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ypco6H]I 250 mg Kallcyj"

1  KallcyTla coj|pxH 250 mg ypco;|eoKCHxojlHa KHce]IHHa (UDCA).
3a HeTlocHa JIHCTa Ha eKcl|HIIHeHCH BH;|eTe Bo He]IOT 6.1.

Kallcyt", TBPHH
250 mg: 6e" KallcyIIH roTleMHHa 0

4.I. TepaneBTCKII IIHflHKal|HII

ypco6HTI e HH;|HI|HpaH 3a TpeTMaH Ha IIPHMapHa 6Hj"japHa I|Hpo3a (1181|) 113a

PacTBopalbe Ha paqllorpa¢CKH HeraTHBHH KaMeH.a Kaj nal|IIeH" co ®yHKUHOHaJIHo
xojlqHo kece.

HebuifampucKanonyJiaeylya
XellaTo6HTIHjapHo HapymyBalLe IIOBp3aHo co I|HCTHqHa ®116po3a Kaj ;|el|a Ha Bo3pacT 0H 6

;|o Hello]IHH  18 roHHHII.

4.2. J|o3IIpalbe H HaqllH Ha ylloTpe6a

HeMa PecxpHKI|HH 3a Bo3pacTa 3a ylloxpe6a Ha ypco6H]I 250 mg  KaHcy]IH 3a xpeTMaH  Ha
1181|  H  3a pacTBopaELe  Ha pa;|Horpa®cKH  HeraTHBHH  KaMell,a.  Ce  HpeHopanyBa cjle;|HOTo

Ho3IIpaH]e 3a pa3]"qHH HHflHKal|IIII :

Tpem]vian 1+a npunapi+a 6uJkyapHa uupo3a (1181|) :
J|HeBHaTa f|o3a 3aBIICH oA Te]IecHaTa TexHHa H  ce ;|BH"H oH 3  Ho  7  I(ancyJ"  (14 ± 2 mg
ypcoHeoKcl4xojlHa KHcej"Ha/kg Te]IecHa TexHHa ;|HeBHo.

Bo npBHTe 3  Mecel|H oq TleKyB
noHeTleHH   Ho3H   Bo   TeKOT

¢yHKI|Hja,   BKyllHaTa   HHeBH
HaBeqep.
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rH 3eMaTe ypco6HTI 250 mg Kallcyj"Te Bo
TecTo814Te   3a   I|pHo;|po6HaTa

eHHam  ;|HeBHo,  npenopaIlj"Bo  e
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TeTlecHaTexHHa 4HeBHo4o3HpaHe Kancyim, TBpj|H
j]o3HpaH,e Bo npBHTe 3 Mecelur Ho3HpaH,e

(kg) (mg/kgTeTlecHaTexHHa) nocjle npBrme3MeceHH

HayTPo IIJlaJIHe HaBetlep HaBetlep(1xJleH)

47 - 62 12 -16 250 mg 250 mg 250 mg 750 mg
63 - 78 13  -16 250 mg 250 mg 500 mg 1000 mg
79 - 93 13  -16 250 mg 500 mg 500 mg 1250 mg
94 -  109 14 -16 500 mg 500 mg 500 mg 1500 mg
HOBeke oH Ilo 500 mg 500 mg 750 mg 1750 mg

Kallcyj"Te  Tpe6a  ;|a  ce  Hc"jaT  I|eJ"  co  HOBo]IHo  TeqHocT.  Tpe6a  Ha  ce  BHHMaBa  fla
614AeTe cHrypHH  HeKa THe ce 3eMaaT peAOBHo.

ylloTpe6aTa Ha ypco6HTI 250 mg Karlcyj"Te 3a npHMapHa 6Hj"japHa I|IIpo3a Moxe j|a ce
npoAOJI"H Ha HeonpeHeJleHo BpeMe.

3a pacmeopaibe Ha acolitti+u KaMerba:
Bo3pac": Boo6HtlaeHo ;|o3HpalLe e 8-12 mg/kg/AeH HaBeqep, Ha np. 750 mg HHeBHo
HaBeqep.
reHepa]IHo IIOTpe6HH ce 6-24 Mecel|H 3a pacTBopaH,e Ha xojltlHHTe KaMelba 3aBIICHo oH
roTleMHHaTa Ha KaMeHOT H cocTaBOT.

