OBILIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O HPEHA@ET A

1. HAMUMEHOBAHUE JJEKAPCTBEHHOI'O ITPEITAPATA 7 3 35 65 -7 071
Xonynexcan-Pe6/ Choludexan-Reb, 300 Mr, KaricyJsl. ~ '
MexayHapogHOe  HENAaTEeHTOBAHHOE  HAWMEHOBAHHUE! VYpcone3okcuxonesas — Kucinora /.
Ursodeoxycholic acid. COTTACOB AH
Mmmc'nwcm%gﬁ%m APYCb

2. KAYECTBEHHBII Y KOJIMYECTBEHHBIN COCTAB D erepeTsa GAPROOCKPARCEN?
Karcyna conepxur: Tipux GMW;
Oeiicmeyioujee eeujecmso. ypcoaesokcuxoiepas kucinora 300 mr. § o1 Lol T

[ToTHEIH CIIHCOK BCIIOMOTaTebHBIX BEIECTB CM. B paszene 6.1.

3. JEKAPCTBEHHAA ®OPMA

Kancyse! 1 preMa BHYTPb.

Karmcynel TBepIple JKeJJaTHHOBBIE ¢ KOPITYCOM PO30BOIO LBETA H KPBIIEYKON KPaCHO-KOPUIHEBOTO
upeta. CoIepXKHMO€ KarlCyJIbl — IOPOIIOK 6eJ10T0 WM NPaKTHYeCKH O€JIoro IBeTa.

4. KIMHWYECKUWE TAHHBIE

4.1 TIOKA3AHUA K ITPUMEHEHHUIO.

- PacTBopeHHe X0JeCTEpHHOBEIX KaMHEH B KEIYHOM Iy3bIpe. XOJIECTEPUHOBbIE KaMHH HE
JOJDKHBI BEITJISLIETh KaK 3aTeMHEHHMs HA PEHTreHOrpaMMe M He JOJDKHBI IPEBBINIATh 2 CM B Jxa-
metpe. HecMOTpst Ha HaMaKe KaMHel, QYHKIMS JKEITHOTO ITy3bIps HE J0JDKHA OBITh HapyIIeHa;
- Jleyenue nepBHYHOro OMamapHoro muppo3a nedeHu (ITBLl) mpu OTCYTCTBHH NPH3HAKOB
JeKOMIICHCALIUH;

- Jleyenue rematoGunMapHoro 3aGoJieBaHMs, aCCOLMUMPOBAHHOTO ¢ (HOPO3HO-KHCTO3HOH
neredepaiueii (MyKOBHCUHO03), Y AeTel B Bo3pacTe oT 6 10 18 ner.

4.2 PEXXUM JO3UPOBAHUA U CIIOCOB ITPUMEHEHMA

Jlis pa3aHYHBIX MOKA3aHUH K IPHMEHEHHUIO PEKOMEHIOBAHBI CIICAYIOLINE €XECAHCBHBIC PEXHUMBI
JO3UPOBaHUSI:

s pacmeopenus xonecmepuno6blx KAMHeu 8 HCel4yHOM ny3vipe.

8 - 10 MT ypco/Ie30KCHX0IEBOM KHCIOTHI Ha KT MacChl Tejla B [IeHb, 4YTO COOTBETCTBYET 2 - 4 KaIl-
cynam Xoynexcas-Pe6, KOTOpBIE cliefyeT IPUHUMATh BO BpeMs e/Ibl, CeYIOMHUM 06pasom

- Jlyist CyTOYHO#M 103BI 2 Karcyibl: 00e Karcyisl ¢ BEYEPHUM IIPHEMOM ITHUILH;

- Il cyTouyHO# 0361 3 Kamncynsl 1| yTpoM U 2 B€4epoM;

- Jlast cyTOYHO# 10351 4 KaICyIsl 2 YTPOM U 2 BEYEPOM.

I[TpomOKUTENFHOCTE IIPOIECCa PACTBOPEHHs NP MCIONIb30BaHUU XonyaekcaH-Peb cocrapiser
OT 6 MecsLeB 10 2 JeT, B 3aBUCHMOCTH OT IE€PBOHAYaIbHOIrO pa3Mepa kaMHel. Jlind oueHkH 3¢-
(GEKTHBHOCTH TEPANHUH HEOOXOIMMO UCXOMHO TOYHO ONpPEIENHTh Pa3MeEp CYMIECTBYIOIMX KaMHEH
HCXO/HO B Hayaje JeUeHHs U B JaJIbHEHIEM PETyJIIPHO OCYLIECTBISATH KOHTPOJIb 3TUX Pa3MEpPOB,
HanpuMep, Kaxasle 3-4 Mecsla, ¢ MOMOINBIO PEHTTEHOBCKOTO W/HIIH YJIbTPa3ByKOBOTO HCCIeI0-
BaHUH.

