KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
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U3NLAHKTENHA ATERUKS o I}EKAW?M
1. UME HA JIEKAPCTBEHUS TPOAYKT "Pﬂmm&mmpmuxi A& NPOGYMA - Totmeomro T
KvM Pae, Ay .920/ 2 03) G
MHIPAH 0,2 mg/mi + 3,1 mg/ml + 10 mg/ml uikekioHeH pa3 T il S

MYDRANE 0.2 mg/ml + 3.1 mg/ml + 10 mg/m| solution for injec B uenb‘g Q/hb/?/, f_ff}j é

,eM 2‘2 UZ' 20-2-].......‘
2. KAYECTBEH U KOJIMYECTBEH CBhCTAB B e

| mi HHx*eKUHOHEH pasTBoOp Chibpia 0,2 Mg Tponukamua, 3,1 mg deHnnedpuroB XHAPOXNopHa 1 10 mg
JHROKanHOB xuapoxnopua (0,2 mg tropicamide, 3,1 mg phenylephrine hydrochloride and 10 mg lidocaine
hydrochloride).

Enna f03a ot 0,2 mi pasteop chabpia 0,04 mg rponukamua, (,62 mg dexunedpuros XUAPOXTIOPHIT M
2 mg nunokauHoB xuppoxnopui (0,04 mg tropicamide, 0,62 mg phenylephrine hydrochioride and 2 mg
lidocaine hydrochloride).

[loMomHo BemecTno ¢ W3BECTHO AciicTBue: HaTphii (0,59 mg 3a 103a; BUKTE TOUKA 4.4).

3a MEAHUSA COHMCHK HA MOMOLIHHTE BELUECTBA BUXKTE TOUKA §.].

3. JIEKAPCTBEHA ®OPMA

Hmxextmonen pastiop.

Buctp u nexo kahennkaro-kwat PasTBOD, NPaKTHHECKK o3 BHAMMH 4acTHLM,
pH: 6,9 - 7,5

Ocmonapurer: 290 - 350 mosmol/kg

4, KJIHHHYHH AAHHU

4.1 TepamesTuunu noxazanus

MHJIPAH e nokazan 3a nocturane na MUIpHA3a H BbTPEOYHA aHECTEIUA NPH ONEPALIMA HA KaTapakTa,
MHIPAH e mokasan 3a npunoxenue camo NPH BB3PacTHH.

4.2 Jo3znposka n vauuH ua npuALKeHne

Bhrpexamepuo npunoscenue. Eqna am (yNna Ce U3NON3BA CaMo 3a E1HOTC OKD.
MHJIPAH tpsabea na ce npunara ot ouen XHpYypr.

EO3HQOBK3

MHJIPAH rtpa6ea na ce npunara camo MpH MALHEHTH, KOHTO Ca NOKA3ANH YAORNETBOPHTENHA
[IPEAONEPATHRHA JUNATALIMA HA 3eHULATA C ROMOLITA HA TOKATICH MUIPHATUE,

Buapacmuu:
BasHo, BbTpekamepto niKexTHpaHe Ha 0,2 ml MUJZIPAH ¢ nomowiTa camo ua €4Ha HHMXCKUMA, B HAYATOTO
Ha XMpYpPru44ata npouenypa.

Cneumantg Ionyaanug

Hayuenmu 8 cmapuecxa evapacm:
He e neo6xoanmo ananrupane Ha nosara.




Ileduampuuna nonyrayus:
EdexTrBHOCTTA | Gezonacuoctta sa MUJIPAH e ca ycTaHoBeHH NpH Agiia Ha Be3pact o1 0 a0 18 romuum.

Hayuenmu c 6x6peyno yepexcoane:
MMaiikn npeaBuI HUCKATA 1032 H MHOTO HHCKATA CHCTEMHA eKCHO3MIINA (BXK. TOYKa 5.2), He ¢e Hanara
aJalTHpaHe Ha no3aTa (Bx. Touka 4.4),

Hayuenmu ¢ weprodpobuo yepexcoane:

Himaiiky peaBHa HUCKATA 403a M MHOTO HHCKATA CHCTEMHA eKCIO3RIMA (B, TouKa 5.2), HE Ce Hanmara
aJanTUPaHEe HA A034TA.

Haunn Ha npunoxerie
BrTpexaMepHO NpHIOKEHHE.

HeobGxoauMo & ¢nassaHeTo Ha CefHaTa NpoLenypa:

1. Iler MHEYTH npeaH W3BLPIIBAHETO HA IPEONEPAaTHBHATA aHTHCENTHYHA NPOLIEAYPa U MbPBUA
pazpes, B OKOTO C€ NIOCTARAT €[]HA A0 [BE KanKH OYeH aHECTETHK.
2. B HauanoTo Ha onepamusTa, 0,2 ml MUIIPAH ce mnxkekTHpa OT 0UHHA XMPYPT OaBHO, BETPEKAMEPHO

€ NIOMOIITa CaMO Ha €1Ha HHXXEeKIHA, NPS3 CTPAHHYHKA WK OCHOBEH OTBOD.
3a YKa3aHHA OTHOCHO IIPHIOTBAHETO HA JIEKAPCTBCHHUA NPOAYKT NPEOH NPHIIOKEHHE, BIKTC TOuKa 6.6.
4.3 TIpoTHBONOKA3AHHA

- CBPBXYYBCTBHTEHOCT KBM AKTHBHHTE BELIECTBA { TPONMKaMHL, DeHHedPUHOB XHAPOXNOPHI H
JHOKAHHOB XMAPOXJIOPHA) HIIH KbM HAKOE OT [OMOLUHUTE BELIECTBA, H30poeHH B TOUKa 6.1,

- HssecTHa CBPBXYYBCTBHTETHOCT KBM AHCCTETHLH OT aMHIOeH THI.

