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CoxpaHuTe JUCTOK-BKJIa/bI. Bo3MoxHo, Bam moTpebyeTcs mpo4uTarh €ro eme pas.

Ecnu y Bac BO3HHKIIM JOMOTHATEBHBIE BOIIPOCHI, 00PAaTUTECH K JIeYalleMy Bpady.

Ecnu y Bac BO3HHKIIM Kakve-T1M00 HeXXenaTelbHble peakiuy, 00paTuTeCh K JieyalleMy Bpady.
JlaHHas peKOMEHIAIMs PAacIPOCTPaHsIEeTCs Ha JI0ObIe BOZMOXKHbIE HEXelaTeIbHbIE PEaKIHH,
B TOM YMCJI€ Ha HE TIEPEYHMCIICHHBIE B pa3/ele 4 TMCTKa-BKIa/IblIIIa.

Conepxanue JIMCTKA-BKJIAbIIIA

1. Uro u3 cebs npecrasiseT nmpenapat Buskeio™ ¥ Ui 4ero ero NpuMeHsoT.
2. O geMm ciielyeT 3HaTh nepeji MpUMEHeHHeM npenapaTa Buskpro™.

3. [lpumenenue npenapara Buzkpo™.

4. Bo3MOXHBIE HEXENATEIbHbIE PEAKLIUH.

5. Xpanenwue npenapara Buzkpo™.

6. Cozrep)xuMoe yIakoBKH U IIPOYHE CBEIACHHUSL.

1. Uro u3 ceOs mpeacTaBJsieT npenapat Buskeio™ u 171 4ero ero npuMeHsoT

Yro u3 cedst npeacTaBaseT npenapat Buskpio™

Buskpo™ COMEPKUT aKTHBHOE BEIIECTBO OpoiyIH3ymad, KOTOpOE OTHOCHTCS K Trpymme
AHTHHEOBACKYJIAPU3ALMOHHBIX JICKAPCTBEHHBIX MpenaparoB. Buskpio™ BBOAMTCS BpayoM B
a3 Juis JieYeHus: oQTaIbMOJIOTHYeCKUX 3a00eBaHUi, KOTOpbIe MOTYT NOBIMATH Ha Baiie
3pEHHE.

AHOMaJIbHbIE KPOBEHOCHbIE

N COCYbl, 10 KOTOPBIM XHIKOCTb
WIHM KpPOBb MOMAJaloT B JKEJITOE
MISITHO

s yero npumensiercsi Buskpio™
Buskpio™ npumenseTcs Juis JedeHus 3a00JeBaHUM T71a3 y B3pOCIbIX, KOTOPbIE BO3HHKAIOT,
npu o0pa30BaHMHM U POCTE AHOMAIBHBIX KPOBEHOCHBIX COCYJIOB IOJ MKEITBIM ISATHOM
(maxynoi). Makyna, pacrnojio)XeHHas B 3aJJHEH 4aCTH TIJla3a, OTBEYAET 3a YETKOCTh 3PEHUS.
AHOMaJIbHBIE KPOBEHOCHBIE COCY 1Bl MOTYT IPOITYCKATh )KUKOCTh UM KPOBb B IJ1a3 U BIMATH
Ha (YHKIMIO MaKyJibl, YTO MPHUBOJUT K BO3HHKHOBEHHUIO CIIEIYIONIMX 3a00JeBaHMH,
MPUBOJAIIMX K YXYAILIECHUIO 3PEHUS:

e HEOBACKYyJIsipHas (BJIaXKHas) Bo3pacTHas MaKyJsipHas aerenepanus (BMJI);

e nuabeTHUeCKuil MaKyJIsapHbIi oTEK (JIMO).
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Buskbio™ — ekt mcTka-Bknanbina (JIB) - Novartis Pharma Stein AG, IllBeiinapus ' sapB¥ox;

Kak peiicrByer Buskpio™

Bemectso, HaseiBaemoe (akTopom pocra sumotenus cocynoB A (VEGF A), BBI3BIBaET pOCT
KPOBEHOCHBIX cocyloB B riasy. Ilpucoemmnssace k VEGF A, Buskeo™ 610kupyer ero
JICHCTBHE M, TaKMM O0pa3OM, YMEHbIIAET POCT AHOMAIBHBIX KPOBEHOCHBIX COCYOB IpH
BMJI, 4ro, B BOIO 04Yepe/ib, yMEHbIIAET IIPOHHKHOBEHHE JKUAKOCTH MIIM KPOBH B IJ1a3.

Bu3kbr0™ MOXKET 3aMeTHTh MPOrpeccHpoBaHie 3a00JIeBAHMS M TEM CaMbIM COXPAHHTh HIIA
Jaxe yJIy4dimuTh Bare 3penue.

2. O uem ciaexyer 3HATH NepeJ NPUMEHEHHeM npenapaTta Buskpio™

Bam He cieayer npumensaTs Buskbio™:

- ecau y Bac anneprust Ha Oposyu3ymab wim Kakue-au00 Apyrue KOMIIOHEHTHI JaHHOTO
JICKapCTBEHHOTO Ipernapara, epedrucaeHHbIe B pasjene 6;

- eciu y Bac aktuBHas uHQeKus ria3a uiaM o0iacTi BOKPYT IJia3a, a TaKXKe eClM eCTh ‘
M0JI03pEHHE Ha II1a3HYI0 HHPEKIHIO;

- eciu y Bac nabmoaercst 60716 MM TOKpacHEHHUE B riiasy (BOCIAJIEHHUE IJ1a3a).

ITpy nayumy J1F060T0 U3 ITUX COCTOSIHUM MPOKOHCYJITHPYHTECH C BPAYOM.

Bu3zkbio™ npu 3TOM NpUMEHSTH HE ClIEIyET.

Oco0Oble yka3zaHusi H Mepbl NPEI0CTOPOKHOCTH

[IpoxoHCyIbTHPYHTECH ¢ BpayoM, MpexJIe 4YeM MPUMEHSTh Buskpio™, eciam 4ro-mmbo us3

CJIEYIOLIETr0 OTHOCUTCS K Bam:

- ecau y Bac rimaykoma (3a0oneBanue riias, 0ObIYHO BBI3BIBAEMOE BBHICOKHM JIaBJIEHHEM B
riaasy);

- ecnd Bel panee HaOmofanu BCOBIIKM CBETa WM TEMHBIC IUIABAIOIINE TTOMYTHEHHS
(mATHA) B rja3ax, M €CIM pa3Mep M KOJUYECTBO ILIABAIOIIMX IATEH BHE3AMHO
YBEJIMYUBACTCS;

- eciy Brl nepenecin onepanuio Ha rjazy B T€UEHHE MOCICAHUX 4-X HEJeb WM eCld ‘
Takasi orepanus MIaHUPYeTCs B MOCIIEAYIOIIUE 4 Helelu;

- ecii 'y Bac korma-nmubo Obumn nmoOble  3a0o0fieBaHUS TJ1a3 WM TPOBOJMIIHCH
o(TaIbMOJIOrHYEeCKUE MPOLIETY PhI;

- €ClIM B TE€YEHHE IIOCJIENHEro roja y Bac Bo3HuKaa BHe3alHas 1MoTepsi 3peHUs U3-3a
3aKyTOPKU KPOBEHOCHBIX COCY/IOB B 3aJJHEH 4acTH ria3a (OKKJIIO3Hs COCYIOB CETYATKH)
WM BOCTIAJIEHUs] KPOBEHOCHBIX COCY/IOB B 3aJHEH 4aCTH rJ1a3a (BaCKyJIUT CETYATKH ).

HemeyieHHO NPOKOHCYILTHPYTECH ¢ Bpa4oM, eciid y Bac Bo3HuKaerT:

- MOKpacHeHHe Ii1a3, 00Jib B IJla3aX, YCHJICHUE TUCKOM(OpPTa, yCUICHHE MOKPACHEHHS
IJ1a3, HEYETKOCTh MJIM CHW)KEHHE 3PEHHUs, YBEJIMYCHUE KOIMYECTBA MEJIKUX YaCTHIl B
ob5acTH 3peHusl, OBBILICHHAs 1yBCTBUTEILHOCTD K CBETY;

- BHE3aIHasl I10TE€Ps 3pEHHs, YTO MOXKET OBITh IPU3HAKOM OKKJIFO3HU COCYJIOB CETYATKH.

[Ipy nosienuy M060r0 U3 BBIMIENIEPEYUCICHHBIX CUMIITOMOB Balll Bpau MOXET IpeKpaTuTh

jeyeHue npenaparom Buskeio™.
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Buzkbio™ — TexcT nucTka-sknanpima (JIB) - Novartis Pharma Stein AG, U_[Beﬁuapnx o ceny6 ! BayBY.. PaH

Kpome Toro, Bam clIedyeT 3HaTh, YTO: .

- 6e30macHOCTh 1 3 PeKTHBHOCT BU3KbI0™ MpPH OIHOBPEMEHHOM BBEICHHH B 004 I71a3a
HE M3y4aluCh, U WCIOJIb30BAaHHE TaKMM 00pa3soM MOXKET NPUBECTH K IOBBINICHHOMY
PUCKY BO3HUKHOBEHHS HEXKENIaTeIbHbIX PEAKIIH;

- Yy HEKOTOpPBIX MAlMEHTOB WHBEKIHH BH3KpI0O™ MOryT BBI3BAaTh IOBBILICHHE
BHYTPHIJIA3HOTO JaBjieHus B Tedenue 30 MUHYT mocie BBeAeHus. Bam Bpad Oyner
KOHTPOJMPOBATh 3TO MOCIIE KaXI0H HHBEKIIUH,

- Bpa4 NpoBEpUT Hamm4ue y Bac apyrux (pakTopoB pHUCKa, KOTOpPbIE MOIYT YBEJIHYMTDH
BEPOSTHOCTh pa3pbiBa HIIM OTCIOCHUS OJHOTO M3 CJIOEB B 3ajJHEH YacTH TIJa3a
(OTCIIOEHHE WM pa3pbiB CETYATKH, a TAKXKE OTCIOCHHE HWIIM paspbiB IMUIMEHTHOIO
SIUTEIUsl ceTdaTku). B stom ciydae jedeHne Buskpio™ cielyer NPOBOIUTH C
OCTOPOXKHOCTBIO.

CucremHoe ucnosnb3oBanue uHruOuTopoB VEGF - BemecTs, aHaTOrMYHbIX COJIEPXKAIIUMCS B
Buzkpio™, - MOTEHLMAILHO CBA3aHO C PHUCKOM TpomOo3a, OJOKHPYIOMET0 KPOBEHOCHBIE
cocyipl (apTepuabHON TPOMOOIMOOIHMHU), YTO MOXKET INPHBECTH K CEPACYHOMY NPUCTYITY
wiIH uHCyIbTy. CyIIECTBYeT TEOPETHIECKUH PUCK TAKKMX SIBJICHUH Mocyie BBeJeHHs Buskpio™
B I'J1a3.

