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1.IME HA JEKAPCTBEHUSA IIPOAVKT

RESPERON

PECIIEPOH

2.KOJMJHYECTBEH H KAYECTBEH ChCTAB

Besxa ¢unmupana Tabnerka ceappka Risperidone, chotpeTHo 1 mg, 2 mg i 3 mg.
3a MOMOINHH BelrecTBa: BiK T.6.1.

3. JEKAPCTBEHA ®OPMA

TabneTkr ¢ GUIMOBO IIOKpHTHE 38 MepOpaiTHa ynorpeba.
Tabaerxute ot 1 mg ca Genm, ¢ xancymma Gopma, NBOHHONINBKHANH, (DUIMIPAHH.

TabreTKATe OT 2 Mg €A CBETIO OPAHIKEBH, C KamcyJHa GopMma, RBOHHOHSIbKHAMH, DHIMUpDaHY.
TabneTure 0T 3 Mg ca CBETIO KEITH, C OBaJTHA GopmMa, JSTHTENHA YepTa OT eAHATA CTPaHa,

unmupany,

4, KIAHAYHA JAHHH

4.1, TepameBTHINH NOKAZAHMUA

Jledenue Ha MHPOK XPBI' OT NaljieHTH © mnsod)penn;{ — I'BPBH [ICHXOTHYCH €ITH304, PeIIMAHBH,

XPOHHYHA IIH30(PEHNA ¥ APYTH NCHXOTHYHH CBCTOAHMA, TIPH KOUTO NO3HTHBHHUTE

cHUMITOMH (KaTo

XaNIOIHHAIHE, HATYTHOCT, HAPYIIEHO MHC/EHE, BpaXAcOHOCT, MEUTEAHOCT) H/MIE HETATUBHH

CHMIITOMH (KaTo aQeKTHRHO NPUTHISBAHE, EMOLMOHAHA U COHUATHA 3aTBOPEHOCT,
peuTa) ca APKO HPA3CHY, Obnexyasa ageKTHBHUTE CHMITOMY (KaTO IIOTHCHATOCT,
TPEBOKHOCT) CBBP3AHH C WIH30(hPEHASATA.

obenuaBate Ha
YYBCTBO HA BHHA,

-OcBen ToBa Resperon € noKasax ChIIO H 32 NPOARJUKHTEINHO JIEUEHHE 33 IIPEIOTRPATABAHE HA

PEeLHAHBH HpPI TMalHeHTH ¢ XpOHUYHa IJ.[I/ISOQ)IJSHPISI

Resperon e Irokasas 33 JleGenne Ha MaHus Npu GunonapHo adexTuBHO pasctpotictso. Tesu enusonu ce
xapam:epﬂsnpa'r C MOBHIIEHO, €KCIIAH3MBHO UK Pa3ApasHUTENHO HACTPOSHHE, TOBHIIEHO
CaMO‘{yBCTBP[e HaMasneHa Hy)KAa OT ChH, PEYEBa OXHBEHOCT, YCKOPEH MHCIIOBEH IMPOIEC, NOBHIIECHA
OTBNIeKaéMOCT Ha BHUMAHHETO, HaMaseHa KpUTHHHOCT, arPeCHBHO H/HiA AECTPYKTHBHO OBE/IEHHE.

4.2, JTo3MpoBKa M HAYHH HA NPHAOKEHHE

Tlepopanko npmioxeHHe

4.2.1 mnquipenlm

Ipemunasane om dpyau aumuncuxomuuny cpedcmea kv Resperon
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Koraro e MQ,I[HLIPIH[DKP[ OlNpaBaaHO, Ce IIPENIOPBhYBA NOCTEIICHHO IPEKPaTABaHe HA IPEARITHOTO
JevyeHHe CIICH 3anodyBane Ha Tepands Resperon. Commo Taxd, ak0 TOBa ¢ MSIAHIUHCKH ONIpaBaaHo, ce
NpenopbiBa NPy TPEeMHHaBaHe Ha MaKHeHTa OT aHTHIICHXOTHYHY AENO0 npenapartH, Tepanuara ¢
Resperon Ja 3anoyvHe B AeH Ha ClefsallaTa HHKeKIHS 0T cxeMarta. HeobxoguMoctTa or
HpOﬂBHE@B&HEH@HpDBEKﬂaHOTOaHTHHapKHHCOHOBOﬂeHeHHeTpﬂﬁBaAaCBHpepaﬂﬁemﬂ&

Buspacmuu

Resperon Moxe fa ce npuiara nepopajiio BEHDXK WIH JIRa IBTH AHEBHO.

IMagnerTnTe Tpadea-fa 3amouear ¢ Ko3a 2 mg/aueeHo Resperon. Mosara Moxe aa Oblie NOBHIIEHA Ha
BTOpHS AeH Ha 4 mg..Cnes ToBa /103aTa MOXKE Jla ¢e NOLTbPIKA HelPOMEHeHa 1K a §bae
HHIAKBHAYAIHO IPUTOASHA, aKO ¢ HeoOXoauMo. T1oBeeTo IAUEHTH C& NOBINABAT OT AHEBHY 031
Mexcy 4 u 6 mg. TTpn HAKOH NALMENTH € NOAXOMAWA [10-0aBHa THTPAUHOHHA (hasa i O-HHCKH
HauanHa i No/U{bpKalia 103a.

I[o:m, npeBHiuapay 10 mg AHEBHO, He ca TOKA3AIH [10-BHCOKA e(hHKaCHOCT OT MO-HHCKHTE AO3H H €
BB3MOXHO Jja Npe/IM3BHKBAT EKCTPANMPaMuAHy CHMITOMH. Taxusa f03u TpAGBa fia Ce IpUarat
HHTMBHAYATHO CITyUaH, CaMO ako Ce MPELeHH, Ue 10/13aTa OT TAX NpeBHuIaBa BE3MOKHEA PHCK. Toi
Karo, 6esonacaocrra Ha 034 HaJl 16 mg AHEBHO HE e HacneaBaHa, He TpabBa Ja ce npuiarar A0y,
TpepyILABALIH €31 croifHoCTH.

Koraro ce V3HCKBA OMBIHHTENHO CEMPaHe, KhM Resperon Mosxe 1a ce xo6asy GeH30nmasenyH,

JTuya 6 nanpednana sv3pacm

HpenoquBa ce HavanHa zesa ot 0.5 mg Asa nberH JHeRHO. Tazm jo3a Moxe aa ObAS HHAUBHIYATHO
anroneHa c no6asiu ot 0.5 mg ABa MBETH JHERHO o 1-2 mg [JBA MBTH JHEBHO,

Resperon ce oHacs J00pe 0T MAUMEHTH B HATPEAHANA Bb3DAacT.

