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Muaraycrar G.L. 100 mg Tenpan kg . _
Miglustat G.L. 100 mg capsules, bisfed=— T esnnvnarssssisarsnstessnsnned assapressassepsmmimssmmssnnsans

Murnyctar (Miglustat)

HpogereTe BRAMATEIHO HAJIATA JHCTOBKA, PEIH 14 3aN0YHETE 12 NPHEMATE TOBA J€KAPCTRO,
Thil KAT0 TH CHLALPKA BaxkKHa 3a Bac undopmannn.

- 3anasere TasH IMCTOBKA. Moske 1a ce HaloXku A3 g NPOYETETE OTHORO.
- AKO ¥MaTe HAKAKBH JOITBIHUTESIHE BBIIPOCH, NoNHTaiiTe Balug nexap wiu hapMaLeBT.

- ToBa lekapcTBO € NpeanucaHo ¢AHHCTBEHO M TH4HO Ha Bac. He ro npeorcrhiBaitre Ha ApyTH
xopa. To MOXKe /1a UM HaBpeId, HE3aBUCHMO OT TOBA, Y€ MPH3HALIMTE HA TAXHOTO 3aborsBane ca
CRIIHTE KakTO Bamiure.

- AKO MOJXYYHTE HIKAKBU HEXEJTAHU NEKApPCTBCHH PeaKkuyH, yBeaoMeTe Bauiua gexap HiH
(rapmaueBT. ToBa BKJHOYBa U BCHYKH Bh3MOXKHH HEXKETaHU PEaKIHH, HEOMMUCAHH B Ta3H
THCTOBKA. BixTe Touka 4.

KakBo ChAbpPHXKA TAIH THCTOBKA;

- Kaxso npeactasnssa Mursycrar G.L. ¥ 3a xaks0 ce w3nosissa
- Kakgo Tpa6Ba aa 3naeTe, npean 1a npuemete Murnycrar G.L.
- Kax na npuemare Muriycrat G.L.

- BB3MOXHH HEXKeNaHU peakiiiu

- Kak na cbxpanssare Muraycrar G.L.

- ChIbpaKaHHE HA ONAKOBKATa U AOTTHITHUTEIHA HHOOPMALIHA

1. KakBo npeacrapassa Muraycrar G.L. ¥ 32 KakBo ce A31013Ba

Murayctar G.L. chbabpika akTHBHOTO BEIIECTBO MHIITYCTAT, KOETO MIPHHAIIIEKH KbM Tpyra
JIeKapCTBA, KOUTO BIHAAT BhpXy MeTabonnsma. Toit ce Hanos3Ba 3a JieueHHE Ha ABe 3a00/19BaHHA:

* Muraycrar G.L. ce n3noa3ea 3a aedenne Ha JeKa 10 ymepena popma 5a tan 1 Ha
Oosiectra Ha ['ome (Gaucher) npu sB3pacTan.
[Ipu bonectra Ha ['owie Tun 1, BemecTBOTO, HAPEYEHO ITIOKO3MILEPAMH/, HE CE H3XBBLPIIA OT
opraHusma Bu. To ce HaTpynBa B HAKOM KJISTKH HA HMYHHATa CHCTeMa Ha opranuama. Tosa Moske na
A0BeAE N0 yBE/HYaBaHe Ha yepHus gpod M nanaka, MpoMeHH B KPbBTa H D0IIECTH HA KOCTHTE.
Obuuaiitoro Neyenue Ha 6onecrra Ha ["oule Tun | € ensuM-3amecTBama tepanus. Murnycrart G.L. ce

U3M03Ba CAMO KOTaTO MAUMEHTHT C& CMATA 34 HEMOAXOIALL 3a IEUEHHE ¢ CH3MM-3aMeCTBallla
Tepanus.