- H3BecTHA CBPBXYYBCTBHTETHOCT KbM ATPOITMHOBH NPOH3BOLHH.

4.4 Cnenuanuu npeqynpexieHus H npela3HA MEPKH NpPH ynoTpeta

Cneunaanu npedynpencoenus:

Tpenoprusatara no3a MUJPAH e 0,2 ml; He TpaGea fa ce HIDKEKTHPA SOMbIAHMTENHA 1032, Thif KaTo He ca
YCTAHOBSHH AOTEAHMTENHU edexTn u ce HabMoaasa noBMileHa 3aryda Ha €HIOTENHH KIETKH (BXK. CBLIO
touka 4.9).

PoroBuuyna eHIOTEIHA TOKCHUHOCT He ¢ ¢hofuaBana npu npenoppubadara aosa MMJIPAH; senpexn Tosa,
TO3H DHCK He MOXe Ja Obe H3KTIoUeH.

Hama xnnaMded onut ¢ npuiaradere Ha MAJPAH opu:

- MAIMEHTH ¢ HHCYTHH3ABHCHM MIIM HEKOHTpONUpan nuaber,

- MallHEHTH Che 3300NABAHE Ha POrOBHIATA, 0cOlEHO TAKHBa CBC CHITBTCTBALLO YBPEKIAHE HA
EHAOTENHHUTE KNETKH,

- TAlMEHTH © AHAMHE3A 32 YBEHT,

- MalHeHTH ¢ AaHOMAJIMH Ha 3eHHLATA UM C HAPaHABAHUA HA OKOTO,

- NaUMEHTH C MHOIC TEMHH HPHCH

- omnepalya Ha KaTapakTa, KOMOHWHHpaHA ¢ TPaHCILIAHTalUyMA HA POrOBHLIATA,

Hama KnuHuYeH onuT ¢ npuaaradero Ha MAJIPAH npu nauuenTs ¢ puck oT ¢nonH Hpuc cuuapomM. Ilpu
TaKHMBa MMAIUEHTH MOXE Ja € OT IOJ3a MOCTENEHHOTO pa3slIMPABAHE HA 3CHHLATE ¢ MOMOLITA Ha
MHIPHATHYHH KAIIKH 34 OUH,




Hsma knuHEYeH OMAT ¢ npunaranero Ha MHUJPAH no BpeMe Ha onepalids Ha KaTApaKTa Npd NMALHCHTH HA
KOMTO ¢a MPHURATaHy TOKAMHY MMOPUATHLM 32 NOCTUIANETO Ha MUAPHA3A ¥ NPH KOWTO € HAJHMIC CRHBAHE HA
3eHHUATa (I0pH MHO32) IO BpeMe Ha Onepautus.

MHJIPAH He ce NpenopbyuBa NpH ONMepaliva HA KaTapakTa, KOMOHHHpAHA ¢ BUTPEKTOMUA, NOpaaH
Ba30KOHCTPUKTHBHUTe ethexTH Ha deHmnedpuH.

MHUJIPAH He ce Openopbyea IpH [TALKEHTH ¢ INIHTKA NIpefiHa KaMepa IIH aHAMHE34 38 OCTpa
3aKpHTOBIBIHA IMTAYKOMA.

Cnegua.rmu ngednasuu MEPKU npi prompeda:

Vcrasopeso e, ue¢ MHUJPAH Bomu 1o HeM3MepHMH WIH MHOTO HHCKH CHCTEMHH KOHLEHTPALIMA Ha
AKTUBHHTE BEIECTEA (BK. Touka 5.2). Thil karo cucTeMHHTE edeKTH HA GeHIICDPHHE H IHIOKAHH ca
N03034BHCHMH, HE C& OYaKBa NOABATA Ha Te3u edektd npn MUIPAH. Brnpeku ToBa, picka HE MOXKe Aa
Oage M3KMIOYeH K TpAOBA J1a ce UMA [IPE/IBU CISTHOTO!

- DennwiehpHH NPOABIBA CHMNATHKOMUMETHYHA AKTHBHOCT, KOATO MOXE A3 HMa e()eKT BBPXY
DAUHEHTHTE ¢ XUNEPTOHUS, ChpAedHH 2a00i1BaHM:, XHIIEPTHPEOHANIEM, aTEPOCKNEPO3a HITH
HApYLICHHA Ha MPOCTATATA, KAKTO M BBPXY BCHUKM NAUMEHTH ¢ POTHBOTIOKA3aHHA 3a ynoTpeda Ha
CHCTEMHH IIPECOPHH aMHHH;

- Jupokann TpaGea Aa ¢e Mpuiara ¢ NOBHILEHO BHUMAHHE IIPM MAUHEHTH ¢ eNWIENCHA, MHACTeHHA
FpagAc, IPOBOAHH HAPYIUEHHS Ha CHPLETO, 3aCTOHHA ChpIeuHa HENOCTATRYHOCT, GpatHKapaud,
TEXEK INOK, HapyIleHa AHxarenya GyHKUHI Wik yBpeaeHa 6p0peyHa QYHKIHA ¢ KPEaTHHHHOB
KITHPBHC I0-HUCHK oT 10ml/min.

Topa nexapcTBo ChAbpHA Mo-MaIko or 1 mmol Hatpril (23 mg) 3a 1034, T.€. MOXKE 14 Ce KaKe, e
NpaKTHYIEeCKH He ChABPKA HATPHIA.

