
3BLIPEH I43BEIIITAJ 3A OCOBIIHIITE HA JIEKOT

1. rIME HA JIEKOT, JArIIIHA I,I OAPMAIIEBTCKA AO3]IPAHA OOPMA

SPAZMOTROSPIUM/CilA3MOTPOCII4yM 5 mg m6rem

2, KBAJII,ITATI,IBEH }I KBAHTUTATIIBEH COCTAB

1 ra6re'ra coAp)rfl,r 5 mg'rpocnr{yM xJropr4A.

Excqunueucu
3a qelocua r,ucra Ha gKcrlr4[r4encu Bvr1vr ro.{ra 6.1

3. OAPMATIEBTCKA AO3IPAHA OOPMA

Ta6ne'ra

C|IA3MOTPOCIHyM ra6nerure ce eAHonHrrHr4, oKpyrnu, 6etu 6HKoneexcHr..r
'ra6reru.

4. KJII4HI,IqKI4 IOAATOUI4

4. I TepaneBTcr(u rrHAr{KauHH

Tpocnuynr xnopuA e aHTaroHacr Ha MycKapHHcKr4Te peuentopu. Llrta cna3MornT[.rrrKo
4ejcroo Bp3 Ma3HHTe MycKynH.

Tpocnrzyrvr xnopHA ce ynorpe6yBa 3a neKyBarbe Ha:

- YpreHrHa HHKoHTrzHenqaja ulwtu 3roreMeHa rlpercrfeuqraj a Ha ypu:lupat,e v HaroH
3a ypuHhparbe lxro Mo)r(e Aa ce nojanu xaj naqueHTr4 co rrpeKyMepHo aKTHBeH MoqeH
naeyp (npavep HAHonarcKavnv HeBponouKa rrpeKyMepHa aKTHBHocr Ha
- @yurcquoHaJrHH cna3Mu Ha Ma3Hr4Te MycKynr4 Ha racrponHTecru
)r(oJrrrHHor Meyp, 6unujapuuor cr,IcreM H yporeHr4TaJrHuor cucreM;
- flocroneparaBHn cra3MH Ha MasHHTe MycKyJrH Ha tacrpo
)r(oJrlrHHor Meyp, 1utujapmwor cr4creM 14 ypoteHr4TaJrHuor cacreM.

4.2 fiosupan e H Haqr.ur ua ynorpe6a

no:aparue

IrId uo n a m c Ka np e KyMe p H a q Kmu BH o c m H a d e mpy s op o m
flosara 3aBwcv oA Te)KHHara Ha 6olecra u e(tercror Ha rperMaHor.
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llpenopauaHa Ao3a e 2 Lo 3 ra6reru, "tpu ilarv Ha AeIr (30 ao 45 ng rpocnhyM xnopnA

na 4eH).

He ep o nowrca np e tgw ep H a aKmLtr H o c m H a d e rupys op o m

flpenopauaHa Ao3a e 4 ra6teru) rBa narv Ha AeH (uay'rpo a uaeeuep) (40 mg rpocruyM
xnopr4A ua 4eu).

{>yurcquonanHu u nocmonepamusHu cna3Mu Ha tutasHutile Myct{ylu
flpenopauaHara AHeBHa Ao3a r43HecyBa 1 rc 2 ra6tel, rpr4 naru Ha r,eH (uno e eAHaKBo

Ha 15 Ao 30 mg rpocruyM xnopuA na 4en).
MarccuualHara Ao3BoneHa AHeBHa Ao3a H3Hecyaa 45 mg.

Ila7ueumu co Hapyu,rcHa peHa,ryHa (tyuru,1uja

Kaj naqaenrr4 co remKo HapyuyBarbe Ha peHanr-rara (lyHrcqra-ia (r<rupenc FIa KpearuHr4H

<30 nrl/rraran), npenopaLraHara AHeBFIa Ao3a I43Hecysa 20 mg, eAHau Ha Ael{, rtpeA

CIUeFLe.