Heya

Jlumicea onAT OT ynoTpeba 3a leveHne Ha INH30QpeHus IpH Aena oA 15 rogHImAa Be3pacT.

Bubpeuno unu yeprodpobro yepescoane
Haumentu ¢ 61;6petmo yBpexAaHe UMAT IOHHXeHa cIoco0HOCT Aa eNHMHUHUPAT aKTHBHATA

" ANTHICHXOTHIHA PPAKLEA B CpaBHEHHE ChC 34pAaBUTE BH3PacTHH nanuenTy. [lanuenTuTe ¢ yBpeAeHa
qepHo,upo{SHa hyHKUHS HMAT NOBHIIEHA TIA3MeHa KOHLEHTpalks Ha cBobonHaTa (pakuus risperidone.
I'IpenoquBa Ce HadanHa no3a or 0.5 mg AB& NBTH JHEBHO. Ta3K [03a MOXKeE Ja ObAe HHAMBULYATAHO
IPUroJIeHa ¢ HapacTsade oT 0.5 mg ABa IBTH JHEBHO [0 NOCTHraHe Ha 1 10 2 mg 4Ba MBTH AHEBHO.
Heszasucumo ot nokasaHudaTa, HadaiHaTa U CllefBallyte 1031 TpadBa 1a ca ABa NHTH. II0-HUCKH H
THTPHPaHETO Ha 103214 113 GBe 0-GaBHO 32 NaLHeHTHTE ¢ GEOPEUHO ¥ YepHOIPOBHO YBpEXKAAHE.
Respéron Tpx0Ba Aa ce NPHIara ¢ BHUMAHNE [IPH TE3H TPYIH NALHEHTH,

4.2.2 BHNOJSIPHO Pa3CTPOlicTBO

Buvspacmuu

Resperon Tpa0OBa fa ce MpHara Mo cxeMa BeAHBX AHEBHO kaTo ce sanodHe ¢ 2 mg. Kopuripate Ha
Ro3aTa, aKo € HaNOMKUTEIHO, Ce IIPaBH Ha HHTEPBAJIH, HE MO-MaIKH OT 24 yaca M ¢ HapacTsaHe oT I mg
IHeBHO. YCTaHOBSHA € edmkacnom‘ IPH NIPENOPHYHTSAHHE J03K OT 1 0 6 mg HHEBHO.

Kakro npu Besko CHMITOMATHHHO Jeuenue, ynorpebara Ha Risperidone Tpabpa na ce onenssa
nepno,quHo.
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Jluya & nanpednana ev3pacm
IIpenopwusa ce ravanna go3a ot 0.5 mg fa MbTH AHesHO. Tasu J03a MoXe Aa ObJe MHINBHLYATHO
npHTofeHa ¢ fobaexi ot 0.5 mg fBa NBTH AHEBHO A0 1-2 mg ABa MIBTH JHEBHO.

Heya
Jlncea onMT oT npHAOKEeHHEe IPpH OHIONIpHO atheKTHBHO pa3cTpoiicTBO IPH Aela H loHowy noa 18-
TOJRUIHA BR3pacT.

Bobpeuno u wephodpobuo yepesicoane

Hauanna fo3a oF 0.5 mg aea neTi qHeBHO. Tasu 1038 Mosxe fa Gble HHAHBHIYAIHO IPHIOLEHa C
HapacTBaHe oT 0.5 mg ABa I'bTH JHEBHO 10 JOCTHraHe Ha 1 10 2 mg ABa II'bTH JAHEBHO.
Risperidone TpsnGra ma ce npuiara ¢ BAEMaHHE IPH TE3H MPYNH NaMEHTH.

Kombunupané coc cmabunusamopu Ha HaCMpoenuemo

Hanuuna e orpaﬂnqeﬂa nudopmanus 3a komObuHHpanoTo npunarade Ha Resperon ¢ Carbamazepine
Tpd, GHIONAPHO PascTpolicTro. Bk pasaen 4.5.

He ce NpenopLyuRa ERHOBPEMEHHOTO MphnaraHe Ha Carbamazepine i Risperidone npu 6unonspuo
PascTpoiCTRO’ o HpH,ﬂOGHBaHBTD Ha AocTaThuHo onuT. KoMOuHupanoro npunarage ¢ lithium u
valproate He H3HCKBa Icopnmpaﬂe Ha go3aTa Ha Risperidone.

4.3. _Ilporusonokasanus

Resperon € HpDTHBOHOI(aBaH NPH HaNUEHTH C NNPOABCHa CBPBEXYYBCTBHTEITHOCT KBEM TlSpel‘ldOHB HIA
I(’BM NOMOIIHHTE BEINECTBA HA @HJ'IMPIP&HPITG TabneTKH.

4.4, . Cnenmajnu mpeAynpe:XAeHHS M MpeANa3HH MEePKH NPH ynorpeba
Buvapacmuu nayuenmu ¢ 0eMenuis

Crupmuocn

[lpy BB3pACTHY NAUMEHTH ¢ ASMEHIH, IEKYBaHH ¢ aTHIIMYHM aHTHIICHXOTHYHH JIEKApCTBa ce
HabllfoJ[aBa yBelTM4aBaHe Ha CMBPTHOCTTA B CpaBHEHHE ¢ ILIaNe60-KOHTPOIHpPaH aHanu3 Ha 17
KOHTPOIHPAHH NPOYUBAKHKSA , IPOBEACHH ¢ ATHIHYHH aHTHICHXOTHYHHA JEKAPCTBEHH NPOAYKTH,
BKITFOHHTEITHO U ¢ RISpendone Tlpu nnaue6o-KOHTPONHPAHH NPOYYBAHNS B TOIYIALHS TALHEHTH,
nexysann ¢ Risperidone, cmsprroctTa e 4% npu nexysann ¢ Risperidone nanuentn, cpasueno ¢ 3.1%
_TIPH ManpeHTH Ha Iuranebo. Cpepnara BH3pacT HA HaHEHTATE C JIETANICH U3X0A € 86 roguan (MexIy
67 — 100).