JleTH ¥ MOAPOCTKH
Bu3keio™ He IPUMEHSIIOT Yy JIeTel U ITOJPOCTKOB B Bo3pacTe 10 18 jier.

B3aumojeiicTBHs ¢ APYrHMH JIEKAPCTBeHHBIMH NpenapaTaMmu
[IpokoHCYIbTUPYHTECH € BpayoM, ecid Bbl Hcmonb3yere, HEIAaBHO MCHOJIb30BAIM HIIM
cobupaeTech UCIOJIB30BaTh KaKUe-TUO0 Ipyrue JIEKapCTBEHHBIE IIPENaparhl.

bepeMeHHOCTH H rpyaHOe BCKapM/IHBaHHE

Eciu Bl GepeMeHHBI HIIM KOPMHUTE TPY/IbIO, IPEITNOIAraeTe, 4YTo MOXeTe ObITh OEpEMEHHBI
WK TUIAaHUpyeTe OepeMEeHHOCTh, MPOKOHCYJIBTUPYWTECh C BpAuyoM II€pe]l MPUMEHEHHEM
JTAHHOT'O Tpenapara.

KopmiieHne rpy/1pio He peKOMEHIyeTCs BO BpeMsl U B T€YEHHE KaK MHHUMYM OJIHOTO Mecsla
mocjie mpekpanieHus JjedeHus Buskpio™, MOCKOIbKY HEU3BECTHO, NPOHMKAET JIM JIaHHBIA
npenapar B Ipy/IHO€ MOJIOKO.

XeHmuUHBI, KOTOpBIE MOIYT 3a0€peMEHETh, JOJDKHBI HCIOIb30BaTh d()GEKTHBHBIA METOX
KOHTpALETIIHN BO BpeMsl JICUCHHs], a TAK)KEe B TEYCHHE KaK MHHHUMYM OJHOTO MeCsIa 1mocie
NpeKpalleHus Jieyenus npenaparoM Buskeo™. Eciu Bo BpeMms seueHus: Bol 3abepemenenu
WIH TpeAaroyiaraeTe, 410 OepeMEHHBbI, HEMEUIEHHO IPOKOHCYJILTUPYHTECH C BpPAYOM.
Buskpro™ He clielyeT mpuMeHSTh BO BpeMsi OEpEMEHHOCTH, 3a UCKJIFOUEHHEM CIIydYaeB, KOrjaa
MOTEHIMAIbHAS MOJTh3a MPEBBIIAET MOTEHIMAIbHbINA PUCK Ul Oy1yIero pedeHka.

YupasJ/ieHne TPAHCIOPTHBIMH CPeICTBAMH H padoTa ¢ MeXaHH3MaMH

[Tocne BBenenus Buskpio™ y Bac MOryT BO3HMKHYTh BPEMCHHBIC HApYLICHUS 3pEHUs
(HampuMep, TOMyTHeHHMe 3peHus). [loka STH sBJIeHMs He Hcue3HyT, Bam He cuexyer
YIIPABJISATH TPAHCIIOPTHBIM CPEICTBOM M paboTaTh ¢ MEXaHU3MAMH.
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Buskbio™ — TekeT auctka-kaazpima (JIB) - Novartis Pharma Stein AG, I1IBelinapus BY

Coaep:xanmne Harpus
JlaHHBI JIeKapCTBEHHBIH Npenapar coAepXHuT MeHee | MMonb Hatpus (23 Mr) Ha 2103y, TO
€CTh IIPAKTHYECKHU HE COJICPXKUT HATPHIA.

Copnep:xanue nmosmcopbara

JlexapcrBennbli npenapar coaepxkut nonucopbar 80 B kommuectse 0,01 mr Ha go3y (0,05
mir). IlonucopGarbl MOTyT BBI3BIBATH ajiepruyeckue peakuuu. CoobmuTe CBOEMy Bpauy,
€CJIM Yy BaC €CTh KaKhe-Iu00 U3BECTHBIE aJICPTUH.

3. Ilpumenenue npenapata Buskbio™
B kakom Ko/iH4ecTBe H KaK 4acTo NPUMEHATh Buzkbio™
Pexomenayemast 103a cocrapisier 6 Mr Opostyu3ymada.

Bnaxcnaa BM/]

- Br1 Oynere nosrydaTs 1o 0JJHONH MHBEKIIUH KaX/Ibli MECSIl B TEYEHHE MEPBBIX 3-X MECSIIEB.
- Ilocne sroro Bam MoryT nenath mo OJHOW HMHBEKIMHM KaXxasle 3 Mecsina. Bam Bpau
ONpEJICIMT MHTEPBAJ JIEUEHHs] B 3aBUCHUMOCTH OT cocTosiHMs Bamrero riasa. Hekoropsim
NalMeHTaM MOXET MOTpeOOBaThCs JIeYeHUe Kaxaple 2 Mecsna. VIHTepBai JieueHHsT MEXIy
JABYMs 103aMu Buskpio™ 0/DkeH ObITh HE MEHee 2 MecCsIIEB.

B Tedyenne nepBbIx
3-x MecsieB

DO T OO

3arem

Ilo ITo 1 mubeKMH KaxKabIE 3
1 uHBbeKUUHN B Mecsla HJIH B COOTBETCTBHH €
MecsI| peKOMeHIalusIMH Bpayda

AMO

- Be1 Oyzere nomy4ars 1o o1HOW HHBEKIIMU KaXKbIe IECTh HEJIeNb IS IEPBBIX MSATH
UHBEKIHMH.

- [Tocne sToro Bam moryT ienath no 0/IHOM UHBEKIIUU Kax/Ible 3 Mecsia. Bamr Bpau
ONPEJEIUT UHTEPBAJI JIEYEHHUS] B 3aBUCUMOCTHU OT cocTosiHUs Bamero riasza. Hekotopsm
NalMEeHTaM MOXET NOTPeOOBATHCS JICYCHHE KaXble 2 MecsIIa.

ITocne 3Toro

HepBble 5 A03 OlHA HHBEKLHSA

BBOASATCH KaX/Ible KasKIbIe
U=u U™
m

Henean Henean

Jisi mepBbIX 5 103
A p ’ 3aTeM 1 HHBEKIHMS KAXKAbIE
1 HHbEKU U KaXKIAbIe

12 Hepenn (3 mecsina)
6 Hegeb —
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Buskbo™ — Tekct nucTka-sknaasima (JIB) - Novartis Pharma Stein AG, [lIseiinapus. . s s  Bex: BY :

Cnocob npumMeHeHus
Bu3kbio™ BBOAUTCSA 0BTATEMOIOTOM B BHJIC HHBEKIUH B TJ1a3 (AHTPaBUTPEAILHO).

HepCI[ HHBEKIUEH Bpad THIATECJIBHO ITPOMOET Bam rnas, mis NpeaoTBpalICHUs I/IH(beKI_[I/II/I.
KpOMe TOro, Bpad BBCACT MECTHBIM aQHECTETUK C LEJIBIO 0o0JIerYeHus: Ui npeaynpexacHus
60JIH, KOTOpast MOXXET BOSHUKHYTH B CBA3H C HHBEKIIUEH.

Ipoxo/KuTEILHOCTD JIedeHHs npenapartom Buskbio™

Buskbio™ mpuMeHsieTcsl Ul JIEYEHHs XPOHHYECKHMX 3abosieBaHMi Tna3, TpeOyromux
JUTUTEIIHHOTO JICYEHHMs], BO3MOXKHO, B TEUEHHE HECKOJIBKUX MECSIEB MM JieT. Bam nevanii
Bpad OyJeT mpoBepATh 3GHEKTHBHOCTD JEYEHHsSI BO BPEMsI PETYJIAPHBIX MUIAHOBBIX BU3UTOB.
Bam Bpay TakKe MOXET IPOBEPATh COCTOSHHE BalllMX IJla3 B HHTEpBAJaX MEXIy
uHbeKIMAMA. Eciii y Bac BO3HHKAIOT BOIPOCHI T10 MPOJOIDKHTEIBHOCTH JeueHus Buskpio™,
IPOKOHCYJIbTUPYHTECH C BPAYOM.

IIpexae yem npekpaTuTh JedeHne Buzkpo™
[TpOKOHCYITHPYHTECH C BpPAuOM, MPEXJIE YeM MPEKpaTUTh jJedenue. [Ipexpamienne IeueHns
MOJXXET YBEJIMUUTh PUCK MIOTEPU MIIU YXYALICHUS 3PEHHS.

Ecru  y  Bac  BO3HHMKAalOT  BONpPOCHl MO0  NPHUMEHEHHMIO  JAHHOrO  Ipernapara,
IPOKOHCYJIbTUPYHTECH C BPA4OM.

4. Bo3moxHbIe HeKelaTelbHbIe PeaKIUH

[Togo6HO BceM JieKapCTBEHHBIM NpernapaTaM, BU3Kbi0™ MOXET BBI3bIBATH HEXEIaTeIIbHBIC
pEaKlMy, OJJHAKO OHU BO3HUKAIOT HE Y BCEX.

HexenarenbHble peakiMu, CBS3aHHBIE C BBeAeHHEM mpenapara Buskbio™, 00ycioBIE€HBI
caMHMM JIEKaQpCTBEHHBIM IpenapaToM, JIMOO NpOLEIypO €ro BBEICHHUS H, B OCHOBHOM,
3aTparuBaloT riasa.

HexoTopble HexenaTe/IbHbIE PEAKIHH MOTYT ObITH CepPbe3HbIMH

HemeieHHO 06paTUTECh 32 MEAMIMHCKOM MOMOIIBIO, €cii Y Bac BO3HUKAIOT Kakue-1u00 u3
CIIEyIOIIUX SBJEHUH, KOTOpBIC SBISAIOTCS IPH3HAKAMH  aJUIEPTHUECKUX  PEaKIHi,
BOCTIAJICHUH WM UH(DEKIUit:

® BHE3AIHOE yXY/IICHHE WK U3MEHEHHUE 3PCHHUS;
e §0J1b, MOBBIIEHHBIH TUCKOMOPT, 000CTpPEeHHE NOKPACHEHH S IJ1a3.

Eciu y Bac BO3HHMKAlOT Cepbhe3HBIE  HEXENATeNbHbIE  PEaKIUH, HeMelJIeHHO
NPOKOHCYJILTHPYHTECH ¢ BPAUOM.