IIat4ueumu co Hapyruena xenamatua cpyurctluja

Kaj naqraeHTn co r'recHo Ao yMepeHo Hapy[ryBarbe Ha xenaranHara Qynrcqr.rja, Ao3ara Ha

rpocrayM xnopr.{A He rpe6a Aa ce npl4naroAyBa (Child-Pugh 5 - 6, wttu 7 - 9) (ragere

rct 5.2.).
Vlcnurysawa roBp3aHH co ynorpe6ara Ha rpocnuyM xnopr4A raj naqueHTl4 co rerlKo
HapyuyBaH,e Ha xenaranHara OyHKIrIaja (Child-Pugh > l0) He ce cnpoBeAeHu, v He ce

rrperopaqyna ynorpe6a rcaj oeue raqHeHrH.

lleauj arpucrca n o n ynauaj a
CtlA3MOTPOCfll,lyM r,re rpe6a Aa ce rrpnMeHyBa rcaj geua nol 12 roALirIHa Bo3pacr,

ilopaAu HeAocraroK Ha noAarouw sadeslep,Hocra u e(tnracHocra oA flpuMeHara.

Ta6lerure CIA3MOTPOCII4yM rpe6a Aa ce 3eMar co qarr-ra ao4a, ua.inaanKy eAeu qac

npe4 o6porc.

Bo pegoeuu HHTepBanr4, Ha ceKou 3 ao 6 Meceua rpe6a Aa ce ttpeHcnvra norpe6ara:a
rrpoAon)r(yBarbe Ha TperMaHoT.

4.3 KourpaHHAr.rKarIrrH

- llpeocerJruBocr Ha aKThBHara cyrrcraHqraja rpocnayM xnopr4 r, vnv s,a 6vno roja o4
rroMorrrHHTe cyncraHqvt4 Ha neKor (en4ere ael 6.1).
Vprauapua pereHqraja.
flayxov co 3arBopeH aroJr.

Taxuapnruuja
MuacreHuj a tpaBnc
Teurxa xpoHr4r{ Ha ran$rauaropHa IzrITecrHHaJIHa

KpoHona 6onecr).
- TorccnqeH MeraKoJloH.
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- PeuarHa vtucy$uqraeuqraja KaAe vwa norpe6a oA xeuo4ujarusa (GFR<10
ml/min/l .73 m2).

llopagra orpaHllqeHraor 6poj Ha noAaroqr4 KoH ce oAHecyBaar Ha 6eg6eAHocra u
e$urcacHocra oA npt4MeHara Ha rpocnuyM xnopr4A rcaj 4eqa, Aerla ttoA 12 ro4uLuua
Bo3pacr He cMee Aa to npr4Maar onoj lerc.

4.4 IIoce6Hu rpeAyrpeAyBarra H MepKr.r Ha rperrra3JrltBocr npu yuorpe6a

Tpocnraym xnopHA rpe6a nperrra3nr4Bo Aa ce ynorpe6yra raj naqaeurn
- co oncrpyKTI4BH14 cocroj6ra Ha racrpouHTecrr4HaJrHr4or cHcreM (na [pr4Mep

rthnopr4qHa creHo:a),
- co oncrpyxqujaHaypvHapHuor nporoK H pr43HK oA pe3uAyanHa ypuHa,
- co aBToHoMHa ueaponaraja,
- co xnaryc xepHnja, nrcnyuynajrta pe$nyrceu e:orparuruc,
- Kaj l(ot4 rle e ro)t(eJlHo aa aojae go sa6psyealr,e Ha cpueBara $pexrlreHqr,rja, na

rlpHMep rcaj naqueHTl co xHIleprHpeovI.v3ali^, KopoHapHa cpueBa 6olecr 14 cpr]eBa
uucyt|ra qraenqrzj a.

BuAejkrz He nocrojar noAarouu 3a npHMeHa Ha rpocrruyM xnopuA rcaj naqueuru co
Te[IKo Hapy[JyBarLe FIa xenaraJlHara $yr'rxqaja, HeroBara ynorpe6a xaj oaue [auaeHTH
He ce rperlopaqyla. [Iorpe6Ha e nperna3Jl14Bocr xaj naqraeHTr4 co JrecHo Ao yMepeHo
HapyuyBame Ha xerraraJlHara $yurcquja.

