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Murayerar G.L. 100 mg venpan kancyin
Miglustat G.L. 100 mg capsules, hard

Muraycrar (Miglustat)

Tpouerere BHUMATEAHO UAAATA npen An ¢ aa
Thil Kato T4 chAbpaa Baxna 33 Bac undopmanns,
- 3anasete TasM ICTOBKA. MOXeE 1a C¢ HATOKH 12 § NPOUETETE OTHOBO.

TOBA JeKaAPCTBO,

- AKO HMATE HAKAKEH BBIPOCH, Bawns nexap wan apmauest.

- Tosa 1eKapCTBO € NPSANKCAHO ARHCTBEHO H IH4HO Ha Bac. He ro npeoterensaiite #a apyru
xopa. To MOKe 3 HM HABPEAH, HEIABHCHMO OT TOBA, 4E NPHIHALMTE HA TAXHOTO 3a60n3BaHE Ca
chinmTe Kakto Baunre,

- AKO NONY4HTE HAKAKBH [peaKLHy, Bawms nexap win
dap . Tosa M BCHHKH p BTa3M

Aucronka. Binkre Touka 4,

KakBo chabpka Ta3H AHCTOBKAT

- Kakeo npencrasnsea Muraycrar G.L. # 3a kaxso ce manonisa
- Kaxgo Tpafisa na 3Haete, npenu aa npuesere Murmycrar G.L.
- Kak na npuemare Murnycrar G.L.

- BuamouHH HERETAHH PEAKLHH

- Kax na cuxpanssare Murnycrar G.L.

- Cuaspianie Ha " o dop

1. Kaxso npeacranassa Muraycrar G.L. u 313 xakBo ce n3noaisa

Murnyerar G.L. chithrka aKTHBHOTO BEIIECTBO MHI/IYCTAT, KOSTO NPHHALNEKH KbM rpyna
NIEKAPCTBA, KOHTO BAHAST BEPXY MeTabonn3ma. Toll ce n3mon3na 3a neveHue Ha ase 3aGonsBaHua:

*  Muraycrar G.L. ce n3noassa 3a Aevenne Ha Jexa 10 ymepena dopma ua tun | va
Goaecrra na Tome (Gaucher) npu sh3pacrum.

Tlpu Gonectra ua Mowle THN |, BEWECTBOTO, HAPEHEHO TMIKO3NNLEPAMH, HE G HIXBLPIA OT
opranusma Bu, To ce atpynpa B HAKOH KJIETKH HA MMYHHATA CHCTEMa HA oprasmsMa. Toa Moxke 1a
Nl0BEE A0 YBCAHHABAKE Ha HEPHHA APoO 1 1anaka, NPOMEHH B KPhBTA H GONECTH HA KOCTHTE.
O6uuaiinoto neuenye wa Sonectra wa Fowe THn | € en3um-3amecTpata Tepanus. Muraycrar G.L. ce
MINOAIBA CAMO KOFETO NALNSHTHT CC CMATA 38 HENOIXOMAL 38 JIEYEHHE © SHIHM-3aMECTBaLIA
Tepanua.

* Murayerat G.L. ce 03101382 Chuo 38 Ha Nporp HYHH
cumnToMi Npn GosecTra na H Hn C_npu W aela.

Axo umare Gonecrta Ha Human-ITux tin C, MacTi 0T poaa Ha HAHKOCHHHIONHNIANTE C& HATPYNBAT
B KAETKHTE HA MOYTLKA. ToBA MOWE 13 I0BEe A0 HAPYWIEHHS B HEBPOIOTHIHHTE (Y HKLHH, KaTO
GasHo Ha 0uHTe, 0, PRITAHETO H NAMETTA, H 10 MBPHOBE.

Muraycrar G.L. seficTsa, KaTo NOTHCKA SHIMMA, HAPEYEH “TAIOKOIHILEPAMHI CHHTETa3a”, KOHTO ¢
OTTOBOPEH 33 MLPBATA CTHIKA B CHHTESA HA NOBEYETO MIHKOCHHHIOAHMILIH. .