* Muraycrar G.L. ce H3u03B2a ¢hIo 32 Jie4enne HAa NPOrPeCAPAMH HEBPOJIOTHYIHH
CHMHITOMA npn 6onecrra #a Haman-naxk Tan C_npn pL3pacTHH A Jena.

B KJI€TKHTE Ha MO3bKa. ToBa Moxke n1a ﬂoﬂene 10 HapYIICHHA B HEBPOJOrHYHUTE DY
0aBHO ABHXKEHHE Ha OUUTE, PARHOBECUETO, THITAHETO W NAMETTA, U A0 IBPUOBE,

Murnycrar G.L. geficTBa, kaTo noTyUcka eH3MMAa, HapeyeH “IIIOKO3HILIEPAMU
OTTOBOPEH 3a ITbPBATA CTHIIKA B CHHTE3a HA NOBEYMETO MTHKOCGHHHTONHITHAH.



2. KakBo Tpa0Ba aa 38acTe, Npenn na npuemete Muarayerar G.L.

He npremaiite Maraycrar G.L.

- aKO CTE aNCpPriiHK KbM MHUFEJIYCTAT WK HAKOA APYra OT ChCTaBKHTE Ha TOBA JIEKAPCTBO
(u3bpoeHH B TOUKA 6).

Ilpenynpexnenns ¥ npeIna3ns MepKH

I'oBopere ¢ Bauus nekap, npeay na npuemere Murnmycrar G.L.
- aKo crpajare ot 6b6peyno 3abonasane
- KO cTpajare OT YepHOAPoOHO 3abosaBaHe

Bauruar nexap e BH HazHaun clie(HHTe M3C/eBaHMS, MPEM U [0 BpeMe Ha ICHEHHETO ¢
Murnycrar G.L.:
- NMperaen 3a npoBepKa Ha HEPBUTE HA pLLIETE M HA KpakaTa Bu
-~ ONpCAeIIsSIHE HA HUBOTO HA BUTAaMHWH B
- POCNECAABAHC HA PACTEXkKA, aKO CTe AeTe WIH 1oHoma ¢ Tl C Ha 6onectra Ha Human-1Iuk
- IpocAeaAgBade Ha Opos Ha TpomboOLIUTHTE

[Ipsvmnara 3a Te3n H3CHEABAHMA €, Y& HAKOH NALMSHTH MOJY4aBaT JMIICA Ha YYBCTBHTETHOCT W
M3TPBIBAHC B PBUETE H KPaKaTa MK HaMamABaHE HA TEJICCHOTO TErno, JOKaTo NPHEMAT MUTJIYCTAT.
lipernennre me nomMorHaT Ha Jiekaps Jia pelilM 1aIM Te3H ABJIeHUs ce AmnKaT Ha Bameto 3a6onsasane,
Ha ApYTH CbIEECTBY BALlH CHCTOAHHA, HJIM Ha HEXKE/IAHW peaKUMH, npuuuaeHr 0T Muraycrar G.L.
(BHKTe Touka 4. “Br3MoxkHH HexeNlaHH peakuuu” 3a MOBEye MOAPOGHOCTH).

AKO uMare quapus, Bawuar nekap Moxe aa npenopbya fa MPOMEHHTE XPaHHTENHUA CH PeIKUM, KaTO
HaMAJINTE NIPHEMA Ha JIAKT03a M BBIJIEXHAPATH, KATO 3axapo3la (3axap), HIIH Ja He ipUeMare
Murnycrar G.L. 3aeaH0 ¢ XpaHa, wiu BPEMEHHO Ja HAMANKTE A03aTa, KOATo NIpreMare. B HAKOM
CAyHaH JICKapAT MOXKE J1a NpEANuUuIe JICKapcTBa NPOTUB AHAPHA KaTo JoniepaMud. AKo avapusta Bu
HE €€ NoAoOPsBa OT TE3H MEPKH MK aKO HMATE HAKAKBO APYro KOPEMHO OIUIAKBaHE, KOHCYJITHPaTe
ce ¢ Bamus nexap. B To3u cnyuvaii Bainuat nekap Moxe na pems na HanpasH J0NbIHHTEHHA
H3CNEeIBAHUA.