Tpocnuyrra xnopuA rJIaBHo ce eKcKperr4pa rrpeKy 6y6pesrare. Kaj naqr,reHTlr co rerrKo
HapyuyBame Ha peHarHara $ynxurzja, sa6erer(aHo e 3HaqrireJrHo 3roJreMyBaH,e Ha

HHBoro Ha rpocnr4yM xnopnA Bo nJra3Mara. 3aroa, norpe6Ha e rrperna3nuBocr xaj oeaa
fpy[a Ha [ar]HeHTr4, KaKO U xaj naqraeHTH co JlecHo Ao yMepeHo HapyuyBarbe Ha
peHanHara $yHrcqllja (er.r4ere let 4.2 u 5.2).

flpe4 sanoqHyBame Ha rperMaHor rpe6a Aa ce HcKnyqar opraHcKn tlpt4qvHt 3a
no,rarcrasypraja wlntvt ypteHTHa HHKoHTr4HeHquja, KaKo rxro ce cprleBo HJrr4 peHanHo
:a6olyearue, [oJIHAHncu.ia, 6eunrHa xHnepnnasuja:na flpocrara, r,r H$ercqrarz H TyMopu Ha
ypuHapHuor cHcreM, oAHocHo ypoMerpucKLl La ce rrorBpAH xuneppe$nencraja ua
Aerpy3opor.

ErcqnnneHcn:
CIA3MOTPOCIII4yM ra6rerure coAplr(ar rraKro3a MoHoxuApar..
HacJreAHH npo6levu Bo oAHoc Ha He[oAHocrrr4Bocr Ha

4e$rzqlar finr4 rnyKo3o-rarraKTo3Ha MaJlancopnqaja He Mo)r(e
JIEK.

4.5. llureparcrluu co Apyrr JreKoB]r r{ Apyru Qopvru Ha u

Moxur,r r.r HTepaKrIHr4 ce:
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- 3fo,leMyBaBe Ha aHT"il4XOrr14HeprurtHhoT eoeKT Ha aMar{'raAr4H, Tpr.{ur4r(JIHLIHH

aHTI4 Ae II p eC t4BV, XLlHt4 LVH ) AH'l VXI1CTaM H H H IIH V It43O ilVp aMA A,

- 3roneMyBaHre Ha raxvKap1l4tlHHor etfem ua 6era cl4M[aToMHMerHIll,lre,

- HaManyBaFbe Ha 4ejcrnoro Ha npoKr4[rernqKuTe JreKoBr4 (Ha nprauep MeroKnonpaMl4A
qrzcanpng).

Eagejku rpoc[]ryM xnopuA Mo)r(e 4a uujae Bp3 racrpouHTecruHalHHor MoranuTer a

cercpeqnjara, He Mo)r(e Aa ce ucKnyLIIr Mo)r(Hocra AeKa allcopnqu.iara Ha Apyrure
HcroBpeMeHo ynorpe6eHr4 reKoBH Mo)I(e Aa 6vle npoMeHera.

[4croepenaeHara [pHMeHa Ha ryapoBa ryMa, xonecrulroJ] H xonecrupaMaH Mo)I(e ga ja
HaMaJrH ancopnqrzjara Ha rpoc[rryM xnopr4g. llopalu roa, HcroBpeMeHara rpHMeHa Ha

oBHe Jrer(oBH He ce [pe[opaLryBa.