2. Kaxpo Tpabsa 1a 3naere, npean na npuemere Muraycrar G.L.

He npuemaiite Murayerar G.L.
A AKO CTE AICPIHYHH KbM MHIIYCTAT WM HAKOR JpyTa OT ChCTABKHTE HA TOBA IEKAPCTBO

(w3bpoesn B TouxKa 6).

Mpenynpesaennn n MPeARasHl MEPKH

Tosopere ¢ Bamns nexap, npenw aa npuemere Murnyerar G.L.
- axo cTpaaare o1 GuGpeuno 3abonssane
= AKO CTPAnaTe OT YepHoaApoine 3abonssane

Bawmat siekap we B HasHaum cCAHATE WIC/QABAHHA, TPEIH W 110 BPEME HA IEYeHHETO ¢
Muraycrar G.L.:
- Npernel 38 NPOBEPKA HA HEPBHTE HA PLUCTE M Ha Kpaxara Bu
= onp HA HHBOTO Ha Bu
- NPOC/IEABAHE HA PACTEXa, AKO CTe JeTe WK toHowa ¢ T C wa Gonectra na Human-lux
- npocneassane Ha 6pos Ha TpomBoUHTHTE

pi 33 TeM €, %e HAKOM MO 4ABAT JHTICA HA HYBCTBHTCAHOCT H
HITPBLIBIKE B PLLCTE H KPAKATA HIH HAMANABAHE HA TEIECHOTO TEINIO, A0KATO NPHEMAT MHIIYCTAT.
TpernennTe we NOMOrHAT Ha IEKAPS /13 PELIH ATH TEIH ABICHHA ¢e ARIKaT Ha Bawero jabonssane,
HA APYIH CHIIECTBY BALUH I HA PpeaKumH, np: ot Muraycrar G.L.
(BrmTe ToUKa 4. “Bb3MomHH HEMEIANN peaKuin” 32 NoBeve NOAPOGHOCTH).

AKo nmare 1napns, BawmaT nexap Moxe na npenoy na p CH PEAMM, KATO
HAMAITHTE IPUEMa HA IAKTO3a M BITIEXHAPATH, KATO mapuza (3axap), Wiv 14 He npuemare
Murayerar G.L. 3a€1H0 ¢ Xpasa, KN BPEMEHHO J1a HAMANHTE 10314, KOATO npHemarte. B naxon
CAYYRH ICKAPAT MOAE 3 NPSANHILE NEKAPCTBA NPOTHB IHAPHA KATO NOTIEPaMILA. AKO AHapuaTa Bu
HE Ce NOAOGPREA OT TEIH MEPKH IWIH 3KO HMATe HAKAKBO APYT0 KOPEMHO OMIAKBAHE, KOHCYATHpaiiTe
ce ¢ Bawms nekap. B 1o3m caysalt Bawmsar nexap Moke 1a petin 1a Hanpas JOMbIHATENHH
HICHeNBAHHA.

TauenTHTe MBXe TPAGEA A2 HINONIBAT HANSKACH KOHTPALICITTHBEH METO/L 110 BPEME HA ICYEHHETO C
Muraycrar G.L. i TpH Mecema ciie/l NPHISTIOYBAHE HA ICHEHHETO,

Jea w wnomn
He nagaiite ToBa NexkapcTBo Ha neua i lonowus (noa 18 roaunn) ¢ Gonecrra va Nowe Tun |, 3amoro
HE € HIBECTHO AanH ACHiCTBA B T3H BL3IPACTOBA IPYNA.

Apyrn aexapersa m Murayerar G.L.
Hudopmupaiite Bauma nexap uin ¢ aKo npi HACKOPO cTe HAH &
BLIMOKHO 713 IPHEMETE APYTH JEKAPCTea

Hudopmmpaiite Bauns nexap, ako npHeMaTe 1EKApCTsa, ChUbPARLLE HMHTIYLIEPA3a, KOHTO
TIOHAKOra ¢e npuemar saeano ¢ Murnycrar G.L. Te Morar a HAMANAT KOMHMECTBOTO HA MuUrTycTaT
G.L. B opranuama Bu.