Jlpyrue Bo3MoXKHbIE HexKelaTeIbHbIe PeaKIHH
Jlpyrue HexenaTebHble Peakluy, KOTOPbIE MOTYT BOSHUKHYTh IOCJIE JICYCHHUS MpernapaToM
Buskeio™, nepeunciensl gaiee.

14.02.2025 EU PL 2024-10 ctp. Sm3 11



Bu3kbio™ — TekcT McTKa-BKIaabima (JIB) - Novartis Pharma Stein AG, Lllsejinapuss <% /000 i snByo

BoJbIIMHCTBO HEXeTaTeIbHbBIX pCaKLlPI]?I SABJIAIOTCST JIETKUMHU WM YMEPCHHBIMH H, 0OBIYHO

b

HACYC3aI0T B TCUCHUE HE/ICIIN MMOCTIE BBEICHU IIpeIiapara.

Ecnu HexxenareabHbIE pC€aKuu CTaHOBATCA CECPHE3HBIMU, HpOKOHcyHbTprﬁTeCL C Bpa4yoM.

Yacro (mocym o3nuxamo ne bonee uem y 1 nayuenma uz 10):

BOCIIAJIEHUE CPEIHETO CIIOS TT1a3HOM CTEHKH (YBEHT);

OTCJIOEHHE TIesle00pa3HOro BeIecTBA BHYTPU IJa3a (OTCIOCHHE CTEKJIOBHIHOTO
Tena);

pa3pbIB CeTYATKH (3aJHEeH 4acTu Iia3a, KOTopasl yJIaBJIMBaeT CBET) HJIM OJHOTO U3
€€ CJIOEB (pa3pblB MUTMEHTHOTO IUTENINS CETYATKH);

CHW)KEHHME OCTPOTBI 3pEHUS;

KPOBOM3JIUSIHUE B CETYATKY (PETHHAIBHOE KPOBOTECUYECHHUE);

BOCHAJICHUE Pajly>KHON 000JIOUKH - IIBETHON YacTH Ii1a3a (UpHT);
IIOMYTHEHHE XpYCTalMKa rja3a (KaTapakra);

KPOBOTCUCHHUE K3 MCJIKUX KPOBCHOCHBIX COCYJOB BHEIIHETO CJIOA TIJia3a
(KOH'bIOHKTI/IBaJIbHOC KpOBOTe‘ICHI/IC);

JIBYDKYIIIAECS TISITHA B TI0JI€ 3peHHs (TUIABAIOIIHE TOMYTHEHHUS CTEKJIOBH/IHOTO TEJIa)
0016 B rja3y;

TMOBBIIICHHE BHY TPHUIJIA3HOTO JIaBJICHHUS,

MoKpacHeHue Oelika ria3a (KOHbIOHKTHUBHT);

Pa3MBITOE WJIM HEYETKOE 3PCHHUE;

MOBPEXKJACHUE POTOBHUIBI (IIPO3PAYHOrO CJIOS TJIA3HOTO SI0JI0KA, MOKPBIBAIOLIETO
paayXHyI0 000JI0YKYy (MCTUPAHHUE POTOBHIIbI));

MOBPEXKJACHUE IMPO3PAYHOTO CJIOS IJIA3HOro S0JI0KA, MOKPBIBAIOIIETO PaIyXKHYIO
000104Ky (TOUEYHBINA KEpaTHT);

AJIEPrUYeCKUe peakiiiu (TUIEePYyBCTBUTENLHOCTD ).

Heuacto (Mmocym 6éo3nuxkamo ne 6onee yem y 1 nayuenma uz 100):

TSDKEJIOe BHYTPUIJIa3HOE BocnajieHue (3HA0(TaIbMUT);
CJIEeNOTa;

BHE3alHasi MOTepsl 3pEHUsl BCIIEACTBHE 3aKyIOPKH TIJIa3HOW apTepuu (OKKIIO3Us
apTepUHU CeTYaTKH);

OTCJIOCHUE CE€TUYATKH,

IIOKpACHEHHE Ijia3a (rnnepeMHa KOH"bIOHKTPIBI)I);
MOBBINICHHOEC CJIC300TACIICHHUE (YCI/IJ'ICHI/IC CIIe3OTC‘{CHI/I$I);
OIIYIIEHUE HHOPOJHOTO TEJIa B TJia3y,

OTCIIOGHHE OJHOTO HU3 CJIOEB ceT4aTKH (OTCJIO€HHE MHUTMEHTHOI'O SIUTEIIUs
CETYaTKH);

BOCIIaJICHHE IeJie00pa3HOro BEIeCTBA BHYTPH IJia3a (BUTPHUT);
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Buskbio™ — TekcT aucTka-Bknazabima (JIB) - Novartis Pharma Stein AG, Ipeiinapus pRHER BY y

e BOCIHAJECHHE MEPEIHEH YacTH I1a3a (BoCIaTeH e MepeIHEN Kamepsl);

e BOCMATEHHE PAdYKHOI 060NOUKH M NPHIIETAIONMUX TKaHeH ri1a3a (ApHIOLHMKIIAT);
e  OTEK POTOBHUIIBI - IPO3PAYHOTO CJIOS [TIA3HOTO A0/I0Ka (KOPHEATBHBIA OTEK);

e KpPOBOTEYEHHE B 71a3y (KPOBOM3IMSHHE B CTEKIOBUIHOE TEIIO);

e BHE3amHAas [OTEpPs 3PEHHs BCJIEICTBUE 3aKYNOPKH KPOBEHOCHBIX COCY/IOB B 3a/IHEH
YacTH I7a3a (OKKIIO3Hs COCY/IOB CETYATKH);
e BOCHAIEHHE KPOBEHOCHBIX COCY/IOB B 3a/IHEl 4acTH I71a3a (PeTHHAIbHBINA BACKYIIAT);

e BocrnajieHue 0e10i 000JI09KH TJ1a3a (CKIEPHT).

Coo0meHne 0 HeXKeJIaTeJIbHbIX peaKIuaX

Eciu y Bac 603nuxiu Kakue-nubo HedcelamenvHble peakyuu, NPOKOHCYIbMUpyumecs ¢
épavom unu pabomuuxom anmexu. Jannas pexomeHOAyus pacnpocmpansemcs Ha Jobwvie
BO3MOJICHBIE HedICelamellbHble PeaKyuu, 6 mom 4ducile u Ha He nepevucientvle 6 OaHHOM
JIUCMEKe-BKNA0bIULE.

Coobwas o nedxceramenvHblx peakyusx, Boi nomocaeme nonydume 6onvuwie ceedeHul o
bezonacnocmu npenapama.

5. Xpanenue npenapata Buzkpio™

XpaHuTe TpenapaT B HEIOCTYITHOM JUlsl peOeHKa MecTe Tak, YToObI peOCHOK HEe MOT YBHJICTh
ero.

He npumensiiTe mpemapar IMocje MCT€YEHHs CPOKa TOJIHOCTH, YKa3aHHOTO Ha KapTOHHOM
nauke. JlaToi UCTEYEHHUsI CPOKA TOAHOCTHU SBJIAETCS MOCIIEHUM I€Hb JIAHHOTO MeCsNa.
Xpanuts B XonoaunsHuke (npu remmneparype ot 2°C no 8°C).

He 3amopaxuBarts.

XpaHuTh B OPUTMHAIBHOM KapTOHHOH MayKe JUls 3alllUThI OT CBETA.

Ilepen UCIIONIBL30BAHMEM HEBCKPBITBIN (hJIaKOH MOKHO XPaHHUTh IIPH KOMHATHOM TeMIIepaType
(amxe 25°C) He Gonee 24 vacos.

6. Coaep:kuMoe yNaKOBKH H IIPOYHe CBeIeHHS

IMoiHOE MepevnciIeHne qeficTBYIOMMX BeleCTB H BCIIOMOraTe/IbHbIX BelleCTB
npenapata Buzkpio™

JlelicTByIoliee BemecTBo - Opomyiu3ymad. 1 M pacTBopa Ui BHYTPHUIJIA3HOTO BBEICHHMS
conepxut 120 Mr Gponynusymada. Kaxasii ¢raakon comepxut 27,6 Mr 6ponynuzymada B
0,23 M1 pactBopa, uTo obecrednBaeT BBeleHHe pa3oBoi 103k 0,05 M, coaepxariei 6 mr
Oponyuzymaba.

BcrnomoraTenbHble BENECTBA: caxapo3a, HaTpusl uTpaTt, nonucopbar 80, ruipOKCH/I HATPHS,
BOJIa JUIsl HHBEKUUH (cM. paszen 2).

JlexapcTBennasi ¢popma, XapakTep H COJepXKMMOe NEPBHYHOH YNAKOBKH IO Macce,
00beMy HJIH eJHHHIIAM 103HPOBAHHS
Buskpio™ npeacraBisieT co00# pacTBOP /s BHY TPUTTIA3HOTO BBE/ICHUSL.
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Buskbio™ — TekcT nucTka-Bkiaabiuia (JIB) - Novartis Pharma Stein AG, L[JBeF]uapl;[ﬁ D v s ..BY'

Kak BeirasanT npenapar Buskbio™
[Ipo3paunblii UM clierka onaiecuupyoIHii, 6eCIBETHBIN HIIH ClIerka KOPHYHEBATO-XKEJITHIA
BOJIHBIN PacTBOD.

Coaepxkumoe ynmakoBKH

0,23 M1l cTepuIBHOTO pPacTBOpa JUIi BHYTPUIJIA3HOTO BBEIEHHS B CTEKJISHHOM (IaKoHe,
3aKpBITOM PE3WHOBOM TMpPOOKOH, 00)KaToH aTIOMHHHEBBIM KOJIIAYKOM C  OTPHIBHOM
IUIACTUKOBOM HAKJIAJIKOW (PHOJIETOBOTO I[BETA.

1 ¢nakon u 1 GpuabTpOBaANIbHAS UIJIA C TUCTKOM-BKJIAJIBIIEM B KAPTOHHOMH TaukKe.

HanmenoBanne M  ajgpec JepxkaTelss pPErHCTPANMOHHOIO  YJIOCTOBEPEHHS H
NPOM3BOAMTEISA, 0OTBETCTBEHHOI0 32 BHINYCKAKIMI KOHTPOJIb KA4€CTBA

JlepxaTe/ib perHcTPalMOHHOIO YI0CTOBEPEHHSI:

Novartis Overseas Investments AG, Lichtstrasse 35, 4056 Basel, Switzerland /

Hosaptuc Osepcus MuBectmente Al Jluxtmtpacce 35, 4056 bazens, IlBeitnapus.

IIpousBoauTenb:
Novartis Pharma Stein AG, Schafthauserstrasse, 4332 Stein, Switzerland /
Hosapruc ®apma [reiin AT, Hladdxaycepmrpacce, 4332 Ilreiin, [1Beiinapus.