IIoc]Iej|oBaTejlHH xojlel|IICTorpaMH H]" HcnHTyBaH,e co y]ITpa3ByK MoxaT ;|a 6HflaT
KopHcm Bo IIHTepBa" oH 6 Mecel|II ce AOHeKa Hcqe3HaT xojlqHHTe KaMelba.

TpeTMaHOT xpe6a Ha ce IIpoHOTlxH ce Hoz|eKa 2 IIocjleHOBaTeTIHH xojlel|HCTorpaMH H/IInH
co yjlTpa3ByqHH IIcnllTyBaH>a oH 4-12 HeHe" He ce IIOKaREyBaaT "o]IqHH KaMelba. Toa e
3aToa IIITO OBIIe TexHIIKH He H03BojlyBaaT cHrypHa 8113ye"3al|IIja Ha KaMelba IIOMaTla oH
2 mm Bo ;|HjaMeTap. BepojaTHocTa oA noBToPHa HojaBa Ha "oJltlHH KaMerba no

pacTBopaH,e co xpeTMaH co "o]Itlm KHcejlHHH ce npoueHyBa Ho 5o% Ha 5  roA14H14.
E®HKacHocTa Ha ypco6HJI 250 mg Bo TpeTMaHOT Ha paj|IIorpa¢cKH HeraTHBHH rmH
HenyMH0 PaqHorpadycKH HeraTIIBHH "OJlqHH KaMeELa He e TecTlxpaHa, Ho 3a HHB reHepanHo
Ce cMeTa AeKa ce rloMaJIKy PacTBopT"BH oE PaHHo-TpaHCIIapeHTHHTe KaMell]a. He-
xojlecTepojlcKHTe KaMeELa cotlHHyBaaT  I o-15% oA paHHo-TpaHCHapeHTHIITe KaMelba 11 He
MOHaT Aa ce pacTBopaT Co xo]ItlHH KHcejlHHII.

Hocmapu Jluua
He nocTojaT HOKa3H KOH yKaxyBaaT Ha Toa fleKa e noxpe6Ha npoMeHa Bo ;|o3aTa 3a
Bo3pacHH, Ho Tpe6a Ha Ce 3eMaT npe;|BHq PeJleBaHTHHTe MepKH Ha npeTna3j"BocT.
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IIebuifampucranonyJiquuja
KaMelba 6ora" co xoJlecTepoJI H HBH t
H03aTa xpe6a Ha 614He IIOBp3aHa co TeTle
3a e¢HKacHocTa H 6e36e/|HocTa Kaj oBa

II\.eboyampucKanonyflaquja
Heeya Co qucmuuHa ¢u6po3a lta 8o3pacm
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a, Ho Kora ke ce IIojaBaT,

U aT a;|eKBaTHH noHaTol|H



20  mgn{g/z|eH,  noHeJleHo  Ha  2-3  Ho3H,
AOKOJIKy e Hoxpe6Ho.

co  noHaTaMomHo  3roJleMyBalbe  Ho  30  mg/kg/AeH

TejlecHa j|HeBHo                                                           Kancyj"  TBpj]H
TexHHa(kg)2029 J103xpalfe(mgAIgTejlecHaTexHHa) Hayxpo IThaplle HaBeqep

250 mg250mg 250 mg250
30 -39 19 -25 250 mg250mg500mg500mg500mg750mg750mg750mg1000mg
40 - 49 20 -25 250 mg250mgI500mg

mg1500mgI500mgI500

50 - 59 21  -25
60 - 69 22 - 25
70 - 79 22 - 25 500 mg500mg750mg

mg7

80 - 89 22 :i3_ 50 mg          I750mg750

90 - 99 23 - 25
loo -109 23 - 25 750 mg

mg1000

IIOBeke ou Ilo 750 mg
m81000mg

4.3. KOHTpaHHqllKal|HII

ypco6Hn 250 mg KarlcyITH He xpe6a Ha ce I(opHc" Kaj nal|HeH" co:
-XHIIepceH3HTHBHoCT Ha  motlHHH KHce"" Hj]H Ha HeKoja oH j|pyrHTe noMolllHH CoCTojKH