L u e
Axo cTe Gpemenna WIH KbPMHTE, CMATATE, 4¢ MOXE /13 cTe GPEMEHHA UK NaHUpaTe GpeMEenHoCT,
nockeeTsaite ce ¢ Bawng nexap nin Gapmaiert, npegs ynotpeGara Ha TOBA JEKapCTHO.




He TpaGaa na npuemare Murnycrar G.L., ako cte Gpemenna win ematate aa 3abpemeseere. Baumar
AeKap Moe 1a BH Aane no-noapodua undopmauna. TpaGea na w3InoassaTe HAACKACH

KOHT METOJI, HOKATO Np Murayerar G.L.

He kupmere, nokaro npuemare Murnycrar G.L.

TaumenTure o MEAKA N0 TPAGEA 13 HINOTIBAT HALEKIHH METOLM 34 KOHTPOA HA 3AYEBAHETO N0
BpeME Ha nedeHneTo WM ¢ Murayctar G.L. i TpH Mecena cel Kpas Ha AeHeHHETO.

Wodupane u pabora ¢ Maw
Ot Muraycrar G.L. moxe na noxyunre He wod " He KEKBATO H 14 &
TEXHHKA HIH MALINHH, AKO C¢ YYBCTBATE JAMARHM.

Murayerar G.L. enanpaa natpuit
Tosa nexapcTBo ChAbPKa BbB BCAKA Kancyna no-matko ot 1 mmol (23 mg) Hatphil, koeto moxe 1a
O ONpeneTH KaTo “cBoGONHO OT HATPHI™.

3. Kak na npaemare Murayerar G.L.

Bunaru npuemaliTe ToBa 1eKapcTBO, TOUHO KaKTO Bit ¢ kasan BammaT nekap. Axo He cre CHIYPHH B
Helwo, monuTaiite Bawns Ackap win dapmatest,

Mpu 6osecr na Come Tan 1:
Tpn su3pacTHy, npenopLuBanaTa 103a e eana kancyna (100 mg) Tpi MuTH AHEBHO (CyTpiH, obe H
Bedep). Tona 0IHAYARA MAKCHMYM TPH Kancyu anesro (300 mg).

Mpn Goaect na Human-Tlux Tun C:

TMpenoprusanara 2034 NP# BLIPACTHH W IOHOWN (Haa |2 roawKa BLIPACT) ¢ e Kancynu (200 mg)
TPH IBTH AHEBHO (CYTPHH, cex ofen  Beuep). ToBA 03HAYABA MAKCHMYM LICCT KAICYH IHCBHO
(600 mg).

3a neua noa 12 ronnuwHa Bk3pact, Bamnat nekap wie Kopuripa nosata npu Gonecrra #a Human-ITnk
Hn C.

Ako Humare npobaem ¢ GupeunTe, Moe 1a NONY'HTE NO-HHCKA HAMATHA 1030, BammsT nexap Moxe
A3 HAMANH Jo3ata Bu, nanpuMep no eaua kancyna (100 mg) senHbk Wik 1Ba METH AHEBHO, AKO
cTpanare oT AHapua, korato npuemare Murayerar G.L. (smkre Touka 4. “Bramoxnn HexenaHn
peaxumnn”). Bamnat nexap we onp KOAKO Bu.

Murnyerar G.L. Moxe 1a ce npreme che win Gea xpana. Kancynara TpsGaa 1a ce nisTHe usna ¢
aLa Boja.