3a moboii mHopmanuel o mpemapare, a TaKXkKe B CIy4asX BO3HUKHOBEHHS MPETECH3MI
clietyer odpamarbes K MpeJICTaBUTENIO IepXKATellsl PerHCTPAIIMOHHOTO YIOCTOBEPEHHUS:
Pecnybauxa Benrapycs:

[IpencraBurensctBo AO «Novartis Pharma Services AG» (IlIBeiinapckas Kondenepanus) B
Pecniybnuke benapyce;

220069, r. Musnck, np-t J[3ep>xunckoro, 5, oduc 3-1

Ten.: +375173600365

DnektpoHHas noyra: drugsafety.cis@novartis.com

JlaHHBIH JINCTOK-BKJIAIbII NEPECMOTPEH
IIpouune ncrounuku undopmanuu

YeaoBus oTnycka U3 anrex
[lo peuenty Bpaya.
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Buskbio™ — Tekct jincTka-Bknaapia (JIB) - Novartis Pharma Stein AG, 1lsefinapus Vouiiir BenaBdy .

Cneﬂy}omaﬂ HHdﬁ)OpMaHI/IH npeaHa3Ha4yeHa TOJIbKO IJIs MEIUIITUHCKHX pa6OTHI/IKOBI

HMHCTpYKIHMS 10 IPUMEHEHHUIO (dhakoHa

XpaHeHue H 0CMOTP

Xpanute B xonomunbHuke (2°C - 8°C). He 3amopaxuBath.
Xpauuth (IakoH B KAPTOHHOH MauKe JUlsl 3alUThl OT COJHEYHBIX
JIy4eu.

Iepen ucnosb30BaHKEM 3aneyaTaHHblil GrakoH Buskpio™ MOXKHO
XpaHHUTh TIpU KOMHATHO# Temmeparype (Hmxke 25 °C) B TeueHue
makc. 24 gacos. [locie BekpbiTus (uiakoHa HeoOX0aUMO paboTaTh
B QCENTUYECKUX YCIOBHSIX.

Buskpto™  mpezacTtaBiser — coOoi  NpO3padHblid, - Clerka
onajecuMpyommii, OeCHBETHBI WM ClleTKa KOpHUYHEBATO-

YKENIThIA BOJHBIN pacTBOP.

PaCTBOp cleqyeT BHU3yallbHO OCMOTPETH IIOCIC HU3BATHI U3
XOJIOOUJIBHUKA B 1O BBCJICHHU . B Clly4yae NpUCyTCTBHUS B pacTBOPE
BUAUMBIX YaCTUIl HJIA IIOMYTHCHHA, (bJ'IaKOH HE CJIEAyEeT
UCIIOJIB30BaTh. HeoO0XoauMO  BBHINIOJIHUTH COOTBETCTBYIOIIIUEC

@ IPOIE/Ty Pl 3aMEHBI.
Conepxumoe ¢rakoHa U (uiIbTpoBajbHas WIJia CTEPUIbHBI U

Tpe/iHa3HaueHbl TOJBKO JUIs OJHOPA30BOr0 HMCIojb3oBaHus. He
cIelyeT NPUMEHATh IIpernapar, ecid yNaKoBKa, (JIaKOH H/WIH
GuabTpOBAIbHAS UTJIA TIOBPEXK/ICHBI MM MX CPOK FOJHOCTH HCTEK.

ITopsinok npuroToB/ieHus U BBeJeHus: Buskpio™

O6beM, coaepKamuiics BO (pIakoHe, MNpPEBIAET PEKOMEHJIOBAHHYIO J03y 6 MT.
U3zBnekaemblii 06bem (iiakona (0,23 Mi1) He TOJDKEH HCIIONIB30BAThCS MOMHOCTHIO. M3yuiex
ClelyeT yJaluTh 10 HHbEKIMH. BBeneHue Bcero obdbema (prakoHa MOXKET NPUBECTH K
epe03UPOBKE.

[Iponeypy MHTPaBUTPEATbHOW HHBEKLIUH CIIEAYET NMPOBOJAMTL B ACENTHYECKHX YCIIOBHSX,
YTO BKJIIOYAET MCIOJIb30BAHME XHPYPrHYECKOro Ae3uH(eKTopa pyK, CTEPUIILHBIX MEPUYATOK,
CTEPUIILHOU can(eTKh U CTEPUIILHOTO 3epKajia Ul BeK (MM MX SKBHBAICHTA), a TaKkKe
Ha/IM4He CTEPUILHOrO 000pyI0BaHusI JUIsl apaleHTe3a (IIpU HEOOXOMMOCTH).

ITepen wHbeKIMEH HEOOXOAMMO OOECHEUMTh JOCTATOYHYIO AHECTE3HI0 M HCIOJIL30BaTh
MECTHbI OaKTEpUIIMAHBIH MNpernapar MMPOKOro CIEKTpa JIEHCTBHS Ul Je3uH(EeKIHH
MIEPUOKYJISIPHON KOXHU, BeKa M IOBEPXHOCTH Iiiasa.
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Buskpio™ — TekcT sincTKa-BKaaabiua (JIB) - Novartis Pharma Stein AG, LUBeFmépm raciyomn S )

Jlist IOATOTOBKA M WHTPABUTPEATLHOTO BBEICHHS HEOOXOIMMBI CIEMYIONME OTHOPA30BbIC
MEIULIMHCKUE YCTPOiCTBA:

. CrepunbHast unbekuuonnas urina 30G x 27;

. CrepuitpHblit 1 Mi1 mmpun co mkanoi aenenns 0,05 mi;

o CrepuibHas TynokoHneuHast puiabTpoBaibHas uria 5 MkM (18G x 147, 1,2 Mm x 40 mm).

MubeKnnoHHas UIJla U MIPHUIL He BXOASAT B KOMIUIEKT II0CTaBKU Buskpro™.
Mabexuus JonKHa BBOAUTHCS Cpasy MOCIIe PUTOTOBJIEH s 10351 (Imar 8).

IIpumeyanue: 103a 10/oKHA ObITH YeTaHOBJIeHa Ha 0,05 mun.

Ilopsok BBeaeHUs

1. CHATp KONMa4yok ¢ (akoHa W TPOTEPETh MPOOKY
TaMIIOHOM, CMOYEHHBIM, Hanpumep, 70% cnupTom.

2. VYcraHoBUTH QWIBTPOBATIBHYIO UIJTY HA IINpHUIl | MII B
ACENTHYECKUX YCIOBHUSIX.
3. [IpoTONKHYTh QUIBTPOBATLHYIO UTILYy B LIEHTP MPOOKH

diakoHa, MoKa Urija He KOCHeTCs JHa (IakoHa.

JIns M3BNEYEHHUS XKHIKOCTH Jep)KaTh (IAKOH Clerka
HAKJIOHEHHBIM M MEIJICHHO M3BJICYb BCIO XHIKOCTh W3
¢akoHa ¥ GUIBTPOBATLHOM UIJIBL

Jlnst MOJHOTO OMOPOKHEHUS! (HIBTPOBAIBHOW HIJIBI
HEOOXOJMMO  yOeIUTBCS, YTO  INTOK  MOPIIHS
JNOCTAaTOYHO BBITAHYT Has3ajJ IMpH OMNOPOKHEHHUH
¢1akoHa.

S, OTtcoeuHUTh (UIBTPOBATBHYIO WLy OT LINPHIA B
aCenTHYECKUX YCJIOBUSIX M  YTHIU3UPOBATh  e€e.
@unbTpoBalibHAS UIJIa HE JJOJDKHA UCTIOIBH30BATHCS IS
UHTPABUTPEAIILHOTO BBEJICHHUSL.
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Buskbio™ — TekcT auctka-pkiaaasima (JIB) - Novartis Pharma Stein AG, LUBeﬁﬁébyﬂ '

P B

6. Hanexuno ycranoButs uriay 30G x 27 nHa mmpuil B
ACENTHYECKHUX YCIIOBHSIX.

7. YT1oObl NPOBEpUTH INpenapar Ha HaJH4YUe ITy3bIPhKOB
BO3/lyXa, Jep)KaTh MINpPHIl Uriaoi BeepX. [Ipu Hammuuu
My3bIPHKOB BO3JyXa OCTOPOXHO IOCTYy4YaTh NaJbLEM
IO IIIPHUILY, TIOKA ITy3bIPbKH HE TOHUMYTCS HaBepX.

8. Jlepxa IINpuUIl Ha ypPOBHE I1a3, OCTOPOXHO HAXKATh HA
HOPILIEHD Il yaJICHUs] BO3yXa BMECTE C H3JIUIIKOM
pacTBOpa M3 IINpHIA, CKOPPEKTHPOBATh JI03y JIO

orMetku 0,05 mu. IInmpuil roToB K BBEAECHUIO.
0.05 ml =p pan &

9. MeuieHHO BBOUTH ITpenapar, moka pe3suHoBast mpodka
NOpIIHA HE JOCTUTHET KOHIA IINpHUIa, 4YTO
COOTBETCTBYET J0cTaBlieHHOMY o0vemy 0,05 wmuL
JlocTaBKy MOJHOM 03Bl MOATBEPXKIAIOT, MPOBEPUB,
YTO pe3uHOBas MpoOKa NOPIIHS JOCTUIVIA KOHIIA
LWIMH/pA IIPHILIA.

HpI/IMeanI/ICI HEUCII0JIb30BaHHBIN IIeKapCTBeHHbIﬁ npemapar WKW OTXO0Abl CICOYET
YTHIIU3UPOBATH B COOTBETCTBUU C MECTHBIMU TpGﬁOBaHI/IHMH.

YacTeie BOIPOCHI U OTBETHI

B: Uto nenats, eciu y MeHst He MOJIy4aeTCsl U3BJIEYb JOCTATOYHOE KOJIMYECTBA KUIKOCTH 3
(akona?

O: He BcrpsixuBaiite rako nepes u3BiedeHneM. Jlaiite suaKocTi 0cecTh Ha JHO (IaKoHa.
Y6enurech, uT0 (hIaKOH HAXOIAMTCS B BEPTHKAILHOM, CJIerKa HAKIOHHOM IOJIOYKESHHH.
MenjeHHo u3B/IeKHTe NMOPIIEHb ¥ MOIOX/NTE, [OKA KHUIKOCTh HE MOSBUTCS B IIMIMHJIPE

mmpuua. [Ipogomkaiite MenIeHHO U3BJIEKaTh Mpenapar A0 MOJHOTO ONOPOKHEHHS (1akoHa
U (pUIBTPOBAILHOM MIJIBL.

