(Y3Hs ¢ TOMOIIBIO MTEPPY3MOHHOTO HACOCA WM KamelbHast HH(Y3Us TPUMEHSIETCS
uid noasep:kanus AJl Ha ypoBHE, JOCTUTHYTOM C ITOMOLIbIO BHYTPUBEHHOT'O BBEACHHUS.

Cxema JO3HPOBAHHA

BHyTpHBeHHAA HHBEKIHA ApTEPHATHHOS
NpenapaTa AABJICHHS N
¥panuana Kason (25 mr) YMCHBINASTCA USpPes -
2 MHH.
uepes
4 13:111{ AJl He H3MEHALTCA
= ) Cradtmamsanng
apTepHaTbHOE APTepPHAIBLHOIO AaBIeHHAS C
BrayTpHBEHHAA HHBEKIHA JaBIcHHE HOMOINbI0 HHEQYIHH
Ipenapata YMEHBIIACTCH Uepe3 "
¥Ypannana Kanon (25 mr) 2 MuH. Hauanehas go3a g0 6 Mr B 1-2
MHH., 3aTE€M 03y YMEHBIIAIOT
Tepes
2 MHH. AJl He H3MEHASTCA
v
Men1eHHOE BHYTPHBEHHOE ApTEepHATBHOS
BB&/IeHHE TIpenapara JaBIcHHE
¥pansana Kason (50 mr) >

YMCHBILIASTCH YSpes
2 MHH.

Ilpumeuanus.

Ecnu panee npuMeHsINCh JpyTHe THIIOTEH3UBHBIE CPEACTBA, TO IpenapaT Y panuani KaHoH MOKHO
BBOJUTH TOJIBKO Yepe3 MPOMEKYTOK BPEMEHH, JOCTATOUHBIM JUIsl TOro, 4TOObI MOAecTBOBaI(1)
paHee BBeaeHHBbIN(e) npenapaT(bl). o3y npenapara Ypanuaun KaHoH ciiegyeT cOOTBETCTBEHHO
CKOPPEKTUPOBATb.

Oco0nIe T'PYHOIIBI HATWUCHTOB

Hab;ueHMbl nooaicun10co so3pacma

[Ipy mpuUMEHEHUH TUIOTEH3UBHBIX MPENapaToB Yy MOXKWIBIX MAIlIEHTOB HEOOXOAMMO COOII0/IaTh
OCTOpPOXXHOCTh. HawanmpHast mo3a MO/DKHA OBITh CHMKEHA IO CPaBHEHHIO C PEKOMEHIYEMOH,
MOCKONIbKY y TOXHIBIX TMAIMEHTOB 4YacTO HaOMI0aeTCsl W3MEHEHUE YYBCTBUTEIBHOCTH K
mpenaparaM JaHHOTO (apMaKOJIOTHYECKOTO Kiacca (o0beM pacmpeneiieHus CHIDKEH, a Tipe
YBEJINYEH).

Tayuenmul ¢ Hapywenuem yHKyuu neyeHu u/uiu novex

V namueHToB ¢ HapyIICHUAMU (I)yHKI_[I/II/I MIEUYCHU W/WIIM MOYEK MOXKET HOTpC6OBaTBC$I CHHMIXXCHHC
HaYJaJlbHOM A03BI ITperiapara 1o CPpaBHCHUIO ¢ pPCKOMCHAOBAHHBIMU JJO3aMH.

CTHU

bezonacHocth u addexTuBHOCTS Ipenapara Y panuawi Kanon y aereit B Bo3pacrte ot 0 1o 18 et He
YCTaHOBJICHBI. [laHHBIE OTCYTCTBYIOT.
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Cnoco0 mpuMeHeHus

BuyTtpuseHHo.

[IpenapaT BBOJST BHYTPUBEHHO B BHJI€ MHBEKIMHA WM MHY3UI B MOJOKEHUHU NAIMEHTa Jie)Ka Ha
cnuHe. BBenenue npenapara MoOkeT ObITh OJJHOKPATHBIM MU MHOTOKPATHBIM.

HubekumoHHoe BBECHHUE MpernapaTa MOXKHO COUETaTh C MOCIeyIolIel KaneabHol nHpy3uei.
[TapenTepalibHyI0 TEpaNui0 MOKHO TOBTOPUTH IPU HOBOM moBbIlIeHUU A/l

I/IHCprKI_II/II/I II0 IMPUT'OTOBJICHUIO JICKAPCTBCHHOI'O IIpfIiapara nepea NpuMEHECHUEM CM. B pa3aciic
6.6.

Tepanusa B TeueHuwe 7 qHell Oe3omacHa, HO, Kak MPaBWIO, MPU MApPEHTEPAIbHOM BBEICHUU
TUIIOTEH3UBHBIX MPENApaTOB JAHHBINA MTEPUO/I IPEBBIIIATH HE CIEAYET.