Ednospementa ynompeba ¢ gyposemud

Ipu nanebo- -KOHTPONUPAHH NPOYBAHKA C Risperidone nipy BE3pacTHH NALUEHTH C NEMEHIIHS
JIeKyBaHH exHOBpeMerHo ¢ dyposemu H Risperidone ce HabmonaBa no-sHcoxa ecMeprHOCT (7.3%,
cpeiHa BE3pacT 89 roAuu, Mexxy 75-97%) B cpaBuenHe ¢ Jiedenue ¢ fpueM caMo Ha Risperidone
(3.1% cpenba Br3pact 84 romuHy, MexKy 70-96) HIN CaMOCTOATEITHO NPHIIOKEHNE Ha dypo3eMu
(4.1% cpenna, e3pact 80 TOIHHHY, MEXILY 67-90). Vpenu4eHara CMBPTHOCT NPH HallMeHTH, JeKYBaHH C
dyposemua u R1sper1done ¢ HaOMolaBaHa Py ABE OT 06110 4 KTHHWYEK NPOYHIBaHHUA,

Hee ycTaHOBeH TIATO(H3HONOTMUSH MEXAHH3BM, OGSCHABAI TOUYHO TOBA HABIIONEHHE, KAKTO HAMA 1
NOTHYECKE BaKOHOMBpHOCT 32 pUYMHATA Ha HabmoAaBaHaTa CMbPTHOCT. Bbnpexy Tosa Tpabea
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NpeAH B3EMaHETO HA PElieHHe 3 NIpuaraneTo 1. Hama HabioaBaHo NOBUIIABAHE HA CMBPTHOCTTA
npH nauueﬂm, npHeMAaty APyrH JUyPeThiH eqHOBpeMeHHo ¢ Risperidone (rnapro Tnasuauu
AMYPETHIIH,: nanonssaHH B HHUCKH J1034). He3aBuCcHMO OT JISHEHHETO, ASXUJIPATALHATA € PUCKOB daKkTop
3a NIOBHIIABAHE HA CM'BpTHOC’ITa ¥ Tps6Ba Ja ObAe BHHMATENHO NPENOTBPATARAHA IPKM BL3PAcTHH
NAITUeHTH C ,ueMeHunsI

Mo3vuno-cvoosu Heocenqnu cvbumus (MCHC)

R:sperxdone He Ce NIPENopEYBa 32 JIEYSHHE HA OBSACHIECKH CHMITTOMH IPH ASMEHIHS I0pajy
TIOBHIIIGHHA PHCK OT MCHC {(BKITIOUATENHO MOZBUHO-CHI0BY HHIMAEHTH H IPEXOIHN HCXEMUIHH
le/lC’I'I:l‘IPI) JqueHHeTo Ha ochH TICHX03H [IPH MALHEHTH C AHAMHE3A 32 JeMeHIHs, Tpadea na 6nae
camo Kpamocpoqna H 712 c€ poBexA2 0 NPERophKa Ha CHEeLHAITHCT.

[pn nnaueﬁo-xcomponnpaﬂn pOYYBaHKA NMPH BH3PACTHH NALMEHTH C AGMEHLNS Ce HabmoaBa 110-
BHCOKA *-Iecrora oT MO3’B‘-IHO CBAOBH Hexenann peakunn (MCH u [THA), BrkmountenHo ¢ garaien
U3XO/ Y naunemrn, TIeKyBaHH © Risperidone B cpaBHeHKE ¢ NaLHEHTH, npueMamy nnane6o.
0606meHHTe AaHH# OT,6 d1ef0-KOBTPOIHPaHY NPOYUBAHHS IIPH OCHOBHO BE3PACTHH NAlHEHTH
(uan 65 ro,zmﬂn) c nemenumx II0KA3BAT, e Hepedpo-BacKkyTapHUTE Hewelany peaxiun (o61mo
CEpHO3HHA H HecepHOBHPI) ce cpemar 3.3 % (33/989) or nanuenTture, nekypanH ¢ Risperidone u 1.2 %
(8/693) or nanpentyuTe, npueMalny miane6o. OTHOCHTENHUAT puck (95% TOUESH JOBEPUTENEH
uHTepRaN) ¢ 2:96 (1:33, 7.45). Cnenosarenno Risperidone TpsGba Ja ce Npuara ¢ BHUMAHHE IPH
MALMEHTH C JAHHH 33, JeMEHLIHA.

J'Iercapme TpsORa BHUMATENHO ia npeneHsT pucka of MCHC ¢ Risperidone npean ma nexysar
NALHEeHTH & aHaMHe34d 3a MCH u ITHA. Crexga ga ce o0bpHe BHUMaHKe K Ha APYTH PUCKOBH (hakTopu
38 MO3BYHO- c:anosu saﬁonaBaHua BIJIIOYMTENHO XHIEPTOHUS, TIOTIOHOIY e e, JuabeT, IpeachPIHO
MBKASHE HID. - -

B¢ CAengTBIe 6110Kupaue Ha 0-PEIENTOPUTE B IIGHTPANHATA HePBHA CUCTEMa, OPTOCTATHIHATA
_XHIIOTOHMS MOXe 112 ce 000cTpH (ocobeno B HavanoTo Ha Jiedennero ¢ Risperidone), a noszara Tpabpa
Jia ce MOHIDKH.

Ancha-6roxupawo deiicmeue

Hopanu andna—ﬁnoxupaum'rou.‘ IeHcrsye Ha Risperidone e Bb3MOXHA MOABATA Ha (OPTOCTATHYHA)
XUTIOTOHHSA, 0COBEHO 1Mo BpeMe Ha HauaIHus IEPHO/ Ha afanTupaHe Ha fosata. [Ipy nossara na
xunomﬂug,rp;ﬁpa:na ce TTOMMCIH 3a pefyLHpane Ha 103aTa.

Resperon Tfmﬁlaa‘ A2 Ce pUiara ¢ BHYMAaHHe IPH HALMEHTH ¢ IPOABEHO CHPACIHO-ChIOBO 3ab0nsiBaHe
(Hanp:.. cnpneqﬂa Henoc'ranqﬂocn uHdapxT Ha MHOKapaa, yobKasane Ha QT untepnana,
;(exnnpa'raum XUTIOBOJIEMHUS HIIH MO3BYHO-CHA0BO 3a00NABAHE) U 103aTa Cle/IBA /I3 C€ aJanTHpa
TOCTEAEHHO, KaKTo € npenop'bano (Brox. JlosupoBxa U HadMH Ha Ipuiioxkenye). [Ipi KIHHUYHK
npquBaHnﬂ, Rlsperldone He & TIpeM3BHKAN yIbKaBaHe Ha QT HHTepBana. KAKTO 1 npu ApyraTe
aﬂmncnxomuu, npH TPEIMICBAHS Ha Risperidone ce npenops4Ba NOBHLISHO BHUMaHHE MIPH
yno*rpeﬁa 3ae,uHo c nekapc'rBeHn IPONYKTH, yabmkapanu QT untepsana.

AXo ce Hanara. JIOH’I:J'IHHTGJIHEI cepauys, TpAdBa Jia ¢e MPHIOKH JONBIHHTENHO JIEKapCTBO {HAMp,
GeHsona3enuiy), BMECTO Ja ce MoBMIABa fo3ara Ha Risperidone.