B: Urto nenats, ecim y MeHs He MOJTy4YaeTcs yIaluTh BCE My3bIPHKH BO3IyXa H3 KUAKOCTH?
O: Baxno, 4T00bI XHKOCTB HE COZEpxKana Bo3ayxa. OHAKO KPOIIEYHbIE My3bIPHKH BO3/LyXa
Ha NpoOKe OOBIYHO HE OTCOEMMHSIOTCS OT HEE BO BPEMs BBEJECHHS M, CJIEOBATENBHO, HE
BIIUSIOT Ha 00BEM JI03BI.
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Buskbio™ — TekeT JmcTKa-Bknaapima (JIB) - Lek Pharmaceuticals d.d., CrioBeHus

JIncrok-BKaaapim — HHGOpMANHUs /IS NALHEHTOB | MUHH

f Hpuxaz My o

Busksio™, pacTBOp /I BHYTPUIIIa3HOTO BBeaCHHs 120 Mr/fwx, _4%?6'“/00}' Z

R

==

JleiicTBYIOIIEE BEIIECTBO: OPOTyIM3yMad

CoXpaHHTE TMCTOK-BKIaabIL. Bo3MoxHO, Bam notpedyeTcs NpounTars ero eime pas.

Ecin y Bac BO3HUKIIM JIONIOTHHTEIIBHBIE BOPOCHI, 00PAaTHTECH K JIeUalleMy Bpaty.

Ecin y Bac BOHHKIIM Kakue-Tu60 HeXenaTelbHbIe PEaKiii, 00paTHTECh K JiedalieMy Bpaty.
JlaHHasi peKOMEH/Iallsi PACTIPOCTPaHAETCS Ha JIF0ObIE BOBMOXKHbIC HEXEIATCIIBHBIC PCAKIIUH,
B TOM YHCIIE HA HE IEPEYHCIICHHBIE B pa3jiene 4 JIMCTKa-BKIIabIa.

Coaeprkanne JHCTKA-BKJIaJAbIMAa

1. Yro u3 ce6s npeacrasiser npenapatr Buskeo™ u uist 4ero ero npuMEHsIOT.
2. O 4eM ciie/yeT 3HaTh Mepe/l MpUMEHEHHEM npenapara Buskpio™.

3. Ilpumenenue npenapara Buskpo™.

4. Bo3MOXXHBIE HEXEIaTEIbHbIC PEAKIIUH.

5. Xpanenue npenapara Buskbio™.

6. Conep)xuMoe yIaKOBKH U IIPOYHE CBE/ICHHS.

1. YUto u3 cebs mpeacras.seT npenapat Buskbio™ u Ui 4ero ero npuMeHsoT

Yro u3 cebs nmpeacTapisier npenapat Buskbio™

Buskpio™ COIEPIKUMT aKTMBHOE BELIECTBO Oponylu3ymad, KOTOpOE OTHOCHTCA K IpyTme
AHTHHEOBACKYJIPU3AIIMOHHBIX JIEKAPCTBEHHBIX IpenapaToB. Bu3kpio™ BBOJMTCA BPauoM B
ria3 s Nedenns oTaTBMONOrMYECKUX 3a0071eBaHMil, KOTOpbIE MOTYT NOBIHSATE Ha Bame
3pEHUE.

AHOMaJbHble KPOBEHOCHBIE

*_cocy/bl, MO KOTOPBIM XHKOCTb
WJIM KPOBbB MOMA/AI0T B XKEJITOE
MATHO

st wero npumMensiercsi Busknro™
Buskpo™ npumeHnsieTcs Uil JIe4eHHs 3a00JI€BaHUM T71a3 y B3pPOCIbIX, KOTOPbIC BO3HUKAIOT,
npu oOpa3oBaHMM W POCTE AHOMAIBHBIX KPOBEHOCHBIX COCYZIOB IIOJ JKEJITHIM MSTHOM
(makynoit). Makyia, pacroyio)KeHHasl B 3a/IHEH 4acTH T1a3a, OTBEYAET 33 YETKOCTb 3PCHHAL.
AHOMaJIbHbIE KPOBEHOCHBIE COCY/IbI MOTYT IIPOILY CKaTh )KHAKOCTh MIIM KPOBB B IJ1a3 U BIMATH
Ha (QYHKIUIO Maxyjbl, YTO NPUBOJUT K BO3HUKHOBEHHIO CJICIYIOMIMX 3a00JICBaHUH,
MPUBOSIIUX K YXYALIEHUIO 3pEHHUS:

e HEOBaCKyJIsIpHas (BIaXKHas) BO3pacTHas MaKyJIsipHas A€reHepanus (BMJD);

o juabetmueckuii MakysspHbii oTEK (JIMO).
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Buskpio™ — Teket uctka-Bknaasima (JIB) - Lek Pharmaceuticals d.d., CnoseHnus BY.

Kak peiicrByer Busknio™

BemecTtBo, Ha3biBaeMoe hakTopom pocTa SHIOTENHS cocynoB A (VEGF A), Bei3biBaer poct
KPOBCHOCHBIX coCynoB B riasy. [Ipucoemuusace k VEGF A, Buskeio™ 6nokupyer ero
JICHCTBHE U, TAKUM 00Pa30M, yMEHBIIAET POCT AHOMAILHBIX KPOBEHOCHBIX cocynos mpu BM/I,
4TO, B CBOIO OYEpPE/Ib, yMEHbIIAET IPOHUKHOBEHHE JKMAKOCTH MJIM KPOBH B IJ1a3.

Buskpio™ MoxeT 3ame/uTh MporpeccHpoBaHie 3a60I€BAHUS M TEM CaMbIM COXPAHHTb HIIA
Jaxe yJIy4dimuTh Bare 3penue.

2. O yem cieayer 3HATH Iepe] NPUMEHEHHEM NpenapaTa Buzkpio™

Bam ne caexyer npumensaTs Buskpro™:

- eciu y Bac anneprus Ha Oponyunsymad wim Kakue-i1u6o Jpyrue KOMIOHEHTHI JAHHOTO
JIEKapCTBEHHOT'O IIpenapara, IepeyrcIeHHbIE B pasjere 6;

- eciu y Bac aktuBHas mHeknus rinasa wim 06J1acTH BOKPYT IJ1a3a, a TAKKe €CIH eCTh
II0JI03PEHUE HA IIa3HYI0 HHPEKIIHIO;

- eciu y Bac nabmopaercst 601b WM OKpacHEHHE B IJ1a3y (BOCIHAJIEHHE I71a3a).

IIpu Hanmuuuu 1106010 U3 STUX COCTOSIHUN TPOKOHCYIBTHPYHUTECH C BPAUYOM.

Buskpio™ npu 5ToM NpUMEHSTH HE CIIEyeT.

Oco0ble yka3aHusi 1 Mepbl IPeI0CTOPOKHOCTH

[IpoxoHCYIETHPYHTECh C BpayoM, MpEeXJe YeM NPUMEHATh Buskpio™, eciam 4To-1ub0 H3
CJIEYIOLIET0 OTHOCUTCS K BaM:

eciu y Bac rinaykoma (3aboneBanue ria3, 00ObIMHO BBI3BIBAEMOE BBHICOKMM JaBJIEHHEM B

riasy);

- ecii Bel panee Habmofanu BCHBIIIKH CBETA WIM TEMHbIE IUIABAIONIME MMOMYTHEHHS
(maTHA) B IJa3aX, M €CIM pa3Mep M KOJHYECTBO IUIABAIOIIUX IISTEH BHE3AIHO
yBEJINYUBACTCS;

- ecau Bel nepeHecnu onepanuio Ha riiazy B TEYEHHE MOCIEIHHX 4-X HEJeNb WIH €CIIH
TaKas olepanus IJIaHUPYyeTCs B MOCIeAYIomue 4 HeJeu;

- ecii 'y Bac korma-nmmGo Obutm moOble  3a0onieBaHUs TWla3 WM IPOBOMIIHMCH
o(hTasbMOIOrUYEeCKUE MPOIIE/ LY PhI;

- €CIIM B TEYEHHUE IOCJe/Hero roja y Bac Bo3HHMKasia BHe3alHas MOTEps 3pEHHs H3-3a
3aKyIIOPKH KPOBEHOCHBIX COCY/IOB B 33/IHEH YacTH ria3a (OKKIIIO3HsI COCYIOB CETYATKH )
WJIM BOCHAJICHUsI KPOBEHOCHBIX COCYJIOB B 3a/IHEH YacTH IJa3a (BaCKyJIUT CETYATKH).

Hemea/ieHHO IPOKOHCYJILTHPYHTECH ¢ BPAa4oM, eciii y Bac Bo3HUKaeT:

- IOKpacHeHHe Tja3, O0oyib B IJlazax, YCHJICHHE JUCKOM(OpPTa, YCHICHHUE MOKPACHEHHUS
a3, HEYETKOCTh WJIM CHIDKCHUE 3PEHHMs, yBEIMYCHHUE KOJIMYECTBA MEJIKMX YaCTHIl B
00J1acTH 3peHuUs, MOBBIIICHHAS 1yBCTBUTEILHOCTh K CBETY

- BHE3AIIHas [10TEPsl 3pEHHUS, YTO MOXKET ObITh IPU3HAKOM OKKJIKO3UHM COCYJI0B CETYATKH.

ITpn nosBienuy r060r0 U3 BHIIETIEPEYHCICHHBIX CUMIITOMOB Baill Bpay MOXeT IpeKpaTHTh

neyeHue npenaparom Buskpio™.
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Buskbio™ — Tekct snctka-Bkaaasima (JIB) - Lek Pharmaceuticals d.d., Ciosenus PHKkas Mu o o TRY,

Kpome Toro, Bam clie/tyeT 3HaTh, 4TO:

- 6e30nacHOCTh 1 3 HeKTHBHOCTh BU3KbI0™ IIPH 0IHOBPEMEHHOM BBE/ICHHH B 00a I71a3a
HE M3Y4YaJlCh, U WCIOJIH30BAaHHE TAKUM 0Opa3oM MOXET IPUBECTH K IOBBILIEHHOMY
PHCKY BO3HUKHOBEHUSI HEXKE/IATEIbHBIX PEAKIHM;

- Yy HEKOTOPHIX MAlMEHTOB WHBEKUMH BH3KpI0O™ MOIyT BbI3BAaTh IIOBBIIIECHHE
BHYTPHITIA3HOTO JaBleHus B Tedenuwe 30 MHHYT mocie BBeneHHs. Bam Bpau Oyner
KOHTPOJIMPOBATE ITO MOCIIE KOKI0H HHBEKIHH;

- Bpay MPOBEPHUT Haiuuue y Bac apyrux (pakTopoB pHCKa, KOTOPbIE MOTYT yBEJIHYUTDH
BEPOATHOCTD Pa3phbiBa HJIM OTCIIOCHHS OJJHOTO U3 CJIOEB B 3a/IHEH YaCTH I1a3a (OTCI0CHUE
WIM DaspbiB CETYATKH, 4 TAKXKe OTCIOCHHE WM pa3pblB NUTMEHTHOTO JIUTENHS
ceryarku). B aTom ciydae neyenue Buskpro™ cienyeT mpoBOIUTH € OCTOPOIKHOCTBIO.