[ lauueHTUTE MBXKE TpaOBa 1a H3NOJ3BAT HAEXKICH KOHTPALIENITHBSH METO/] 10 BPEME HA JISUEHHETO C
Murnyctar G.L. u TPH Mecella Clie/ NPUKIOYBAHE Ha JICUCHHUETO.

Hena n roHOIHA
He naeaiite ToBa nekapeTpo Ha feua u vouowu (wox 18 romuaw) ¢ Honectra Ha Towe THI 1, 3amoTo
HE € H3BECTHO Naiu ASHCTBA B TA3H Bb3pacTOBa IPyHA.

JApyra nexapcrea 1 Muraycrar G.L.
Hudopmupaiite Bamns nekap wium dpapmavuerr, ako NIpHEMaTe, HACKOPO CTE MPUEManu HTH €
Bbh3MOXKHO Jia pHeMeTe APYTH JIeKapcTBa

Hupopmupaiite Bamms nexap, ako npuemate N1eKkapcTa, ChAbPIKALIM AMHUITyLIEpa3a, KOUTO
MOHAKOTa ¢ npueMar 3aeqHo ¢ Murnycrar G.L. Te MoraT Ja HaManaT KOMMYecTBOTO Ha MUrTycTaT
G.L. B opranusma Bu.

bpemMennoct, KbpMene H GepTHIARTET
AKO CcTe OpeMeHHa WK KbPMUTE, CMATATE, Y€ MOXE /14 CTe GpeMeHHa WiH IUIaHHPaTe 6 ¢
MOCHLBETBAHTE ce ¢ BamMa siekap uink gapmaneBr, npeas ynotpebara Ha TOBa JeKapers

He tpabea na npuemare Murnycrar G.L., ako cTe 6pemenHa mm cmararte aa 3abp)

JIeKap MOXKe Aa BH dajie no-noapodHa undpopmamus. Tpsadsa na u3monzpate Hane
KOHTpaLIeNTHBEH METON, A0KaTo npuemare Murnycrar G.L.

!




He xbpmere, gokaro npuemate Murnycrat G.L.

[TauueHTHTE OT MBKKH NOJ1 TPSIORA A M3MOA3BAT HAZICXKIHH METOIH 32 KOHTPOII Ha 3a4E¢BaHETO MO
BPEME Ha JieueHueTO UM ¢ Murinycrar G.L. ¥ Tpu Mecena cies Kpas Ha JICYEHHETO.

Hlognpane 1 pabora ¢ MAIIAHY
Ot Murnycrat G.L. Moxke 1a nonyuute 3aMaiisaie. He wodupaiite 4 HE H3MOJI3BAHTE KAKBATO H 1A €
TEXHUAKA WIN MALIHHHU, aKO C€ YYBCTBATE 3aMAaSHH.

Muariaycrar G.L. coabpxa HaTpui

Topa nexapcTBO ChABPKA BbB BCAKA KArcysia no-Maiko ot 1 mmol (23 mg) HaTpHH, KOETO MOXKE 4
ro onpeae/ Kato “cBOOOAHO OT HATPUIH .

3. Kak na npaemare Muariaycrar G.L.

Bunaru npuemaiite ToBa JIeKapcTBO, TOYHO KakTO Bu € kazan Bammar nexap. AKO He CTe CHTYyPHHU B
Helno, nonuTaiire Bamnsg nekap wiu gpapmalenr.

IIpn Gonect Ha I'ome Tam 1:

[Ipu BB3pacTHM, NpenopLYBaHaTa 103a ¢ eaHa Kancyna (100 mg) Tpu NbTH AHEBHO (CYTpHH, 0bea H
Beuep). ToBa 03nHauaBa MaKCUMyM TpH Karncyyid gaeBHo (300 mg).