Bo jleKOT (HaBez|eHH Bo HeJloT 6. 1 )
- aKyTHo BocHa]IeHHe Ha "ojlqHOTo kece Hjm Ha "oJltlHHTe naTIImTa
-6jloKa;|a Ha 6HJ"japHHOT TpaKT (6Jlol(aAa Ha rjlaBHIIOT xoJ]qeH KaHan 14JIH Ha

ul4c"q HHOT KaHaji)
-tlec" er"3Oj|H Ha 6H]"japHH KojlHKH
- PaHHO-HexpaHcnapeHT" I(aIII|IIdyHI|Hpa" xojlqHH I(aMeH,a
- HapymeHa KOHTpal(TrmHocT Ha "oJltlHOTo kece

HebujampucKanonyJiaquja
HeycneillHaIIopToeHTepocTOMnjaIIJIHHeo6HOByBaibeHaHaMaJleHHOTrIpoTOKHa
xojlHKaTa Kaj Hel|a co 6Hj"japHa aTpe3Hja.

4.4. IIoce6" MepKH Ha npeTna3jlHBocT H noce6HH npenyllpeqyBaHba

ypco6Hn250mgKallcyj"Texpe6aHace3eMaaTITOHJleKapcl{aKOHTpoJla.

BoIIPBHTe3Mecel|HoHjlel(yBaHeToIIel(apoTxpe6aHajaMOHHTopHpa¢yHI(uHjaTaHa
I|pHHOT;|po6rlpeKyrlapaMeTprmeASAT(SGOT),ALAT(SGPT)Hy-GTcel(oH4HeHeJm,
noToa ceKOH 3 Mecel]H.  CjleHeHeTo Ha oBHe IiapaMexpH Hol(paj Toa IIITo o6e36eHyBa
HHeH".¢HKyBalbeHaJIHIIauHeHTHTecoIIpllMapHa6Hj"japHaI|Hp03apearHpaaTHa
Tepal"jaTa HnH He, HCTo TaKa o6e36ej|yBa paHa j|HjarHo3a Ha noTeHUHjaTIHH HapylllyBaHa
Hai|pHIIOTxpo6,oco6eHoKajITal|HeH"BoHallpeHHa¢a3aHaHPHMapHa6H"japHa
TT,I,~^n^
'IIHP03a.

r02a ce ynoiee6y8a 3a pacm8G
Co   I|eJlt>Ha   ce   ol|eHH   Hanpe
eBeHTyaJIHa   KaJIHIIdyHKal|Hja
I(aMelbaTa,   6-10   Mecel|H   oH

u Oico]i.iHu KaMeiba :
11   3a   HaBpeMeHo    OTI(pHBalbe   Ha
o   3aBHCHocT   oH   roJleMHHaTa   Ha

oT   xojlHHOTo   kece   xpe6a   Aa   Ce



BH3yej"3Hpa  (rlepopaJIHa xoJlel|HCTorpa¢Hja)  Co  rlper]IeAHa  H  Koca cH14MKa  Bo  cToeql(a H
jlexetlKa n03III|Hj a (yjlTpa3BytlHa KOHxpoJla).

J|oKOTIKy  KOTltlHOTo   kece   He  Moxe  ;|a  Ce   BH3yeJ"314pa   Ha  peHreH   H"   Bo  cJlytlaj   Ha
Kajll|H¢HI|HpaHH  xo]IHHH   KaMeH>a,   HapymeHa  KOHTpal(THjTHocT  Ha  xoJIIIHOTo   kece   II]IH
qec" ellH3o;|H Ha 6IIj"japHH KOT"KH, ypco6Hjl 250 mg Kancy]"Te He Tpe6a ;|a ce 3eMaaT.

Hal|HeHTKHTe KOH ylloxpe6yBaaT ypco6Hjl 250 mg Kancy" 3a pacTBopaELe Ha xoJlqHRTe
KaMelba Tpe6a ;|a KopllcTaT e®IIKacHa He-xopMOHCKa KOHTpal|enl|Hja, 6HqejkH
xopMOHCK14Te IIepopaTIHH KOHxpal|ell"BH MomaT Ha ja 3roTleMaT 6Hj"japHaTa jllITHja3a

(814AeTe Bo ;|e]IOT 4.5  H 4.6).

Ko2a   ce  ynompe6y8a   3a   mpemMaH   1+a   nauuei+mu   eo   Hanpebi+u   ®a3u  Ha   npunapHa
6unlyaptiaqupo3a:
Bo   MHory   peTKH   cJlyHaH   e   3a6eJlexaHa   HeKOMIIeH3HpaHa   xellaTaTIHa   I|Hpo3a,   Koja   e

HejlyMHo PeBep3H614JIHa no npeKHHyBalbe Ha Tepa"jaTa.

