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Mupaneram Axadapm 200 mg/ml nﬂmexunﬁé’ﬁgﬁﬁﬁidﬁp/
Piracetam Adipharm 200 mg/ml solution for injection
(nupaneram/piracetam)

IIpoueTeTe BHUMATENIHO NAJATA JIHCTOBKA, NPEH 12 3aN0THETe A2 NPHEMATe TOBA JIEKapCTBO,

ThH KATO TS ChABPKA BaxkHa 3a Bac undopmanns.

- 3amnasere Tasu JMCTOBKA. MOKe a Ce HAJIOMKH /I 51 IPOYETETE OTHORO.

- AKo HMaTe HSKAKBH JIOILITHUTENHH BBIPOCH, nonuTaiite Bamus nekap, GapManert
HIIH MEIMLIMHCKA CecTpa.

- Tosa nexapeTro e npeanucano suuno ua Bac. He ro npeorcrsaiite Ha IpyrH xopa. To moxe
Jla KIM HaBPE/IM, He3aBUCHMO, Y€ NTPH3HALINTE Ha TAXHOTO 3a00JIABaHe ca CHIIUTE KaTo BammTe.

- AKO NONy4MTe HAKAKBM HEKENAHW JIeKAPCTBEHH pEaKLMH, yBeaoMere Bammus aexap,
dapmauesT unu MeauIMHCKa cecTpa. ToBa BKIIOUBA M BCHUKH Bb3MOKHH HEXeJIaHHU peaxiy,
HEOTNMCAHH B Ta3M JIUCTOBKA. Bukre Touka 4.

KakBo cpabpka Ta3H JIHCTOBKA:

1. Kakso npencrapnapa Ilupaneram Anudapm 1 3a KakBo ce H3MON3BA
2. Kaxso Tps6sa na 3naete npeny na npuemere Ilupaneram Anudapm
3. Kak na npuemare Ilupaneram Anupapm

4. Bp3MOXKHH HexXXellaHH peakLuu

5. Kak na cexpanspare [Impaneram Anudapm

6. ChabpKaHHE Ha OTIAKOBKATA H AONBIHATEIHA HHMOPMALIHS

1. Kaxso npeacrasnssa Ilnpaneram Aqudapm u 3a KaKBO ce H3MOI3Ba

AKTHBHOTO BellecTBo ITnpaneram ce oTHacst KbM Ipynata Ha HOOTPOTIHMTE JIEKAPCTBEHH CPEICTBA 1
HE NPosBABA NICHXOCTHMYJIMPAILO HITH YCIIOKOSBAIIO JeHCTBHE.

IInpauneram nonobpsea kpeBocHaONgBAHETO U O6MAHATA HA BEIIECTBATA B MO3BKA, BCJICACTBME HA
KOETO BB3CTAHOBSBA (PH3MYECKATa M YMCTBeHa PaboTOCTOcobHOCT. CTMMYHpPa HepBHO-NICHXMYHATA
AeHHOCT M JeHCTBa NoA0OpsBAIIO HA NaMeTTa, FOBOPA, CBETOBLPTEXA U IIaBOGOJIHETO, KATO CrIOMara
M 332 KOHUEHTpAalKs Ha BHUMaHHETO.

ITupaneram noao6psBa No3HABATENIHATE CIIOCOGHOCTH Clie/l PA3IMYHH MO3IBYHH YBDPEXKIAHHS KATO
HanpuMep: OTpaBsHMS, 3a0paBsHe BCIEICTBHE CBIOBO YBpeXkJaHe, BL3CTAHOBABA HEIOCTHra Ha
KHCJIOPOA.

INupaneram Anudapm ce H3NON3BA NpH:
Bu3pacTau:
o Jleuenne Ha KOPTHKAJeH MMOKJIOHYC (BHE3AlHH HEBOJEBH MYyCKYJNHH CBKDAIIEHHS), KATO
CaMOCTOSATENIHO JIeYeHHE HWIH B KOMOMHAIH,
® JleueHMe Ha BEPTUrO (CBETOBBPTEXK U LIYM B YLUHTE) M CBHP3aHHTE C HEro HapyLUEHHs Ha
PaBHOBECHETO, C M3KITIOUEHHE Ha 3aMasHOCT OT BA30OMOTOPEH MM JICHXHYEH NPOH3XOI;
e  CHMNTOMATHYHO JIEYEHHE HA NICHXO-OPraHHYEeH CHHAPOM C MPOSBH HA JIMICA HA MOTHBALIHAS
MM HapylleHHe Ha BHUMaHHETO H I1aMeTTa;