[ManpienTaM, y KOTOPBIX IOCje 6 MecsIeB JiedeHHus TpeOyeMoHr 70301 pa3Mep KaMHE# He YMEHb-
IIMIICS, PEKOMEHYETCS ONpPENEINTh JTUTOTEHHBIA MHICKC JKEIYM IIyTeM MCCIIEIOBaHHsA ee Ouo-
XMMHYECKOrO COCTaBa. B cllydasx BEJIMYHH JUTOTEHHOTO MHAEKca xemdu > 1,0, JocTkeHue mo-
JNIOXKHUTENBHOTO Pe3yJIbTaTa MaJIOBEPOSTHO, H JIyYIIe PacCMOTPETh APYro crocob JeueHus KaM-
Hell B XKETYHOM ITy3BIpe.

Jleyenne cieayeT MPOIODKHUTH OT 3 10 4 MecsIEeB IOCIE MOJyYeHHsT HHCTPYMEHTAIBHOTO II0A-
TBEPKIEHHUS TIOJIHOTO paCTBOPEHMS] KAMHEH B XKEITYHOM ITy3BIpE.

[IpepeiBanue JedeHust Ha 3—4 HeleNM NPUBOIMT K BO3BPANICHUIO NMEPEHACHIIECHHS XKETIH XOJIe-
CTEPHHOM M YBEJIMYHMBAET OOIIYIO MPOJODKUTENFHOCTh Tepanuu. PaHHee MpephIBaHUE JICICHUA
IIOCJIe PACTBOPEHUS KaMHEH B KEITIHOM ITy3bIpE MOXET COIPOBOKAATHCS PELUIUBOM.
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I-1II cTranus
CyTtouHas J103a 3aBUCHT OT MACChI Tejla Mal[UeHTa B COCTABJIACT OT 3 go 7 xancyn (12 - 16 Mr yp-

COE30KCHXOJIEBOM KHCJIOTH Ha | K Macchl Tena).

B TeueHne mepBHIX 3 Mecsies JedeHus Xomynekcan-Peb HeoOX0aMMO NPHHMMATD, PaCTIPEICIHB
CYTOUHYIO 7103y Ha 3 mpueMa (YIpo, TojjeHs, Beuep). IIpu ymydmenun nokasartenieid QyHKIMH
TII€YEeHH CYTOYHYIO 03y MOXHO IIPHHMMATh 1 pa3 BEUepoM.

Xonynekcan-Pe6, 300 mr, KancyJsl
Macca tena CyrtouHas 1032 IlepBrle 3 Mecsna B nanpHemeM
(xr) (MI/Kr Maccsl Tena) Vrpo Jlens | Beuep Beuep (1
paz/CyTKH)
47 - 62 12-16 1 1 1 3
63 - 78 13-16 1 1 2 4
79 -93 13-16 1 2 2 5
94 - 109 14-16 2 2 2 6
bonee 110 2 2 3 7
IV cranusd

TIpy MOBHIIEHHOM YpOBHE 6WIMpyOHHA B CHIBOPOTKE (> 40 MKT/JI; KOHBIOTHPOBAHHEIH) CHavYalla
cleyeT IPUHAMATh TOJBKO HOJOBHHY OT OOBIYHOM 103bI (cM. o3y ans ctammé I-III) (6-8 mr
VXK Ha Kr MacChl TeJla B CYTKH, YTO COOTBETCTBYET MPUONH3UTENRHO 2-3 KaICyJIbl penapara
XomynekcaH-Peb).

[Mocne 3Toro cieayer TIIATETBHO CIEAUTH 3a (yHKLMEH MMEYEHH B T€Y€HHE HECKOJBKHX HEIENIb
(oxuH pa3 B 2 Hellenu B TeyeHue 6 Hezxenb). Ecnu He HabmonaeTcs yXyamenus QyHKIUA [eYeHH
(II®, AJIT, ACT, ramma-I'T, OunupyOuH) ¥ HE yCHIMBAEeTCS 3y, A03Y MOXHO YBEJIHYHUTH JO
06b1yHOro ypoBHs. OIHAKO, B TEUCHHE HECKOJBKHUX HelelIbh HEOOXOAUMO CHOBA TINATEIBHO ClIC-
auTh 3a QyHkiued meueHu. Ecny GyHKIMS Ie4eHH HE YXYIIAETCs, MAalUeHT MOXET MOoIy4aTh
OOBIYHYIO 103y B T€YEHHE [UIUTEILHOTO BPEMEHH.