Bo peTKH CTlytlaH Kaj  rlauHeH" Co HBI| Ha IToqeTOK Ha Tepal"jaTa KT114HHqKHTe cHMnTOMH
Mo"e Aa ce BTlomaT, Ha np. 3rojleMeHo qelllalbe. Bo Toj CTlyqaj Tepa"jaTa IIpoAOJlnyBa Co
eAHa    250    mg    KallcyJla/HeH    14    IIocTeneHo    ce    3roJleMyBa    j|o;|eKa    He    ce    nocTHrHe
HpenopaqaHaTa 4HeBHa Ho3a HaBeHeHa Bo ;|eTloT 4.2.

Bo  cJlysaj  Ha  IIojaBa  Ha  HIIjapea,  Ao3aTa  Tpe6a  ;|a  ce  HaManH,  a  npH  nocTojaHa  HHjapea

TpeTMaHOT xpe6a Ha ce npeKHHe.

4.5. HHTepaKUHH co qpy" j[eKOBH H qpy" ®opM14 Ha 14HTepaKI|14II

ypco6HJI 250 mg KallcyJ"Te He Tpe6a Ha ce ylloTpe6yBaaT HCTOBpeMeHo co xoJlec"nojl,
xojlecTHpaMHH   Hj"   aHTal|HAH   I(oH   coAPxaT   ajlyMHHHyM   xHflpoKCHH   H/H"   cMeKTHT

(ajlyM14HHyM  oKCHfl),  6H;|ejkH  oBHe  npenapa" ja  Bp3yBaaT  UDCA  Bo  I|peBaTa  14  Ha  Toj
HaqHH  ja   HHXH6HpaaT   Hej3IIHaTa  allcopHI|IIja   H   edyllKacHocT.   J|oKOJlny   ynoTpe6aTa  Ha
IIpellapaT  Koj  CoHPXH  HeKoja  oA  oBHe  CyllcTaHI|HH  e  HeollxoHHa,  Toj  Mopa  Ha  Ce  3eMe
HajMa]IKy 2 qaca IIpe;I H]" IIoc]Ie ypco614TI 250 mg Kancyj"Te.

UDCA Moxe Ha ja 3rojleMH ancopnl]HjaTa Ha I|HKjlocnopHH oH i|peBaTa. Kaj nal|HeH" Ha
Tepa"ja  Co  I|IIKJlocrlopHH  xpe6a  Ha  Ce  KOHTPoJ"PaaT  KPBHHTe  KOHI|eHxpal|HH  Ha  oBaa
cyncTaHI|Hja 11 j|oKOJIKy e rloTpe6Ho Aa ce nprmaroqH ;|o3aTa Ha I|HKJlocllopHH.
HopaqH  e¢eRTOT  Ha  UDCA  Ha  ceKpeliHjaTa  Ha  xoJltlHHTe  KHce]IHHII,  nocTOH  TeopeTCKa
MOREHocT Aa IIMa BJ"jaHHe Ha aHCopnl|HjaTa Ha Hpy" J"II0dyllJI" CyllcTaHI|I".

Bo H3oJlxpaHH cJlyqaH ypco614JI 250 mg KarlcyTI

Ha I|Hnpo¢JloKcal|IIH.

IIOKaRTaHo e AeKa ypco;|eoKCHxo]IHaTa KIIce

I{QFIIeHxpallllH Cmax H HOBpll"HaTa IIoj| Kp

HlxpeHAHnllH Kaj 3j|paBH BOJloHTepH. Ce Hpe

oA HCTOBpeMeHaTa ynoTpe6a Ha HIITpeHAHnHH
yB!,...t!Hf

eHyulapaaT allcoprlul4j aTa

;:c:`,.i,

aTCKrme nHK

aHTaroHHCTOT

CJleHelbe Ha HCXoAOT

a 6HHe IIoxpe6Ho Ha ce

IIPH]Iaro" Ho3aTa. HPHjaBeHa e 14HTepal{I|Hja co HaMal"y-BTa-lie Ha TepaneBTCKHOT e¢eRT Ha