4.5 BiaamoaeiicTBHE ¢ APYTH JEKAPCTBEHH NPOXYKTH H APYTH GOPMH Ha B3auMoaeiicTEHE

He ca npoBexasHy NpoyuBaHua BePXY B3auMoneiicreusra ¢ MHUJPAH.
Tsii KaTO c& 0YaKBA MHOIO HICKA CHCTEMHA EXCIIO3ULNA (BX. ToUKa 5.2), HE €€ MpeAronaraT cUCTeMHH
B3aUMOBEHCTBHA.

4.6 DepTHAHTET, GpEMEHHOCT H KbPMEHE

bpemennocr
Hsama CHOTBETHH AaHHH 34 ynoTpebara Ha GennnedpHH 1 TPONHKAMIL NPH GPEMEHHH KEHH.

l'[pqunaum'ra NpY KWBOTHH Cd HEAOCTATRYHH MO OTHOLICHHE HA GQ)CKTHTG BEDXY GPGMGHHOC'ITR,
eMOPHOHATHOTO/(PRTATHOTO Pa3sBHTHE, paXKNAHETO H NTOCTHATANHOTO Pa3BUTHE.

Brnpeku, ue npoyyYBaHHATA NPH KUBOTHH HE C2 MOKA3ANH JaHHM 3a YBPEeKIaHe Ha [UIONa, THIOKAHH
npeMyHARS TIpes (UTAICHTATA U He TPAOBa Aa ce IPWIAra fo BpeMe Ha DpemMeHHOCT,

BhIpekH ¢UakRaHOTO HEIHAYMHATEIHO CHCTEMHO MPEMHHABAHE, HE MOKE A ¢ H3KAKYH HUCKA CHCTEMHR
excrosdid. Eto 3aio, MUIAPAH He rpabea na ce npunara no BpeMe Ha OpeMEHHOCT.

Kipmeng
HsMa J3HHH OTHOCHO OTAENAHETO Ha deHHIedPHH KK TPOIMKAMHUL, B KepMaTa. OcBeH ToBa, dednedpuy

ce abcopOupa cnabo NpH NepopanHo NPWIoKEHIE, KOETO 03Ha4aBa, He abcopbUuiTa IIpH KbpMA'eTo e
O1ae HeznaauTeada. Ot Apyra crpaHa, KbpMadeTara MoraT 4a ObJaT MHOTO 4YBCTBHTEHH KBM
AHTHXOANHEPIrHIHATE ¥ BENPSKH O4AKBAHATA npeHeremuMo HHUCKA CHCTeMHA CKCIIO3HLH, TPOIITHKAMHU/ HE
ce IPEeMOPRYBEa [0 BpeMe Ha KbpMEHE.

Maskn Komr4ecTsa THOOKAHH C& OTASHST B KEBpMaTa H CBIICCTBYBA BE3MOMHOCT 3a alepry
CTpaH4a Ha KEpMa4eEToO.



Eto 3amo, MWJIPAH He Tpsabra na ce mpiara no BpeMe Ha KpMEHe.

DepTHINTET
Hama nanau gamd MUJAPAH Moxe na noenuae BepXy GepTHINTET OPH MBKE H XEHH.

4.7 EdexTH BLPXY ciocoGHOCTTA 32 WwodHpaHe H pabora ¢ MANINHK

Topazu ceoa MuapHaTiaeH eext, MUJIPAH nMa yMepeHo BTHAHKE BbPXY CocoGHOCTTA 33 wodupane H
pabota ¢ MamuHn. ETo 3aio, cneil onepauxs Ha KATApakTa ¢ IpHIAraHeTo Ha eaHa uikekius MUJIPAH,
MALMEHTHTE TpAOBa 1a OLIAT CHBETBAHH Ja He WodHpaT H/LTH W3MON3BaT MANIMHE TIPH HAJIMMHETO Ha
3pUTENHY HAPYIUCHH.

4.8 Hexenanu JeKapcTBeHH peaKnHH

Mpu npunaradero Ha MHAAPAH no BpeMe Ha KIHHHYHMTE NPOY4BaHuA (Bx. Touka 5.1) ca crofiiasatu
HEKEIaHH peaKiHH. IMoeeue oT TAX ca oT CTpaHa Ha OUYMTE H Ca JIEKH 10 YMCPEHH 10 TEHECT.

Obobwenue ha npoduna Ha bezonacnocm:
PynTypara Ha 3aHaTa Karncya W [iHCTOMAHHS MaKynapeH eaeM ca 1o0pe H3BECHN YCIOKHEHHA 10 BpeMe
WITH ¢/ie]] oTiepalyaTa Ha Karapkta. Te Moske 33 ce HabmoaBar HeuecTo (mo-Maiko oT 1 #a 100 nauuenta).

TabpyuHo npedcmagane HA HENCENAHUME PEARYUY.

YecToTaTa HA HEIKENTAHATE peakLHy € onpeleneHa kakTo caensa: MHoro wectd (21/10); vectu (=1/100 no
<1/10); neuectn (=1/1 000 ao <1/100); pexxm (>1/10 000 go <1/1 000); mHoro peaxu (<1/10 000); ¢
HEH3BECTHA 9eCTOTa (OT HATHYHKTE AAHHH HE MOKe j1a OBb¢ HAMpaBeHa OLEHKa).

Ha TalisiaTa mo-10/y, HekeNaHnTe PeakLyH, ChoOLiaBaHH 1o BPEME HA KITHHHYHHTE NPOYYBaHIA ¢
npegcraBeny cnopen CHcTeMo-opraHHuA Kiac. IIpu Becako rpyiMpaHe B 3aBHCHMOCT OT HECTOTATA,
HEKENAHHTE PeaKLHH ¢a H3OPOSHH B HH3IXOAALL pel [10 OTHOLIEHHE Ha TAXHATA CEPHO3HOCT.

