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OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEIAPATA “702)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

bumaran, 0,3 Mr/mi, Kamid ria3Hble

2. KAUECTBEHHBIN U KOJJMYECTBEHHBIN COCTAB

JleiicTByto1IIee BEMIECTBO: OMMATOMPOCT.

1 mu mpenapara coaepkut 0,3 Mr GmmaTornpocTa.

BcnomoratenbHble BeliecTBa, HAIMYME KOTOPHIX HAI0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOIO
npenapara: OeH3aIKOHUS Xyuopu (cM. pazzaen 4.4.).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHASI ®OPMA
Kanmu rina3uele.

[Tpo3paunblii OeCLBETHBIN pacTBOp.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

JlexapcTBeHHbIN npenapaT bumaran moka3aH K NPUMEHEHHIO y B3pOCIHBIX crapiue 18 mner ans
CHW)KECHHSI TIOBBIIIEHHOIO BHYTPUIJIA3HOTO JABJICHMSI TNPU OTKPBITOYTOJIBHOM TJIayKoMe U

O(I)TaJ'ILMOI‘I/IHepTeHSI/II/I (B KaueCTBC MOHOTCPAIIMH UJIU B COYCTAHUU C GeTa-anpeHo6n0KaT0paMI/I).

4.2. Pe:xuM 103MpoOBaHus M coco0 MpUMeHEeHH s

PexxuM 103upOBaHus

ITo 1 xamute 1 pa3 B 1eHb BEYEPOM.

He cnenyer npeBpiaTh peKOMEHA0BAHHYIO J03Y, TOCKOJIbKY 00Jiee 4acThle HHCTUIUISLIUU MOTYT
CHU)KATbh FMIIOTEH3UBHBIN 3(pPexT npenapara.

[Tpu nponycke NpuMEHEHM Ipenapara ciaeayeT IPOBECTH MHCTHIUIALMIO KaK MOYKHO CKOpee.
ITponOMmKUTENBHOCTD JIEUEHUS ONPEAEIIAETCS BPAUOM.

Oco0ble TPVIIILI TAIKEHTOB

Ilayuenmul nodxcunozo eozpacma

Koppekuust 10361 He TpedyeTcs.

Tayuenmoi ¢ HapywieHuem yHKyuu neyeHu u novex

He usyuanoce nmpruMeHeHue JIeKapCTBEHHOro Ipernapata bumaTan manuveHTaMu ¢ MEYeHOYHOH

HEJ0CTAaTOYHOCTBHIO CPEHEN U TSHKETION CTENeHH, YTO TpeOyeT cOOIII0IEeHUsI OCTOPOKHOCTHU MPH
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CBEJCHHSIMH O HAPYIICHUW (YHKIMH TEYCHH JIETKOH CTENEHW WM TOBBIIICHUNA YPOBHS
ananuHamuHotpanchepasst  (AJIT), acnapratamuHoTpanchepassl w/uian — OwiMpyOuHa
OTCYTCTBYET IATOJIOTHYECKOE BIMSHUE OMMaTONpocTa Ha PYHKIIMOHATILHOE COCTOSTHUE TTEYEHU B
TeueHue 24 Mecs1eB NPUMEHEHMUS.

eTH
[Ipenapat mpoTHBOMOKa3aH AeTaM 10 18 njer, Tak kKak >(PQPEeKTMBHOCTb M 0E30MaCHOCTb
npuMeHeHus OuMaronpocra B Bo3pacte oT 0 10 18 et He ycTaHoBIIeHHI (cM. pasnen 4.3.).

Cnoco0 rIpuMeHeHus

[Ipenapatr mnpuMeHsieTCs MECTHO, B BHUJE HHCTWUISLMNA B KOHBIOHKTUBAJIbHYIO I10JIOCTb
nopakeHHOro riasa (ra3). [lpu npumeHeHnn 6umaTronpocTa B COCTaBe KOMIUIEKCHOM Tepanuu
HEoO0XoauMo coOMIolaTh HE MEHee 4YeM S-MHUHYTHBIM HHTepBal MeXIy MHCTHIUISILUIMU
OMMaTOINpOCTa U IpenapaToB COMYTCTBYIOIIEH Tepanuu.