Vlcnutysat+a sa N,rera6oJrulrr(HTe HHTepaKrlHH Ha rpocnnyM xnopnA ce c[poBeAesu in
vitro co noMorrr Ha eH3HMH rra uhroxpoM P-450 BKnyqeHr4 eo Ndera6oJIH3Mor Ha

rrexoBr4re (P450 1A2, 2A6, 2C9, 2C19, 2D6, 281, 344), H rpuroa rpocnHyM xnopr4A

HeMaJr e$exr sp: uera6oJrr4qKara ar(THBHocr Ha oBI4e eH3HMH. Vlwajku [peABHA AeKa

Tpr4ctruyM xnopr.{A ce vrera6olt43vpa caMo Bo Mana Mepa, a ecrepcKara xuAponu3a e
eAuHcrBeHHor Balr(eH nrera6oluqKr4 nar, He ce oqeKyeaar Naera6oJlI4LrKI4 aHTepaKIrHr4.

Irlarco ce noKa)r(aJro AeKa rpoc[HyM xnopr44 ne urajae Ha $apH,raKoKHHerHKara Ha

Ar4ror(cr4H, He Mo)r(e Aa ce r4cKnyqu HHTeparcquja co Apyrh aKTHBHH cyncraHuhn ltor4 ce

orcrpaHyBaar co aKTHBHa ry6ylapua cercpeqraja.

OceeH ropeHaBeAeHoro, HeMa pe3ynrarr4 oA KIHHULIKLI cryLlttr4 HI4Ty oA creAeme ua

JreKoBH uro 6u cyrepr4pane KJIHHHqKU peneBaHTHH HHTepaKII,r414.

4.6 Ynorpe6a :a npenre Ha 6peueHocr H AoeH,e

Epenreuocr
Vlcnu"ryear+ara Ha )r(HBorr-ru He yKa)r(yBaa'r Ha Ar4peKTHH L4nA I4HLV9eKTHH urerHu
e$exru Bp3 6perr,reHocra, eru6pnoua,ruuor/$era"rrFrr4or pa:noj, rlopoAyBarbero vItLl

[ocrHaraJrHrzor pa:noj (nrzgu ael 5.3). Vlcnurysawara rcaj craopqr4 noKa)t(aJle AeKa
TpocrruryM xropr,r4 ja rrpeMhHyBa nJIaIIeHTara (engere aen 5.3).

fioerse
3a6elextaHo e AeKa rpocnv yM xnopuA ce I43naLIyBa Bo Mle craopuH, rro
He e [o3Haro Lanv rpocr]HyM xnopuA ce Iz3JIaqyBa Bo ce flo3Harfi
Mo)r(HHTe Hecar(aHH gejcrsa rcaj 4oeuuumata. 3aroa, Aa ce

rrpuMeHyBa co nperna3Jrr,rBocr rcaj x<eun ruro 4ojar.

4.7 EQeru{ Bp3 cnoco6nocra 3a Bo3elbe Ir 3a paKy

Yno'rpe6ara Ha rpocnr{yM xnopuA Mo}I(e Aa ce
HapyuyBaFba KoH Mo)r(e ga er,wjaa:l nps cnoco6Hocra 3a Bo3ehe.
Ha rrapaMerpr4Te xor,t ja Kapar(Tepu3vpaar cnoco6uocra 3a yrrpaByBan e co Moropuo

Ha BH3yenHH

t4cnvTvBatLaTa
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Bo3r4Jro (xarco lxro ce rpeuH3Hocr Ha Bh3yer.rHara opujeuraqaja, rcouqeurpaquja,
6yAHocr, MoropHa KoopA[4Haqnja u pearctryja npv crpecHr.r curyatryu) He rroKax(aJre
6flro rcaKeo n,rnjaHne Ha rpocnuyM xnopnA.

Bo cnyuaj ua nojaea Ha BlI3yenHH HapyuyBama, naLI,HeHTHTe rpe6a Aa ce Bo3Ap)r(ar oA
BO3erLe UnH paKyBarl,e co MauHHH.

4.8 HecaxaHu ge.jcrna

Hecarcauure gejcrea sa6erexauu sa BpeMe Ha rperMaHor co rpocrruyM xnopuA,
rtpBeHcrBeHo ce ruilvltHzt aHTI4xoJrHHeprr4qHa edrexrn, KaKo Irrro ce cyBa ycra,
gvrcnencvtja u rcoucrunaquj a.