ITpy MOBTOPHOM MOBBILLIEHUH aPTEPUATIBHOIO AABJICHHS BO3MOKHO BO30OHOBJICHUE TapEeHTEepaIbHON
TCpalru. Bo3moxH0 HaUMHATH IMNOCTOAHHYIO TCPAIIUIO TMIIOTCH3UBHBIMU IIpCIiapaTaMu JJid IIprueMa
BHYTPb OIHOBPEMEHHO C HEOTJIOXKHOM NMapeHTepaIbHOM Tepanuei.

Ecnu panee nmpuMeHsuIMCh Apyrue T'MIIOTEH3UBHBIE IIpenaparsl, TO mpenapar Ypanuauin KanoH
MO’KHO BBOJUTH TOJBKO Y€pe3 IPOMEKYTOK BpEMEHH, I0CTaTOYHbIH, 4TOOBI TOeHCTBOBAJI(1) paHee
BBeJIeHHBIN(e) mnpenapar(bl). [o3y mnpenapara VYpanuaun KaHoH ciexyer COOTBETCTBEHHO
CKOPPEKTUPOBATb.

4.3. IlpoTuBONOKA3aHUS

¢ [UNEepUYyBCTBUTENBHOCTh K YpaOUAWIY W/WIM K JIOOOMY H3 BCIIOMOTATENIbHBIX BEIIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1.;

® A0pTaJbHBIA CTEHO3;

® KOApKTAIWs A0OPTHI;

e apTepuoBeHO3Has (HUCTYyIA (32 HCKIIOYCHUEM TeMOAMHAMUYECKHA HeI((HEKTUBHOTO TUAIUZHOTO
aHacToMO03a);

® OTKpPBITBINA bOTauIoB NMPOTOK;

e 0OepeMEeHHOCTb U NEePUOJ TPYAHOTO BCKapMIIMBAHUS;

e Bo3pact A0 18 net (3pPpeKTUBHOCTH U 6€30MaCHOCTh HE YCTAHOBIICHBI).

4.4. OcoOble yKka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

e HapymieHue GyHKIUH MEYSHN U/UITU TIOYEK;

e cepleyHas HEJOCTaTOYHOCTb, BBbI3BaHHAs HapylIEHHEM MEXaHWYeCKOM (YHKIMM cepaua
(HampuMmep, MPU CTEHO3€ A0PTAIBHOTO WU MUTPAJIBLHOTO KJlamaHa, SMOOIUHU JIETOYHON apTepuun
WM HapYIICHUSX CEpPACYHOM NEATCIIEHOCTH BCJICICTBUE 3a00JICBaHMM MepHuKapaa (TaMIIOHaIa
cep/Iia, KOHCTPUKTUBHBINA MEPUKAP]IUT));

® TUIOBOJIEMHUS;

® OJHOBPEMEHHOE MPUMEHEHHE C IUMETHANHOM (CM. pasnen 4.5.);

e OJHOBPEMEHHOE MPUMEHEHHE C HHTMOMTOpaMH aHTHOTEH3UHITpeBpaiiaromiero Gpepmenta (AIID)
(cm. paznen 4.5.);

® TIOKWJIOH BO3pACT.

Oco0ble yKa3zaHus

WuTpaornepalinoHHbIA CHHAPOM aToHHUYHOM pamyxku (Intraoperative floppy iris syndrome [IFIS],
Pa3HOBHUIHOCTh CHHIpPOMA Y3KOTO 3pauka) HaOJIOAajCs BO BpEMs OIEpaIi 0 YAAJICHHUIO
KaTapakThl Y HEKOTOPBIX MAMEHTOB, IPUHIUMABIINX TaMCYJIO3UH. OTACIbHBIC OTYETHI TAKXKE ObLTH
MOJIYYEHBI C APYTUMH alib(dai-aapeHoOI0KaTOpaMu, U HEllb3sl UCKII0YaTh BO3MOXKHOCTH A ¢eKTa



COOTBETCTBYET 3KI
ot 20.11.2025 N°
kinacca. [Tockonbky IFIS MOXeT NpUBECTH K YCHIGHUIO by bl BeAGkt AT BG Bpens

OTIEepaLliy MO yAANCHUIO KaTapaKThbl, O()TAIBMOJIOTY CIEAYEeT COOOMIUTh O TEKYIIEM MM MPOILIOM
MIPUMEHEHUH allb(ai-aJpeH0o0I0KaTOPOB Mepe/l onepanuei.

B03M0OXHO 0THOBpEMEHHOE NMPUMEHEHHE C APYTMMH TMIIOTEH3UBHBIMH IIperapaTtaMu JUIsl IprueMa
BHYTPb.
OTCYTCTBYIOT KIMHMUYECKHE JAHHBIE O IPUMEHEHUU TIpenapara y aeteit 1o 18 ner.