B cnyuae mpomycka mpuema mpemnapara cielyeT NPUHATh JIEKApCTBO KaK MOXKHO CKOpee B

Ha3HAYECHHOW JIO3UPOBKE.

4.3. [IpoTuBONOKA3aAHUS
['unepuyBCTBUTENBHOCT, K OMMATONpPOCTY WM K JIOOOMY M3 BCIOMOIAaTEJbHBIX BEIIECTB,

MepeUnCIIeHHBIX B pasjaene 6.1, Bo3pact 10 18 jer.

4.4. OcoOble yKka3aHusl U MepbI NPEeJI0CTOPOKHOCTH NPH NPUMEHEHUH

Cnenyer coOm0JaTh OCTOPOXHOCTh MpPU NPUMEHEHHM Ipernapara B TEpamud MalUeHTOB C
M3BECTHBIMHU (DaKTOpaMH pUCKA MAaKyJIpHOTO OTeKa (HalpuMep, y MalueHToB Cc adakueu, y
NaIMEeHTOB ¢ apTU(aKuel U pa3pbIBOM 33 JHEH KaIlCyJIbl XpYCTaINKa).

Crenyer MCIOJIB30BaTh C OCTOPOXKHOCTBIO Y MALIMEHTOB C TSDKEIBIMH INTA3HBIMU MH(EKIHIMU B
aHamMHe3€ (HampuMep, BbI3BAHHBIMH BHPYCOM IIPOCTOrO reprieca) WM HUPUTOM/YBEUTOM.
OTCyTCTBYET ONBIT MPUMEHEHUSI OMMATONPOCTa Y MAllMEHTOB C COMYTCTBYIOIIMMH HapyLICHUSIMHU
(YHKIIMU BHELTHETO JIbIXaHHs, YTO TPeOyeT COOOCHNS OCTOPOKHOCTH Y TAaKHUX MaIeHToB. [1pu
NPOBEICHUN KIMHUYECKUX HMCCICJOBAHUN Yy MAIMEHTOB C HApYIICHUSMH (YHKLIUU BHEIIHETO
IBIXaHUSI HE OBLI0O OTMEUEHO HUKAKOr0 CYIIECTBEHHOTO HEOJIaronpusTHOrO BO3JEUCTBUSA Ha
JBIXaTENbHYIO CUCTEMY.

He u3yuanock Bo3zaelcTBHEe OMMAaTONpOCTa Ha MALMEHTOB C OJIOKAZOM cepaua TsKelee nepBon
CTENEHM WM Ha IMALMEHTOB C HEKOHTPOJMPYEMOH 3aCTOMHOW CEpAEYHON HENO0CTaTOYHOCTHIO.
bbulo oTMeueHO oOrpaHMYEHHOE KOJIMYECTBO CllyyaeB OpajuKapIud WIM THUIIOTEH3UU MpHU

NpUMEHEHUH OuMaromnpocta. bumaronpocTt cieayeT NpUMEHSITh C OCTOPOKHOCTHIO B JICUEHUU
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apTepUaJIbHOMY JJaBJICHHUIO.

He u3ydanock Bo3aeiicTBHE OMMATONPOCTA HA TAIIMEHTOB C BOCHAIUTEIHHBIMU 3a00JICBAaHUSIMUI
OpraHa 3peHHs1, HEOBACKYJIIPHOM, BOCIIAJIUTEIIBHOM, 3aKPBITOYTOJIbHON INIAYyKOMOM, BPOXKIECHHON
IJ1ayKOMOM WUJIA Y3KOYTOJIbHOM II1ayKOMOM.