Krvena ducxunesuﬂ/ExcmpanupmuaHu CUMPINOMU
JIeKapOTBeHn cpe,r[CTBa ' AeficTBallM KaTO AHTATOHMCTH Ha MOMAMHHOBUTE PELENTOPH, ca CBBP3aHH ©
HHnyuupaHeTo Ha KBCHA AMCKHHE3HA, KOSTO Ce XapaKTepH3Hpa C HEBOIIEBH PUTMIYHH [IOTENBaHUS,
3ac;1ramu TPEIMHO; e3nKa H/MJIH nunero. CelIecTBYRAT JAHHH, He [OABATA HA eKCTPATHPaMEIHN
CHMIITOMH € pUCKOB cbamop 34 PA3BUTHETO HA KbCHA AMCKMHE3NS, Thif KATO BB3MOMKHOCTTA 38
Hpe,I[HBBPIKBaHe Ha eKcTpanupamusy cuMnToMu np Risperidone e mo-mManka B cpasHenue ¢
KIatu4ecKuTe Heaponenmun Ipu nosBata Ha NpHU3HALKM H CHMITOMH Ha KhCHA ﬂﬂe}(ﬂﬂgslgg crnefBa
Za ce IOMHCIIH 32 [PEKPATABAHE HA BCHUKH AHTHIICHXOTHYHY JIGKapCTBa. ,;/ \g K1 /\, ph S,
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4.5,

Heegporenmuyyen Manuznen cuHopom

Ilpy ynorpedara Ha AHTHHCHXOTALM Ca GUIH OMMCAHM CIlyYan Ha HEBPOJENITHYSH MANHIHEH CHHAPOM
(HMC), kofiTo Ce xapakTepM3upa C XHNEPTePMUs, MyCKYJIHA PHIMAHOCT, BETETATHEHA HeCTabHIHOCT,
NIPOMEHH B ACHOTATa Ha CE3HAHUeTO 1 NIOBULISHH HUBA Ha xpeaTHH(pochokuHaza. JIonbIHUTeNHHTE
'CHMIITOMH MOTaT 12 61>,ua'r MHUOTNoOUHY pus (pabaoMuoNnK3a) ¥ ocTpa ObOpeyHa HEAOCTAaTHYHOCT. B
TAKBE CIy4dll anTUNCHXOTHHRH NEKapCTBa, BIMOUHTENHO U Risperidone, criezpa aa Ghiat cripeny.
TTpenopsupa ce Hama.nﬂBaHe Ha TIOJIOBHHA, KAaKTO Ha Hava/HaTa 1032, Taka H Ha Cle/iBalluTe
YBEIHUEHNs Ha fo3ata mpH repHananﬂ AAlMeHTH ¥ Ipy NauueHTH ¢ Op0petna 1 yepHonpobua
HEJIOCTATHYHOCT.

Heéobxoauma e nexapceka npeneHka Ha CbOTHOLMICHHETO NO3a/PHCK TIPH NPEATUCBAHE Ha
AHTHIICHXOTHIH, BKIFoUnTeNHO Risperidone, Ha nanuenTy ¢ Gonect Ha [TapknucoH wiu Jlesn Boau
AeMeHuus, Thif KaTo M IpK ABETE IPYNH MOXE Ja ce MOBHIIH PHCKBT OT HEBPONCIITHYEH MaiurHeH
CHHAPOM, KaKTO M OT TIOBHIIIEHA YyBCTBUTENHOCT KBM aHTHIICHXOTHYHH JIEKAPCTBEHH CPEAICTEA.
TposBara Ha Ta3H OBHIIEHA YYBCTBUTETHOCT KATO AONBIHCHHE KbM SKCTPATTHPAMUAHHTE CHMIITOMH
MO3Ke /2 BKAIOUBa 0OBpKBaHe, OOHyOHIAIN, IOCTYIapHA HECTAOMIHOCT C YECTH NaXaHIA.

Xunepenuremug

B mHoro peaku ciyyau no Bpeme Ha gedeHueTo ¢ Risperidone uma cpo0ienns 3a nosea Ha
XAIEePrIMKEMES UK BIOLIABAHE HA CHIIECTBYBAL AUabeT. [IPenopbUHTENHO € PH NAHEHTH ChC
CBIIECTBYBAL Hiaber wil ¢ pHCKOBH GAKTOPH 34 PasBATHE HA 3axapeH nuabeT A2 ¢e U3BbpLIBA
NOIXOAALIO KIIFHHHHO nabmopenne (BIK T.4.8 HEXKENAHH JEKAPCTBEHH PEAKLUY).

Hpyeu
“H3BecTHO €, 4e KIacKYeCKUTe HEBPOJIENTHIM NOHWKABAT I'bPYOBHA Npar. 3aT0BA ¢¢ NpenoprUBa

JIEUEHHETO Ha r[auﬂeHTﬂ C ENUETICHS A2 CS H3BBPLIBA C BHHMAHKE.

Ha MAHHEHTHTE MOJKe Jla ce IIpenopbyBa Aa ce BE3ABDKAT OT IPEKOMEPHO XpaHEHe, IPeBUR
B’I:SMO)KHOGTT&. 3a YBENH4YABaHE Ha TEIToTo.

MHOTO pSAKO ¢& OmHUCBAT CHMITOMH NPEAU3BUKAHH OT BHE3AMHO CIIMPAHE HA BUCOKH JI03H
AHTHIICHXOTHILH; KaTO HANPUMEP rajieHe, MOBPLLIAHE, H3NOTABAHE 1 6escpuue. Croblnapa ce M 3a

MposBaTa OTHOBO Ha IICI'IXOTH'-IHH CHMIITOMY H HEBOJICBH JBHIATCIIHH pa3crponcma (axamspm

AUCTOHHUS H nucxnnesm) eT0 3AII[0, NPENOPHYNTENHO € IOCTEeHHOTO CIINpaHe Ha JIYeHHEeTO,
Bwx pazpen 4.2, 132 TPenophKUTE NMPH NPHIIOKEHHE IIPH BH3PAcTHH NalieHTy, 4.2.2 - malueHTH ¢
funonsipHo paac'rpoucmo Kaxro H 4.2.3 — nanpeHTH ¢ 6BOpedna 1 YepHOAPOSHA HEJOCTATLUHOCT.

BianmoneiicTBHE ¢ APYIH JTEKAPCTBEHH MPOXYKTH i APYru GOpMH Ha B3aHMOJelicTBHe

PuckoBeTe oT ynotpebara Ha Risperidone ¢ apyru NekapcTsa He ca CHCTeMHO TIpoydeun. Tlpeasua
TBPBHYHATE efheKTH Ha Risperidone BEPXyY HeHTpaNHaTa HepBHA CHCTEMA, IPMIATAHETO MY B
KOM6HHaLlHH ¢ npyra LeHTPANHOEHCTBAIH JeKaPCTBa, BIUNOYHTEHO 1 ANKOXON TpA6Ba 1a ce

 H3BHPIURA BHUMATEIHO.