Ecnu paHee nmpuMeHsUTHCh THITOTEH3UWBHBIC TIpenapathl, npenapar Ypanuauia KaHoH, pacTBop s
BHYTPUBEHHOTO BBEJICHHs, HE JIOJDKEH MPUMEHATHCA J0 TeX MOp, MOKa HE MPOIUIO JOCTaTOYHO
BpEMEHU 10 pa3BUTHUA d(PdekTa OT NMpPUMEHEHUs MPEeAbIaymero (-ux) JICKapCTBEHHOTO (-BIX)
npemnapara (-oB). /lo3a mpenapara Ypanunun KaHoH momKHa OBITH COOTBETCTBYIOIIMM 00pa3oM
CHIDKCHA.

IloBbrmieHne ApTCPHUAIIBHOIO JaBJICHHA, KOTOPOC 4acCTO Ha6JHOIIaeTC$I IIpyu HAPYIICHUHU MO3Ir0BOI0
KpOBOO6paH_ICHI/I$I, HC ABJIICTCA IIOKAa3aHHUEM AJIA BKCTpeHHOﬁ TUIIOTEH3UBHOMN TCpalinu. Pemenue o
IMPUMCHCHUMU ITPCIriapaTa JOJIKHO OBITh IMPUHATO C YUCTOM BO3MOKHBIX OCTPBIX YI'POKAIOIIHUX KU3HU
OCJIOKHEHHH U3-3a IMMOBPEIKACHNA BHYTPCHHUX OPraHOB.

UpesmepHo ObicTpoe nageHne AJl MOXeT BbI3bIBATh OpaIuKapaAUI0O U OCTAaHOBKY Cep/lia.

Yy MMaguCHTOB II0KHUJIOIO BO3pacTa H606X0)II/IMO MNPpUMCHATL IIpCliaparT € OCTOPOKHOCTBIO H
IEpBOHAYAJIbHO BBOJUTH B HEOOJIBIIUX J03aXx, TaK KaK YyBCTBUTCIIbHOCTDL Yy IMOXKXUWJIbIX ITAIIUCHTOB
BbIIIC WX U3MCHCHA K TaKUM IIpCIlapaTaM.

Ectb cooOrmienust o ciryqasx pa3BuTHs JITUTEIFHON SPEKIIMK U IpUanu3Ma Ha (JoHe Tepanuu aabdai-
aapeHoOiokaropamu. B ciydae coxpaneHus speKiuu B TeueHue 0oee 4 4acoB ciielyeT HeMEIJICHHO
0o0paTUThCS 3a MEOUIMHCKON momoimplo. Ecnmm Tepanmms npuanm3ma He Obula TNpoOBEnEHA
HEe3aMeJUTUTENbHO, 3TO MOXKET NPUBECTH K MOBPEXKICHUIO TKaHEH MOJI0BOro WieHa U HeoOpaTUMOM
yTpare MOTEHIHH.

O0e3BokMBaHNE OpraHu3Ma (THIIOBOJIEMHS), KOTOPOE MOXKET ObITh BBI3BAHO OOMIIBHOM PBOTOM MU
uapeeil, MPUBOIUT K YCWICHUIO aHTUTUIIEPTEH3UBHOTO JEHCTBUS ITperapara.

BcnoMorarenbHEIE€ BEIIECTBA

JlaHHBIN npenapar coaepXut MeHee 1 Mmoib (23 mr) Hatpus Ha 5, 10 MuI, TO ecTh, IO CYTH, HE
COJIEP’KUT HATPUS.

BCJ'ICI[CTBI/IG HaJIN4YUA NPOIUJICHITIUKOJISA B COCTABC IIpCIlapara YPaHI/II[I/IH KaHOH, pacTBOp AJIA
BHYTPUBCHHOT'O BBCACHHUA, IPHU €T0 NPUMCHCHHU MOTI'YT BO3HHKHYTH CHUMIITOMbBI, aHAJIOTHYHBIC
TAKOBBIM IIPU MTPUEME AJIKOTOJIA.

4.5. BzaumojaeiicTBue ¢ JAPYIrMMH JIEKAPCTBEHHBIMH IHpenapaTamMM W Jpyrue BH/bI
B3aNMOIeHCTBUA

AHTUTHUIIEPTEH3UBHOE JIEHCTBUE YypamnuIujia YCHWJIMBAETCA MPH OJHOBPEMEHHOM MNPHUMEHEHUU C
anb(ha-aIpeHo0I0KaTopamMy, Ba3oJWIaTaTOpaMu WM APYIMMU TMIOTEH3UBHBIMU IIpenapaTtamu, a
TaK)Xe NPU COCTOSHUSAX, CBA3aHHBIX CO CHMXKEHHEM oO0bema uupkynupytomeil kposu (OLK) B
opranusMe (Hampumep, 1uapee, pBoTe) U Mpu MpUeMe ITaHoJIa (AIKOTOJIs).

Crnenyer C OCTOPOKHOCTBIO TPUMEHATH Yypamuauid B COYETaHUU C O0akiIO()EHOM, IMOCKOJIBKY
0axo(heH MOKET YCHIIUTh aHTUTUIIEPTECH3UBHOE JICHCTBUE YpamuIna.