[Ipexne yeM HauaTh JEYCHHE MALUEHTHI JOJDKHBI OBITH MPOUH(OPMHUPOBAHBI O BO3MOXKXHOCTH
pOCTa PECHUI], TOTEMHEHHUS KOXH BEK M YBEIMUYCHHS NHUTMEHTALUH DPATYKHOH OOOIOYKH.
Hexoropele U3 3TUX U3MEHEHUH MOT'YT OBITh HOCTOSIHHBIMU M MOT'YT IIPUBECTH K Pa3IMUUsAM BO
BHEIIHEM BHJEC MEXAY IUIa3aMM, KOIZIA JICYCHHUIO IOABEPracTcs TONBKO OAUH ria3. M3zMeHnenue
OUTMEHTALUU PaTy>KHOH OOOJIOUKM TMPOUCXOAUT MEIJICHHO W MOXKET OBITh HE3aMETHBIM B
TE€YEHHE HECKOJIBKUX MecslleB uiu jeT. Haubosee yacto u3MeHeHHe 1iBeTa pajyKHOH 000JI0UKU
SBJISIETCS NOCTOSHHBIM. VI3MeHeHue 1BeTa paaykHOi 000JI04KH B OOJIbIIEH CTENEHH CBS3aHO C
NOBBILICHUEM COJAEPKAHMSI MEJaHWHA B MEJIAHOLIMTAX, HEKEIM C YBEIMYEHUEM KOJINYECTBA
MenaHouuToB. JlonroBpeMeHHbIE A(PQEKTH MOBBIIICHUS MUTMEHTAIMH PAAY>KHOH 00O0JIOUYKH
HEU3BECTHbI. B THUMMYHBIX Cllydasx MPOUCXOIUT PAcIpOCTPAHEHHUE KOPUYHEBOIO MUIMEHTA OT
00J1aCTH BOKPYT 3payka K KOPHIO paly’KKH, B pe3yJIbTaTe BCS Pay’KKa WK €€ YacTH IpUoOpeTaroT
6onee kopuuHeBblil 1BeT. [IpuMeHeHHe OuMaTOnpocTa HE OKa3blBAET BIMSIHMUSA Ha HEBYCHI U
JICHTUTO paayXHoi o0onouku. [TurmMeHTanus nepuopOUTANBbHON TKAaHU SBISAETCS 0OpaTHMOM y
HEKOTOPBIX MAllUEHTOB.

HmeroTcs cooOuieHnss 0 BO3MOKHOCTH Pa3BUTHUSL KMCTOMJIHOTO MAaKyJSIPHOTO OTE€Ka B MEPUOJ
Tepanuy OMMAaTONpPOCTOM, YacTOTa BCTPEYAEMOCTH YKA3aHHOT'O HEXKENATEIbHOTO SIBICHHUS —
HevacTo ((=1/1,000 mo <1/100), yto TpedyeT OCTOPOXKHOCTH NpU NMPUMEHEHUM Ipernapara B
Tepanuy NaueHToB ¢ (PaKTOpaMU pUcKa MaKyJISIPHOTO OTeKa (aueHTsI ¢ adakuel, apTudakuen
U pa3pbIBOM 3aJJHEH KaIlCyJIbl XPYCTAIUKA).

NmeroTes Takke cOOOLIEHHUS O BOZMOKHOCTH pa3BUTHs OaKTepUAIbHOTO KepaTuTa, CBA3aHHOTO C
npUMEeHEeHHeM (IIAKOHOB JJIi MHOIOpPa3oBOr0 MPUMEHEHMsI TIJIa3HbIX Kameiab. DIakoHbI-
KaleJbHUIbl HENpPEeJHAMEPEHHO KOHTAMUHUPOBAJIUCH MallMEHTaMU C COIYTCTBYIOLIUMU
3a00JIeBaHUAMU OpraHa 3peHus. PHCK pa3BUTHs OakTepUalbHOTO KepaTuTa ObLT BBILIIE Y
NAIMEeHTOB C HapyIIEHHEM LEJIOCTHOCTH 3MUTeNusi poroBuilbl. HeoOxoauMo mpemynpexaaTh
MAlMEHTOB O HEOOXOJUMOCTH H30eraTh CONPUKOCHOBEHHUS KOHUYMKA (hiaKoHa-KaleJIbHULBI C
MOBEPXHOCTHIO IJ1a3a U APYTMMHU MOBEPXHOCTSIMHU BO M30€KaHUE MOBPEXKACHUS OpraHa 3peHHs U
OaKkTepraTbHON KOHTAMHHALIMY TIpenapara.