;i| HcOH. oBHe 2 HHTapaKI|IIH 3ae;|IIO cO IIH-BHTpO IIOKa7IcaHaTa HHTepaKI|Iqja MOxaT j|a ce
o6jacHaT npeny eH3IIMcra HHnyKI|Iqja co CYP3A4. MefyToa HHHyKi|Iqja He 6rma
3a6ejle)IcaHa ro ;|o6po-j|113ajHIIpaHaTa cTyql]ja 3a HHTepaKi|IIH co 6y;|ecoHIIH, roj e rlo3HaT

I]IIroxpoM P450 3A cyllcTpaT.
Ec'IporeHHTe xopMOHH H ]IeKOBI¢Te KOH ro HaMajlyBaaT xpBHIIor xojlecTepojl   KaKo

K]Io¢116paT MomaT j|a ja 3ro]IeMaT 6H]"japHaTa ]""ja3a, Koja e KOHTpa-e¢eRT Ha

ypco;|eoKCHxoJIHaTa KHceJIIIHa Koja ce ylloTpe6yBa 3a pacTBopalbe Ha "ojlqHHTe KaMelba.

Bo K]IrmHqKa cTyslqja co 3xpaBH ;[o6poBOTli|II IICTOBpeMeHaTa ynoTpe6a Ha UDCA (500

mg/HeH) H P03yBacTa"H (20 mg/AeH) Pe3yJITxpaJle co 6jlaro 3roJleMeHH H]Ia3Ma HIIBoa Ha

p03yBacTa"H. KT"H14tlltaTa peTleBaHTHOcT Ha OBaa HHTepaKI|I|ja H 80 Oz|IIOc Ha
HHTepaKquHTe co z|PyrHTe CTaTHI" e Herlo3HaTa.

4.6 ®ep"j[HocT, 6peMeHocT 14 4oelbe

Cryj|HHTe  co  )IcllBOTHH  He  noKaxajle  6IIjlo  KaKBH  edyelc"  Ha  ypcoAcoKCHxo]IHa  KHce]IIIHa
Bp3 dyep"JIHocTa (BII;|eTe ro ;|e]IOT 5.3). HeMa IIo;|arol|II ra edyeKTOT Bp3 a)ep"jlHocTa Kaj
TlyieTO npH Tepa"j a cO ypcoj|cOKcllxo]IHa lclroe]Irma.

BneMeHocT
HeMa HJ" IIMa TII"RTxpaHII IIojrarol]II 3a ylloTpe6aTa Ha ypcoHcol(cl4xoTIHa KHcej"IIa, Kaj
6peMeHIITe xeH14. cryql4IITe cO 3rcl4BOTI" rloKa>Ica7Ie peHpoqyK"BHa roKclltlHOor 80

paHHTe ¢anH Ha recTal|Iqja (BHHeTe Bo j|ejlor 5.3). ypco6H]I 250 mg Kallcy]"Te He cMee qa
ce ylloTpe6yBaaT ra BpeMe Ha 6peMeHocT ocBeH HOKOTlny e allcojlyTIIo Heonxo;|IIo.
XeHIITe Bo penpo;|yK'"BHHOT IIepHOH Tpe6a ;|a ce TpeTxpaaT caMo HOKo]Iny IIcroBpeMeHO
KOpHCTaT cooqBeTHa KOHTpal|enl|Iqj a: ce I|penopatlyBa He-xOpMOHcl(a KOHTpal|erll|Iqj a IIj"
IIepopa]IHII KOHTpal]elITHBII cO HIICKII H03H ecTporeH. Tpe6a jra ce KOpHc" caMO
edyeRTHBHa He-xopMOHCKa KOHTpal|elll|I[ja j|oKojlKy ce yrloTpe6yBaaT ypco6HJI 250 mg
Kallcyj" 3a pacTBopalbe Ha "o]IHHHTe KaMelba, 6IIHejkll xopMOHCKHTe HepopajlHH
KOHTpal|elITHBH Mo"aT qa ja 3ro]IeMaT 6H]IHjapHaTa jlH"ja3a. Mo)I(IIocTa 3a 6peMeHocT
Mopa ;|a 6H;|e HCKjlytleHa npeH 3alloqHyBalbe Ha Tpe"aHOT.

HoeEbe
cllopeH  HeKOJlny  j|oKyMeHTHpaHH  cjlytlaH  Ha  xe"  KOH  HojaT,  HHBoro  Ha  M]IeKOTO   Ha
UDCA   e   MHory   HHcl(o   H   BepQjaTHo   HeMa   z|a   ce   oqeKyBaaT   HecaKa"   peaKI|14H   Kaj
AoeHqHrmTa.