IIpn 6onecr na Haman-IIek Tan C:

[IpenopruBanaTa £03a NpH BBE3PACTHU M losowM (Hax 12 rogviiHa Be3pacT) e aAse Kancyyd (200 mg)

TPH [TBTH JHEBHO (CYTPHH, cnel oben u Beuep). ToBa 03HA“aBa MAKCHMYM IIECT KarcCyJIH THEBHO
(600 mg).

3a aena noa 12 roauiiHa sb3pact, Bamuat nexap e xopurupa no3ara npu 6osaecrra va Human-ITnk
Tan C.

Axo umare npobnem ¢ 6LOpeLHTe, MOXKE Ja NOJYHHTE NO-HUCKA HadaIHa 1034, Balnat nekap Moxe
Zia HamManu posara Bu, Hanpumep o eqHa kancyna (100 mg) eanbak vnu J1Ba MbTH JIHEBHO, aKo
cTpazate oT Auapud, Koraro npuemarte Muraycrat G.L. (BuxkTe TouKa 4. “BH3MOKHA HEXelaHK
peakuuu”). BamusaT nekap mwe onpenenu KOJIKO Ja NpoAbJKH TeueHueTo BH.

Murnycrat G.L. Moxke aa ce npHeMe ¢he Uiy 6¢3 xpasa. Kancynara tpsabBa fa € MTbTHE 11a ¢
yama BOJA.

AKoO cTe npHue/iH noBede oT HeoOXoxamara go3a Muaraycrar G.L.

AKO IpHEMETE MOBEYE KATCYIIH, OTKOJKOTO Bi € npeanucaHo, KOHCYITHpaUTe ce He3a0aBHO C
Bamusa nekap. Murnycrar ¢ U3noa3sad B KJIMHUYHYA M3NIHTBAHUS B JIO3H, JE€CET OBTH MO-BUCOKH OT
[penopbYBaHaTa [03a: TOBA NPHYHHABA HaMAJICHHE Ha O6poa Ha O6EeNUTE KPEBHH KIIETKH H JApYTH
HEKEJIaHK peakiiiu, NoAOOHH Ha OTTHCAHWTE B TOUKa 4.

AKO cTe AponycHANH Aa npaeMeTe Maraycrat G.L.

NnpomycHarTraTra a03a.

AKo cTe cnpeau npuema na Maranyerar G.L.
He cniupaiite npuema Ha Murnycrar G.L., 6e3 na cre rosopunu ¢ B




AKO MMaTe HAKAKBY JOMBIIHHTENHM BHIIPOCH, CBBP3aHH ¢ YIIOTpebaTa Ha TORa IEKapcTBO, MOJIA
nonuradte Baug nexap uiu dhapmatiesr.

4. BLiMOkKAH HexKeIaHH peaklIHA

Kato BcH4KH NEKAPCTBA, TOBA NEKAPCTBO MOKE 3 NPEAW3IBHKA HEXKEIIAHH PeaKLiiy, BbNIPEKH Y€ He
BCEKU I'M TIONy4YaBa.

Haxod DanHeHTA ¢a HOoJYIHIH MPABYYKAKE AJIH H3ITPLOBAHE HA PLIETE H KpaKaTa (decTo
gabaioxasano). Topa MoXe Na ca MpH3HALM HA NepHdEpHa HEBPOTIATHA, NLIDKALA CE HA HEXENAHUTE
peakuuu Ha Murnycrar G.L., wiki mMorar 1a ce AbJDKAT HA CHILECTBYBALIM CHCTOSHHA, BalusgT nexap
LIC HalpaBH HAKOH H3CICABAHHA MPEAH H MO BpEME Ha JICYEHHUE C MHmyCTaT (G.L., 3a na upeucHH
TOBa (BHXKTe To4ka 2. “Kakso TpsaGsaa na 3uaete, npeau sa npueMere Murnycrtar G.L.”).