BcnomoraTensHbI€ BelllecTBa

[Ipenmapar bumaTtan CcOAEpKUT KOHCEPBAHT OCH3AJIKOHUSA XJIOPHUI, KOTOPBIH MOMKET

abcopOrpoBaTbcs MATKUMU KOHTAaKTHBIMU JIMH3aMH. Takke MOTYT BO3HUKATh pa3Jpa)KeHHUe riia3
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Heo0OxonuMo cHUMAaTh KOHTAKTHbBIE JIMH3BI IIEpE] MHCTUIUIALMEN U CHOBA Ha/leBaTh UX yepe3 15
MUHYT I10CJIE 3aKallbIBAHUS.

beH3ankoHus XJIOpHJ, UCTIOIB3YEMBIN B IIa3HBIX KAIIAX B KAYECTBE KOHCEPBAHTA, MOYKET CTaTh
OPUYMHON Pa3BUTHSA TOUEYHOM KepaToNnaTUM W/WIM TOKCHYECKOW S3BEHHOM KepaTonaThu.
Crnenyer co0it01aTh OCTOPOKHOCTh IPU MPHUMEHEHUH Ipenapara y HAlUeHTOB C CHHJIPOMOM
«CYXOro» IJyasa, IpHU IOBPEXKIACHUM POTOBHUIBI M B CIy4ae OJHOBPEMEHHOIO IPUMEHEHMS
HECKOJIbKUX BHJIOB IVIA3HBIX Kalellb, COAEpXKalMX OeH3ankoHus xjopuna. TpeOyercs KOHTPOIb

COCTOSAHHUA PpOI'OBHUIILI IIPU JJIMTCIBHOM IIPUMCHCHUU IIpCIiapara y 3TOH KaTeropuu rnamnucHTOB.

4.5. BzaumopeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHBIMH IIpenapataMd W JApyrue BH/bI
B3aNMOJeliCTBUSA

CrienuanpHble MCCIIEOBAHUS B3aUMOJCHCTBUS C JAPYTUMH JICKApPCTBEHHBIMH CPEJICTBAMU HE
npoBoauiauck. He oxupaercs B3auMOAEUCTBUI B OpPraHHM3MeE 4YeNIOBEKa, TaK KaK CHCTEMHBIE
KOHIIGHTPAallM OMMAaTONpOCTa Ype3BbIYaiiHO HHU3KK (MeHee 0,2 HI/MII) mMOCIE MECTHOTO
IpUMEHEHHs B 0(pTanIbMOJIOTHH.

B Xxone KiIMHHMYECKMX HCCIEIOBaHUH OMMATONPOCT HPUMEHSUIM COBMECTHO C HECKOJbKHMH
pa3nuyHbBIMU  OeTa-aApeHOOIIOKATOpaMU /ISl MECTHOTO TPUMEHEHHUS B OQTaIbMOJIOTHH, HO
HUKAKUX B3aUMOJEHCTBUN HEe HAOIIOIATI0CE.

OnHOBpeMEHHOE TPUMEHEeHHEe OMMAaTONpPOCTa U APYTUX MPOTUBOIIIAYKOMHBIX ITPENapaToB, KpOMe
odranbmonornyeckux OeTa-aJipeHOOJOKaTOpPOB, HE H3Yy4aJoCh B XOJA€ MCCIEIOBAHUMN
3¢ (HEeKTUBHOCTH U 6€30MaCHOCTH KOMOMHUPOBAHHOM Tepanui.

Otmeuanoch CHUXEHHE TUNOTEH3MBHOro »3¢¢dexkra OumaTonpocta HpU €ro COBMECTHOM
OPUMEHEHUH C JIPYTMMH aHajloraMM MpOCTarjaHIuHOB B Tepanuu O(QTalbMOTHIEPTEH3UU WIIH

TJIaYKOMBI.

4.6. PepTUIBHOCTH, 0EPEMEHHOCTb M JIAKTAIUSA

bepemeHnHoCTH

Pe3ynbTaThl KIIMHUYECKUX UCCIIEOBAHUI OMMATONPOCTa y OEPEMEHHBIX JKEHIIIMH OTCYTCTBYIOT.
B nccienoBanusax Ha )KUBOTHBIX OOHAPYKEHA PENPOTyKTUBHAS TOKCUYHOCTH MPU TPHUMECHEHUH B
BBICOKHX, TOKCHYHBIX JIJI1 OPTaHU3Ma MaTepH J103aX.