Bo rclusnqKnTe Hc[HTyBarba eo (la:a III, r'ruory qecro r{ecaKaHo 4ejcrno 6r.lro cyaa
ycra, sa6ele)I(aHo rcaj nprz6rraxrso 18o/o ol narIueHTHTe rperlrpaHH co rpoclHyM xJlopHA
n npn1tu>xlHo 6Yo oA rallHeHTHTe Tperr4p aHu co nraqe6o (ercynuo I .93 I naqrzeHT oA KoH
91I npuvrune nlaqe6o).

Bo rcoHrponvpaHr KJu4HI4rrKH lacrrnTyBarba co 30 mg rpoc[uyM xnopaA, sa6elex<aHr4 ce
cJIeAHHTe HeCaKaHH gejcrea co spercneHqaja o4 >|Yo, za Kor4 [ocroH coMHeBarLe 3a
roBp3aHocr co ynorpe6{ta Ha JreKor: cyBa ycra (4.1%), a64ouuualHa 6olra (2.4%),
3aneK (2. 1%), raAeH,e (1 .2%), BprornaBuu a (1 .2%) H rraeo6or rca (l . I %),

Hecarauure 4ejcrna tto craBaH,e Ha JreKor Bo rrpoMer ce HaBeAeHr4 Bo cJreAHalara6eta
cnopeA OpercOeHunjara rc,racu(rvl\hpaHt KaKo: MHory qecrH (>l/10), qecru (>l/100 ao
<1/10), roManKy qecrr4 (>1/1000 ao <1/100), perrcra (21/10000 ao <1/1000), vnory
perKu (<1/10000), Heno3Hara $perc$eHllhja (He Mo)Ke Aa ce nporleHu oA AocrarrHure
no4aroqra).

----_<DpercQeuqr.rja\\\
-\\_

opraucrcu .r"---h-

Mnory
qECTI,I

rlecru Ilovrarrcy
qECTII

Perrcu Henognara

QpercQenquja

Hapyurynama
r,rMyHnoT cr.rcTeM

K,

Ana(f ulaxca

--
;KO8r-a\
ru,rve o*arN

CrueeFrc-

fioucouon
cHHApoM,

TOKCHLIHA

eIIhAepMaKnHa
HeKpon143a

Hapyruynarsa
BHAOT

Hapyur
HA

uJ -'! il-,29.i':
(noce6u\rc @i,
nauueHra\.tpr'
HeAOBOIHO \
Koperr4paHa

xuneponraia)
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Cpqenu
Hapy[ryBatba

Taxurcaplraja Taxuapurrtuja

Pecnuparopull,
TOpaKaJIHLI H

megujacrnHaJIHH
HapyrryBatLa

.{racnneja

Hapyuynalba Ha

f acTpoI,I HTeCTIT H aJreH

CIICTEM

Cyna
ycra

fiucnetcuja,
roHcrunaquja,
a6AonuuarHa
6o,rra, faAeFbe

flujapea,
t[:rary,renqraja

Hapyurynalba Ha

KO}I€TA I,I

TIOTKOXHOTO TKHBO

Vlcul AHruoeget,t

Pesa.nulr u
ypr,rHapHLI

HapyrryBaEa

Hapyu-ryearsa
Ha MOI(peH,ero

(na rpnMep
pe3HAyanHa
ypnna)

VpuHapna
perenqraja

Onurrn
HapyrxyBaF,a LI

Hapy[ryBaba Ha

MECTOTO HA

aAMHHIrcrpaqnja

Cra6ocr,
6orrca eo

tpan'l{

I{cnurynama Eraro go

yMepeHo

3roneMyBarse Ha

I-II4BOTO HA

TpaHcaM Iz Ha3I4Te

Ilpujanynan e Ha HecaKaHI'r gejcrna
npr,rlaayearsero Ha HecaKaHHTe 4ejcrna perr4crpl,rpaHrr rlo ,a,o6usatl,e ua o4o6petllle 3a

cTaBarbe Ha JIeKoT Bo npoMeT e oA roJIeMa BalI(HocT. Ha oeoj HaqHH ce o6e:6e4yna

KoHTHHyHpaHo cneAeFbe Ha Kopr4cra Hacflporu pI43HI(or oA y[orpe6ata sa Jlel(or.