[Ipy 0qfHOBpEMEHHOM IPUMEHEHNN IMMETUANHA U YPAIIUIAIIA, KOHIIEHTPALHsI TOCIIETHETO B IIJIa3Me
KpOBM yBenuuuBaeTcss Ha 15 %, B CBA3M C ueM, HEOOXOAMMO PAaCCMOTPETh BO3MOXKHOCTb
YMEHBILEHUS JO3BI.
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KOJIMYCCTBA KIIMHUYCCKUX NAHHBIX O COBMCCTHOM IIPUMCHCHHHU.

Crenyet co0mro1aTh OCTOPOKHOCTD ITPU OJJHOBPEMEHHOM NIPUMEHEHUH ypanuuiia ¢ IMUIIPaMUHOM
U HeWpoJenTHUKaMu (AaHTUTUIIEPTEH3UBHOE JEHCTBUE U PUCK OPTOCTATUYECKOW THIIOTEH3UM),
KOPTUKOCTEPOUAAMHU (CHMKEHUE AHTUTHMIIEPTEH3UBHOIO JEUCTBUS Yypanuauia 3a CUET 3aJCpKKHU
HATpHUs U BOJBI).

4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTDH U JIAKTALMS

IIpumenenue npenapara ¥Ypanuauia KaHOH NpoTHBOIIOKa3aHO BO BpeMsl OEpEMEHHOCTH U B MEPUOJL
I'PYAHOTO BCKapMJIMBAHHS.

bepemeHHOCTD

KnuHuuyeckue naHHble [0 NMPUMEHEHUIO BO BpeMs MEPBOrO U BTOPOIO TpUMeECTpa OEpeMEHHOCTH
OTCYTCTBYIOT, JaHHBIE O IPUMEHEHUH IIpenapaTa B TPEThEM TPUMECTPE OEPEMEHHOCTH OTPaHUYEHBI.
VYpanuaui NpoHUKaeT yepe3 IIaleHTapHbIi 6apbep.

[Tpumenenne npenapara Ypanunun KaHoH BO BpeMsi O€pEMEHHOCTH MPOTHBOIIOKA3aHO B CBSI3U C
OTCYTCTBHEM aJICKBaTHBIX JAHHBIX O IPUMEHEHUH ypanuania y OepeMeHHbIX )KEHIIHH.

JlakTarms

OTCyTCTBYIOT CBEICHHS O TOM, BBIACISIETCS JIM YPamWIWI B TPyAHOE MOJOKO. [IpumeHeHue
npernapara Y parnuani IPOTHBOMOKA3aHO B IEPUO IPYAHOT0 BckapmiinBanus. [Ipu HeoOXoaumocTu
OpUMEHeHUsl mpenapara Ypamuaui KaHOH B IMepuoj JIaKTalMd, TPYJHOE BCKapMIIMBAHHUEC
HEOOXOUMO MTPEKPATHTb.

DepTHIbHOCTD

B skcnieprMeHTaIbHBIX HCCIeI0BaHUAX OblIa MPOIEMOHCTPUPOBAaHA PEMPOTYKTUBHAS TOKCUYHOCTh
B OTCYTCTBUE IIPU3HAKOB TEPATOTEHHOCTH. B CcHIly Mano4uCICHHOCTH NAHHBIX HCCIEIAOBAHUM,
BO3MOJKHBIN PHUCK ISl YEIIOBEKA HEU3BECTEH.

4.7. BiusiHHe Ha CHOCOOHOCTH YINPABJATH TPAHCIOPTHBIMHU CpeACTBAMH M PpadoTaTth ¢
MeXaHU3MaMH

HpenapaT MOXKET BJIMATH HA CIIOCOOHOCTH YIpaBJIATbh TPAHCIIOPTHBIMU CPCACTBAMU U pa6OTaTL C
MCXaHU3MaMH, a TAKKC Ha 3aHATUA APYTUMH IMOTCHIHAJIBHO OINACHBIMU BHUAAMHU JCATCIBHOCTH,
Tpe6yIOH_[I/IMI/I MOBBIIICHHOMN KOHICHTpAalll BHUMAHUS U 6BICTpOTLI TICUXOMOTOPHBIX peaKHHﬁ. 910
0COOCHHO AKTyaJIbHO B HAa4YaJIC JICUCHUS, IIPH MMOBBIICHUN AO3bI IIpCriapaTta 1k 3aMCHE IpcIiapara.
HpI/I MOSBJICHUH OINHMCAHHBIX HEXEIATENIbHBIX SBICHHUI CJICAYCT BO3ACPIKATHCA OT BBLIITOJHCHHA
YKa3aHHBIX BUOOB ACATCIbHOCTH.