CHereMo-opraHen Kiac YectoTa Hesxenana peaxnus
Hapyuenus ua nepgrama HEYECTH Iaeobonne

cucmema

Hapyutenus na outime HEYeCTH Keparyt, IMCTOHAEH MAKYJIADEH

efieM, NOBHIISHO BETPEOYHO
HAIATaHe, DYNTYPa Ha 3aJIHaTa
Kancyna, XUIepemus Ha OKOTO

Codosu Hapyutenus HeyecTH XunepTeH3Hs

CrobiapaHe Ha NONO3MPAHF HEWEIAHH peakLHE
CrobmaeaHeTo Ha IOA03KMPAHM HEXEIAHA PEAKIIHK CIEA pa3peluaBaHe 3a ynoTpe6a Ha NeKapCTEeHUA
IIPOAYKT € BKHO, ToBa NO3BONABA A3 MPOABIKH HAGMIOACHHETO HA CHOTHOLIEHHETO MOJ3a/PHCK 3a
TIEKapCTBEHUA POAYKT. OT MEIHUMHCKHTE CISUMANNCTH C¢ H3UCKBA fa ChoOLIaBaT BCAKE NOAO3MpaHa
HeXKeNnaHa PeaKiMA Ype3 HALMOHAITHA CHCTEMa 3a cholllaBane:
WRNBAHUTETHA areHIMsA 110 JISKapcTBaTa

ya. ,Jlaman I'pyes” Ne §

1303 Codua

Tem.: +35 928903417

yebeaift: www.bda.bg




4.9 [Ilpenosnpane

CHcTeMHH edekTH
IMopagy eqHOKPATHOTO IPHIOKEHNE H OYAKBAHATA HHCKA CHCTEMHA EKCMO3HLMA HA MHIOPAH, pucka oT
CHCTEMHH eiexTU npU NpefO3Upane ce NprueMa 3a MIHMMANEeH.

CHMITOMHTE Ha Mpefo3HpaHe Ha GeHWIE(PUH IpH OUHO MPHIOKEHHe ce 0uakBa Aa ObAar monobuu Ha
Te3M TIPH CHCTeMHA afcopOLuA, BKIIOYATENHO PEKOMEPHA YMOPa, HINOTABAHE, 3AMAsHOCT, 3afaBeH mync n
KOMa.,

Tri KATO TEMKATA TOKCHYHA peakums npH dexunedpr e ¢ Obp30 HAYAIO H KPATKA MPOIEIKHTENHOCT,
NeUEHHETO € IpeAMMHO MoanepXkailo. [Ipenopbusa ce HezabaBHO HiDkeKTHpane Ha Obp3osiedicTBall anga-
ampeHepruyeH 6/10kep, KaTo dpeHTonaMAH (103a 2 10 5 mg, HHTPABEHO3HO).

CHMIITOMHTE Ha IPA03HPaHe HA TPOMHKAMMI PH OUHO NIPHAOKEHHE BIUIIOYBAT, MaBo0o/IHe, y4eCcTeH
TyJNc, CyXOTa B YCTaTa M Ha KoXard, HeoOHYaiiHa CHH/IMBOCT H TOPEIH BhIHH (324€pBABARE).
CucteMHH edeKTH npU TPOIMKAMKA HE € 04akear. B cnydail Ha npenosupane, BOISILO IO AOKATHN
edeKTH, HAP. NPONBLIKHTENHA MHAPHA3a, ¢ HEODXOIMMO [IPHIAraHETO HA IUIoKapnuH ik 0,25% wiv
$H30CTHIMHH.

B cnysali Ha npekomepHa abcopOLMs HA MHJO0KAHH B KPBBOOOPEILEHHETO, CHMITOMHATE MOTaT J1a BRIIOUBAT
eextn BpXy IJHC (kaTo kouByJIcHH, 3aryfa Ha Ch3HAHHE W BEHTYAIHO CIIMPAHE HA JHIIAHETO) U
CBPOSYHO-CHAOBH PeaKLMH (KaT0 XHIIOTOHHA, MUOKApIHA ACNpechs, Opanukapaud U eBeHTYalneH ChpIeUYeH
apecT).

TleuenueTo Ha NAIMEHTHTE, CTPATAMM OT CHCTEMHA TOKCHHMHOCT, NPHYHHEHa OT TMR0KANH C¢ ChCTOH B
HpeyCcTaHOBABAHE HA NPHCTHIHTE (pHIAABIMTE} H OCHIYPABAHE Ha NOAXOAANIA BEHTHNALMA ¢ KHCIOPOL,
KaTo MpH HeoBXO0OMMOCT MOXKE [a C& BKITIOYH H KOHTPOIMPaHA BEHTHIALMA (IHIIAHE).

Jlokanuu edextn
Tlpeno3upaHeTo MOXe Ja MpHYMHE 3ary6a Ha eHOOTENHH KieTkH (Bk. Touka 4.4 1 5.1)

5.  GAPMAKOJOrMMHHA CBOHCTBA
5.1 DapmMaxkolRHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHA rpyNa: MUAPHATHIN H IUKAONAeryL#, TponHkaMna KOMOUHALHMK,

ATC xoxn: SO1FAS56.

MHUJIPAH e pa3tBop 32 BBETPEKapeMHC HHXEKTHpaHe, KOHTO ChABPWA ABA CHHTCTHMHH MWADHATHKA
(TpONuKAMHA — AHTHXOMMHEPrHueH Y (eHunepuH — anda CHMIATHKOMHIMETHK) H SIHH JIOKANCH 2HECTETHK
{IHDOKAWHOB XMAPOXJOPUIL).