AK0 cTe npuean nosese or Heolxoanmara n03a Muraycerar G.L.
AKO NipHEMETe NOBEYE KANCyaH, oTkoakoto Bi e npeanicaso, koucynTupaiite ce Hesabasuo ¢
Bawma nexap. MHIycTar € 3non3san B KAHHH4HN HINHTBAHHSA B 1034, ECET MbTH NO-BHCOKH OT
penop aTa 1034; TOBA Np Ha Gpos Ha GenuTe KPLBHH KNSTKH H APYTH
peaKiiim, GHIt Ha e Brovka 4,

Ako cTe nponycHaan a8 npuemete Murayerar G.L.
Biewere Kancyna B speme. He
NpoNyCHATATa 2034,




Axo cre cipean npuema ua Murayerar G.L.
He crinpaitte npuema a Murnycrar G.L., 6e3 na cre rosopian ¢ Bawns nexap.

AKQ HMaTe HAKAKBH JI0ITh BRITPOCH,
nonuraite Bawna nexap unn hapmanest,

P3aHI € YNOTpeGaTa Ha TOBA IEKAPCTBO, MOAA

4. Buamosun Hewe ann peakuun

Karto Benukn JICKAPCTBA, TOBA JICKAPCTBO MOIKE J1A NPEAHIBHKA HEXENAHH PEAKLHK, BbIIPEKH He He
BCEKH W MOy Yasa.

HAKOH N2UHENTH €4 NOAYIIIN MPABYHKANE AN UITPLABANE HA PLLETE W KpakaTa (wecTo
HaGalonasano). Tosa Moske aa ca np HA dep P WA, ThDKALL C& HA HOKENAHUTE
peakunn Ha Muraycerat G.L., win morar aa ce m.mtzr HA CHUIECTBYBAILH CBCTORHNA. Bawnsat nexap
e HANPaBH HAKOH HICASABAHUA NPE/IH M NO BPEME Ha neveHne ¢ Murnycrar G.L., 3a na npeuenn
Tosa (BiTe Touka 2, “Kaxno TpaGea na snaeTe, npein Aa npremete Muraycrar G.L."),

AKO NOAYIHTE HEKOH OT TEIH PEAKUHH, MOIH NOTHPCETE ChBET 0T Bamng Jekap BLIMOEHO
Haii-upio.

Ako noay aek Tpemop, o PeHE HA PhUETE, NOTLPCETE ChBeT o7 Bamus
JAeKap 33 TOBA BLIMOXHO HAll-0Lpio. Tpeunpm.r 4ecTo nivesna, Ges na ce Hanara fa cnupare
Aederineto. B HAKOH cayyan e ce Hanoki BakaT 1eKap A3 HAMIH JI038Ta WIH 13 NPEKbCHE
nevennero ¢ Muraycrar G.L., 3a aa cnpe Tpemopa.

Muoro wectw (mocam da sacecnam noseve om | wa 10 wosexa)
Hail yecTirre Hexerann peakumi ca anapua, GnaryaeHuns (rasose), kopesua (cromMamna) Gonka,
3ary6a Ha TErno M HAMANeH aneTHT.

Axo KOraro ¢ Muraycrar G.L., e ce Tpesoxere. OGHKHOBEHO,
XOpaTa CIIHpaT Aa OTC1abBaT B XO/IA HA NEHCHHETO,

Yecrn (mozam da saceznam oo | na 10 vosexa)

Yecrute PeaKLMHH npu T

(MpasyuKkane Wik HITPBIBAHE), HAP, yoer 38 gonup),
Ancnencus (KUCENHHH), rajene (nosauraxe), )lneu M N0OBpLULAE, NOAYBAHE WK AHCKOM(OPT HA
Kopema ) TP Gpoil na Tp THTE B KPBBTA),

H HUHNTE H TPOMOH T MOKE /18 C€ IL/DKAT HA OCHOBHOTO 3ab0nABane.
Hpyru PEAKILM €A MYCKYJIHH CAIMK 1M cHabOCT, YMOpA, BTPHCAHE H

¢ 0 Hep p p CBC ChHA, HAPYLIEHA NAMET H HAMANEHO JTHOHIO.