[Ipenapat bumaran He cienyeT MPUMEHSTh BO BpeMsi OEPEeMEHHOCTH, 32 UCKIIOUEHHUEM CITydaeB
OTCYTCTBHS aJIbTEPHATUBHBIX METOJIOB JICUCHHSI.

JlakTarms

JlaHHBIX O TPOHMKHOBEHWH OMMATONPOCTa B TPYJAHOE MOJIOKO YEJIOBEKa HEAOCTATOYHO. B
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B ciydae HeoOXOAMMOCTH TpPUMEHEHHUs OMMATONpOCTa B MEPUOJ TPYIHOTO BCKApMIIMBAHUS
HEO0OXOUMO NPUHATh PELICHUE O MPEKPALEHUH TPYIHOTO BCKapMIIMBAHUS WJIM IPEKpaLCHUU
Tepanuy OMMATONPOCTOM, NPHUHMMAs BO BHMMAHHUE I10JIb3y IPYJHOTO BCKAapMIIMBAHUSA IS

pebeHka U HeoOX0IUMOCTb TEPANUU MIPenapaToM Ui MaTepH.

4.7. Bausinne HA CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpPeACTBAMM W padorarh C
MeXaHUu3MaMHu

[Ipenapar bumaraH oka3bplBaeT HE3HAYMTEIbHOE BIIMSHUE Ha CHOCOOHOCTh YIIPABIATH
TPAHCIIOPTHBIMU CPEACTBaMU M PabOTaTh ¢ MexaHu3Mamu. Kak M npu NpUMEHEHMM APYTUX
[JIa3HBIX Kallelb, €CJIU I0CJIE 3aKalblBaHWsS BO3HUKAET BPEMEHHOE 3aTyMaHUBAaHUE 3pEHUS,
HEO0XOIMMO JI0’KJaThCs BOCCTAHOBJIEHUS! YETKOCTH 3PUTEIBHOIO BOCHPUATHS MEpel TeM, Kak

BOJIHUTH ABTOMOOMJIb UJIH YHOpaBJIATb MEXaHU3MAMMU.

4.8. HexenarejibHbIC peaKUMu

TabanuHoe pe3IoOMe HeXKeIaTeIbHBIX PeaKIIUi

Hwxkecnenyromnye HexelaTelbHbIE PEaKIIMd OTMEUAINUCh B XOJI€ KIIMHUYECKUX HCCIICAOBAHUIMA
0(TaTbMONIOTUYECKOTO paCTBOPAa OMMATONPOCTA U B TIOCTPETHCTPALMOHHOM MIEPUOIE.

YactoTa BCTpe4aeMOCTH IPOBEJIEHA B COOTBETCTBUU CO CIEIYyIOIIEH KiacCU(pUKaLUen: OYeHb
gacto (>1/10); gacro (>1/100, Ho <1/10); Hewacto (>1/1000, o <1/100); peako (=1/10000, Ho
<1/1000); ouenp penko (<1/10000) u c Hem3BeCTHOW YACTOTON (HA OCHOBAHWU HMMEIOIIUXCS

JaHHBIX OIICHUTDH HGBOSMO)KHO).

CucreMHO-OpraHHbIi YactoTa M BCTpPEYaeMoCTh HexenarenbHble
rjaace (COK) peakuum
Hapymenus co croponsl | Hacto rosioBHas 00Jb
HEPBHOM CUCTEMBI Heuacto TOJIOBOKPYKEHHE
Hapymenuss co crtoponsl | O4eHb yacTo KOHBIOHKTHBAJIbHAsA
opraHa 3peHus UHBEKIIMA, 3y B IJIa3aX, poCT
pecHuI
Yacro ITOBEPXHOCTHBI  TOYEYHBIN

KCpaTuT, SpO3usd POTOBULHI,

JKKEHHE B riasax,
pasznpaxeHue IJ1as,
aJIeprudecKui

KOHBIOHKTUBUT,  Onedapur,
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aCTCHOIINS, OTEK
KOHBIOHKTHBBI,  OIIYIICHHE
HHOPOJHOIO Tejda B TJjasy,
CYXOCTb IJ1a3a, 00Jb B ria3ax,
CBETO0O0S3Hb, CJIE30TCUCHHUE,
BBIJICIIEHHS u3 rias,