4.8. Hexkes1aTeibHbIe peaKkuM

Pesrome nmpodmiig 0e30ImacHOCTH

BosIbIIIMHCTBO 13 MEPEYHMCICHHBIX HIKE HEeXeNaTeIbHbIX Peakuid 00yCIOBICHbI PE3KUM MaIeHUEM
AJl, ogHAaKO ONBIT KIMHUYECKOIO NPUMEHEHHUS II0Ka3bIBA€T, YTO OHM HCYE3al0T B TEUCHHE
HECKOJIbKUX MMHYT, Ja)ke MOocje MPOoBeAeHHs KaneabHoi nHdy3un. [Ipin BOSHUKHOBEHUH TSHKENbBIX
HeKeNaTeJIbHBIX PeaKkuil MOXKeT MOTpedoBaThCs MpeKpalleHue Tepanuu.

Pe3roMe HexxenaTeabHbBIX PeaKIIUi

[IpencraBieHHble HUXKE JTaHHBIE MO HEXKETATENbHBIM PEaKIUsSM CTPYMNIHUPOBAHbI MO CHCTEMHO-
opranubiM kiaccam (COK) MenuuuHCKOro cioBapsi TEPMUHOB JJIsl PETYJISTOPHON JNeATEIbHOCTH
(MedDRA) u wuyacrtore BO3HHMKHOBEHHs. YacToTa BO3HHKHOBCHHS HEXCIATEIbHBIX pPEaKIni
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oueHb vacto (>1/10), vacto (>1/100, Ho <1/10), Heuacto (>1/1000, o <1/100), penko (>1/10000, HO
<1/1000), ouens penko (<1/10000), yacroTa Heu3BecTHa (Ha OCHOBAHWU HMEIOIIMXCS JTaHHBIX
OLICHUTh YaCTOTY HEBO3MOXKHO).

Hapywenus co cmopoHbl Kposu u tumpamuueckoii cucmembl
0YeHb pedKo — TPOMOOIIUTOTICHHS .

Icuxuueckue Hapyuienus
0YeHb pedko — BO3OYKIEHHOE COCTOSTHUE (ONIYIICHHE OECIIOKOHCTRA).

Hapywenus co cmoponul HepaHoli cucmemvl
4acmo — roJIOBOKPYKEHHE, TOJIOBHAS OOJIb.

Hapywenus co cmoponwl cepoya
Heyacmo — OlylleHue cepALeOneHus, Taxukapaus, OpaauKapaus, OUlyleHHe CAaBIEeHUs Wik 001U
B Ipyau (kanoObl aHTHHO3HOTO XapakTepa), apUTMHUU.

Hapywenus co cmoponwl cocyoos
Heyacmo — cHuxeHue AJ| mpu M3MEHEHHHM TOJOXKEHUs Teja, HampuMmep, HpU TMepexo]e B
BEPTUKAIBHOE MOJIOKEHUE U3 TTOJOKEHHUS Jiexka (OPTOCTaTUYECKAst TUTIOTEH3HS ).

Hapywenus co cmopoHnvl OvixamenvHOU cucmemsl, OpeaHO8 2pYOHOU KIemKU U CpedoCmeHusl
Heuyacmo — OJIBIIIKA, PECIIUPATOPHBIA TUCTPECC-CUHAPOM;
pedKo — 3aJI0KEHHOCTh HOCA.

Kenyoouno-kuuieunvie Hapyuienus
4acmo — TOIHOTA,
Heyacmo — pBoTa.

Hapywenus co cmoponul Kodicu u n0OOKOACHBIX MKAHeElU

HeYacmo — NOBBINLICHHOE IOTOOTIEIICHHUE;

peoKo — alNIePruuecKue peakinu (Takue Kak KOXKHbIH 3y/1, TOKpAaCHEHUE KOXH, IK3aHTEMA);
Yacmoma Heu36ecmua — AaHTHOHEBPOTUYECKUH OTEK, KPAITMBHULIA.

Hapywenus co cmopoHul nouex u Mouegulgo0auux nymeti
Yacmo — MPOTEUHYPUS;
pedko — Hedponatus, HeQPOTUIECKUN CUHIPOM.

Hapywenus co cmoponvl penpooyKmugHo Cucmembl U MOJIOYHBIX Jcelle3
peoKo — MPHUAITU3M.

Obwue Hapywenus u peakyuu 8 mecme 68e0eHUs.
Heyacmo — TOBBIIIEHHAS] YTOMIISIEMOCTb.

*

OueHp penKo HaO0ANOCh CHIDKEHHE KOJMYECTBa TPOMOOIMTOB BO BpeMs HpUMeHeHus ypamuamia. OgHaxko
HEBO3MOXXHO OBIJIO YCTAaHOBHUTH KaKylO-THOO NMPUUYMHHYIO CBS3b C Tepamued IpemapaToM, HalpuMep, HOCPEICTBOM
MMMYHOI'€MaTOJIOrMYE€CKUX UCCIEN0BAHUM.