CucremHoe ucnojb3oBanue HHruoOuTopoB VEGF - BemiecTs, aHaJIOTHYHBIX COIEPIKAIIMMCS B
Buskpo™, - NOTEHIMAIbHO CBA3aHO C PUCKOM Tpombo3a, OJOKHPYIOIETr0 KPOBEHOCHBIC
cocy/ibl (apTeprabHOM TPOMO0IMOOIIHH), YTO MOXKET IPUBECTH K CEPIAECUHOMY MPHUCTYITY MU
uHCynbTy. CyIIecTBYET TEOPETUYECKHH PUCK TAKMX SBICHHH Iocie BBeAcHUS Buskpio™ B
rias.

JleTH H MOAPOCTKH
Buskpio™ He IPUMEHSIOT Y JIeTei U MOAPOCTKOB B Bo3pacTe /10 18 yer.

B3aumopneiicTBus ¢ JAPYrHMH JIEKAPCTBeHHBIMH NpenapaTaMH
HpOKOHcyHBTHPYﬁTCCB C BpadyoM, €CJIA Ber HMCIIOJIB3YETE, HEJAABHO HCIIOJIb30BAJIM HJIH
co6npaeTec1> HCII0JIb30BaTh Kakue-1100 JApYyrue JICKapCTBEHHBIC ITpEIapaThbl.

bBepeMeHHOCTH u rpyaHOe BcKapMJIHBaHHe

Ecnu Bl GepeMeHHBI MJIM KOPMHUTE IPY/Ib0, IPENoaraeTe, 4To MOXeTe ObITh OEpPEMEHHBI
WK TUIAaHHpyeTe OEepeMEeHHOCTh, MPOKOHCYJIBTUPYHTECH C BpauyoOM Iepe] NPUMEHEHHEM
JAHHOTO Ipernapara.

KopMiieHue rpy/ipio He peKOMEH/yeTCsl BO BpeMsl U B TEUYEHHE KaK MUHMMYM OJJHOTO Mecsla
Nocje MpeKpamenus JedeHus Buskpio™, MOCKOIBKY HEW3BECTHO, NMPOHHUKAET JIM JIAHHbBIHA
npernapar B rpy/HO€ MOJIOKO.

Xenmwnpl, KOTOpbIE MOIYT 3a0epeMEeHETh, JODKHBI HCHONB30BaTh 3((PEKTHBHBIA METOJ
KOHTpALEMIIHK BO BpeMS JICUCHHs, a TAKXKe B TEUCHUE KaK MHHUMYM OJIHOI'O MecsIa 1mociie
npeKpaleHus Jjiedenus npenaparoM Buskpio™. Eciu Bo Bpems sieuenus Bel 3abepemenenu
WIH [pearoyiaraeTe, 410 OepeMEHHBbI, HEMEUIEHHO IPOKOHCYJILTUPYHTECH C BpPAvYOM.
Buskpio™ He ciielyeT NpUMEHSTh BO BpeMsi O€peMEHHOCTH, 3a HCKIIIOYEHUEM CJIy4aeB, Korjaa
MOTEHIHAIbHAS T10JIh3a IPEBBIIIACT MOTEHIMATBHBIA PUCK 11 Oy TyIero pebeHka.

Yupasjienue TPAHCIIOPTHBIMH CPeCTBAMH U padoTa ¢ MeXaHM3MAMH

ITocne BBenenuss Buskpio™ y Bac MOryT BO3HMKHYThH BPEMEHHBIC HApyLICHHs 3pEHHA
(Hanpumep, moMyTHeHHe 3peHus ). [Ioka 9T sSBIeHHs He HCUE3HYT, Bam He ciieyeT ynpaBisaTh
TPAHCIIOPTHBIM CPEJICTBOM M pabOTaTh ¢ MEXAHU3MaMH.
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Copepxanune HaTpus
JlaHHBIA JIeKapCTBEHHBIH MpenapaT COAEPIKUT MeHee 1| MMOJIb HaTpus (23 Mr) Ha 103y, TO eCTh
MPAKTHYECKH HE COJEPIKUT HATPUA.

Copepxanne nmoaucopoara

JlexapcTBennsIi mpenapat conepxut nomcopbar 80 B komuectse 0,01 mr Ha 103y (0,05 mi).
ITonmicop6atel MOTyT BBI3BIBATH ajuiepruyeckue peakuun. CooOImTe CBOEMY Bpady, €Cli Yy
BaC €CTh KaKue-T1u00 U3BECTHBIC aAJUIEPTHH.

3. Ilpumenenue npenapara Buszkbsro™
B kakom Ko/iM4ecTBe H KaK 4acTo NPUMEHATh Buzkpio™
Pexomenayemas 103a coctaBiseT 6 Mr Oposynusymada.

Bnaxcnasa BMJ]

- BbI OyieTe nosryyaTh 1o OJIHOM HHBEKIIMU KX IbIH MECSI] B TE€YEHHUE TEPBBIX 3-X MECSIIEB.
- ITocne sToro Bam MoryT jien1ath 1o oJHOM HHBEKIMK KX able 3 Mecsa. Bam Bpau onpeaenut
MHTEpBAJl JICUEHHSI B 3aBHCHUMOCTH OT COCTOsiHUSI Bamiero riaza. HekoTopbM manueHTam
MOXET MOTpeOOBaThHCS JICYeHUE Kaxible 2 Mecsa. HTepBail JieueHus: MEXIy IBYMs J103aMU
Buskpro™ jqo/pKkeH OBITh HE MEHEE 2 MECSIIEB.

B TeueHune nepBbIX
3-x MecsileB

3arem

I1o ITo 1 uaBbeKUH KaKAbIE 3
1 uHBbeKIUN B MecsIa HJIH B COOTBETCTBHH C
MecsI| peKOMeHIalusIMH Bpayda
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AMO

- BbI GyzeTe mojTydars [0 OJHOM HHBEKIMH KaXK/IbIe ECTh He/eIb JUIA NIEPBBIX IHITH
UHBEKLUH.

- TTocte 3Toro Bam MOTyT JIeNaTh 1o O/HOM HHBEKIMU KXK/ble 3 MecAla. Bam Bpau
OIIpEJIEJIUT MHTEPBAJI JIEUEHHS! B 3aBUCHUMOCTH OT COCTOSHHS Bamero rinaza. Hexkoropsim
alMeHTaM MOXET MOTPeBOBaThCS JIeYeHHE KX Ible 2 MecsLa.

ITocse 3TOrO

ﬂepBble 5 03 0]HA UHbEKUHUHA

BBOASATCH KaXAbIC Kaxable
@ B
Henean Hepenn

Jns nepBbIX 5 103,
1 uubeKUMA Kaxable
6 Henenb

3aTem 1 HHbEKLUHS KaXable
12 negensn (3 mecsina)
no pekomeHaauuu Bawero
Bpaya

Cnoco6 npuMeHeHus!
Buskbio™ BBOAUTCS O(TATEMOJIOTOM B BUJIE HHBEKIIMH B I71a3 (MHTPABUTPEAIBHO).

Ilepen MHBEKIMEH Bpay TIIATENbHO MPOMOET Baur rmas, 1is MpefoTBpalleHns HHEKIHH.
Kpome Toro, Bpau BBEJET MECTHBIH aHECTETHK € LENbIO O0JNErdeHUs M NMPEayIPeXACHUS
60111, KOTOpasi MOXKET BO3HUKHYTh B CBSI3H C HHBEKIIUCH.

[poao/KATEILHOCTD JIedeHHs npenapaTom Buskbio™

Buskbio™ mpuMeHseTCs Ul JIeYeHHs XPOHMYECKHX 3a0oneBaHui ry1a3, TpeOyrommx
JUTATENIGHOTO JICYSHHs, BO3MOXKHO, B TEUEHHE HECKOJIBKAX MeCSIeB WM JeT. Bam nevamui
Bpa4 OyzeT mpoBepsATh PHEKTUBHOCTD J€UEHHUS BO BPEMs PETYJIPHBIX IUIAHOBBIX BU3HUTOB.
Bam Bpau Tak)xe MOXET IPOBEPSITh COCTOSHUE BALIMX IJ1a3 B MHTEPBAIAX MEXy HHBEKIHMAMH.
Ecim y Bac BO3HMKAIOT BOMpPOCHI MO MPOJOJDKATENHHOCTH JiedeHus Buskpio™,
IPOKOHCYJIBTHPYHUTECH C BPAYOM.

IIpexnae yem npekpaTuTh JedeHne Buskpio™
[IpOKOHCYILTHPYHTECH ¢ BPAYOM, TPEX/Ie YeM NPEKpaTHTh jJeueHue. [IpexpamieHue geueHus
MOJXET YBEJIMYUTh PUCK MOTEPU UIIM yXYALIECHUS 3PEHUS.

Eciu y Bac BO3HHMKAIOT BOIPOCHI 110 MPHMEHEHHUIO JAHHOTO TIpenapara, IpOKOHCY IbTHPYUTECh
C BpauoM.

4. Bo3MoskHBIE HEeKelaTeJdbHbIC PEAKIHH
[To00HO BceM JIEKapCTBEHHBIM IIperaparam, Buskpio™ MOXET BbI3BIBATh HEXEJIATEIbHBIE
peaKIiy, OJJHAKO OHH BO3HUKAIOT HE Y BCEX.
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Hesxxenarenbhbie peakuuu, cBs3aHHble ¢ BBEJEHHEM mpenapata Buskpio™, 00yCIIOBIICHBI
CaMHM JICKapCTBEHHBIM MpenapaToM, Ju00 MpOLeIypoil ero BBEJEHHS M, B OCHOBHOM,
3aTparuBaroT IJiasa.
HekoTopbie HexenaTeIbHbIE PeAKIMHE MOTYT GBITh CePbe3HBIMH
Hemeienno oGpaturech 3a MEAMIMHCKOM TIOMOIIBIO, eciii y Bac BO3HUKAOT Kakue-TH60 13
CJICIOIIMX SABJICHHUH, KOTOPBIE SBJIAIOTCS IIPH3HAKAMH aUIEPIHYECKUX PEaKIHii, BOCIIAICHHI
VUTA MHQEKITHIA:

® BHE3AIHOE yXy/IICHUE WX U3MEHEHHE 3PEHUS;

®  00Jib, MOBBIMIEHHBIH AUCKOM(OPT, 000CTPEHHE TIOKPACHEHHS TIIa3.