HapylLIeHUE 3pEHHUS, yCUICHHE

MMUTMEHTAllUU pasyKHOU
000JI04UKH, IIOTEMHEHUE
pecHuIl

Heuacto reMopparuuecKkue HapyueHus

CO CTOPOHBI CETYATKU, YBEUT,
KUCTOWTHBIN MaKYyJISIPHBINA
OTEK, HpHT, Onedapocmasm,
peTpakuus BEKa,

nepuopOuTanbHas SpuTeMa

YacroTa HEU3BECTHA SHO(pTAITBEM
Hapymenuss co croponsl | Hacto TUIIEPTEH3US
COCYJI0B
Hapymennss co croponsl | Heuacto TAPCYTU3M
KOKM Y TIOJIKO’KHBIX TKaHEeHl
O6mue paccrpoiictBa u | Hedacrto acTeHUs
HapyIIEeHUS B MecTe
BBEJICHUS
JlaGopaTopHsble u | Yacro OTKJIOHEHHE  OT  HOPMBI
MHCTPYMEHTAJIbHbIE JaHHBIE OMOXMMHUYECKUX TOKa3aTenen

GyHKIUY eYeHn

B ouens PEAKHUX ClIydadXx OTMEYallaCb KaJIBL[I/I(bI/IKaLII/IH pPOTOBUILIbI IIPpU HNPHUMCECHCHUU
@oc@amonepmaumx TJIa3HBIX KallCjib IMaueHTaMUu C COINYTCTBYIOIIHWM 3HAYUTCIIbHBIM
MOBPECKACHHUEM POTrOBUIIEI.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxno COO6IJ_I8.TB 0 TMOAO3PCBACMBIX HCKCIIATCIIbHBIX PCAKOUAX TIOCIC PpCrucTpanuu

JICKApCTBCHHOT'O Ipfriapara C HEJIbIO obecneueHUs HETIPECPBLIBHOI'O MOHHUTOPHUHIa COOTHOIICHUA
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COO6H_IaTB 0 JIFOOBIX IOoAO3pCBACMBIX HECKCIIATCIBHBIX PCAKIHUAX JICKAPCTBCHHOI'O IIpCIiapara
4YCpe3 HAIMOHAJIBHBIC CUCTCMbI C006H_[€HI/ISI 0 HCXKCJIATCIBbHBIX PCAKIUAX I'OCYJAapCTB — YJICHOB
EBpaSHﬁCKOFO 9KOHOMHUYECKOI'o COro3a.

Poccuiickag ®enepaius

®denepanibHas Ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus Poccuiickoii denepanum

Anpec: 109012, r. Mocksa, CiiaBsiHCKast Iiomaip, 1. 4, ctp. 1

Tenedon: +7 (499) 578-02-20, +7 (800) 550-99-03

Qakc: + 7 (495) 698-15-73

DnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIIEKOMMYHUKAITHOHHON ceTu «nTepHeT™:

www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
He Obut0 oOTMEYEHO CIIy4aeB IEPEIO3UPOBKU TIPU MECTHOM TNpUMEHEHWH. B ciydae

MNepCa03UPOBKHU JICUCHHUEC OTOJIZKHO OBITH CUMIITOMATHYECKUM U MoAACPKHUBAIOIIM.

5. PAPMAKOJIOTHYECKUE CBOHMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

dapmakoTepaneBTHUECKasi ~ IpyMna:  CpPeIcTBa,  NPUMEHseMble B O(TaIbMOJIOTHUH,
IIPOTUBOTIayKOMHBIE NIPENapaThl U MUOTHKH; aHAJIOTH IIPOCTArJIaHInHOB.

Koxg ATX: SO1EEO3

Mexauusm nericteust, hapMakoanHaMuueckue dphexTol

brMaronpocT CHMXAET BHYTPHUIVIA3HOE MABJICHHE Yy JIOACH 3a CYET YBEIMUYEHUS OTTOKA
BOJISHUCTOM BJIarM dYepe3 TpaOeKyIsSIpHYI0 CeTb M YBEIMUYEHHUsS YBEOCKIEPaIbHOTO OTTOKA.
CHMXeHue BHYTPHUIJIA3HOTO JIaBJIEHUS HAuMHAETCsl NMPUMEpPHO depe3 4 yaca 1ocje IMEepBOro
BBEJICHHS Y MaKCUMaJbHBIN 3 PeKT mocTuraetcs npuMepHo uepe3 8—12 gacoB. Dddext amurcs
B TE€UEHUE 10 KpaliHel mepe 24 yaca.