Risperidone Mosxxe na antaronmupa edexra Ha Levodopa 1 Apyru AonaMHHEPr#MHY JIEKApCTRA.

-I[oxasaHo e, ue Carbamazepme MOHHM®&ABA INIA3MEHHUTE HiIBa HA aKTUBHATA AHTHIICHXOTHYHA ChCTABKA

Ha Resperon. IToo61n ehextn Morar Az 6b1aT Hab/TIOAABAHK | TIPH YNOTpeGaTa Ha APYTH CPEACTBA,
MHAYLHMpaIy YepHoApoGru ensumu. TIpu npekpatssane Ha npueMa Ha Carbamazepine uiu cpezcTsa,
MHAyKTODH Ha yepHOZPOGHH exsuMu, [o3upoBKata Ha Risperidone Tps6Ba fa 6b1e npepasrienauna u
aKo e Heo6xo,unM0., Hamanena. Topiramate yMepeHo HaMalsa 6HOHaJIH‘—IHOGTT aﬁRrspeE@%ne HO He
BANAE HA AKTUBHATA NICHXOTHYHA (PAKUs, TOPaJiH KOETO TOBA JIEKAPCTBEHO 3@@1\&&%’ 3 \e\ ce
TPEANONAra ia e 0T KTHHIIHO SHAYEHHE.
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DenoTHAZNHEY, TPHUKKINYHA aHTHASTIPECAHTH 1 HsAkoH (-6/10Kepu MOraT 1a yBenuyaT NasMeHHTe
KOHIIEHTPAIHH Ha Risperidone, Ho He # Te3# Ha aHTHNCHXOTHUHATA (paKius. Amitriptyline He
MIOBJIMABA (bapmalcomnemxam Ha Risperidone unu Ta3u Ha akTHBHATA AHTHNICHXOTHYHA (paKuys.
Clmetldme wnx Ranitidine nosuiasar 6MOHANHYHOCTTA Ha Risperidone 1 He3HAaUMTENHO Ta3H Ha
aKTHBHATA aHTHNCHXOTHYHA dpakuus. Fluoxetine u Paroxetine, kouro ca unxuburopn na CYP 2D6,
NOBMINARAT [I/IA3MEHHTE KOHLEHTpauHH Ha Risperidone, HO Mo-Mafko OTKONIKOTO Ha aKTHBHATA
ncuxoTHyHa dpaxig. Koraro e 3amodHaTo WM MpekpaTeHo ChIbTCTRAILO npuaoikenue Ha Fluoxetine
wiu Paroxetine, nexapat Tpa0Ba fa npeoneny fosara Ka Risperidone. Erythromycin, koiiro e
nﬂxnﬁn'rop Ha CYP 3A4 ne npomenaT gapMakokHHeTHKaTa Ha Risperidone u Ha akrHBHaTa
anmncnxomqﬁa dpaxuua. XonurecrepasHuTe HHXHOHTOPH galantamine u Donepezil He nokasear
Knugmqﬂosﬂaqnmn edexTr BBpXY (apMmakokHHeTHKATa Ha Risperidone u Ha akrusuara
AHTHIICHXOTHYHA (PAKIKI,

ITpu npuemanero Ha Risperidone 3aeqHo ¢ Apyry IEKAPCTBR, KOMTO CE CBBP3BAT B IONAMA CTENEH ¢
NNa3MeHNHTe NIPOTeHHH, He ce HalmoJaBa KIHHHYECKH 3HauHMO H3MeCTBaHe Ha KOITo M [ia € OT ApaTa
TPORYKTA.

Rispéridone He mokasa KIMAMYHO 3HAYMM edieKT BbpXy (GapMaKoKHHETHKATA Ha JIUTHI, BANNPOAT HIH
IOHUTOKCHH.

Bk pasaen 4.4 (, Ilpenynpexcnenns 1 cnequaniy IpeqnasHi MEpKH IIpH yioTpeba”™) OTHOCHO
[OBHINeHaTa CMEPTHOCT [IPH MANHEHTH B CTAPYECKa BL3PaCT ¢ JeMeHIiud, npuemMaity Furosemide.

Xpauara He OKa3Ba BIHIHNE BHpXY pesopbuuara Ha Risperidone.

6. BpemenHOCT H KbpMeHe

Besonacroctra ra Risperidone npu ynotpefa no BpeMe Ha OpeMEHHOCT NPH YOBEKA HE € YCTAHOBEHA.
ITocTMapkeTHHrOBO ca HabIoJaBaHH 0OPATHMH eKCTPANMPaMU/IHK CHMITOMH IIPH HOBOPOLEHH OT
Malixy, pHeMani Risf)eridone Ipe3 NOCHeHHI TPUMECTEP Ha OpeMeHHOCTTA.
Brrpexy e pH ONKTHA s#uBoTHY Risperidone He e nposBAN ZUPEKTHA PeNPOAYKTHBHA TOKCHYHOCT,
HAKOH HH,E[HpeI(THH BB31eiicTBHA (Ype3 OBNUABAHE HA [TPONIAKTHHOBATA CEKPEIHs H Ha LIeHTpaHATa
HepBHa cucTeMa) ¢ Giiu HabrofaBany. [IpH HHTO eIHO U3CNEIBAHE HE & YCTAHOBEHO TEPATOTEHHO
neictere Ha Risperidone. Boerpeku ToBa, Risperidone cnensa na ce npunara o speMe Ha
GpeMeHHOCT, CaMO aKo I0I3aTa HA[BHINABA PHCKA,
IIpu onuty ¢ )xHBOTHY € 6u0 ycTaHoBEHO, ye Risperidone u 9-hydroxyrisperidone ce excxpetupar B
" MIIAKOTO. YCTaHOBEHO e chbllo, 9e Risperidone u 9-hydroxyrisperidone ce oTgensaT B MalfuuHOTO
misiko. Flopamu ToBa sxenu, npuemartu Risperidone, He Tpa6ea a KEPMAT.

4.7. EderTH BEPXY CNOCOOHOCTTA 32 miodmpane u padora ¢ MamnHu
BramoxkHo e Risperidone na monpeun Ha nefiHOCTH, H3UCKBALIM MOBHIICHO BHUManue, TTopany Topa

TMalHeHTHTe TpAGBa Aa ce CHBETBAT Jia He WIOQHPAT H 2 He YIPaBiABAT MAIIMHH 0 YCTAHOBABAHE Ha
HHAMBHyalHaTa HM 4yBTCBHTENHOCT KbM Risperidone.