3npaucinerure pa6orunrlu Mo)Ke 1a ro nplajasar cercoj coMHe)I( 3a HecaKaHo Ae.icrso oA

JreKor eo HaqnoHarHHor uerrrap :a (tapnarcoBHttlJlauqa npH AreHqnjara 3a JIeKoBI4 14

MeAr4uHHcKr4 cpeAo.r.Ba (yn.Ce.Krapra,r n Meroruj 6p.54 rcar 1) L4wt no eneKTpoHcKt4 fiar

n peKy ee6 crpauara ua A reuq uiam http : l/m ahn ed. gov. m k/

4.9 [IpeaorHpaH,e

flo nepopanHa ynorpe6a sa Mal(cHMaJIHa eAurIeLIHa ao:a oa 360

rcaj sgpaara 4o6poeolqt4, KaKo HecaKaHI4 4ejcrsa roqecro 6H,qe s

raxraxapAL.rja H HapyuyBarba Ha MoKpemero. [o AeFIec, He ce per

z- a ("r,
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Kaxo sHarra Ha

CI4MIITOMh KAKO

KOr(aTa.

cepHo3Ho npeAo3r4pal*,e AilLt 14HToKcHKarluja co rpocrrr4yM xnopHA.

npeAo3lrpabe, Mo)r(e Aa ce oqeKyBaaT r,rHTeH3r.rBHr,r aHT[rxoJruHeptHr{Hr4
rxro ce HapyrxyBalLa Ha Br,rAor, TaxuKapAuja, cyua ycra u upBeHr.rno Ha

xJropHA, ur4ja

Bo clyuaj Ha HHTot(curcaquja, rpe6a Aa ce npe3eMar cneAHHBe MepKH:
- Acnt4palr,e Ha )I(enyAHHKor H HaManyBame Ha ancopnqrzjara (Ha nprauep, aKTHBeH

jarneH),
- JroKaJrHa rrpuMeHa Ha nunoKapnran raj rtarraeHTu co rJrayKoM,
- Karerepusaqr.tja rcaj naqaeuru co yprzHapHa pereHqr,rja,
- TperMaH co napact4MnaroMhMernrc (Ha [puMep, Heocrr4rMr4H) ao clyuaj ua reurrn

C14M|ITOM14,

- npHMeHa Ha 6era 6lor<aropu r<aj rtaUHeHTH co HeAoBoJreH oAtoBop, H3pa3eHa
raxarap4uja vrlutu uHpKynaropHa Hecra6alHocr (ua rp14Mep, flpottpaHonon
HHTpaBeHcr(r4 3aeAHo co cneAeFbe ua EI(f a KpBHHor npzrucor).

s. oAPMAKOJTOTUKT4 IOAATOTIpT

5. I @aprlrar(oAuHaMcKu cnojcrna

(Dapn'rarcorepalreBTclta rpyfla: JIexoeH Kor4 AeJryBaut Ha ypr4HapHuor cr4creM, JreKoBr4
3a 3roJreMeua cfperc$eHqrzja Ha ypLlH]l.parLe rz HHKoHruueHquja, TpocrrHyM
ATC xog: G04BD09

Tpocnrzyrra xnopaA e KBaprepHa aMoHr.ryMosa 6asa. flpnnafa Ha rpyrrara Ha aHTatoHucrr4
Ha MycKapHHcKI4Te peqerropa. Herosuor MexaHH3aM ua 4ejcrno e cJrHqeH co roj Ha
arpotll4H. Toj e xonanernTuBeH aHTaroHr4cr Ha arlerr4nxorrvH A Ha Apyru MycKapr4HcKH
atoHHcrH, Hajaepojaruo HeceJreKTrzsHu Ml rz M2 r\,IycrapHHcKH perle[TopH.
I-lajeaxHoro aHTHMycKapHI{cKo 4ejcreo Ha rpocnnyM xJlopr4A e cna3MoJrHTurrKoro
lejcrno Ha Ma3HHTe MycKynH.