BumatornpocT sBisieTcss MOIIHBIM O(TaTbMOJOTHYECKUM THUIIOTEH3UBHBIM areHToM. OTO
CHHTETHYECKHUI MPOCTaMU/, CTPYKTYPHO CBsi3aHHBIH ¢ poctaridananHoM F2a (PGF2a), koTopsbrit
HE JeiiCTByeT uepe3 W3BECTHbIE PEIEeNTOpbl MpocTarjiaHguHa. buMaTompocT CeneKTUBHO
UMHUTHPYET Y3PPEKTH HEAABHO OTKPBITHIX OMOCUHTE3UPOBAHHBIX BELIECTB, POCTaMUA0B. OHAKO
CTPYKTYpa peLenTopoB MpocTaMuia Moka He Obla IACHTU(UIIMPOBAHA.

JoctynHbl  orpaHu4eHHble  cBeleHUs 00 dddexkTuBHOCTH mpenapara B Tepanuu

NCEBA0IK(OINATUBHON U TUTMEHTHOM TJIayKOMBI, a TaK)Ke 00 OIbITE MPUMEHEHHS] OMMaTOIpoCcTa
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HPUIOTOMMUA.
ITo JaHHBIM KIMHUYCCKUX I/ICCJIC[[OBaHI/II\/JI, HC OTMCUYCHO 3HAYUMOI'0 BJIMAHHA Ipclapara Ha

YaCTOTy CEPACHYHBIX COKpaI_HeHI/Iﬁ H apTCpUaJIbHOC JaBJIICHHUC.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

BruMaTonpocT XopoIo MPOHUKACT B POTOBHILY M CKJIEPY 4ejoBeka in Vitro. ITocie HHCTHILISINN
B3POCJBIM CHCTEMHAs JKCIIO3MIMS OMMATONpOCTa OYCHb Majla, HAKOIUICHHs TperapaTa He
otmeueHo. [locrne BBeieHns 01HOM Karuiy rpenapara B 00a riiaza oJiMH pa3 B JIeHb B TEUCHUE ABYX
HE/IeNb KOHIICHTPAIUs B KPOBH JJOCTUTIIA MaKcUMyMa depe3 10 MEHYT mociie BBEACHHS T03bI, a B
TedyeHue 1,5 yaca 3TOT mokaszaTesb oKasaics Hibke ypoBHs omnpenenenus (0,025 ur/mi). Cpennue
3HaueHuss Cmax u AUC 0-24 Oputn npuMepHO OJUHAKOBBIMU Ha 7-i U 14-i1 1eHb — IpUMepHO
0,08 ar/mi 1 0,09 HI/MJ, COOTBETCTBEHHO, YTO YKa3bIBA€T HA TO, YTO CTAOMIIbHAS KOHIICHTPAITUS
OumaromnpocTa ObUIa JOCTUTHYTA B TCUCHHE ITEPBOU HEIEIA WHCTHILISIUIA.

Pacupenenenue

bumaromnpocT yMepeHHO pachpeiessieTcsl B TKaHAX OpraHu3Ma, a CHCTEMHBI pPaBHOBECHBIN
oobem — 0,67 n/kr. B kpoBu denoBeka OMMATONPOCT HAXOIUTCSI B OCHOBHOM B ILIA3ME.
Cas3piBaHNe OuMaTOIpocTa ¢ OelKaMu IJ1a3Mbl COCTaBISET 88 %.

BI/IOTDaHC(bODMaHI/IH

bumaTtonpocT AOCTUraeT CUCTEMHOTO KpPOBOTOKA, B OCHOBHOM, B HEU3MEHHOM BHJE. 3aTeM
MPOUCXOAUT OKHCIIeHHE, N-IUITIIMPOBAHHWE U TIIOKYpPOHUJAIMA C OOpa3oBaHHEM psjia
MeTabOoIUTOB.