Ecim 'y Bac  BO3HMKAIOT ~ cepbe3Hble  HEXeNaTeNbHble PEAKIUH, HeMeIJIeHHO
NPOKOHCYJILTHPYHTECH ¢ BPa4oM.

Jpyrue Bo3MoKHbIE HeKeJIaTeIbHbIE PEeAKIHH
Hpyrue HexenaTenbHble PEaKIHU, KOTOPbIE MOTYT BO3HHKHYTH IIOCIIE JIEYEHHs MTPENapaToM
Buskbeio™, nepeunciiensl najee.

BoJBIIMHCTBO HEXeIaTeIbHbIX peammﬁ SABJISIFOTCA JIETKUMH HJIHK YMCPCHHBIMH H, 0651'1}10,
HCYE3al0T B TECUCHUE HEMICIIN MTOCTIC BBEACHUS ITperiapara.

Ecnu HexenarenbHbie pP€aKuu CTAHOBITCA CEPbE3HBIMU, HpOKOHC}’JIbTPlpyﬁTCCL C BpadoMm.

Yacro (mocym eo3nuxams ne 6onee yem y 1 nayuenma uz 10):
® BOCIHAJICHUE CPEIHETO CIIOS IJ1a3HOM CTEHKH (YBEHT);
®  OTCJIOEHHE rejeo0pa3sHOro BElIeCTBa BHY TPH IJia3a (OTCIOEHHE CTEKIIOBHIHOTO TEJIa);
® DPa3pbIB CETYATKH (3a/HEH YacTu rias3a, KOTopas yJaBJIHBaeT CBET) UM OJ{HOIO U3 €€
CJIOEB (pa3pbIB MUTMEHTHOTO SIUTEITHS CETYATKH);
® CHU)XKEHHUE OCTPOTHI 3PEHHS;
® KPOBOM3JIMSHHE B CETYATKY (PETHHAIBHOE KPOBOTEUEHHE);

® BOCIHAJICHUE PaJy’KHON 000JI0YKH - [IBETHOH YacTH ria3a (MpHT);
® [IOMYTHEHHUE XpyCTallMKa IJia3a (KatapakTa);

® KPOBOTEYEHHME M3 MEJKHX KPOBEHOCHBIX COCYJIOB BHEIIHEr0 CJIos IJiasa
(KOHBIOHKTUBAJILHOE KPOBOTCUCHHE);

® JIBIKYIIMECH IATHA B 110JI€ 3peHHs (TITaBarOIHe IIOMY THEHHUS CTEKJIOBHIHOTO TEJIa)
e 00Jb B II1azy;

® [IOBBIIICHUE BHYTPUIJIA3HOTO JIABJICHUS;

e [OKpacHeHHe Oelka ria3a (KOHbIOHKTHBHT);

® DPa3MBITOE WJIM HEYETKOE 3PEHHUE;

® IOBPEXJEHUE POrOBUIBI (IIPO3PAYHOIO CNOS IJIA3HOTO SA0JIOKA, MOKPHIBAIONIETO
paaykHy10 000JI04Ky (MCTHpAHHE POTOBHIBI));

® MOBPEKJIEHUE IPO3PAYHOrO CIIOS TJIA3HOrO s0JI0KA, MOKPHIBAIOLIErO PaIyKHYIO
000J104Ky (TOYECUYHBI KEPATHUT);
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e aUIepruYecKye PeakiuH (THnepuyBCTBUTEIBHOCT).

Heuacto (Mo2ym 6o3nukame He 6onee yem y I nayuenma u3 100):
e TsDKENOoe BHYTPHUIJIa3HOE BOCTIANICHHE (IHA0PTAIBMHUT);

® (CJICIIOTA,

e BHe3amHas TOTEps 3PEHHs BCIEJCTBHE 3aKyIOPKH TINa3HOW apTepud (OKKIO3HSA
apTEpUU CETYATKH);

® OTCIIOCHHUE CETYATKH,

e [OKpacHeHHe IJia3a (THIepeMHs KOHbIOHKTHBBI);

e [OBBIIIEHHOE CIIE300TeNeHHE (YCHICHUE CIE30TEUEHHU);

e OIIyIIEeHHe HHOPOJHOIO TeJla B IJ1asy;

e  OTCJIOEHHE OJIHOTO U3 CIIOEB CETYATKH (OTCIIOEHHE MUTMEHTHOTO SIUTENIMS CETYATKH);

e BOCHAJCHHE reJIe06pasHOro BEIEeCTBA BHYTPH TJ1a3a (BUTPHT);

e BOCIAJICHHE TepeIHEN YacTH rJ1a3a (BOCIANEHUE IEpeHEH KaMepsl);

e BOCHAJEHHE PaayXKHOU 000IOUYKH H NPHUIIETAIONMIUX TKAHEH ri1a3a (MPUIOLUKIIUT);

e OTEeK POTOBHIIBI - PO3PAYHOTO CJIOS [TIA3HOTO 6710Ka (KOPHEABHbIH OTEK);

e KpOBOTEYEHHE B IJIa3y (KPOBOM3JIHIHHE B CTEKIIOBH/IHOE TEJIO);

e BHEe3amHAs IIOTEps 3PEHHUs BCIEICTBHE 3aKyHOPKH KPOBEHOCHBIX COCY/IOB B 3a/IHEH
4acTH 11a3a (OKKIJIIO3Us COCY/IOB CETYATKH);

e BOCHAIEHHE KPOBEHOCHBIX COCY/IOB B 3a/IHEll 4acTH Iia3a (peTHHAIbHbIH BaCKYJIHT);
e BocnajeHue 0esoi 000I0UKH IJ1a3a (CKIEPHUT).

Coo0menne 0 HeXKeJIaTeJIbHBIX PeaKIUAX

Ecnu y Bac 603nuknu kaxue-nubo nejceiameivHble peaKyul, nPOKOHCYIbMUpYUmecs ¢ 6paiom
wiu pabomuuxom anmexu. JJannas pekomMenoayus pacnpocmpansiemcs Ha io0oie 603M0NCHb1e
HediceamenbHble PeaKyuu, 8 MOM YUCie U HA He Nepequcientble 6 OAHHOM IUCTKe-6KIA0bIULE.
Coobwas o Hedcenamenvuvix peaxyusix, Bei nomozaeme nonywumv 6orvuie ceedenuil 0
bezonacrnocmu npenapama.

5. Xpanenue npenapara Buskbio™

XpaHHUTe TpenapaT B HEAOCTYITHOM Uil pebeHKa MecTe Tak, 4T00bl peOeHOK HE MOT YBUJIETh
ero.

He mpuMeHsiATe mpemapaT MOC/e MCTEYEHHs CPOKa TOJHOCTH, YKA3aHHOTrO Ha KapTOHHOH
nadke. JlaTol MCTEYEHHs CPOKA TOTHOCTH SBJIETCS IOCIEHUH JIEHb JaHHOrO MecsIa.
XpauuTh B XooaunbHuke (npu temneparype ot 2°C mo 8°C).

He 3amopaxxuBaTh.

XpaHuTh B OPUTHHAIBHOM KapPTOHHOM MAyKe JUIs 3aIIUThI OT CBETA.

[lepen MCMOTB30BAHMEM HEBCKPBITBIH (HIIAKOH MOXKHO XPaHUTh NPH KOMHATHOH TemnepaType
(amxe 25°C) He Oonee 24 4acos.
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6. Coaepxumoe ynakoBKH U NIpOYHe CBEICHHS

[lostHOe nepeunciienne AeiicTBYIOMHUX BEMECTB H BCIOMOTraTEIbHBIX BEIECTB
npenapara Buzkpio™

JleiictBytomee BemecTBo - Gporynusymad. 1 M1 pacTBOpa JUlsi BHYTPHIIA3HOTO BBEICHHS
coaepkut 120 Mr Gposyuusymaba. Kaxprit diakon cogepxut 27,6 mr 6ponynmsymaba B 0,23
MII pacTBOpa, 4TO OOecreyMBaeT BBeJEHHE pa3oBoi a03bl 0,05 M1, comepxameif 6 mr
Oponynmzymaba.

Benomorarenbhble BemecTsa: caxaposa, HaTpHsi WHTPAT, 101ucop6at 80, THAPOKCHT HATPHS,
BOJIa JUI MHBEKIMH (cM. pasnen 2).

JlexapcTBennas ¢opma, xapakTep M Cogep:KHMOe NePBHYHONH YNAKOBKH [0 Macce,
00beMy HJIH eIHHHULAM 03 POBAHHS
Buskpio™ npesncraiser coboit pacTBOp JJIsl BHY TPUTJIA3HOTO BBEICHHS.

Kak Boirisaur npenapar Buskbio™
[Ipo3pauHblii WK cllerKa OnajecuupyONInii, GECIBETHBIN MM ClIErKa KOPAYHEBATO-XKEITHI
BOJIHBIW pacTBOP.

CopepxuMoe ynakoBKu

0,23 MJI CTEpUIBLHOrO pacTBOpa sl BHYTPHIJIA3HOTO BBEIEHWs B CTEKJISHHOM (IIaKOHE,
3aKPBITOM ~PE3MHOBOM MPOOKOM, 00XATON AIFOMHHHEBBIM KOJIAYKOM C OTPHIBHOM
IUTACTUKOBOM HAKJIAJKOM (PUOJIETOBOTO IIBETA.

1 ¢nakon u 1 GpuIBTPOBANIbHAS UIJIA C IMCTKOM-BKJIA/BIIIEM B KAPTOHHOH MaukKe.

HaumenoBanme u ajgpec JepikaTejsi PEerMCTPANMOHHOIO  yJAOCTOBEpPEHHSl H
NPOU3BO/IUTE/Isl, OTBETCTBEHHOI0 32 BBIIYCKAIMIMII KOHTPO/Ib KA9€CTBA

JlepikaTe/ib PErHCTPALHOHHOIO YI0CTOBEPEHH:

Novartis Overseas Investments AG, Lichtstrasse 35, 4056 Basel, Switzerland /

Hosaprtuc Osepcus Musectmente Al JIluxtimtpacce 35, 4056 basens, [lIseiinapus.

IIpousBouTeNB:
Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland /
Hosaptuc ®apma Hlreiin AL, [lladdxaycepmrpacce, 4332 Illreiin, [lIBeiinapus.