2. Kakso TpsifBa na suaete mpeau na npuemerte Ilapaneram Axudapm i
He npuemaiite Ilnpaneram Agndapm B crepHuTe cryyau: //f’:\:g\l\ ﬁG
® AKO CTe aIeprH4YHH (CBPBXYYBCTBUTEIHM) KbM aKTUBHOTO BELLECTBO nupaqe’;aﬁ' VT HAK
OT OCTaHAINTE CHCTABKU Ha TOBA JIEKApCTBO (M30pOEHH B ToUKa 6); /ir' ::\?,, .

®  aKoO CTpajarte OT Texka GbOpeyHa HeloCTATHYHOCT; =P

®  aKO CT€ C MO3BYEH KPEBOM3JIMB,
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° aKo cTpazjate oT 3aboisBaHe Xopes Ha XBHTHHITOH (F€HETHYHO 3a00IABaHE Ha HEpBHATA
cHCTEMA).

Kozamo ce comnsgame, sunazu ce coeemeatime ¢ Bawius nexap wiu gapmayesm.

Ilpeaynpe:xienus H NpeANasHu MEPKH
I'oBopere ¢ Bamms nekap, GapmanesT wiu MeIMLMHCKa cecTpa, Mpeiu na mpuemere Ilupaueram
Anudapm.
e JlexapcTeenus NpoaykT TpsbBa jJa ce MpHeMa BHHMATEIHO OT MALKMEHTH ¢ 6B0peuHH
3aGossBanus. [Ipenopbuanara 103a MOYe Ja ce pOMeHH oT Bamms jekap.
® Ilpu naimentu ¢ MuoknoHyc Tpsbea [a ce U36ArBa pA3KOTO TIPEKBCBAHE Ha JIEYEHHETO, Thil
KaTo TOBa MOXE Ja JOBele N0 NPEIH3BMKBAHE HA I'€HEPAIM3HPAHM WIM MHOKIHHHYHH
I'bpYOBE.

Hdena u roHOIIH
Hosata ¥ IPOXBIKMTENIHOCTTA Ha MpHeMa Ha JEKapCTBEHHs NPONYKT OT fAela e IpeAnucana oT
Bamus siexap.

HApyru nexaperea u llnpaneram Aqndapm

Wngopmupaiite Bawms nexap wiv ¢apmauest, ako npuemaTe, HACKOPO CTé NPHEMATH WIH e
BB3MOJKHO 114 TIPHEMETE JIPYTH JIEKAPCTRA.

ITpw eMAMYHY CyYan Ha eIHOBpeMeHHa ynoTpeba Ha MHPAMeTaM C THPOHJEH ekeTpakT — Ts i Tye
Hab/iofaBaHa T1OSBa HA CMYIIEHHE B CBbHA M pasApasHHTenHocT. Hama jammu 3a Ipyru
B3aWMOIEHCTBHSA C APYTH JIeKapCTBa.

KoncynTupaiite ce Beasara ¢ nekap B cilydalf Ha Npefo3MpaHe WIM CTyYaiHO IpHeMaHe Ha CBPBX
n03a.

bpemennocT, kbpmeHe H hepTHAATET

AKo cTe GpeMeHHa WIM KbPMHTE, CMATATE, He MOXe Aa cTe GpeMEHHa WM IUIaHHpaTe GPeMEHHOCT,
NOChBETBAHTE ce ¢ Baiuus nekap Wi hapMaleBT mpey ynorpebara Ha TOBa J€KAPCTEO.

Tosu nexapcTBeH NPORYKT He ce MpenopbuBa 1O Bpeme Ha OPEMEHHOCT M KBbPMEHE, OCBEH aKO
npuemMa He e KpaiHO HaoxuTelneH. JIekapcTBOTO MpeMHUHABa Npe3 MIAIEHTAaTa M JOCTHIa 0 TLUIOJA.
ITupaueram ce orhens B MmaifynHaTa KbpMa, NOpagi KOETO IO BpeMme Ha KbpMeHe IpHeMa Ha
JIeKapCTBEHHs TMPOIYKT TpA6Ba fa Ob/ie NpeyCTaHOBEH.,

Ilojpunpane u pabora ¢ MAIMHE

Xopara, KOMTO WO(UPAT MOTOPHM IPEBO3HH CPENCTBA HIM pabOTAT C MallMHM, OMBAT
NpeyNpeXxAaBaHy 3a PUCKA OT CHHIIMBOCT, NOTHCHATOCT MM HEPBHOCT NpH yrnoTpebaTa Ha TOBa
JIEKapcTBO.