4.8. Hexenanu JIEKAPCTBEHH peakIHH

Ha 6azaTa Ha ronemMus KIHHHYEH ONAT, BKIICYBALI IPOAB/DKHTENHA ynoTpeba, € YCTAHOBEHO, Ye
Risperon ce noxacs nodpe. B MHOFO CiyyaH e TPYAHO Ja CE PasrpaHMyaT HEXEIaHHTe JeKAPCTBEHH
PEaKHUM OT CHMIITOMHMTE Ha OCHOBHOTO 3a6oispane. Hexxenanute peakiiy, Hab/TIaBaHy NIpH
neueHue ¢ Resperon, ca H3bpoenn mo-Hoiy:

Muozo wecnu (>'1/10)

Heuxwinu Hapyuiess - Ge3CHHAE, AXUTALINA, TPEBOKHOCT, IMasoGomme. Habmonapana e cefauns npu
Tiela. ¥ JOHOLIH, TIO-HECTO OTKOJIKOTO NPH B3pacTHU. Kato usano cepanusta e nexa i npexojHa.

Yecmu (> 1/100, < 1/16)

Hapyutenus na nepenama cucmema - CHINBOCT, yMOPa, 3aMasHOCT, HapyIUeHa KOHLEHTPaLHs.
Excmpanupamudny cumnmomy - cpeinar ce no-psiaxo, B cpasHeue ¢ haloperidol - Tpemop,

. PHTHIHOCT, TIOBUINEHO CIIOHOOTIENHE, CXBAIAHHNS, XHIePCATHBALHS, HECTIOCOOHOCT Aa Ce CTOH
HE[IOABHKHO, 6pa;(mcpme3m aKaTH3Ms, OCTPa ANCTOHMA. B IHOBEUETO CIlyHan Te3H CHMITOMH Ca B
neka GopMa U H3HCKBAT MPOMSAHA B I0MPOBKATA HA AHTRNAPKUHCOHOBHTE JEKAPCTBA IPH OCTPa MAHH
Ha OHIIONAPHO paac'rponcmo neueHnero ¢ Risperidone moxe aa foBege ao nosea Ha
eKCTPANUPAMHUAATHH HApyLICHYA B TIOBEUE OT 10 % oT cnydauTe, KOETO € MHOTO MO-PSLKO B
CPaBHEHHUE ¢ TPIHPI‘lHPITB HeBponenturi (Gytupodenonn, fude N0y THAIHNCPHINHE, PEHOTHAZHHH H
Ap.): -

Cmomamno-upegny napyenus - KOHCTHITALMS, JUCTIENCHS, FajeHe, IOBPBIIAHE, [aCTPaIrHs,
KOPEMHH GOMKH.

Hapyuienus na evsnpousgodumennama cucmema U ebpdama - epeKTiNEa AnchyHKEng, 0ole3HeHa
noJoBa P30y AR, HapylIeHHe Ha eAKyIaluaTa, CMYIIEHHA Ha oprasma.

Hapywenusa na oxomo — 3aMBIICHO BKAGHE
Hapyuenus na Myunama cucmema - PUHAT, OBPUB ¥ APYTH anepruyHi peakiuy, aHTHOSAEMa.
Cwdogu napyuienus — MO3bYHO-ChIOBY HapylIeHHs Morar fa GbliarT HabmonaBanu o BpeMe Ha
Jeueryero ¢ Risperidone (Bux 1.4.4).

Peoxu (> 1/10 000,< 1/1 000)

Hapyiuenus na yxomo u 6ompewiHomo yxo - OpTOCTaTHIHO 3aMaiipaHe

Cropoeinu napyutenus ~ XANOTOHHS, BKAIOYBAILA OPTOCTATH3BM; TAXUKADAH,
BKJIIOYBAILA PehIEKTOPHA TAXMKADINS i XHIEPTOHUA

Hapyuienus Ha eHOOKpUHHAMA CUCMeMA — KO303aBHCHMO TIOBHIIABAHE Ha [LTA3MEHHTE HIBA Ha
NIPONAKTAH, KOeTO KIMHITHO Ce IPOSBAEA C ralaKkTopes, THHeKoMacTHs, aMGHOpe}H/)i. a\
MEHCTPYaNHMS UKBIT, }\‘ LHigi 9




Obwu napywenusa — efeMa, NOBUUIABAHE HABATA HA YEPHOAPOOHKTE EH3HMHY, MOKAYRAHE HA TENECHOTO
TErN0, MOHKXaBaHe Opos Ha HeYTPOHITHHTE JIEBKOLHMTH H TPOMOOLMTH, He3alhpXKAHe HA YPHHA.

Mniozo peoru (< 1/10 000)
Hapyuienus Ha memabonuzma 1 xpanenemo - XMIeprilHKeMHUs 1 U30CTPSHe Ha JHabeTHOTO CheTOHNE

Obupu napywenus - ChoBIIABAT C& H CIEIHNTE HEXENIAHH JEKAPCTBECHH PEAKIMH NPH NCHXOTHHHK

HaNHEHTH, KOHTO Ca ‘06U 33 BCHYKH BHAOBE HEBPONEIITHIHN (ATHIHYHE H KNacCHIECKH)

- " BOXHA HHTOKCUKALMA C XHIIOHATPHEMHS, KOETO Ce ABIKH Ha MONUIHITCHA (CHITHA XakAa) WK Ha
CHHZPOMA Ha HAPYIIEHA CEKpPELHa Ha aHTUAMYDETHYEH XOPMOH;

-  TappuBHa ,qﬁpxnﬂesnﬂ;'nﬁcperynaum Ha TeJlecHaTa TEMIIEPaTypa B NpUIaIbLH;

- HEeBPONeNTHYeH MaJHTHEH CHHAPOM;

- <CS,E[6.I.IHH KOATO C€ Cpellla M0-4ecTo NpH MalKH Jela M oApacTsall | € B Jieka dopma U Obp30

OTMHHaBaU.Ia.

ITpu ynotpebara HA Riéperidone HMa ¢hoOiIeHHs 32 NepeOpo-BacKyIApHH HEXeNaHH peaKiHH,
BKJTIOUHMTENHO, HEepe6po~BackyNapHH HHLHACHTH M [IPEXOAHH UCXEMUYSHH aTaKu.

MHOTO psAKO 110 BpeMe Ha NOCTMAPKETHHTOBHTe HabmoaeHus ca choblasany A06pokadectseny
XuNIO(UIHY aNEHOMH pY ynoTpebapaumre Risperidone. He e oTkprTa npryMHHO-CleACTRCHA BpPE3Ka.