Mexarnuzem ng oeticmaue; ‘
Ddenmnedpud e AMpeKTHO AeHCTBAM cUMOATHKOMUMETHE. Tolf BOAM A0 MUAPHA3A 4pe3: CTHMYAHPAHE Ha

andra-aApeHEPrHYHUTE PELIEITOPH HA JANIATATOPA Ha 3CHHUATA (TOBA BOAM IO CHKpailldBaHe HAa 3¢HHYHMA
JHIETATOP K TIOCAEABAIO Pa3IIMPABAHE HA 3eHuuaTa). [TouTH He ce HabmosaBa HUKNONNeruieH edexT.
TponHKAMH) € NAPaCHMIIATHKONHTHK, KOHTO OeiicTBa Upe3 cBbp3Bade u Orokupane ra M4 MycKapHHOBHTE
PELCOTOPH HA OMHHTE Myckynd. Topa He no3onARa Ha COHMHKTEPHHS MYCKY/l Ha HpHCA H MYCKyna Ha
UMIMAPHOTO TAAQ A OTTOBOPYT Ha XONHMHEPrMYHATA CTHMYNALMA, KOSTO BOOY 10 AWIATALHA Ha 3eHALaTa ¥
fapanu3a Ha [HNHAPHHA MYCKY.J1 (IHKIOIUIETHA).

JIuaoKasiH e NOKaleH aHeCcTETHK OT aMuaeH Tui. Toii meficTBa upes WHxuOMpaHe Ha foHAMA peduykc,
HeoOX0IMM 3a 06pa3yBaHETO M NIPOBEXTAHETO HA HMITYJICH, KATO MO TO3H HAYHH cTalummaupa membpanara
Ha HEBPOHMTE.

DapmaroQuuaruiny edexnu




Togo6HH CHHEDIMAHHM KOMOWHALMH YECTO CE MPHIAraT 3a NOCTHIAHETO HA MAKCHMANHA THIATAUAA Ha
3EHMUATA 1P SKCTPAKIIHA Ha KATapaKTa.

Cpento 95% 0T HWNaTaludTa M3IMEpEeHa TPeaH BHCKOeTaCTHYHOTO HIDKEKTHPAHE 2 NOCTHIA B PAMKHTE HA
30 ceKyHIHM CNejl SIHOKPATHOTO BLIPEKAMEPHO HHkekTHpaHe Ha 200-pl MHUJIPAH no BpeMe Ha dasa Il
KIMHHYHO [ipoyuyBane. Ha Tabnuiara no-mony ca IPeACTAaBeHH PAsMEPHTE Ha 3eHHMUATA, HalmioJaBapH no
ppere Ha aza Il u Il gnveEMquM OpOYYBAHHA (NPH TAUMEHTU HA KOWTO € NPUNOKEHA ¢JHOKpaTHA
BbTPeKaMepra uiskexuns ¢ 200-ul MUJPAH):

(aza [I npoyusade, n=24 {Paza III, n=181
B pamxuTe Ha 30 Cnen Cnen wmkektupane | Touso npeau IOL
CeKyHaH cnen HHKEKTHpaHe Ha Ha MHUAPAH u HHXEKTUPAHE
HHxkeKkTHpane Ha | MWJOPAH u cien creq ToBa Ha
MHUJPAH TOBAQ Ha BHCKOENACTHK
BHCKOETACTHK

Paamep Ha
3eHHuaTa (mm)
Cpenno (SD) 6,7 (0,7) 7,7 (0,7) 7.8 (0,8) 7.9 (0,9
Menuana 6,7 1 7.8 1,9

Tlo Bpeme Ha daza 11l npoyusaue, Cnea eAHOKpaTHOTO uHkekTHpade Ha 200-pl MUJIPAH 1 BuckoenacTuk
(TOYHO MpeAd  KanCyNOpeKCHATA), pasMepsT HA 3cHHUATA € 0wl Hali-manko 7mm npu 86,7% or
naumeHTHTe. [IpH Tean KIMHWYBK npoy4ypaHus dasa Il u 11l e ycranoseHo, e MugpHaszata ¢ MHJIPAH e
ocTaHana CTabuiNa N0 Kpas Ha XMPyPruvyaTa WHTepBeHika, Bpoolate KoM HOPMAaneH pasMep Ha 3eHRUATA €
HacTRIIWIO ciefl 5-7 yaca.

Knunwuna ecruxacnocm u esonacuocm

Kannnuna epukacHocr:

Muzpuasture u anecteTuynn ebextu na MUJAPAH ca oueHernd no Bpeme Ha dasa Ill, MyATHUEHTPOBO,
PAHIOMH3MpAHA, OTBOPEHO CPABHHTE/HO NPOYUBAHE ChC CTAHAAPTHOTO MOKAIHO JeucHre (peHuneppuH u
TPOTIHKAMHJI) IpH 555 nmaupenTa, NOATOKEHH Ha Oflepaliis 34 KaTapakTa ¢ JMaMeThP Ha 3eHdLara > 7 mm
clieA IpIIaraHeTo Ha mokaned Muapuatuk. F apu asere rpym, § MEHYTH B | MEHYTA OpeAU ONCPAuMATa €
npunoxer TerpakauH 1% kanku 3a o4M.