[TaupeHTaM ¢ MepBHYHBIM OMIMApHEIM IMpPpo3oM (ctagust V) Ge3 mOBBIIIEHHOro ypoBHs OWiu-
pyOMHA B CHIBOPOTKE KPOBH pa3pellaeTcs cpasy MONMy4aTh OOBIYHYIO HadalbHYIO 03y (CM. CTa-
quu I - II). V Takux manueHToB Takke HeoOXOIUMO NPOBOAUTS TINATEIbHBIH MOHHUTOPUHT ¢byHK-
LMK TI€YeHH, KaK OMMCAHO BhIIe, OLEHHWBas IOKa3aTend QyHKImH nedeHu (1abopaTopHEIE MC-
CJIeZIOBaHUS) U KIIMHUYECKHE JaHHBIE.

Jns nevenus mykosucyuoosa y oemeti @ gozpacme om 6 0o 18 nem
PexoMenmyemas cyTo4Has go3a cocrasnseT 20 Mr Ha 1 Kr Macchl Tena, pa3JeeHHas Ha 2-3 npu-
eMa, IpH HeoOXO0AMMOCTH ¢ JaibHeimuM yBeaumaeHreM 10 30 Mr Ha 1 Kr Macchl Tena.

Macca Tena (kr) CyrtouHas n03a Xomynekcan-Pe6, 300 mr, Kancyst
(Mr/Kr Maccel TeJa) YT1po JleHp Beuep

20-29 17-25 1 - 1
30-39 19-25 1 1 1
40-49 20-25 1 1 2
50-59 21-25 1 2 2
60-69 22-25 2 2 2
70-79 22-25 2 2 3
80-89 22-25 2 3 3
90-99 23-25 3 3 3
100-109 23-25 3 3 4
>110 3 4 4

Eciu y manneHTa BO3HHKAIOT TPYAHOCTH C IIPOTJIATHIBAHMEM KaIlCyJIbl H3-3a €€ pa3MEepoB, Karcy-
11y, IpA HEOOXOAUMOCTH, MOXKHO OTKPHITh U T00aBUTE-ee KT = DI CT, B 0L

COBAHU
MHIHUCTERFCTBOM SHI’ABOOXPAHEHKH
y PECOVEIYKY BEJAAPYCH
f [lpuxas Munscrepersad 3APABOCKPRRCHIA 2
Peenybanrn Benapyeb
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HpuMeHeHue Y Uy noxcuno2o eospacma
OTC}’TCTBYIOT JaHHEBIE O He0OXO0TMMOCTH KOPPECKIHUHU O3Bl Y JIHI ]IaHHOI/I B03paCTHOI/I KaTE€ropuu.
TeMm HE MeHee, MpH JECUYCHUHN JOJDKHBI OBITH IIPAHSTHI MEPBI peaoCTOPOKHOCTH.

4.3 IPOTBOIIOKA3AHNA

Xomnynekcan-Peb He crneyeT IPUMEHATh, €CJIH y IALEHTA!

- HUIEPYyBCTBUTEILHOCTD K JeHCTBYIOMEMY BEIIECTBY M K JIOOOMY M3 BCIIOMOTATENbHBIX
BEIIECTB, [IEPEYHCIIEHHBIX B pazzene 6.1;

- PEHITEHIIOOKUTENBHBIE (C BBICOKUM COAEP)KaHHEM KaJbLHs) JKETIHBIC KAMHH;

- OKKJIIO3HS KETYHOrO MPOTOKa (3aKymopKa OOIIEro JKeIYHOTO NPOTOKA MM IIy3BIPHOTO
MIPOTOKA);

- HapylIeHHe COKPATHTENHFHOM CIIOCOOHOCTH XKETYHOTO ITy3bIPS;

- OCTpHIe BOCTIAJIMTEbHEIE 3200 I€BaHHS KETYHOTO ITy3BIPS WK XETIHBIX IIPOTOKOB;

- YaCThI€ IPUCTYIHI IEYEHOYHOH KOJIUKH.