AKO NOJYyUHTE HIKOH OT TE€3H PeakHA, MO/Id NOThPCETe chBeT OT Bamus Aekap Bb3MOXKHO
Bau-0bp3o.

AK0 NONy9YHATE JIEK TPpeMop, 00AKHOBEHO TPenepene Ha PHIETE, HOThPCeTe CheeT OT Bamins
JICKAP 3a TOBA Bb3MOXKHO HaH-0LP30. TpeMopbT uecTo H3uesBa, O€3 1a ce Hanara na CnUpare
JeYeHHeTO. B HAKOM ciiyyau e ce Hanoxu BaimuaT aexap fa HaMalH 103aTa WM 3 NMPeKbCHe
neyenuero ¢ Murnycrar G.L., 3a aa cnpe Tpemopa.

Muoro aect (Mozam da 3aceznam noseve om I na 10 yogexa)

Hait yecTHTe HeKeNaHH peakumH ca fuapws, GiaTyeHuMa (ra3oBe), kopeMHa (cToMamHa) 60ka,
3ary0a Ha TerJio M HaMaseH aneTwT.

AK0 oTcnabHeTe, KOraTo 3arMoyHeTe JIeUeHHETO ¢ Murnycrar G.L., He ce TpeBokeTe. OOHKHOBCHO,
XopaTa CIiMpar /ia 0TcnadBaTt B Xona Ha JICHSHHETO.

Hecern (mozam da zaceznam oo 1 na 10 vosexa)

YecTiTe HEXETAaHH PeaKLHH [IPH JICUCHHETO BKIIOYBAT I1asoGONIME, 3aMaliBate, napecTelus
(MpaByuKaHe WIH H3TPBIIBAHE), HAPYIICHA KOOP/AHHALMA, XUIIOECTe3Hs (HAMATIEH YCeT 3a JOMHp),
AucTIENICHs (KHCETTHHH), rajicHe {MOBAMIAHE), 3aM€K H NOBPBUIAHE, OAYBaHE WK JUCKOMPOPT Ha
kopeMa (cTomMaxa) ¥ TpoMbounToneHns (HaManeH 6poii Ha TpoMOOLMTHTE B KPbBTa).
HeBponoruusauTe CHMITOMH M TPOMOOUHTONIEHHATAa MOXKeE J1a C8 ABJDKAT Ha OCHOBHOTO 3a00/1sBaHe.
JpYrH Be3MOXKHH HEXENIAHH PEAKIIHY Ca MYCKYJIHH CIa3sMH WiH ¢1a6ocT, yMopa, BTPHCAHE U
(QUIHYECKO HEPa3NONIOKEHHE, ACIPecHs, POGIEMH ChC CbRSA, HAPYIISHA MAMET W HAMAJICHO AubuIo.

lloBeueTo naukeHTH NOMyYaBaT e/IHa HIIM NOBEYE OT TE3H HEKC/IAHH PEaKLIMY, OOHKHOBEHO B
HAYANOTO Ha CYEHNECTO WIH NEPHOIWYHO 10 BpEME Ha JieueHHETO. B noBedeTo cayyau Te ca ieKu |
H34e3BaT NOCTA OBP30. AKO HAKOH OT TE3H HEKENIAHN PEAKLIHH Ch3aBaT MPobIeMH, KOHCYITHPATE
ce ¢ Bamus nexap. Toii Wix TS Moxe 1a Hamay nosata Ha Murmyctar G.L. v 1a npenopsuya aApyru
NEKapCTBa, KOHTO AA MOMOTHAT 338 KOHTPONA HA HEXKEJAHHTE peaKliHM.

Crobmasane Ha HeXKelaHE peaknuy
AKO TIONTYYHTE HSIKAKBH HEXXE/IAHU PEaKi|H, yBeaoMete Baurus nexap wie dapmanest. Toba
BIUTHOYBA BCHYKH Bb3MOXKHH HEOMMUCAHH B Ta3H JINCTOBKA HEXKEJIaHH PeaKiliH.