Ynorpe6a npu NanueHTH B CTAPYECKA BH3PACT
HanmenTy B cTapyecka BB3pacT € NPENOPHYMTENHO Ja NOCEMABAT PEAOBHO NeKyBaLIHs Jekap 3a za
Jla ce KOHTpOJIMpa JI03aTa.

3. Kak aa npuemare ITupaneram Anndapm
Bunazu npuemaiime moea nexapcmeo mouno, xaxmo Bu e npednucan, Bawwsm Aexap unu
papmayesm.

Jlo3aTa ¥ NPOJBIDKATENHOCTTA Ha JICYEHHETO Ce OTIPEEIIAT OT JieKyBalus By nekap.

Jo3upoBka
[IpenoprunTenHata 1034 e: PR
CUMNmMOMAMUUIHO JieHeHue Ha NCUX0-OP2AHUYHY CUHOPOMY (6I0UABAHE HA yMcmeendm
Ipunarar ce iHeBHHM 1034 0T 2,4 g 110 4,8 g, pasnenenu Ha 2-3 npHeMa. =
Jleuenue na MUOKNOHYC (BHE3ANHU HEGONEBU MYCKYIHY COKDAULCHUS) : "\ s




IIpenopruBaHarTa nHeBHa 11032 € 7,2 g KaTo ce yBenuyapa ¢ 4,8 g npes 3-4 auu a0 Makcumym 24 g.
Hozute ce pasjenar Ha ABa WM TPH NpHeMa JHeBHO. JIpyrUTe JlekapcTsa 3a JiedeHHe Ha MHOKIIOHYC
TpAOBa Jia ce npunarat B 00MYaiHUTE HM 103H.

Jeuenue na sepmuzo

[IpenopruBanara no3a € 2,4-4,8 g nHeBHO, pasjeneHa Ha 2-3 npuema.

Jleuerue na nociedcmeus om UcxeMudHU MO3LUHO-CLOOGU UHYUOCHMY, RO CHEYUATHO A(a3us

IIpn nomoctpu u xponuunu (Gopmu (Tpaewu nosede oT 15 JHH) TpeNOpbYBaHATA 034 33 JHEBEH
npueM e 4,8-6 g.

Jleuenue na Qucnexcus ¢ 208o0pna mepanus npu deya om 8 do 13 20dunu

IIpenopbuBaHaTa JHeBHa 03a IPH Jela Hal § TOIMHM M IOHOLIM € OKoJo 3,2 g, pasjeneHa Ha 2
npHeMa.

lIpodunaxmuxa Ha cbpPROBUOHO-KIEMBYHA KDUZA

3a npogunakTHka npenopruBaHaTa JHeBHa fo3a e 160 mg/kg nepopanno. JlnerHata 103a ce pasgens
Ha 4 nprema. [Ipu npunarane Ha N0-HHCKA 1032 HIIM HEpeJoBEH IIPHEM KPH3aTa MOXKE 14 ¢e MOJHOBH.
Ilupaneram Anpudapm Moxe fga ce npunara Npd Jella Hal 3 TOAMHHM, KATO Ce Cas3BaT
NIPENOPBYUBAHATE JHEBHH 1034 (INg/KE) U PEKHUM Ha NIPHIOKEHHE,

Lozupoexa npu nayuenmuy ¢ 6vbpeuna HedocmamsyHocm

Ipyu manmeHTH ¢ Texka GbOpevHa HENOCTATHYHOCT, MPHEMa W JO3HPAHETO Ce ompenens oT Bauwms
nexap. Marepeana ot BpeMe MeXIy OTIEIHHTE NpUeMH He TA6Ba 1a € MO-KpaThK OT § yaca.

Hauun na npu/oxkeHne

JlexapcTBenus MpOmyKT ce Tpwiara 0aBHO MHTPaBeHO3HO. IIpenopbuBa ce AHEBHATA 1033 44 Ce
rpHeMa Ha 2-3 paBHH IpyeMa.