TMoBeHeTo NAUMENTH NOTYYABAT SR WIH NOBENE OT TEIH HEKCTAHN PEAKLN, OGHKHOBEHO B

Ha IEUEHHETO Wk Nep! 110 ApeMe Ha 0. B noBeueTo cryuan Te ca NekH
H39€3BAT 10cTa BBP30. AKO HAKOH OT Te3H HEKENAHH PeAKLIMH CLAABAT NPOGIEMH, KOHCY TTHpaitTe
ce ¢ Baums nexap. Toi win 14 moske 1a HamMany gosata ua Murnyerar G.L. win aa npenopua apyru
NIEKAPCTBA, KOHTO /1A NOMOTHAT 33 KOHTPOIA HA HEAKENAHHTE PEAKLIMH,

Crob na
AKO N01y4HTE HAKAKBH HEACIANH Peakuiy, yseaomere Bamns nexap wiu dapmauesr. Tosa
BIIIIOYBA BCHUKH BR3MOKHH HEOTHCAHM B TA3H JIHCTOBKA HEKEIAHI PEAKLIMH.
Moere chino na crobiuinre PeaLmm upes W
nekapetsara, yi. “assn Cpyes” Ne 8, 1303 Cmtma Ten.; +359 2 8903417, ychaﬂT




Karo crofimasate Hexenani peaking, MOXeETe [1a JajeTe CBOR MPHHOC 34 NONY4aBaHe HA NOBeYe
dop OTHOCHO B T4 HA TOBA J1CKAPCTHO.

5. Kax na cexpanspare Murayerar G.L.
Chxpauxm*re TOBA ICKAPCTBO HA 3AULHTEHO OT CBETIHHA H HEJOCTBITHO 3a OeUa MACTO.

He #3nonssaiite ToBa IEKAPCTAO CACA CPOKA HA FOHOCT, 0TGENA3aH BLPXY GAHCTEPa M KapTOHEHATA
onakoska cnes lofeH 20:", CpOKBT HA FOAHOCT OTFOBAPA HA NOCAEAHHS JEH OT MOCOYEHHS Mecell.

To3m NeKAPCTBEH NPOAYKT HE MIHCKBA YCN0BHA HA

He uaxsbpisiite NekapcTsara B KAHAIMIALMATA WIK B KONTefHEPa 3a AOMALIHY OTIANBLI.
Tonurafite Bawus dapmauest kax 1a HIXBbPIATE HenykHUTe Bu nexapersa. Tesn Mepku we
CNOMOTHAT 33 ONA3BAHE HA OKONIHATA CPE/IA,

6. Chabpxanue Ha TA H 201D,

Kaxso cuabpxa Muraycrar G.L.
- AKTHBHOTO BELECTBO € MUraycTar. Beaka kancyaa cuaspka 100 mg murnycrar.
- JlpyruTe cheTaBku ca:
Kancyamo ChILpkHMO: HATPHCR HILWIECTEH LIMKOAAT THI A, NOBHOH, MArHE3HES CTeapaT
Kancynma oGsnexa: Turanos auokcni (E171), xenatun,

Kax wsraesxaa Muraycrar G.L. # KaKBo chabpika onakosxata

Murnyerar G.L. ca wenpospaunm Gen TEBPAH KeNaTHHOBH KaNCy:IH, HIMLAHEHH ¢ 647 10 nowrw Gsin
rpaHynar.

Muraycrar G.L. ce np B 84 kancymi.

Mputexarea ua paspewenneTo 1a ynorpela n npowisoanres
G.L. Pharma GmbH

Schlossplatz |

A-8502 Lannach

ABcTpas

Homep na paspewenuero 3a ynorpeta; 20160417

Toau Aexapernen e 3 ynorpeda B 1e waenkn na ENTI non
CAEAHHTE HMEHA:

Agcrpus: Miglustat G.L. 100 mg-Hartkapseln
Buarapus: Murnyerar G.L. 100 mg Tenpan kancyan
Yexus: Miglustat G.L. 100 mg Tvrdd tobolka
Vurapus: Miglustat G.L. 100 mg Kemény kapszula
Caosaxun: Miglustat G.L. 100 mg Tvrda kapsula




Jara na pey Ha
Maii 2019