Mozkere b0 N2 CHOOIINTE HEXENaHM PEaKLHK AMPEKTHO Ype3 M3MBIHUTENHATA AreH UMs 110
nexapcTeara, yi. ~Jlaman I'pyes” Ne 8, 1303 Codms, ten.: +359 2 890341 aiT
Kato chobniagate HexenaHn peakiui, MOKETE Ja JafieTe CBOs NPHHO
HHGOPMaLKS OTHOCHO 6E30NacHOCTTA Ha TOBA JIEKAPCTEO.




5. Kak na cexpanssare Maraycrar G.L.

CobxpaHsaBaiite TOBa JIEKAPCTBO HA 3ALIHTEHO OT CBETIIMHA U HEAOCTBLIHO 32 JIela MACTO.

He u3monsBaiite TOBa JIEKAPCTBO ¢/ie]] CPOKA HA FOJTHOCT, 0TOe/I3aH BbpXy OIHCTEpa 1 KapTOHEHATa
OIMaKOBKa ciex ,,l ogeH A0:”. CpOKBT Ha TOAHOCT OTIOBapA HA MOCHEAHHA JIEH OT [TOCOYEHHS MECELL.

Toszn JICKAPCTBEH MPOIYKT HC M3AUCKBA CIICIIHAIHH YC/JIOBHA HA CbXPAaHCHHC.

He usxsbpigiiTe nekapeTBaTta B KaHANH3aLUWATA WM B KOHTEHHEPA 3a ROMAIIHH OTHAaAbLIH.
Ilonuraiite Bamua papMaueBT Kak 1a M3XBBRPAATE HEHYKHHTe BH nekapcTsa. Te3H MepkH e
CTMOMOTHAT 34 ONa3BaHe HA OKOJIHATA Cpeaa.

6. Crabpikanne HAa OHAKOBKATA H JONBJIAHATEIHA nHGOpManus

Kakso ¢cuabpxa Maraycerat G.L.
- AKTHBHOTO BEHIECTBO € MHIVIYCTaT. Begka kancya chabpika 100 mg MUrDiIycrar.
- JIpyrure ¢bCTaBKH ca:
KancynHo cbabpKHMO: HATPHER HHILISCTEH MIHKONAT THI A, IOBHAOH, MarHe3WeR cTeapar
Kancynna o6BuBKa: TuTanoB auokceug (E171), xenaTus.

Kak mirnexna Muaraycrar G.L. B KakBo ¢LIBLPXa 0HAKOBKATa

Murnyctar G.L. ca Henpozpaunu Genu TBHPIH KeNATHHOBH KaICY/M, U3MTBIHEHH ¢ 041 a0 mouTH 641
rpaHynar.

Murmycrar G.L. ce npeanara 8 0nakoBKH, chabpxaily 84 Kancynm.

IlpaTexaren Ha pa3pemenHeTo 32 ynoTpeda B NPOHIBOARTE
G.L. Pharma GmbH

Schlossplatz 1

A-8502 Lannach
ABCTpMuS

Homep na paspemennero 3a ynorpeba: 20160417

To3r NeKkapcTBen NPOAYKT e pazpemien 3a ynorpeda B appxapHTe wienkH Ha EUII non
CJICTHHTE AMeHa:

Arctpus: Miglustat G.L. 100 mg-Hartkapseln
bbirapua: Murnyctar G.L. 100 mg TBbpay Kancynu
Yexus: Miglustat G.L. 100 mg Tvrda tobolka
Yurapusa: Miglustat G.L. 100 mg Kemény kapszula
Cnoeakma: Miglustat G.L. 100 mg Tvrda kapsula

Jdara Ha mocieaHO mpepasraexiane HA IACTOBKATA
Aunyapm 2020