Bropnunas ynakoBKka M BBIIYCKAIOMIHIA KOHTPOJIb KA4eCTBA:
Lek Pharmaceuticals d.d., Verovskova ulica 57, Ljubljana, 1526, Slovenia/
Jlex ®apmacsroTukaic a.1., Beposmikosa yi. 57, Jlro6nsna, 1526, Cinosenus

3a mo6oii nHdopMmarmeii o npenapare, a TAKKe B CIIyYasx BOSHUKHOBEHHs IPETEH3UH CIIETyET
00OpaaTbcs K MPeACTaBUTENIO AEPXKATeNsl PErHCTPALIMOHHOTO YI0CTOBEPEHHMS:

Pecnybauxa Berapycs:

IIpencrasurenscto AO «Novartis Pharma Services AG» (IlIseitnapckas Kondenepamus) B
Pecnybnuke benapychs;

220069, r. Munck, np-t JI3epxxunckoro, 5, odpuc 3-1
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Ten.: +375173600365
Dnekrponnas nouta: drugsafety.cis@novartis.com

JIaHHBIA JTHCTOK-BKJIAABINI NEPeCMOTPEH
IIpoune uCTOYHUKH HH(POPMALHH

Ycii0Bus 0TIyCKA U3 alITEK
[To peuenty Bpaua.
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Crenyroruast HHGOpMaKs NpeHa3HAY€Ha TOIBKO JUIS MEAMIUHCKEX PaOOTHUKOB:

I/IHCTDVKHPIH 10 TPUMEHEHHUIO d)J'IaKOHa

XpaHeHne U 0cMOTp

O

Xpanuts B xonoaunbHuke (2°C - 8°C). He 3amopakuBaTh. XpaHuTh
(1akoH B KapTOHHOH Ma4Ke JUIsl 3alIUThI OT COJTHEYHBIX JIyYeid.

Ilepen ucnonb3zoBanuem 3arneyaTaHHbld (i1akoH Buskbio™ MOKHO
XpaHWTh IIpU KOMHATHOM Temneparype (Hmwke 25 °C) B TeueHHe
Makc. 24 qacos. [locne BckpbiTus (iakoHa HE0OX0IUMO paboTaTh
B ACENTUYECKUX YCIIOBHSIX.

Busketo™  mpexactaBiser  co0oi  TMpo3padHbI,  clerka
onaJleCHUpPYIOMUH, OECIBETHBINA HITH ClIerka KOPUYHEBATO-XKEIThIH
BOJHBIA pacTBOD.

PactBop cnejpyer BU3yalbHO OCMOTpPETh IOCIE M3BATHS U3
XOJIOIMJIBHHUKA U JI0 BBEJICHUS. B ciyuae mpucyTCTBUS B pacTBOpe
BU/IUMBIX 4YaCTHIl WJIM [OMYTHEHHs, (JIakOH He CleayeT
UCTONIb30BaTh. HeoOXoauMO  BBINOJIHUTE — COOTBETCTBYIOIIHE
IPOLIEY Pl 3aMEHBI.

Conepxumoe (uakoHa W (QWIBTPOBAJIbHAS HIJIAa CTEPUIBHBI H
npeHa3HauYeHbl TOJIBKO JUIS OJHOPA30BOrO MCHOJb30BaHMs. He
clieflyeT NPUMEHSTh Ipernapar, €cld yNakoBKa, (IakoH W/WIH
GbwIbTpOBaIbHAS UIJIA TOBPEXKICHBI MIIM UX CPOK F'OJIHOCTH HUCTEK.

ITopsinok npuroroB/ieHus U BBeieHuss Buzkpio™

O6beM, coepkamuiics Bo priakoHe, IpeBbIIaeT pEKOMEH0BAHHYIO /103y 6 Mr. I3BriekaeMblii
06BeM ¢akona (0,23 MJ1) He JIOJDKEH HCIIOJIb30BaThCs MOJHOCTHIO. M3uinek cieayer yaaiuTh
110 UHbEKIIUU. BBeienue Bcero oo0bema (hrakoHa MOXKET IPUBECTH K MEPeI03UPOBKE.

[Ipouierypy MHTpaBUTpeaTbHONH HHBEKIIMHU CIIETy€eT IPOBOJAUTH B ACENTHYECKUX YCIIOBUSX, UTO
BKJIIOYAET HCIIOJIb30BAHUE XUPYPrHUECKOro JIe3MH(EKTOpa pyK, CTEPUIIBHBIX I1€pYATOK,
CTEpWJIbHOM calpeTKH M CTEPUJIBHOrO 3epKajia Ui BeK (WJIM MX SKBHMBAJCHTA), a TaKXKe
HAJIMYUE CTEPUIIHLHOTO 000pYA0OBaHUS JUIsl TapaleHTe3a (Mpyu He0OXOJUMOCTH ).

Ilepen unbexuueir HEOOXOMUMMO ODECNEUMTH JOCTATOYHYIK) AHECTE3UI0 M HCIOJIb30BaTh
MECTHBIH OaKkTepUIMAHBIA @pernapar LIIMPOKOTO CHEKTpa JICHCTBHS IS JAe3HH(PEKIUH
IIEPHOKYJIIPHON KOXKH, BEKa U MOBEPXHOCTH IJ1a3a.
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JUisi TIOATOTOBKM M MHTPABUTPEAIHHOTO BBEICHHS HEOOXOIHMMBI CIEIYIOMME OJHOPA30BBIC
MEIUIIMHCKHE YCTPOUCTBA:

e CrepunbHas uHbeknuonHas uriaa 30G x /27,

® CrepunbHblii 1 Mt mmpwur co mxanoi aenenus 0,05 mi;

. CrepuibHas TynoKoHeuHas GpuibrpoBanbHas uriaa 5 MM (18G x 1147, 1,2 mm x 40 MM).

MHbeKIMOHHAS UIJIa ¥ IIIPHUIL HE BXOST B KOMIUIEKT MOCTaBKH Bu3kpio™.
VHbeKuus 10KHA BBOAUTRLCS Cpasy 10CIIe TIPUTOTOBIICHHS 1036l (1ar 8).

IIpumeuanue: 103a J0/LKHA ObITH ycTaHOBIeHa Ha 0,05 mu.

Ilopsinok BBeaeHUs

CHATh KOJNa4ok ¢ (iakoHa M MPOTepeTh MPOOKY
TaMIIOHOM, CMOYEHHBIM, Hanpumep, 70% crnupTom.

VeTaHoBUTH (PUIIBTPOBATBHYIO UITy Ha MIpuUIl 1 Ml B
ACENITHYECKUX YCIOBHSIX.

He [IpoTONKHYTh (YUIBTPOBATBHYIO HIJY B LIEHTP HPOOKH
¢1axoHa, MOKa MIJIa He KOCHETCs JIHa (h1aKkoHa.

JIis WM3BJICYEHHsS XXHMIKOCTH Jep)XaTh ()IaKoH clierka
HAKJIOHEHHBIM M MEJIEHHO U3BII€Yb BCIO KHJKOCTH U3
(dakoHa U GUIBTPOBATBHOMN MIJIBI.

JIJIs TOJIHOTO OIMOPOXKHEHHUS (DUIBTPOBAIBLHON HIJIBI
HEOOXOIMMO YOEUTHCS, YTO IITOK MOPIIHS JJOCTATOYHO
BBITSIHYT Ha3ajl IPU OTMIOPOXKHEHHHU (1aKkoHa.

e OtcoeqHUTh (PUIBTPOBAIIBHYIO HIVIy OT INNpHUIA B
ACEeNMTHUYECKUX YCIOBUAX M  YTHIM3HpOBaTh  €€.
OunbTpoBabHAS UITIA HE JJOJDKHA HCIIOJIb30BaATLCS JUIS
MHTPABUTPEATBHOIO BBEICHUSI.

6. Hanexno ycranouth uriay 30G x 2" Ha mmpuil B
aCEeNTUYECKUX YCIOBHSIX.
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7. UTtoOBI MPOBEPUTH MPENApAT HA HAIMYHE IMy3HIPHKOB
BO3/lyXa, Jiep>KaTh IINpHIL UIjioi BBepX. [Ipu Hamuun
y3bIPbKOB BO3/1yXa OCTOPOKHO I1OCTY4aTh MaIbLEM 10
IIIIPHUILY, TIOKA ITy3bIPbKU HE TIOJHUMYTCSI HaBepX.

8. Jlepxa INpHIl Ha YPOBHE IJia3, OCTOPOXKHO HAXKATh Ha
HOPIIEHb JUIS yJaleHUs] BO3lyXa BMECTE C H3JIHIIKOM
pacTBOpa M3 INNPHUIA, CKOPPEKTHPOBATH JIO3y JIO

otMeTku 0,05 mur. [IInpHIl rOTOB K BBEICHHUIO.
0.05 ml = prn A

9. Meienno BBOAUTS Ipenapar, moka pe3suHoBas npooka
NOPIIHSA  HE JIOCTUTHET KOHLA IINpHI, YTO
COOTBETCTBYET JIOCTaBlieHHOMY o00bemy 0,05 mir.
JlocTaBKy MOJIHOM J103BI IIOITBEPIKIAIOT, IPOBEPHB, YTO
pe3ruHOBas MPOOKa MOPIIHS JJOCTUIIIA KOHIA [IHIHH/pA
IITIpHIIA.

[IpuMeyanne: HEHCIONB3OBAHHBIA JIEKAPCTBEHHBIH TpeNapaT WM OTXOABI  CIEAYeT
YTHIIM3UPOBATH B COOTBETCTBHU C MECTHBIMH TPEOOBAHUSIMH.

YacTele BOIPOCHI ¥ OTBETHI
B: Yro nenare, eciu y MeHs He 10JTydaeTcs M3BJEUb JOCTATOYHOE KOJIMYECTBA KUIKOCTH U3
(makona?

O: He BetpsixuBaiite ¢uiakon nepen uspnedenuneM. J{aiite sKUAKOCTH OCECTh HA JHO (nakoHa.
Yb6enurech, uT0 (IAaKOH HAXOAMTCH B BEPTHKATBHOM, CIETKAa HAKIOHHOM MONOYKEHHUH.
Mensienno u3BjIeKHTE NOpIWEHb U MOAOXK/INTE, [OKA JKUIAKOCTh He MOSBUTCS B LHJIMH/IpE
mmpuna. [Ipoxoskaiite MeIeHHO H3BIIEKaTh IPENApar 0 MOJTHOIO OMOPOKHEHHS ¢rakona u
(GUIBTPOBAIBLHOM UIJIBL.

B: Yro nenars, ecin y MeHs He nostydaeTcst yiauTh Bee My 3bIpbKy BO3/lyXa U3 KHUKOCTH?
O: BakHo, 4T06bI XKHIKOCTb He colepKana Bo3ayxa. OIHAKO KPOIIIEYHBIE ITy3bIPbKH BO3/IyXa
Ha NPOOKe OOBIMHO HE OTCOEMHSIOTCS OT HEe BO BPEeMs BBEJCHHS U, CIIEIOBATENHHO, HE
BJIMSIFOT Ha 00BEM J103BI.
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