5.2 (Dapnrar(oxHHercxu cnojcrna

Ancopnrluja
llocle repopanFla ynorpe6a, Tpocnr4yM cra6o ce ancop6npa oA racrponHTecruHaJrHrzor
TpaKT. Marcarraa,ruu're KoFIUeHTpatfi4t4 Bo KpBTa ce [ocrr4tHyBaar Bo reK ma4 go 6 qaca
nocJre fiepopanHa rrpr4MeHa. Buopacnolo)r(HBocra e orcony l0o%. HBOCTA HA
TpocnHyM xnoprzA ce HaManyBa npa r4cToBpeMeHa rrplrMe co
roJreMa coAp)r(aHa Ha MacTH.

flucmpu6y4uja
floc,re nepopanHa ynorpe6a sa 20 mg rpocruyM
H3HecyBa 395+140 l. flopa4ra xrz4porlarurare
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noMHHyBa KpBHo-Mo3oqHaTa 6apr,repa Bo sHaql4Terlrla Mepa. Bpsynarsero 3a

rrJra3MarcKr4Te nporeHH v e 50'85oh.

Mema1onusau
Mera6orusMor Ha rpocnhyM xnopuA He e UenocHo yrBpAeH. Bo naal npolleHT rpocnl4yM

xnopr4A ce naera6orv3vpa npeKy r-lHroxpoM P450 errsllNa:zne (<5oh peFlanHa erccxpequ.la)'

Cenax, HajealtHuor uera6onulrKu rrar e xr4Apont43a I{a ecrep 4o 6eusulua KwcervHa

rcoja ce xor'rjyrupa co rnyKypoHcKa KHceJqHHa Bo cnhpoanKoxon.

Enuauuatluja
floseke ol 8Oo/o oA Lo3aTa Ha TpoclII4yM xnopl4A ce eJIHMI4HHpa rpeKy $eqecor.
floroleuuor Aen o4 ancop6upaHnor rpocnr4yM xnopl4A ce H3naqyBa Bo HetlpoMeHer

o6lur flpeKy aKTr4BHa peHanHa ry6ylapHa cercpequja. Mana I(oJIHquHa oA TpoctlhyM

xnopllA ce nojaeyea Bo ypllHara KaKo ctlHpoanKoxon.

Kaj naquenrr4 co reutKo HapyuyBarbe Ha peHanHara $ynr<qraja (x;rupeHc Ha KpearuHHLl

<3b ml/min), sa6elexaHa e AoronHr4TeJ'rHa $asa rra enl'rMl,IHaut'tia (oxo,ry 33h), a AIJCO-

co u Cmax Ha rpocrrnM xnophA 62,'re sroreMeHn 3a 4 oAuocuo 2 naru eo cnope46a co

3ApaBI4Te 4o6pono,rqr.t. Kaj rallHeHTI4Te co HapylxeHa peHaJIHa rpyHxqla.ia ce Kaj

[aqHeHTHTe co recHo Ao yMepeHo 're[Jl(o HapymyBarbe Ha peHanHaTa $yHrcqrzja

npenopaqyBa HaManyBarle Ha AO3aTa HnH IIpOAOn)l(yBalbe rla 14HTepBaJ'IOT Ha Ao3Hparbe.

(rc,rupeuc Ha KpearHHHH oA 30 ao 80 ml/min), rf apnaarcorct4HeruKara Ha rpocnuyM xnopl4A

He e r4cllHTyBaHa.

Boapacra 14 HapyryBaFbeTo Ha xeraraJlHaTa Qyurcqraja He arujaar Bp3

$aprraarcorcuHerr4Kara Ha rpocrtayM xnopuA Bo KJIt4HI4r]t(u :uaua.iua Mepa, TaKa uro He e

norpe6Ho npunaroAyBarbe Ha Ao3ara.