4.7 Bj"jaHIIe Bp3 cnoco6HocTa 3a Bo3elbe HJ[II paKyBalbe co Mamll"

ypco614]I 250 mg KancyTIHTe HeMaaT HTIH I"aaT 3aHeMapTIrmo BT"ja"e Bp3 cnoco6HocTa
3a 803eH,e IIj" paKyBaELe cO MalllH"

'   4.8 HecaKaHH flejcTBa

EBaJlyapHjaTa Ha HecaKaHIITe I
MHory qec" (21/10)
qec" (21/100 ;|o <1/1
HOMajll(y qec" (21/1

I.:;j:i.--,;:ti;~%=rfis}

e;|HaTa HecTOTa Ha IIOAaTol|HTe:



PeTKII (21/10000 flo <1/1000)
MHory peTKH (<1/10000)
HeHo3HaTo (He Mome Ha ce IIpouem oH nocToeqKrme noHaTOHH)

Tacmpounmecmunarmu Hapyury8alba
Bo KjlHHIHKHTe cTyflHH 6H]Ie qec" H3BelllTaHTe 3a 6TTeAa cTOTIHI|a IIjlH j|Hjapea 3a BpeMe

Ha Tepa"jaTa co ypcoAeoKCHxo]IHa KHcejlHHa.

MHory peTKo, 3a BpeMe Ha Tepa"jaTa Ha IIPHMapHa 6Hj"japHa I|Iapo3a ce jaBHTle cHjlHH

6oJIKH Bo ropHIIOT fleceH AeJI oH cTOMaKOT.

Xenamo6uJky api+u iiapyurye aTha
3a BpeMe Ha Tepa"jaTa co ypco;|eoKcllxo]IHa KHcej"Ha, Bo MHory peTKH c]Iyqal4 e MomHa
KaJII|HdyHKal|IIj a Ha xoJltlHHTe KaMeH,a.

3a BpeMe Ha ]IeKyBaHeTo Ha Harlpe;|Ha" ¢a3H Ha IIpllMapHa 6HTIHjapHa I|14po3a, Bo MHory

pe" cjlyqaH e o"IIIaHa ;|eKOMneH3HpaHa xenaTaJIHa I|IIPo3a, Koja fleJlyMHo pexpecHpa
IIo IIpeKHHyBalbe Ha TpeTMaHOT.

Hapyury8aiba Tia roacama u nomKoaciiomo peKueo
MHory peTKO, MOxHa e nojaBa Ha yp"KapHja.

rlpHjaByBalbe Ha HecaKa" flejcTBa
IIPHjaByBalbeTo Ha HecaKaHH j|ejcTBa nocJle pe"cTPHparbeTo Ha JleKOT e Ba"Ho. oBa
oBo3MoxyBa KOHT14HyllpaH MOHHToPHHr Ha oHHoCoT KopHCT/PH314K Ha JleKOT.
HecaKaHHTe PeaKI|IIH ofl JleKOBFTe Moxe Aa " npHjaBHTe Bo Hal|IIOHaJIHHOT I|eHTap 3a

¢apMaKOBHrrmaHI|a npH AreHI|HjaTa 3a jlel(OBH H MeHHI|HHCKH cpeflcTBa (yJI.CB.KIIPHn H
MeTOAHj  6P.54 KaT 1) HjlH no eJleKTpoHCKH naT HpeKy Be6 cxpaHaTa Ha AreHI|IIjaTa
http://malmed.gov.ink/.

4.9. Hpeqo3IIparbe

KaKo pe3yjlTaT Ha npeAo3HpaH,e MoxHa e rlojaBa Ha ;|Hjapea. reHepa]IHo MajlKy ce
BepojarHH Apy" CIIMHTOMH Ha IIpeHo3Hpalbe9 6H;|ejkH Co 3rojleMyBalbe Ha Ao3aTa Ha
UDCA ce HaMajlyBa Hej3HHaTa arlcopnl|Hja H 3aToa noBeke ce Hc¢pJla npeKy dyeuecoT.

He Ce IIoxpe6HH Cnel|H¢IIqHH npoTHBMepKH 11 HoCT[eHHI|HTe oq j|HjapeaTa Tpe6a j|a ce
jleKyBaaT cHMIITOMaTCKH co o6HOBa Ha TeqHocTHTe H e]IelclpojlHTHHOT 6a]IaHc.