Mudpuasa:

VeraHoBeH € He mo-nomn edekt (non-inferiority) Ha MUJIPAH cnpamo pedepeHTHOTO JiedueHHe
(tponukamun 0,5% kanku 3a ouu 1 denunedpun 10% kamku 3a o4u, 1O €NHA Kanka OT BCEKH, 3 THTH Ipeiy
ONEpaLMATa) MO OTHOIIEHWE HA [IHPBHYHHTE W HNONBIHWTEIHHM KPHTEpHH 3a edwmkacHocT npu mlTT
TOTyNanuATa (BX. TabnHuaTa no-nomny):




mITT Ionynauus Paznuka (%) Mexay
Cpynure
Pejepentho
MHUAPAH S e | (MHJPAH ~ Pedepenmmo
aedenue)
[95% CI]
IupeHYeH KpHTEPHIi 32 N=268 N=281
edurcacnoct 265 (98,9) 266 (94,7) 4,2
*
bpoit (Y) oTropopunu [96,8 ; 99,8] [91,3 ; 97,0] [-4,2 ; 12,6]
95% CI
JonbaAnATe eH KPATEPHH N=250 N=261 1
Bpoit (%) otrooprmz** 246 (98,4) 246 (94,3) s ’ 1281
95% CI [96,0;99,6] | [90,7;96,7] o

* Kamo omeoeopun nayuewm ce onpedens, NOyUenm Rpu Kolmo e ussvpuiema Kancyaopexcus, ez
HPUAQZAHEMO RA KAKBOMO U 04 € OONBIHUMEAHO MUODUAMUYHO AeYeHUE

** Kamo omeosOpun nayuewm Ce ORpedens, ROUEHM nPu KOHMO € u3gvpuieHa Kancynopexcus, bes
NPUNGZAHEMO HA KAKEOMO U 0a € OONbAHUMENHO MUOPUdMUNHO JEYeHue u Npu KOumo pasmepd Ka
3EHUWIMA MOYHO RPeOU Kancyiopexcuama e > 5,5 mm.

Mo speme Ha ¢asa (il mpoyysane, B rpymara ha MUJIPAH (N=268), 197 nauueHTa ca nomy4inu
ensoxpara 200-ul BrTpekamMepHa KHKEKUMS, 2 npH 71 € nipuaoxeHa ponbianTensa 100-pl spTpekamepna
HEDKeKLA, 6e3 ToBa Ja e JOBeIO J0 3HAYMM AOIBIAHUTENEH eeKT, a B pe3yl1TaT Ha Koero ce Habmonasa
NoBHRIeHA 3ary0a Ha eHAOTENHHU KIESTKH (BK. ChILO Touka 4.9).

JlaHnuTe OT aHanH3a Ha MauMeHTHTe ¢ enHokpartHo 200-ul BLTpekaMepHO HHKEKTHPaHE, OpPH KOHTO €
MIBBPLICHA KAIICY/IOPEKCHA, O3 NpRiaraHeTo Ha KaKBOTO H JIA € HOMBIHHTENHO MHAPHATHYHQ JICHEHHE Y
NpH KOHTO pasMepa Ha 3eHWIATa TOYHO MPEaH KancylopekCHaTa ¢ > 6 mm, ca MpeacTaBeHy Ha TabaHuara
0-[OIy.

Pazanka (%o) mexny
-TpYNHTE
200-ul JIedeHne PedepenrHo JeueHHe)
[95% CI]
N N=181 N=261

bpoii (%} maunenTy 6e3

JIOITBJIHATENHO

MHIMPUATHYHO NEYEHME H

pasMep Ha 3aHHLATA TOYHO 180 (99,4) 246 (94,3) 52

OpeaH KancylopeKcnaTa

> 6 mm [97,0; 100,0] 90,7; 96,7] [-4,3; 14,6]

95% CI

Anecmesun:

Tipenyu BBETPEOUHOTO MAKEKTHpPAHE Ha JelllaTa, KoMPopTa HA MALHEHTHTE € CTATHCTHY
no6sp npn MHUJPAH (p=0,034), kaTo He e HabnogaBaHA CTATHCTHYECKH 3HATTHMA P
B IpyTH MOMEHTH Ha Omepanuara (Npend BUCKOEJACTHYHOTO MHKEKTHpaHe,
HKEKTHpaHeTo Ha LeyYPOKCHM).



52 dapMaKOKHHeTHUYHH ¢BOIHCTBA
Hama dapMakOKHHETHYHH JAHHH [IPH 0YHOTO TIpuiIoxkeHHe Ha MAJIPAH.

Cren BTpekaMepHOTO HikexTHpade HAa MHUJIPAH mpu 15 naudedTta noanoMeH Ha orepaliia 3a
KaTapakTa, KOHUEHTPALMMTE HA AKTHBHHTE BELIECTBA B TazMata HaMepeHu 2, 12 u 30 min cnex
HHKEKTHPAHETO ca O1NY CPABMMMY ¢ TE3W NPH CTAHAAPTHO JiaKanHo neuenne (henunedpun 10% xankn sa
O4H | TponukaMen 0,5% KamkH 3a 0un). 1o oTHOWIEHHE Ha TPONHKAMII, BCHYKH NALHEHTH OT PYNaTa Ha
MHJIPAH ca 6H nox rpaHKLAaTa 3a KoJTHueCcTBeHo onpegensHe (< 0,1 ng/ml), 1oKaTO BCHUKH NAUMEHTH
oT pedbepeHTHaTA rpyNa ca MMAJIH HMBA HAJ T3 rpaHuia. HaBoTo Ha denmwtedpun (rpanuua 3a
KonudecTseHo onpeaensde < 0,1 ng/ml) € Ouno HersMepHMO NIpH BCHYKH NAUMEHTH OT rPYNaTa Ha
MMJIPAH ¢ makmoueHne Ha asama (MakcumyM 0,59 ng/ml) cupsamo BCHHKY DAUUeHTH 0T pedeperTraTa
IPyNa KsJET0 HEBOTO € OHI0 Hall TPaHHIIATA 32 KOJMUYeCTBEeHO onpeaeiaHe (MakcimMyyM 1,42 ng/ml).
IInazMeHaTa KOHUEHTPaIMA HA IHIOKAaHH € Ouna HaMepeHa IIpH BCHYKY HAUMEHTH OT TPYNaTa Ha
MHJIPAH, karo Hail-BHCOKaTa KoHLeHTpawus e 6uwia 1,45 ng/ml (aocTa Mo-HHCKA OT CTOHHOCTHTE KOMTO
MOKe J2 0BT A0 OABATA HA HAKAKBH CHcTeMHHM edekti: Mexkny | 500 u 5 000 pg/ml).