COO6IJ_ICHI/IG 0 TOA03PE€BACMBIX HEXKCIIATCIIbHBIX PCAKITMAX

BaxxHo coo0mare O T1OJ03pEeBaeMBbIX HEXKENAaTeIbHBIX PpEaKLUUAX I0CJIe PEeTrUCTpaluu
JIEKApCTBEHHOTO Iperapara ¢ ILeblo o0ecreueHus] HeMpEepbIBHOIO MOHUTOPUHIA COOTHOIICHUS
«T10JIb3a—PHUCK» JIEKAPCTBEHHOT O IIpenapaTa. MeIuuuHCKUM pabOTHUKAaM PEKOMEH1yeTCs COOOIIaTh
0 JOOBIX T0/I03PEBAEMBIX HEKEJATENIbHBIX pPEAaKLIMAX JIEKAPCTBEHHOTO IIpernapara dYepes
HalITMOHAJIbHBIE CHUCTEMBI COO6I_H€HI/I$I 0 HCEXKCIATCIBHBIX  PCaKIUAX rocyaapCTB—4JICHOB
EBpasuiickoro 5KOHOMHUYECKOr0 COI03a.

Poccuiickas @enepanust

denepanbHas ciyx6a 1o Haa3o0py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Anpec: 109012, r. MockBa, CnaBstHCKas IJI01a1b, 1. 4, cTpoeHue |

Tenedon: +7 (800) 550-99-03
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4.9. Ilepeno3upoBKa

CHUMIITOMBI

FOJ'IOBOKI)Y)KCHI/IG, OpTOCTAaTHYECKAd T'MIIOTCH3MA W KOJUIAIIC, IIOBBIIICHHASA YTOMIIAEMOCTD U
3aTOPMOKCHHOCTD.

JleueHue

HpI/I 3HAYUTCIBbHOM CHUKCHHUU AI[ HeO6XOZ[I/IMO ManucHTa YJI0XUTh, HOT'U IIPUIIOAHATL U MTPOBCCTU
meponpusatust o BocnonHernto OLIK. Ecim até Mepsr sBisitoTcst Hed()(HEeKTHBHBIMHU, TPeOyeTcst
BHYTPHBEHHOE BBEJICHHE COCYJOCYKHBAIOIIMX IPENapaToB, MIpU OJHOBpeMEHHOM KoHTpoie A/l
[lpumeHeHne KaTeXOJIaMHHOB TpeOyeTcs TOJBKO B PEAKHX Ciydasx (Hampumep, SnuHEDPUH
(ampenanun) B no3e 0,5-1,0 mr, pazeaennsrii B 10 mi 0,9 % pacTBopa HaTpus XJIOpHUIA).

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapmakoTepaneBTHUYECKasi TPYINa: aHTHTUIEPTCH3UBHBIE CPEICTBA; aHTHAJAPCHEPTrHUYCCKHE
cpencTBa nepudepruIeckoro AeCTBHs; albha-aapeHo0I0KaTOPHI.
Kox ATX: C02CA06

MexaHu3M aeicTBus

VYpanuaua uMeeT UeHTpalbHbId M nepudepuueckuil MexaHusMbl jelictBus. briokupyer
MIOCTCUHAIITUYECKHE  aib(ai-a[peHOpPeenTopbl,  Onarojapss  uYeMy  CHIXKaeTcs  olluee
nepudepuyeckoe cocyaucroe conpotusienue (OIICC). Perymupyer HeHTpanbHBI MEXaHU3M
MOAJIEPKAHUS COCYIUCTOTO TOHYCa 3a CUET CTUMYJLSINUU CepOTOHMHOBBIX S-HT1A-penentopos
COCYJIOJIBUTATENILHOTO IIEHTPa (MIpe10TBpalaeT peIeKTOpHOe YBEIMUEHHE TOHYCa CUMITIATHYECKOM
HepBHOMU cucTtembl). YacToTa cepIeuHbIX COKpAIEHUH 1 cep/ieuHbli BRIOpOC He MeHstoTcs. Huskuit
cepAeUHbII BBIOPOC MOXKET MOBBIIAThHCS 3a cueT cHkeHust OIICC.

Kak mnpaBuino ypanuaumna He BbI3BIBAET OPTOCTATUYECKUX peakuuid. Ypanuauwil ONOKHpyeT
Ba30KOHCTPUKIIMIO, BBI3bIBAEMYIO ajib(haz-aApeHOPELENnTOpaMH, U HE BbBI3BIBAET PE(ICKTOPHYIO
TaXHUKaApAHI0, 00YCIIOBIEHHYIO Ba30AUIaTallUEH.

[IpenmyIiecTBEHHO OIOKUpPYET nepudepuuecKkrue MOCTCHHANTHYECKHUE alb(al- aJpeHOpPeleNTOPBI,
TakUM 00pazoM, OJOKHPYET COCYAOCYKUBaIOIIee AeHCTBHE KATEX0JIaMUHOB.