OnucBar ce CHMITOMY, NpelH3BUKAHH OT BHE3AMHOTO CIIHPaHe HA aHTHICHXOTHLH (K 4.4
,,Hpenynpemneﬁna U-CIIEHHAHH NPEeAIIa3sHy MEePKH IpH ynotpeba”)

Pa3skoTo IipekpaTsBale na npuema va Risperidone ce xapakTepuzupa ¢ HexeTaHM PEaKIlHH, ONHCAHK B
T.4.4

4.9. Ilpenozapane

Cumnmomu,

TI0-TIpaBHIIO, ONUCBAHUTE NPU3HALIA ¥ CHMIITOMH CHBRAAAT C Te3H, KOWTO CE TIOSBABAT B pesynTaT Ha
. 3acHNIBaHe Ha mo3Harute dapmakoyornynure edexru Ha Risperidone. Te BKIIOYBAT CHHIHBOCT H

Cepypane, TAXMKAPAMS H XUICPTEH3HA, H eKCTpalmupaMuAHu chmuromu. Orucanu ca ciyvan Ha

npefosupae 10 360 mg, Hanuuuure AaHHH ca NOKAasaTelHM 34 roJAMa TEpPAleBTHYHA IIHpHHA. B

DPeMKH CIIyyan-ce chobugasa 3a yapmke QT-uHTepRAI.

B -cnyqalt Ha H3paseHO MNpefosupaHe cnefsa Aa ObAe B3eTa NPelBHI BH3MOXHOCTTA 3a

€AHOBPEMEHHOTO BIUSAHAE Ha MHOXECTBO JIEKAPCTBEHH TPOLYKTH.

Jleyenue
TpabBa 1a ce BB3CTAHOBH M IOJIBDIKA NPOXOAUMOCT Ha JUXATENHUTE MBTHIA U Ja GBAC OCHIYpeH
HOCTATEYHO KHMCJIOPOZ M BeHTMMauus. Moke fa ce MMa [pelBHI CTOMAIIHA POMHBKA (Clen
HHTyﬁaHPIH, K0 FAUMEHTHT € B Oe3ch3HaHHE) M BHBEX/JAHETO HA AKTHBEH BEIVICH 3aKHO CbC
CNaBUTENHO | cpe,ucrso. Bennara Tpabea ma 3amouHe NpocheAsBaHe Ha ChPACYHO-ChAOBATA AEMHOCT,
KOETO * o' BKIIOUBA HENMpPEKBCHATO ENEKTPOKAPAHOTpacko MOHHMTOpHpaHE 3a YCTaHOBSBAHE Ha
EBeHTYANHN APHTMHH, .

He cpuiectsysa cnenuduuen antuaoT Ha Risperidone. lopamu Topa, cnensa fa ObJaT HasHAYEHH
ﬂo,uxo,uslmu no;un;pmamu MepKH. XHNOTeH3HATa H UHPKYNATOPHHAT Konanc cne,aaa Ja ce
NpEOOIBAT * ¢ - IOAXONSIA MEDKH KaTo TUPHJNATaHeTo Ha TEHHOCTY,
CHMMNATHMHMETHYHM cpedcTBd. B cnyvaif Ha TeXXKH eKCTpamHpaMHAHH




TNIPHIIOKEHO. aHTHXONIHHEPTHYHO JICUCHHE. CTle"HHT JICKApPCKH KOHTPOJ W MOHHTODHpAHE TpH6Ba Aa
HPOABIDKAT A0 BH3CTAHOBABAHE HA IALIUCHTHTE.

5. ®APMAKOJIOFHYHY CBOMCTBA
5.1, ®apmMaKkoAHHAMHEYHE CBOHCTBA

ATC x0d: NO5 AX 08

@apma«omepaneemuwa gpynaq; ATHIIHYEH HEBPOJENTHK

Rlspendone e CeJ'IeKTHBeH MOHOAMHMHEPTHYEH aHTArOHHCT C YHUKaAHM CBOHCTBA. [IpuTekaBa BHCOK
admuutér. R’LM cepOTOHHHepr‘H‘-IHHTe 5-HT, u pomamusepruunure Ds;-penerrropu. Risperidone ce
- CBBP3BA CHUIO ¢ ampal-a,upenepmqﬂu PeLEenTOpH U ¢ NO-HUChK aduunTeT, ¢ Hi-XuctamMuHepruvsy u
uz-axpeﬂepmqﬁu peuen’ropn Risperidone ne mpuTexaBa aHHATET KBM XONMHEPTHYHH PELIETITOPH.
- Berpexu-ue-Risperidone. ¢ momen D,-aHTaroHHCT, KOMTO e CUMTA, He NOBIMABA MOIOKUTENHATE
CHMOTOMH npn mnsod}penm, TOH NOTHCKA MBHTATeNHATA aKTUBHOCT U NMPEefU3BUKEA KATaCICHs IO~
MAiKO OT KAaCHYecKiTe HEBPONCSNTHIN. BalaHCHpAHMAT UEHTPANCH CEpPOTOHMHOB M JIOTIAMHHOB
aHTaI‘OHPIBT:M MOXKE Ia: HAMANH BEPOATHOCTTA OT MOABA HA SKCTPANMPAMUIEY CTPAHHIHM eekTH ¥ 1A
pazImBEpy o6XBaTa Ha TEpaNEBTHUHOTO NEHCIBME N0 HETATHBHHTE M a)eKTMBHH CHMITOMH HA
IJJPIBO(I}peHPIHTa‘

5.2. PapMAKOKHHETHYHH CBOHCTBA

Risperidone ce . pesopbupa HANBAHO CHEJ OpaJHO NpPHEMaHe, KaTo MAakCHMaiHH IUIa3MeHH
KOHLLeHTpaLLHH ce jocturar B pamMkute Ha 1 fo 2 yaca. Pesopbuuara He ce BIHAE OT NPHEMAHETO Ha
.XpaHa, Iopaly ToBa RJsperldone MOXe Jla ce IpHeMa ¢ 1 6e3 xpaHa.

Rlsperldone .ce - MeTaGOJIHanpa qactHuio ot CYP 2D6 mo 9-hydroxyrisperidone, koiito uma
cl)apmaKonorﬂqu AeficTaue, cxomHo ¢ ToBa Ha Risperidone. Risperidone u 9-hydroxyrisperidone
dbopmupar aiciMBHATA AHTHIICHXOTHYHA (pakuus. Jpyr MeraGomnrteH nbT Ha Risperidone e N-
IeaRKWIHpaKeto.

Cren mepopanuo TIpHEMaHE OT TICHXOTHYHH MAlHCHTH BPEMETO Ha eNMMHHAIMOHEH MOMNYXKHBOT Ha
Risperidone. e oxorno 3,4acd, a Ha 9-hydroxyrisperidone u axTMBHATa aHTHICHXOTHUHA (paKius & 24
qaca.