Hono]iiiume]ii+u un¢opMaquu 3a noce6tla nonyJlaquif a :
Kaj nal|HeH" co npHMapeH cKjlepo3aHTeH xoJlaHrllTHc TpeTHpaHH co BHcoKH Ao3H UDCA

(28-30 mg/kg/AeH) Bo IIOAOJlr rleplloH, 3a6eJlexaHH ce cepHo3HH HecaKaHH peaKI|IIH co_ ,fu ..-,. `` ltr-..+. o. h

IIOBHCoK CTerleH.                                                                       .<

5.\a. ®apMaKOullHaMCKH cBojcTBa

®apMaKOTepalleBTCKa rpyna: rleK 3a Tpe !ir!,&HJ?!e*T
arm, ATC KOH: A05AA02.



UDCA e HOTlqHa KHce]IIIHa Koja Bj"jae Ha HaMa]IyBalbe Ha xoTlecTepo]IOT Bo
6Hj"japHaTa

=e-q=OcT IIPBeHCTBeHO cO flHcll-ep3Hja Ha xOIlecTepo]IOT H ¢OpMHpane TetlHa KPHCTaTIHa

HeboyampucranonyJ.aqu|a
I|ucmuni+a ¢u6po3a
On KJIHHHqKFTe H3BemTaH IIocTOH ;|o]IroxpajHo HCKycTBo ofl 10 roj|HHH H noBeke 3a

xpe"aH  Co  UDCA  Kaj  HeHHjaxpHCKa  IIoliyTlauHja  Koja  6o]IeHyBa  oH  I|HCTIIqHa  ¢116po3a
noBp3aHa co xellaTo6H"japHH HapymyBaHa (CFAHD). HocTojaT ;|oKaeH HeKa Tp.eTMaHOT
Co   UDCA   Mome   j|a  ja   HaMa]IH   Iipoj"¢epaul4jaTa   Ha   XoJlqHHOT   KaHajT,   fla  ja   3anpe
nporpecHjaTa Ha xlicTOTIOH]KOTO OiHTeTyBalbe  H  flypH Aa ce TloBTieuaT xenaTo6Hj"jap"Te
npoMeHH  floKoriKy ce  oTliouHe  Bo paHa ¢a3a Ha CFAHD.  Tpe"aHOT co  UDCA Tpe6a Ha
3anoTIHe  BeflHam  IIo  HHjarHoc"I|HpaH,e  Ha CFAHD  3a j|a ce  oHTKM113Iapa e¢eRTHBHocTa
Ha TpeTMaHOT.

5.2. ®apMaKOKIIHeTCKH cBojcTBa

UDCAcejaByBarlpHpo;iHoBoTeTloTo.KoraceHaBaoparHo6p3oceaHcop6Hpa.Taae96-
98%  Bp3aHa  3a  HTla3Ma  IIpoTeHHHTe  H  e¢HKacHo  ce  eKCTpaxHpa  ofl  I|pHHOT  Hp06  H  ce
H3jlaqyBa   Bo   moTIHKaTa   KaKo   r]ml]`HH   H   TaypHHCKH   KOHjyra".   Bo   I|PeBaTa   HeKOH   OH
KOHjyraTure  ce   HeKOHjy"paHH  H  peancop6Hpa".  KOHjyra"Te,   14CTo  TaKa,  Moxe  fla
6H;|aT   ;|exH;|poKCH]mpaHH   Ho   JIHToxol"qHa   KIIcejlllHa,   ;len   oH   Koj    ce   allcop6Hpa,
cy]I¢a"paHHoAI|pHIIOTj|po6HceH3I[aqyBaaTnpeKy6H]"jap"oTTpaRT.

5.3 IIpeTKjlHHmKII IIor|aTol|H 3a 6e36e;|HocTa

a)AKyTHa TOKclltlHocT

CTyfl"Te    3a    aKyTHa    TOKCHqHocT    Kaj    mHBo"    He    oTKpllTle    HKKaKBo    TOKCHqHo
OmTeTyBalbe.