Kpome Toro, ypanuaui peryaupyer HeHTPaJIbHbI MEXaHU3M MOJIIepKaHUsl COCYTUCTOTO TOHYCa U
oOnanaeT cnabbiM O6eTa-aqpeHOOTOKUPYIOINM JIEHCTBUEM.

dapmakonmnHamudeckue 3O HEKThI

COanancupoBaHHO CHIDKAET cucToiaumdeckoe W aumactoimmyeckoe AJl, ymenwmas OIICC, ne
BBI3bIBACT PE(PIEKTOPHON TaxMKapAMU. YpPanuauia CHU)KAaeT Mpeld- W MOCTHarpy3Ky Ha cepiie,
noBbIaeT 3(h(HEKTUBHOCTh CEPAEUHOTO COKpAIIEHUs, TAaKUM 00pa3oM (MpU OTCYTCTBUM apUTMUH)
YBEIMYMBAaET CHUKEHHBIM MUHYTHBIH 00beM cepiia. He BiuseT Ha mokasaTeiau YrieBOIHOIO
oOMeHa, 0OMEeH MOY€BOM KHUCIIOTHI M HE BBI3BIBAET 3a/I€P’KKH JKUJKOCTH B OpraHU3Me.

5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOcopOLus 1 pacupeneiicHue
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KOHIIEHTpAIlMW ypamuauiia: cHadana — ObIcTpoe cHibkeHue (anmbda-dasa), a 3aTeM — MEIJIEHHOE
(6era-aza). Ilepuon pacmpenencHus mpemapara COCTaBiIseT 35 MUH, O00BbEM pacmlpeeiacHus —
0,8 n/kr (0,6-1,2 n/kr). CBs3p ¢ Oenkamu 1wia3mbl kpoBu — 80 %. Ypanuauin MpoOHUKAET depe3
reMaTodHIeQaTNIEeCKUI U TUTallEHTapHBIN Oapbephl.

Buorpancdhopmars

Vpanuaun B OCHOBHOM —MeTa0onu3upyercss B IedeHH. Ero ocHOBOil  mMerabonmur —
THJIPOKCHIIMPOBAHHOE MPOU3BOAHOE (B 4-M IOJIOKEHHH OEH30JIbHOTO KOJblLIa), HE obJajnaromiee
AHTUTUIIEPTEH3UBHON aKTUBHOCTBIO. O-1eMETHIIMPOBAHHBINA METa0OINUT 00pa3yeTcsi B OYEHb MAJIbIX
KOJIMYECTBAX U TaK JK€ aKTHBEH, KaK yparuIul.

OIMMUHAIMSA

50-70 % ypanuauna u ero MmetabonuToB (15 % B BUIE aKTHBHOTO Mpernapara) BEIBOISATCS MOYKAMHU;
OCTaJIbHOE KOJIMYECTBO — Yepe3 KUIICYHUK B BHJIE META0OIUTOB (B OCHOBHOM BH/IE HEAKTUBHOTO TI-
THIIPOKCHIIMPOBaHHOTO ypanuauia). [lepuon momyseiBenenus (T1/2) mocie B/B G0OIFOCHOTO BBEACHUS
cocrapsiet 2,7 4 (1,8-3,9 u).

Oco0ble rpynIbl MalueHTOB

VY NOXWIBIX MAMEHTOB U Y MALMEHTOB C TSDKENOM MEeYeHOUYHOM W/WIIM OYEYHOM HEeJ0CTaTOYHOCTBIO
00BEM pacTipeieieHHs ¥ KIIMPEHC CHIKEHBI, a T1/2 — yBeyeH.

6. PAPMALEBTUYECKHUE CBOUCTBA

6.1. [lepeuensb BcnoMoraTebHbIX BelIeCTB

JuHatpus rugpodochaTt Turuapar;

HaTpus quruapodocdaT TUruapar;

MPONMICHTIIUKOJIb;

BOJIa JUI1 MHBEKITUH.

6.2. HecoBMecTUMOCTH

[Ipenapar Ypanuaun KaHOH Henb3sl CMEIIMBATH CO IIEIOYHBIMM PACTBOPAMM JJISi MHBEKUUN U
uHOY3Ui (MOXKET MPUBECTH K TOMYTHEHUIO 1 00pa30BaHUIO XJIOMBEBUIHOTO OCAIKA).

[IpenapaTt He cieayeT CMEMIMBATh C APYTMMHU JIEKaPCTBEHHBIMHU IperapaTaMy 3a HCKIIIOUEHUEM
yKa3aHHBIX B paszzaene 6.6.

6.3. Cpok roaHocT (CpOK XpaHeHHsl)

2 rona.

6.4. Oco0Oble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHUH

XpaHuUTh pH TemnepaType He Bbiie 25°C Bo BTOPUYHOHN yHakoBke (Iauyke KapTOHHON).
6.5. XapakTep u cojep:KaHHe YIAKOBKH

I[To 5 wom 10 M B ammynbl JUIsl JIEKQpCTBEHHBIX CPEJCTB, M3TOTOBJICHHBIE W3 OECIIBETHOTO
MEIMLMHCKOTO CTEKJIA 1-TO THAPOIUTHYECKOTO KiIacca.