ITpw roBeveTo nanuents Risperidone focTira paBHOBECHH MTA3MEHH KOHLEHTPAUMH B PAMKHTE Ha
JeH. 9—hydr0xyrlsper1done JOCTHIA PARHOBECHO CHCTOAHHE B paMKuTe Ha 4-5 gHH. B auanasosa Ha
TepaIeBTHIHHTE AosH IIa3MeHKTe KOHLeHTpauun Ha Risperidone ca nponopuuonanuu na nosara.
Risperidone ce pasnpe,uena oBp30. ObembT Ha pasnpenenenue e 1-2 I/kg. B nnasmara Risperidone ce
'CBBP3BA C, aJIGyMHH wandal-kecen rnuxonporend. CebpspaneTo Ha Risperidone ¢ mnasmennte
npoTenHH ¢ 88 %, aHa 9—hydroxyrlsper1done —77%.

Eana cegmuiia cne;[ npwlaraHe Ha 70 % oT J03aTa ce M3IbYBA B YpHUHAaTa, a 14 % - B U3NpakHeHHsTA.
B ypunara Rlspendone u 9-hydroxyrisperidone npenctasnasar 35-45 % ot nosara. OcraHanaTa yacT
¢a HEAKTHBHU- Meraﬁonu'm.

Enno npoyupane ¢ e,ElHOKpaTHO JIO3YPAHE & NIOKA3AI0 HO-BHCOKY NIA3MEHY KOHISHTPALHY H MO-0aBHO
CJ'IPIMHHPIpaHe Ha rzspendone IPH NauMeHTH B HapeAHala BE3pacT M MmanueHTH ¢ 6s6peyuna
HENOCTATBYHOCT.

5.3. Hpe;[-l&ﬂﬂﬂﬂ‘lll'ﬂ_}lal{lﬂ{{ia 0e30MacHOCT




Ilpu HBOJIe,ﬂBaHHH 3a (cy6)xpoHUYHA TOKCHUHOCT, IPH KOUTO MPUIICKEHHETO € 32MOYHATO TIPH MONOBO
Hespenn nm,xose H, queTa ca 6unu HaOMOJaBaHH J030-3aBUCHMH e(heKTH BBpPXY MOJOBATA CHCTEMA H
rps,nﬂme KIE3H TIpH MBIKKATE H JKEHCKHTE XUBOTHH. Te3n ediekTH ca GNH CBBP3aHM ¢ TOBHIUEHHTE

CepyMHM HMBA HA NPONAKTHH M C4 Pe3ysTaT OT GAOKHpaHe aKTMBHOCTTA HA JONAMHHOBHTE D2-
peuenTopu Ha Risperidone.

Beuyku  ApyrH. JaHHH, CBBP3AHH ¢ OesomnacHocTTa Ha NPOAYKTA, HMALIH OTHOIIEHHE KBM

NPEeANHCBAIMA JICUEHHETO, Ca NIOCOYEHW B CHOTBETHATA 4acT (BX. pasien 4.6 ,BpeMeHHocT M
xspMene”).

6. PAPMANEBTHYHA JAHHH

6.1. Cnncbk HA MOMOIHETE BelIecTRA

Resperon gpunmupany mabremxy I mg

. IloMoOXUHM BelecTBa: Konn4ecTeo B TAbMEeTKA
Lactose monohydrate 134.0 mg
. Maize starch 41.0 mg
. Microcrystalline cellulose pH 102 17.0 mg
’ Sodium lauryl sulphate 2.0 mg
-Silica, colloidal anhydrous 2.0mg
Jalc 20 mg
 Magnesium stearate 1.0mg
DramooipazyBallin BeIIECTRA;
'Hydroxy propyl-méthyl.cellulose ES 3.5mg
' Propylene glycol 0.45 mg
T © 4 Tale 0.55 mg
" OTHOCHTEHO TEerjIo: 204.0 mg

Resperon dunmupany mabremny 2 mg
. ITomMomHH BelIecTBA: Konnuecrso B Tadaerka

Lactosé monohydrate 133.0 mg
- ‘Maize starch 41.0 mg
Microcrystalline cellulose pH 102 17.0 mg
" _-Sodium laury! sulphate 2.0 mg
Slhca, colloidal anhydrous 2.0mg
- . Tale 20 mg
L Magnesmm stearate 1.0 mg
DUIMOOOPA3YBALIN BeLECTBA:
- Hydroxy propyl methyl cellulose E5 3.33mg
"~ 7!-  Propyléene glycol 0.40 mg
-, Titanium dioxide 0.27 mg
* Csueer xibiro ( E110) 0.02 mg
: Talc *° 0.64 mg

© . *QOTHOCHTEIHO Tera0;




Resperon chuimupanu mabnemruy 3 mg
TloMoHH BElecTRa: KomuecTBo B Tabierka
Lactose monohydrate 199.5 mg
Maize, starch 61.5 mg
Microcrystalline cellulose pH 102 25.5mg
Sodiurh lauryl sulphate 3.0 mg
Silica, colloidal anhydrous 3.0mg
Talc 30mg
. Magnesium stearate 1.50 mg
DOHEAMO0Opa3ZYRAIIN BEIIECTEA:
. Hydroxy propyl methyl cellulose E5 5.0 mg
Propylene glycol 0.60 mg
) "Talc (.96 mg
: Trtamum dioxide 0.40 mg
XunonuHOEO xBITO ( E104) 0.04 mg
* ~ OTHOCHTEJHO TEro; 307.0 mg

6.2. HecLBMECTHMOCTH

He ca n3pecTHH -

6.3. Cpox pa rofitoct

2 ropnuu

6.4. Cniena/INg ycAOBHS HA ChXPaHeHHe

Resperon Tabrerxu TpsOBa fa ce ChXpansBa NIPH TeMnepaTypa ol 25 °C
Jla ce cbxpaHsABa Ha HEFOCTHITHO 32 Jelia MACTO.

6.5, Hamnu 32 ONAKOBKATA

PVC/PVAC anymuuues 6nuctep ¢ 10 duimupann Tabnerku. B egna xaproHeHa KYTHs ce ChABIKAT
JBa ONIHCcTepa 1 IMCTORKA 32 Mal{HEeHTa.

6.6, Cnenuannu ykajanua 3a ynorpeda

HpO,El)’KTbT € IIpeaAHa3HavuCH 38 HePOpalIeH NPHEM,

7. HOPUTEXATEJ HA PASPEMIEHHAETO 3A YIIOTPEBA

“‘-Iamca(bapls:ia BnéogéxaHeCTBeHnTe Jekaperea™ AL
rp. Bapua 991 0,;“H.H.Banuapoa” Ne 1, Benrapun




8. PETHCTPATTMOHEH HOMEP

9. JATA HA IIBPBOTO PA3PEIIIABAHE 3A YIIOTPEBA HA JIEKAPCTBEHUS ITPOJAYKT

10. JATA HA NIOCHEAHA AKTYAJH3AIMASA HA TEKCTA
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