Koraro ce npunara kato kOHUEHTpAT 3a HH(Y3Hs Ce IpenopbuBa AHEBHATA /1032 J1a Ce MpHIara KaTo
NPOABILKHTENHA HHbY3uUs 22 24 yaca.

IIpoab/KATETHOCT HA JIEYEHHETO
IIpoasmxuTenHocTTa Ha NeyeHHeTo ce onpeaens or Bawmus nekap. OnmuManen edekr IIPH JIeYeHHe
Ha XpOHMYHH 3a00NABaHus ce TiocTura cnen 6 1o 12 ceaMHULy.

AKo cTe NpHesIH NOBede 0T HeobXxoxumaTa no3a Iupaneram Axudapm
AKO 1O HAKaKBa NpPHYMHA CTE TPHENH I10-BUCOKA J03a OT IOCOYEHATA B TasH JIMCTOBKA
uH(popmMupakiTe Bamus nekap wiu dpapmanesr.

Axo cTe nponycHaau aa npuemere Ilmpaneram Aaudapm
He npuemaiite nBo¥ina 1032, 3a 1a HaBaKcaTe NPOITYCHATATA, a B3EMETE JIGKAPCTBOTO Ha Clle(BALLHsA
IIpHEM.

Ako cre cipesia npuema Ha Ilnpaneram Agudapm

IIpexkbcBanero Ha eyennero ¢ [Inpaneram Axndapm Tpsa6Ba na cTaBa NOCTEMEHHO KATO HA BCEKH 2
IHH J03aTa ce Hamansea ¢ 1,2 g Ha neH. [Ipu cunzpoma Ha Lance-Adams HaMaIsiBaHETO HA JHEBHATA
noza TpsGBa nma crtapa Ha BeekM 3-4 guu. [lpu psA3Ko crupaHe Ha JIGYEHHETO € BB3MOMKHO
BB300HOBABAHE Ha OIUIAKBAHHMATA.

AKO ¥MaTe HSKaKBH J0ITbIHHTENHY BBIIPOCH, CBBP3aHU C yNoTpe6aTa Ha TOBA JIEKAPCTBO, MOMUTATe
Baiuua siexap, dapmaneBT Ml MeUIHMHCKA CecTpa.

4. BB3MOXHM He)KeJIAHH PeaKIaH =

Yye He BCEKH I'M TI0JIy4aBa.
Yecmomama Ha Hedcelanume Peaxkyuu ce kamezopusupa maxa.
Mmuoro yectu (3acersati nosede ot 1 Ha 10 naudeHTn);

Yectu (3acernaty 1-10 Ha 100 naunenTy);



Hedecru (3acernaru 1-10 Ha 1000 nauuenTy);

Penxu (3acernaru 1-10 Ha 10000 naupenTn);

MHoro peaku (3acernati no-mako ot 1 Ha 10000 naupenTr);

C HemsBecTHa yecToTa (OT HATHYHHUTE HAHHH He MOKe 11a ObJle HanpaBeHa OleHKa).
Yecrn :

* HapymeHnus Ha MeTabonu3ma U XpaHEHETO: [IOBUIIABAHE HA TETJIOTO;

e IlcHXM4HM HapyLICHHUA: HEPBHOCT;

e Hapyuienus OT cTpaHa Ha HepBHATA CHCTEMA : XUIEPKHHE3H (TIOBHIIEHA aKTHBHOCT).

Peaxn :

e IlcuxudHu HapyIIeHHMS: NENPECHs, ChLHIHBOCT;

e  O6mwm HapyleHus: ciabocT;

e  ChbHIMBOCT, 3aHIKEHO BHUMAaHHE — M0-CHO M3PAa3€HO B HAYAJIOTO Ha JIEYEHHETO;

e bonka B MACTOTO Ha WEKEKTHpaHe, TpombGoQueOuTH (Bh3NaseHWe Ha CTeHaTa Ha BeHara),
TIOHHXAaBaHE Ha KPBBHOTO HAJIATAHE.