6)xpOHHqHa TOKCHtlHOcT

CTy;|IIHTe3aCy6xpoHHqHaTOKCHqHocTKajMajMyHHTeIIOKama]IexellaTOTOKCHq"e¢eK"
Kaj  rpyl"Te  co  BHcoKH  I|o3II,  BKTlytlyBajkH  "  H  ¢yHKI]IIOHajlHHTe  rlpoMe"  (Ha HPHMep,
npoMem  Ha xenaTajlHHTe  eH3HMH)  H  MOp¢OIIOIIIKHTe  IIpOMe"  KaKO  HpO]"¢epauHja  Ha
mojlqHHOT  KaHaTI,  HOpTaTIHK  HH¢]IaMaTOp"  ¢OKycH  H  xeHaTOI|e]IyIlapHa  HeKp03a.  oBHe
TOKCHtlHH  e¢eRTH  HajBepojarHo  ce  IIPHnHmyBaaT Ha ]"Toxo]"qHa  KHceT"Ha,  MeTa6oT"T
Ha   UDCA,   Koj    Kaj    MajMyHHTe   -   3a   pa3j"Ka   on   ]IyfeTo   -   He   e   fleTOKCH¢HuHpaH.
KTmHHtlKOTo   HCKycTBo   noTBpnyBa   fleKa   oHHIIIaHHTe   xellaTOTOKCHq"   e¢eK"   He   ce
oqllr]Ie;|Ho pe]IeBaHTHH 3a ]IyfeTo.

8) KaHI|eporeH H MyTareH HOTeHUHjan

Z|ojlr\opoq"Te CTyJIHII KaJ rJlyBII¥;.,¥,;Zi

```,,,-`J...'`,,`:i:i;..i.`:.r,--:i

``

HOKaxa]Ie floKa3 fleKa UDCA HMa

KaHI|eporeH noTeHI|Hj ajl.

In vitro H in vivo reHeTCKHTe
TecTOBHTe co UDCA He Flo

co UDCA 6H]Ie HeraTHBHH.
H 3a MyTareH e¢eKT.

t/-



z|) TOKCHqHocT 3a pellpo;|yKI|Hj a
Bo cTyAHHTe I(aj  cTaopl|14, MajlHTe He¢opMal|HH Ha onaHII(IITe Ce cjlyqlljle no Ho3a oA 2000
mg  ypco;|eol(cHxoJIIHHa  KHceJIHHa  no  KIIJlorpaM  TeJlecHa  Te"HHa.  Kaj  3ajaHH  He  6Hjle
HpoHajAeHH  TepaTorel"  eq]eK",  HaKo  IIMajlo  eM6pHOTOKCHqHH  e®eRTH  (oq  Ao3a  oA  100
m8

Ha KIIjlorpaM TejlecHa Te"HHa).  UDCA  HeMaJla edyeRT Bp3  IIJloHHocTa Kaj  cTaopl|HTe  H  He
BJ"j ae]Ia Ha nepH-/nocTHaTa]I"oT pa3Boj Ha noTOMCTBOTo.

6.1. Jli[cTa Ha eKcl|14IIHeHCH

MarHe3HyM cTeapaT
HtleHKapeH cltpo6
KOJ[oHHeH 6e3BOHeH cHTIHI|HyM

068ueKa Ha Kancy]ia..
THTaH ;|IIOKCHA (E 17 1 )

xejlaTHH

6.2.   HHKOMnaT116IIjlHocT

Hello3HaTa

6.3. PoK Ha ynoTpe6a

3  roAHHH.

6.4.HatlHH Ha tlyBalbe

He Ce IIoxpe6HH IIoce6HH ycjloBH Ha qyBaELe.

6.5. IIPHPoua H CoBPREIIHa Ha naKyBall,e

50 Kancy]" Bo PVC/Al 6j"cTep

6.6 CIIeuHjajlHII MepKII Ha oTCTpaHyBalbe

CeKoj lieylloTpe6eH JleK 14TIH oTnaHeH MaTeplljaTI Tpe6a 4a Ce oTCTpaHH Bo cor/IacHocT co
Jlol(aJIHaTa peryjlaTHBa.

7. HOCIITEJI HA OHOEPEHHE 3

BHOHHKa ®apMal|ey"Kajlc,

yJI. CKy" 6p. 57,
1000CKonje,
P.MalteHOHHja

i!E!EEE:

K 80 IIPOMET

8.  EPOJ HA Oj|OEPEHHE 3A CTABAELE HA JIEK 80 IIPOMET



PemeHHe 6p.11-1045/4

9.  HATA HA IIPBA PErHCTPAI|H]A/OEHOBA HA pErHCTPAI|H]A

05.05.2016 roj|HHa

10.  HATA HA II0CJIEHHA

12.2020 roHHHa
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