5.3 TlpeAxagHu4HH 12HHY 32 felo0acHoeT

ITpu 3afiuy, OYHATA MOHOCHMOCT Cliel e[HOKPATHOTO BBTPEKaMEpHO npHinarase Ha 200u] MUJPAH ¢ wiu
6e3 npomuBaHe (LENKOBHOHA JIAMIA, BOAEH W3/IHB, NeOenyHa Ha poroBHLUATa H KISTHYHA TUTBTHOCT HA
eHJIOTEN], enexTpopeTHHorpadgus ¥ XucTonorus) e Ouna MHOro 1odpa B NPOALIKEHUE Ha CENEM OHH Cliel
TPIIOKEHHETO.

[Tpu3Halty Ha OUHA HEMOHOCHMOCT ¢a HAOMIOAABAHH CAMO IIPH IIPOAYKTH C IIO-BHCOKH KOHUEHTPALKH Ha
TpHTE aKTUBHH BEWECTRA (HA WK 5 IBTH NO-BECOKY OT xoHueHTpauuuse B MHAPAH). Haii-sucoxara
TecTBana KoHLeATpamug (10 nbTH) ¢ MoBena no 3aacdendBaHe HA POrOBHUATA H TEKKH OUHH MPOMEHH C
MIOCEBAIlA CMBPT Ha eQHO OT XHBOTHHTE Ha Jlex 3.

CHcTeMHaTa TOKCHUHOCT Ha QukcnpaHara koMOuHals Ha GeHAnedprH, TpaluKkaMu | IREOKAHH HE €
[Ipoy4YBaHa,

HeszaencHMO OT TOBA, Thif KaTo 04HATA HE30IaCHOCT Ha TPHUTE OTUSITHHTE ChCThBKH CE TIPHEMA 3a
ycranosena 1 MHIPAH ce npriiara camo 4pe3 eAHOKPaTHA BhTPEKaMepHa WIDKEKLMS, He ce odakea ocobek
PHCK 32 KOMOHHALIUATA.

[Mono6Ho Ha Toea, hapMaKonorHiHaTa He301aCHOCT, TeHOTOKCHYHOCTTA H PENpPOAYKTHBHATA TOKCHYHOCT Ha
OTHE/IHATE CHCTABKH MITH Ha hUKCHpaHaTa KOMOHHaLKUA He ca oLcHeHH. IIpH [IbX0Be, NPHICKEHRETO HA
gennnedpun (12,5 mg/ke, s.c.) BOAH 0 HAMATABAHE Ha KPLBOOOPBLIICHUETO B MaTkaTa (86,8% 3a oxomno 15
MMHYTH), KOETO OT CBOS CTPaHa BOAH 10 (PeTOTOKCHYHM K Ko-TepatorcHeH edexru. [Ipu nuaokauH, He ca
Habmonapany Teparorenni eekKTH NPH TPOYYBAHKATA BLPXY eEMOPROHANHOTO/(eTaTHOTO PA3BHTHE NPH
ITEX0BE H 3aiiiy. EMOPHOTOKCHYHOCT H HAMaTABaHe Ha ITOCTHATANHA IPEXHBACMOCT ¢€ HabMII0AaBaT CaMo
0PH TOKCHYHY 34 MaiikaTa 1o34. JIMIoKkanH CBIN0 He € TeHOTOKCHYEH.

6. DPAPMAHEBTHYHH JAHHH
6.1 Cnuchbk va NOMOIHUTE BEWIECTEA
Harpues xnopug

Hunatpues hocdar qogeKaxMapar
Hunatpues dbocdar auxuopar

JuHaTpHER S0ETAT

Bojga 3a vHXeKME

6.2 HechBMeCTHMOCTH




B nuTeparypara M M0 BPEM¢ HA KIHHHYHHTE NPOYYBaHMA HE C2 ChOOILIABAHM HECBBMECTUMOCTH HA
AKTMBHHMTE BRILECTB2 ¢ HAl-4eCTO M3MON3BAHHTE {IPH ONEPAlMd HA KaTapaKTa mpoaykTd. 3a obHvaiiHuTe
BUCKOSNACTHL, TOBA € NOTBLPACHO ¥ ¢ ITOMOLITA Ha (apMaAeBTHUHHE TECTOBE 3a B3aWMOAEHCTBIA,

6.3 Cpok Ha rognoct

3 roOouHH.

6.4 CneuHaJaHH YCAOBHA HA ChXPaHeHHe

To3K JekapcTBeH NPOXYKT HE M3HCKBA HAKAKBH CIIELIHAIHH YCI0BHA HA ChXPAHeHHE.

6.5 Bnp ¥ chabRaHNe HA ONAKOBKATa

Enua 1 ml crepunua kadspa croiieda (Tun [) ammyna sansnaeda ¢ 0,6 ml aroxkeKUMOHEH pasTBop,
nocraseHa B xaprHa /PVC dmucrep.

Kytus ¢ 1, 20 1 100 cTepuHy aMITy/IH, 33¢0HO CbC ¢h0TBeTHO 1, 20 H 100 5-MHKpOHa CTEPWIHA QHATEPHH
WM B HHIHBHIYSITHA OTIAKOBKA.