B cirydae mpUMEHEHHS IPH reNaToOUIHAPHBIX HAPYLICHASIX, CBSI3aHHBIX ¢ KUCTO3HBIM (rbpo3oM
y neteil B Bo3pacTe oT 6 10 18 ner:

- Hey/la4Has MOPTOIHTEPOCTOMUS MM HEBO3MOXHOCTh BOCCTAHOBJICHHUS HAATIEXKAIIETO JKETICOT-
JeJIEHUs Y JeTel ¢ aTpe3neid )KeTIeBBIBOIIIIHX Iy TEH.

4.4 OCOBBIE YKA3AHMA U MEPHI ITPENOCTOPOXHOCTU ITPY ITPMMEHEHUU
IIpreM 1eKapcTBEHHOTO Mpenapara XoyaeKkcaH-Pe6 Q0mkeH OCyIEeCTBIATECS O HAOIIOAeHU-
€M Bpaya. B TeueHHe MepBBIX TpeX MeCsLeB JeUeHUs 3a QYHKIHOHAIBHBIME ITOKa3aTeJIsIMH IIe-
gyenn ACT (SGOT), AJIT (SGPT) u ramma-I'T crexyer HabmonaTh Kaxasle 4 HEIENH, a 3aTeM
Kaxaple 3 Mecana. [JoMrMO BO3MOXKHOCTH BBHISBJICHHS NAllMEHTOB, OTBEYAIOIIMX U HE OTBEYAlO-
mux Ha jgeyerue 1B, 3TOT KOHTPOJb TaKkKe CIOCOOCTBYET paHHEMY BBISBJICHHIO IIOTEHIIMAND-
HOTO HapyIleHHs QYHKIHM II€YeHH, 0OCOOEHHO Y MAIlMeHTOB ¢ no3Hel craauei I1BIL.

ITpu npumenenuu 0151 pacMEOPeHUsL X01eCMEPUHOBLIX HCENUHbIX KAMHeU

Jlnsg Toro 9toOBl OLEHUTH IIPOTPECC B JEUYEHHH M A1 CBOEBPEMEHHOIO BEBIABJICHUS MPH3HAKOB
KaJbIMHO3a KAMHEN B 3aBUCHMOCTH OT pa3Mepa KaMHEH, JKE€TUHBIN My3BIPh CIEAYET BU3yaIu3HU-
poBaTh (TepopaibHas X0JenucTorpadus) ¢ OCMOTPOM 3aTEMHEHMI B [TOJIOXKEHHH CTOS U JIEXKa Ha
criiuHe (YIBTpa3BYKOBOE HUCCIIeIoBaHHUE) depe3 6-10 Mecsues nociie Havaa JICYeHUs.

Eciu xKenuHBIi My36Iph HEBO3MOXKHO BU3yaIM3UPOBATh HA PEHTIT€HOBCKUX CHUMKaX HJIH B ClIyda-
SIX KaJbLIHHO3a KaMHeEH, HapyHmeHHs COKpaTHMMOCTH JKEJYHOIO Iy3BIps HJIM YaCThIX NPHCTYIOB
KOJTHK, JIeKapCTBEHHEIH npenapat XoIyaekcan-Peb npuMeHsTs He cieayer.

[TanMeHTaM >KEHCKOTo MMoJja, nmpuHuMarommM XonyaekcaH-Pe6 B karncynax no 300 Mr ais pac-
TBOpPEHMS KaMHeH B JKEIYHOM IIy3bIpe, ClIeyeT UCIONBb30BaTh 3(PEKTHBHBIM HErOpPMOHAILHBIN
METOJ KOHTPANEHIHH, TOCKOJIBKY TOPMOHAJIbHbIE KOHTPAUENTHBEl MOTYT CIIOCOOCTBOBATH YCH-
JICHUIO JIUTHA3A.

IIpu nevenuu nayuenmos Ha NO30HUX CIAOUSX NEPBUYHO20 OUTUAPHO20 YUPpO3a neYeHu

B oueHp penkux ciaydasx Habmroganack AEKOMIICHCAIUs LMPpPO3a ME€YEHH, KOTOpas YaCTUYHO

perpeccupoBaa IocjIe IpeKpaleHus JiedeHus. B penkux ciaydasx BO3MOXHO YXYALICHHE KIIU-

HHYECKHX CHMIITOMOB B Hadajie JICUCHHs, HallpUMep, YCUICHHE 3yaa. B aToM ciydae no3y mpe-

napata XonynekcaH-Pe6 kamcynsr 300 Mr HeoOXOIUMO CHH3HUTh A0 OJHOM KalCylel B CYTKH, a

3aTeM IOCTENeHHO BHOBD YBEJIMUMBATh, KaK OIMCaHO B paszene 4.2.