Ilpy BB3pacTHY MAUMEHTH NPY NPHEM Ha JIHEBHA J03a MOBeye OT 1,2 g nupaneTaM ca HabIonaBaHH

HekenaHu peakuuu. KoHTponxpaHuTe NpoyyBaHHa NpH TaX ca mon 2%. IIpu HamanseaHe Ha f03arta

TE3H CHMIITOMH B [TIOBEYETO CIIy4yau H3ue3Bar.

C Hen3BECTHA YECTOTA:

e CromawHO-4peBHH HapylleHHs: GONKa B FOPHATA YacT Ha KOpeMa KakTO M B IIJIaTa KOpeMHa
obunacr, rajieHe, NoBpBIIaHe, THAPHS;

e Hapymenus Ha HepBHAaTA CHMCTEMA: HApyIICHMS B PABHOBECHETO, JIMIICA HA KOOPIAMHALMS B
JABIDKEHHATA, 3aCHIBaHe Ha ENUWIENCHATa, De3ChHHE, CHHIMBOCT, [IaBOOOIHE;
[lenxnyHK HapyLieHus: 06bPKAHOCT, XaTIOLMHALMH, BB30Yy1a, TPEBOKHOCT;

e Hapymenus Ha yX0TO: BepTHIO (4yBCTBO 3a 3aMaifBaHe WM CBETOBBPTEXK);
Hapyuenus Ha uMyHHaTa cicTeMa: aHa(h)MaKTOMIHA peakis (Te;KKa ajlepruyHa PeakIiys, KOSTO
NPUYHHSABA 3aTPYIHEHHE B AMINAHETO MIIH 3aMaiBaHe), CBPbXUYBCTBHTEIHOCT;

e Hapymenus Ha KoXaTa M IOJKOXHATA THKAH: KOXKHM OGDHMBH, OTOK B TOJKOJKHATA THKaH,
cbpbex, ypTHKapHs.

AKO NOJTy4YHTE HAKAKBH HEXKEJIAHU JIEKAPCTBEHH PEAKIWH, BKJIIOUMTEIHO W TAKMBA HEOTIMCAHU B Ta3u
JIMCTOBKA, yBeAoMeTe Bamus Jiexap, ¢apMareBT WM MeIMIMHCKA cecTpa. TOBa BKITIOUBA BCHYKH
BB3MOKHH, HCOIHCAHM B Ta3H JTMCTOBKA HEXKeJIaHU PeaKLMH.

5. Kak na coxpansBare Ilnpaneram Anudapm

CrxpansBaiiTe JleKapcTBEHHS IPOJYKT B OPHIMHATHATA ONAKOBKA TP TeMieparypa o 25°C.
CopxpansBaiiTe Ha MACTO, HEIOCTHIIHO 34 JeLia.

He usnonsBaiite ToBa N€KapcTBO Cliefl CpoKa Ha TFOJHOCT, OTOENA3aH BbPXy omakoBkata. Cpoka Ha
TOJIHOCT OTrOBaps Ha MOCIEIHHS I€H OT MOCOYEHHS MECell,

He n3xsbpnsTe jekapcTaTa B KaHATH3ALMATA WK B KOHTEHHepa 3a IOMalHy oTnaxeuy. [lonuraiite
BaliMs (hapMalesT Kak 1a M3XBPIATE JEeKapeTBaTa, KOMTO Bede He M3nonsparte. Tesw MepkH e
CIIOMOTHAT 3a Ona3BaHe Ha OKOJIHATA Cpejia.

6. Cpanpixande HA ONAKOBKATA H NONBJIHHUTEJHA HHpOpMaTHUs
- AKTHBHOTO BELLECTBO €: ITHpaleTaM (piracetam)
- IloMo1HH BelleCTBa: HATPUER ALIETAT TPUXH/PAT, JIeieHa OLIETHA KHCEJIHHA, BOJIa 3a HHKEKIIH.

Kak nsraexiga Ilupaneram Aandapm u KAKBO ChABPAKA 0ONAKOBKATA
JlexapCTBEHHMAT NPOAYKT NpefcTaBnsBa OucTbp OesusereH pasrteop. Omnakosan je B:) ,ﬁMﬁVUIH o
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IIparexaTen HA pa3pelIeHAETO 32 YIOTPe6a W NPOU3BOAHTE
AIUDAPM EAT

6yn. CumeonoBcko woce Ne 130
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JaTa Ha DOCJIEAHO NpepasraekIaHe HA JHCTOBKATA
HOnu 2016 .