5.3 IlpegrcrHHHrII(H rIoAaroIIH sa 6ee6egnocra

Boo6H.raeHrrre rtperKJr14H14rrKr4 (rapnarcorontrn HcnHTyBarba 3a 6es6eAHocra oA

npHMeHaTa Ha JIeKOT, TOKCHT.IHOCTa flph npHMeHa Ha noBTopyBaHV LO3t4,

teHoToKct4rtHocTa, r(aHuepoteHocTa u penpoAyl(T4BHA'la TOI(CI4III{OCT He yKa)l(yBaaT Ha

rloce6HH pt43L1t!4 oA tlpHMeHaraHarpocrlt4yM xnopl4A rcaj nyiero.
flperxlnuuqKl4Te Hcrrr.{TyBaBa Ha ar(yTHara ToKcI4LIHocT rH [oKa)I(a,Ie cJIeAHHBe 3HaUI4

Ha Tpyerbe: ToHI4.IKo-KJIoHI,tqHI4 rprleBu, TpeMop, qnjaHo:a, atarccuja n xunalresvla.
Vlcnuryuaruata Ha cy6aKyrHara roKcHqHocr Ha rpocnayM xnopHA He noKa)l(aJle

suauajuu [poMeHI,I eo 6noxeNaHCKure, (tusnolott-tttH're, aHaI'oMcKI4Te H,'l14 xl4cro;]otxKure

napaMeTpt{ BO optaHuTe Ha )I(HBoTHHTe I(Oh 6ule npe4naeT Ha Acfit4TyBameTo.

[o,rrorpa.i noro neKyBame He [oKa)r(aJ]o AeKa npeAH3BI4t(yBa 6H,ro KarcsH MlIltpocKoncKH

anr4 MaKpOCKOnCKI4 npOMeHH I(OI4 Ce npe[l4IxyBaaT FIa r'IeKOT.

6. @APMAUBBTCI{I4 TIOAATOIII4

6.1 Jlucra Ha eKcuIrlHeHcH
Jlarcrosa MoHoxuApar, MHKpoKpl4craJlIla ue,'lyno3a, Harpl4yM

AhoKcHA KoJIoHAetI 6e:no4eu, MatHe3uyM creapar.

-8

ffi::!ry"
"ff*s 

,k ')-3,,,'i

wl:;*y



6.2 LIHrconruaru6u,ruocr
He e nosuara.

6.3 Porc Ha rpaerbe
4 roguuu Bo opr4rHHaJrr-toro nar(yBarbe.

fla ue ce ynorpe6yBa rrocr're [creKor Ha poxor Ha yuorpe6a!

6.4 HaquH Ha rryBarbe

[a ce LryBa Ha reMfleparypa po25"C, Bo opuruHaJrHoro rraKyBalbe.

6.5 flpnpoAa n coApxrrHa Ha [axyBaH,ero
I(yrrzja co 20 ra6,qerr.1 oA 5 mg (6,rncrep 2 x l0)/xyrraja).

6.6 Iroce6nr.r MepKr.r lra flperrra3Jrr.rBocr 3a orcrpaHyBarl,e u Apyro paKyBarre
floce6nu MepKH ue ce norpe6uu.
FlencrcopacreHt4or rrleK HJIH ornaAeH nareprzjan rpe6a Aa ce orcrpaHar Bo corJracHocr co
JroKarHr4Te 6apama.

7. HOCI4TEJI HA OAOEPEHI,IE 3A CTABAILE HA JIEK BO IIPOMET
PEIJIEK @APM AooEn crconje, yr: Kosre 6p. 188, 1000 cnouje, peny6rzxa
CenepHa Marce4onuja

8. EPOJ HA OAOEPEHIIETO 3A CTABAIf,E HA JIEK BO TIPOMET
rt-1863t4

9, AATYM HA IIPBO OAOEPEHrIE 3A CTABAIbE HA JIEKOT BO IIPOMET/
OEHOBA HA OIOEPEHIIE 3A CTABABE HA JIEKOT BO IIPOMET

10.07 .2006t 19.07 .201 6

10. AATyM HA ITOCJTEAHATA PEBI43r4JA
Azryw 2023
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