B cny4ae BO3HHKHOBEHHS JHapeH 103a JIEKapCTBEHHOTO IpenapaTa T0/DKHa ObITh CHIKEHA, a IPH
MEPCUCTUPYIOIIEH AUapee JeUeHHUE CIeNyeT IPEKPaTHTh.

V nanueHTOB ¢ HEPBUYHBIM CKIEPO3UPYIONIMM XOJAHTUTOM (MCIIOJIb30BAHHE BHE 3apErUCTPUpO-
BaHHBIX II0OKA3aHHM) JINTENBHAS Tepamnus npenapaTroM Xoiyaekcan-Peb xarcysisl B BBICOKHX 10-
3ax (28-30 Mr/kr/cyTku) 6I>IJIa cBs3aHa ¢ 6oJiee BBHICOKOM YacTOTON BO3HMKHOBEHHS CEPBE3HBIX
He)XeNaTeNIbHbIX SBJICHHI.

COTJTACOBAHO

MUHKRCTEPCTBOM SJIPAEOOXPAH TENA
PECHVENUKZA BEJAPYCH

Tipuxas Munuciepcrea 3APABGCEPAHCHMIS
Beenvénvrs Benapycs
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B cuny Toro, 4to Xonyznekcan-Pe6 BEImyckaeTcs B (popMe Kamcyin o 300 Mmr, JeKapCTBEHHBIH
Ipenapar He MPUMEHSIOT y AeTeif B BO3pacTe Jo 6 JeT (MeHee 20 Kr Beca).

4.5 B3AUMOJIEMCTBUME C JIPYITMMHU JIEKAPCTBEHHBIMU [IPETIAPATAMU U JIPV-
T'YE BUJIbI B3AUMOJIEMCTBUS

Xomynekcan-Pe6 He crienyeT NPHHMMATh OJHOBPEMEHHO € KOJECTHPAMMHOM, KOJIECTHIIOJIOM
JUIM aHTALWIAMH, COJIEPKAIIMMHE AIOMAHHUS THAPOKCH H/UIH CMEKTHT (ATIOMUHHUS OKCHJ), IO-
CKOJIbKY 3TH BEIECTBA CBSI3BIBAIOT YPCOJAC30KCHXOJIEBYIO KUCTIOTY B KHIIEYHUKE M TEM CaMbIM
CHIDKAIOT ee abcopOumio ¥ 3¢ deKTHBHOCTS. ECiM IpiMeHeHHe TaKoro IpemnapaTa HeoOX0IuMo,
€ro clieAyeT NIPHHAMATh He MeHee 4eM 3a 2 Yaca [0 HIIH IocJie pueMa npenapaTa X0y aeKcaH-
Pe6.

Xonynekcan-Pe6 Moxer BIMATH Ha abCOpOLMIO MUKIOCIIOPHHA W3 KUIICYHHKA. V manueHToB,
TOJIyYAOIKX [[MKJIOCIOPHUH, ClIeyeT KOHTPOIMPOBAaTh YPOBEHb STOTO BEIIECTBA B KPOBH H IIPH
HEOOXOIUMOCTH KOPPEKTHPOBATh 03y LIMKIOCIIOPHHA.

B oTxenbHBIX caydasx Xomynekcan-Pe6 MoxeT CHIKaTh abcopOLMIo UMpoQIoKcanuHa.

B KIMHMYECKOM HCCIIEIOBAHMH C YYaCTHEM 3J0POBHIX JOOPOBOJBLLEB OMHOBPEMEHHOE IIPHMEHE-
HHE YpcOe30KCHX0NeBoH KUCI0TH (500 Mr/cyTku) U posyBacTaTHHa (20 MI/CYTKH) IPHBOIUIO
K HeGOJBIIOMY MOBHIIEHHIO KOHIIEHTpAlMM PO3yBacTaTHHa B Ijasme. KiMHHYecKas 3Ha4H-
MOCTB 3TOTO B3aMMOJICHCTBHS, B TOM YHUCJIE B OTHOIICHHUH APYTHX CTATHHOB, HEU3BECTHA.