ITo 5 aMImyn moOMeIarT B KOHTYPHYIO SSYEHKOBYIO YIIAKOBKY U3 IIJICHKU ITOJIMBUHUIIXJIOPUIHON WIH
MoMATHIICHTepedTaIaTa.
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U3 KapTOHA.

6.6. OcoOble MepbI MPEIOCTOPOKHOCTH NMPH YTUIM3ANMU MCIOJIb30BAHHOIO JIEKAPCTBEHHOT0
npenapara MM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHHs JIEKAPCTBEHHOr0 Mpenapara, u
Apyrue MAHMIYJISLHMU € IPenapaTom

JIJiss IPUTOTOBIICHUST TIOIICPKUBAIOIIEH 10361 (B cpeaHem) (9 mr/4) 250 mr mpenapara Y pamuut
Kanon (10 ammyn mo 5 mut wim 5 ammyn o 10 mur) pactBopsitoT B 500 M1 pacTtBopa 11t HHDY3HiA
(1 mr = 44 xarumu ~ 2,2 Mi1). MakCUMaJIbHO JIOMTyCTUMOE COOTHOIIICHHE — 4 MT TipernapaTta Y paru i
Kanon Ha 1 miu pactBopa 1i1st uHOY3HiA.

PactBop st kamenpHOW wH(DY3uUM, TpenHasHadyeHHOW [uisi mojaepxkanus AJl, ToToBUTCS
cnenyromuM obpa3zoMm: o0brgHO 250 mr mpemaparta (10 ammyn mo 5 M unu 5 ammyn mo 10 mo)
npubaistor k 500 Mt pactBopa s uHdy3ui, Harpumep, 0,9 % pactBopa HaTpus xiopuaa, S5 %
win 10 % pacTBopa 1eKCTpO3bI (TIIFOKO3bI).

Ecnu juia BBeneHUs NOJJEPKUBAIOLIEH J103bl HcIosb3yeTcss nepdy3noHHbId Hacoc, To 100 mr
npemnapara (4 amIyssl Mo 5 Mi, Wid 2 ammysnsl 1o 10 Mir) BBOAAT B IIIPHULL Tep(y3UOHHOr0 Hacoca
u passoaar g0 50 mu 0,9 % pactBopom Hatpus xmopuna, S umm 10 % pacTBOpOM JEKCTPO3BI
(TTTIFOKO3BI).

Ha cHmxeHune apTepuanbHOTO JaBiIeHHs BIUSET HHPY3MOHHAS 71032 IEPBbIX 15 MHUHYT.

BriocnencTBuu OTperylnupoBaHHOE KPOBSIHOE JaBIEHUE MOXKET MOAJAEPKUBATHCS 3HAUUTEIHHO
MEHBIIIEN J1030i1.

Oco0bie Mepbl TPEIOCTOPOKHOCTH MpU 00paIleHuu

Hepezl BBCACHHUEM CICAYCT OCMOTPETD aMITyJ 1y Ha HAJIMYMEC B3BCIICHHBIX YaCTUI[ U UBMCHCHHE LIBCTA.
Cne):[yeT BBOAUTH TOJIBKO Hp03paqHLIﬁ 6CCHB6THBIﬁ HJIM KOPUYHEBATOT'O LIBETA PACTBOP.

[Tocne BCKpBITHS aMITyJIbl PACTBOP Mperapara J0HKeH ObITh BBEJIEH He3aMeTUTeNbHO. HeT 0coObIx
TpeOOBaHUM K yTHUIH3AINH.

7. AEP)KATEJIb PETUCTPAHIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

3A0 «KanoHdpapma mpoJaKIIH»

141100, MockoBckas 0011, r.0. lI{énkoBo, r. l[énkoBo, yu. 3apeunas, a. 105
Tem.: +7 (495) 797-99-54

Anpec anekTpoHHOU mouThl: Safety@canonpharma.ru

7.1. llpeacraBuTeNb AepKaTe/isi peTHCTPALMOHHOIO YA0CTOBEPEHUs!

[Iperen3uu noTpeduTeneit HaNPaBIATh 110 aPECy:

Poccuiickas @enepanns

3A0 «KaHnoHdpapma MpoJaKIIH»

141100, MockoBckas 00u1., T.0. [1[&1koBo, r. [IénkoBo, yn. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecrmaTHast ropstuast TuHKS 24 Yaca)

Anpec anexTpoHHOU mouThl: safety@canonpharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
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9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOPUU OTITYCKa MO PELeNnTy.

OO6m1ast xapakTepUCTHKA JICKAPCTBEHHOTO MpernapaTa Y panuani KaHoH T0CTyIHa B € IMHOM PeecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiiCKOro 3KOHOMHUYECKOTO COK3a M Ha
oduIaILHOM caire YIOJIHOMOYEHHOI'O opraHa (3KCTIepTHOM OpraHU3AIINH ).
https://Ik.regmed.ru/Register/EAEU_SmPC.
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