Enua 1 ml crepunsa xadasa crekneda (Tur [) ammysia HanbiHeHa ¢ 0,6 ml HHKEKIHOHEH PasTBOp M €aHA 5-
MMKPOHA CTEpHIHA (GUNTHPHA MITA, OCTABEHA B Xaptus /PVC Gaucrep.

Kyrns ¢ 1, 20 u 100 Gucrepa, BCekM eIMH OT KOHTO ChIBLDXKA €IHA CTEPHIIHA aMMy/IA M €1HA S-MHKPOHA
CIEpHITHA (PUITHPHE HIVIA,

He BcHYKM BHIOBE ONAKOBKM MOraT 13 6H4aT MycHATH B Mpogax0a.

6.6 CreUHAJIHH NpeANa3HH MEPKH NPH H3XBbpJsAHE n pabora

Camo 3a eHOKpATHO [PUAATAHE B SAHOTO OKO,
Ha ce usnon3ea He3abaBHO clel OTBAPAHE HA aMITyJIaTa,

Camo 23 KOMIUIEKTA (T.€. BIHCTED, CRABMEALL AMNYA W HIUIA): 3aNeneTe OTIENBAIllY ce oT OnucTepa
CTHKEp BhpXY NMAIIKATa HA NalHeHTa.

Tpenynpexzenue: He uanonseaiite, ako 6ucTepa WK OTIENBAIIATA CE OCHOBA ca HapyuieHu. Ja ce otpaps
B ACeNTHYNY Yerobus. ChabpranMeTo ha OMucTepa ce npueMa 3a CTEPUIIHO.

Pa3TBOpBT TPAOBa Ja §bie OTIefaH H MOMKE Ja Ce H3MOI3Ba, CaMo aKo ¢ OHCTBP, JIEKO KapeHAKABO-KBIIT,
0e3 BHIUMH YaCTHIIH.

MHIPAH tpatea ma ce mpunara 4pes BbTPEKaMEPHO UHKEKTHPAHE, OT OYEH XHPYPT B NPCIOPLYBAHHTE
acenTHHHH yCI0BHA IPY ONCPala HA KaTapaKTa,

[Ipy OPUIOTBSHE HA TIPOAYKTA 33 BETPEKAMEPHO HHKEKTUPAHE, MONA Clieapalite NPeACTABSHUTE O-IIONY
HHCTPYKLIFH:

L. Ornenaiite HeoTBOpeHUs GnUCTED, 3a N Ce yBepute, Ye e Ll OTBopere GMUCTEPa NOA aCeNTHYHH
YCITOBHA, 3a J1a rapaHTUPATS CTEPHIIHMTETA HA CBABPXKAHHETO, PE3 QTJIETIBAHE Ha XaAPTUEHATA JacT.

2. OtBOpeTe CTEpHIHATA aMITyJla ¢ JIEKAPCTBEHHS NPonykT. AMnynara ot THia “One Point Cut (OPC)*
"[‘pﬂﬁBa Aad ¢€ OTBOPH N0 CNEOHHA HAYHH: XBaHeTe ZOJMHATA YacT HA amMnyjara ¢ naneil HaCOEI’_E!J:LIGLM

BEPXY HBCTHATA TOYKA H HATHCHETE Hasal 3a A& OTBOPHTE aMIynaTa B oGnacTraHa ¢
Cpe3 D04 TOUKATA.
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3. TlocraBere 5-MHKpOHOBaTa (PHATHPHA CTEPUIHA UIV1A (MPEIOCTABEHA B ONIAKOBKATA) BBPXY
cnpuHLeBEa. Cpanete npeaiiazurens oT S-MHKPOHOBaTa GHATHPHA CTEPUIHA WITIA K M3TErTIeTE B
CNPHHUOBKATA Hali-manko (0,2 ml 0T HAMHpALIHA ¢& B aMITYJ1ATa HHXEKLHOHEeH pa3TBop.

4. Cpanere Urnara ot CIIPHHUOOBKATA H CBBPKETE COIPHHLOBKATA CbC CHOTBETHATA KaHIOMA 3a npuiaraHe
B IIpeOHATA KaMEDa.

3. BHIMATETHO OTCTPAHETE BH3AyXa OT CIpuHUOBKaTa. Harnacere Ha 0,2 ml. CIIpHHLIOBKATA € rOTOBA 38
HHXEKTHpAHS.

6.  Hmxexrupaitre 6aBHo o6ema ot 0,2 ml 0T cCOPHHLOBKATA B NPEAHATA KAMEDA Ha OKOTO, CAMO vpe3
©IHA HIDKEKLMA [Ipe3 CTPaHUYHHA WIKA OCHOBEH 0TBOD.

7. Cren ynotpeGa, H3XBBPIIETe N0 MOIXONALI HAYHH OCTaHANMR pasTBop. He chxpausBaiite 3a cieapailia
ynorpeda.

Hewsnon3sanuar JeKapCTBEH MPORYKT HIIH OTNAABYHHTE MATEPHAITH OT HETO TpSIGBa [a ¢& H3XBBEDIAT B
CHOTBETCTBHE C MECTHHTE H3UCKBAHMA. H3XBbpIieTe H3NON3BAHHTE HITTH B KOHTEHHEDP 3a OCTPH NPEIMETH.

7. IPUTEXATEJ HA PAZPEULIEHHETO 3A YIIOTPEBA

Laboratoires THEA

12, Rue Louis Blériot

63017 Clermont-Ferrand Cedex 2
OpaHIus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Per. Ne 201350368

9. JATA HA IbPBO PA3PEIMABAHE/TMIOAHOBABAHE HA PASPEUIEHHETO 3A
YNOTPEBA

Jara ua rmepBo paspemarase: 03.11.2015r.

10. JATA HA AKTYAJIH3IHAPAHE HA TEKCTA
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