DJIMMUHALNS

bumaTonpocT BBIBOJUTCS B OCHOBHOM 4epe3 noyku. 1o 67 % BHYTpUBEHHO BBEACHHOU 03Bl y
3JI0POBBIX B3POCIIBIX JOOPOBOJIBIIEB BEIBOAMINCH U3 OpraHu3Ma ¢ MOUoH, 25 % 1036l BEIBOIUITUCH
¢ xanom. [lepros momyBBIBEICHHS TOCTE BHYTPUBEHHOTO BBEICHUS COCTaBUJ MPUOTUZUTEITHEHO

45 MUHYT, OO KJIMPEHC U3 KPOBU cocTaBuiI 1,5 j1/d/Kr.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
OCH3AIKOHUS XJIOPH/T

HATPUS XJIOPH]T

HaTpus ruapodocdara renraruapar

JIMMOHHOM KHUCJIOTHI MOHOruapar
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HATPHs THAPOKCHU]T

XJIOPOBOOOPOJHAA KHMCJIOTA

BOJIa I UHBEKIUU

6.2. HecoBMecTHMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

HeBckpoIThI (hiaakoH

3 rozxa.

I1ociie meEpBOro BCKPBITUSI

[Tocne BckprITUA (hI1aKOHA XpaHUTH MpH TeMieparype oT 2 a0 25 °C e 6onee 30 qHeil.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuts 1pu Temmneparype ot 2 a0 25 °C.

Ycnosus XPaHCHUS ITOCJIC IICPBOI'0 BCKPLITUSA JICKAPCTBCHHOI'O IIPCIIapara CM. B pa3aciic 6.3.

6.5. Xapakrep u cofep:kaHue NePBUYHOH YNIAKOBKH

[To 2,5 Mn Bo (¢uakoH W3 MOJIMATUIEHA HU3KOM IUIOTHOCTH C TNpPOOKON-KamneabHUIeH u3
MOJMATUIIEHA HU3KOH IUIOTHOCTH C HAaBMHYMBAIOLIMMCS KOJIMAYKOM U3 MOJIMATHICHA BBICOKON
IUIOTHOCTH C KOHTpoJieM mepBoro BekpbiTus. [1o 1 ¢nakoHy BMecTe ¢ JIMCTKOM-BKJIAJBIIIEM B

Ma4YKy KapTOHHYIO.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHMYTOKEHUM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WIH OTX0A0B, TMOJYYeHHBIX TOcCjJde MNPUMEHEHUs:
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHUMyJIsIHHU ¢ IpenapaTomM

Her oco0bix TpeOoBaHUil K yTUIH3ALUH.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Nuamna

Centucc ®apma I1sT. JITA.

212, Ammmpsan Kommepuman Kommneke, /I-1, I'pun [lapk, Heto-Zlenu, 110016
Tenedon: +91 11 26863503

®akc: 191 11 26968517

OnektponHas mouta: information@sentisspharma.com
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7.1. Hpe)ICTaBI/ITe.]'[L ACPKATEIA PETUCTPALNUOHHOIO YI0CTOBEPECHUA

[Iperen3un HOTDC6I/ITGJICI71 HaIpaBJIATh 110 aApECy:

B Poccuiickoit @enepanuu:

Poccuiickas @enepanus

00O «Cenrucc Pyc»

115432, r. Mockaa, [Ipoextupyemsiii 4062-it npoesn, a. 6, ctp. 16, k. 12
Tenedon: + 7 (495) 229-76-63

Qaxc: +7 (495) 229-76-64

DJekTpoHHas moyTta: Sentiss@sentiss.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JIATA INEPBUYHOHN PEITHCTPAIIUU (ITIOATBEPXKJIEHUSA PEI'MCTPAILIMMU,
HNEPEPEI'MCTPALIMN)

JlaTa nepBoii peructpaiuu:

10. JATA IEPECMOTPA TEKCTA

O6H13.}I XapaKTCPUCTHKA JICKAPCTBCHHOTO IIpCIiapara bumaran AOCTYIIHA Ha HH(bOpMaHI/IOHHOM

rnoprtaje EBpa3HI>'ICKOFO 9KOHOMHUYCCKOIo COr3a B I/IH(I)OpMaI_II/IOHHO'KOMMYHHK&HHOHHOﬁ CCTHU

«Hurepuet» https://eec.eaeunion.org/
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