BBLIO MPOAEMOHCTPHPOBAHO, YTO Y 3M0POBHIX AJOOPOBOJIBLEB YPCOAE30KCHXOIEBas] KUCIOTa CHH-
’KaeT MaKCHMaJIbHYIO KOHIEHTparuio B mwiasMe (Cmax) O10KaTopa KaJbIHEBBIX KAaHAJIOB HHT-
PEHMIIMHA M YMEHbIIAET ero Iwomanpb non kpusoii (AUC). PexomenayeTcs TiaTeIbHbIH MOHHU-
TOPHMHI IIpd OJHOBPEMEHHOM HPHMEHEHHH HHUTPEHIMIIMHA M YPCOAE30KCHXOJIEBOH KHCIOTHI.
MoxxeT noTpeGoBaThCs YBETMUEHNE T03bI HUTpeHIUIHHA. Takke coo6Manocs 0 B3aUMOACHCTBUH
C JAIICOHOM, CHIDKAIOIIUM €ro TepaneBTUYecKui 3 deKT.

OTH HaOIIONEHUS, HAPSAY C JaHHBIMH in Vitro, MOTYT yKa3bIBaTh Ha TO, YTO YPCOJE30KCUXOJIeBas
KMCJIOTA MOXeT HHAyIMpoBaTh hepMeHTHI muToxpoma P450 3A. OxHako HHIyKUHs He Habmoa-
Jach B XOpOLIO CILIAHMPOBAHHOM MCCIIEJOBAHUU B3aUMOJEHCTBUS ¢ 6YJECOHUIOM, KOTOPHIA SB-
JI€TCS U3BECTHRIM cyOcTpaToM IuToxpoma P450 3A.

DcTporeHs (MCMOIb3yeMbIe B IIEPOPAIBHBIX KOHTPALENTHBAX H 3aMECTUTENBHOM TOpMOHAIBHOM
TepamnuH) U Mpenaparsl, CHIKAIOIHME YPOBEHb XOJIeCTEPHHA B KPOBH, TaKHe KaK KiIoduoOpar, yse-
JHYHBAIOT CEKPELHIO XOJIECTEPHHA B NIEYEHH H, CIeJOBATENBHO, MOTYT CIIOCOOCTBOBATH 0Opa3o-
BAHHIO JKETYHBIX KaMHeH. DTOT 3pdeKT MPOTHUBOIOIOXEH HCIOIb30BAHHIO YPCOAE30KCHXOIEBOH
KHCIIOTHI JIJIsl PACTBOPEHHS JKETYHBIX KaMHEH.

4.6 PEPTUJIBHOCTB, BEPEMEHHOCTDH U JIAKTALINA

QepTUIbHOCTD

B nccrneqoBaHMAX Ha )KHMBOTHBIX HE IOKA3aHO BJIMSHMS YPCOIE30KCHXOJIEBOH KHCIOTHI Ha (ep-

TunpHOCTH (cM. Paszen 5.3). JlaHHBIE O BIHMSHHHM YPCOIE30KCHXOJEBOH KHCIOTHI Ha (epTHib-

HOCTb y 4eJIOBE€Ka OTCYTCTBYIOT.

bepemeHnHOCTD

JIaHHBIX O TMPHUMEHEHHH YPCOAE30KCHXOJIEBOM KHUCIOTHI Yy O€PEMEHHBIX JKEHIIUH HEJOCTATOYHO

HIIM OHM OTCYTCTBYIOT. B HCClie10BaHHAX Ha XUBOTHBIX MOJIyU€HBI JaHHBIE O PENPOLYKTHBHOH

TOKCHYHOCTH Ha paHHeM cpoke OepemenHocTH (cM. Pazaen 5.3). [losToMy He cienyeT MpUMEHSTh

npenapaT XorynekcaH-Pe6 Bo BpeMs OepeMeHHOCTH 6e3 KpaliHell HeOOXOAMMOCTH, KOT/1a MoJb3a

MPEBBIMIAET BO3MOXKHbBIE PUCKH.

[TpumeHeHNE ypcoae30KCHXO0IEBON KUCIIOTHI XKEHIUHAMH PEIPOXYKTUBHOTO BO3pacTa BO3MOXKHO

TOJBKO B TOM CJIydae, €CJId OHU HCIIOJIB3YIOT HaJeKHbIE HETOPMOHAJIbHBIE METOBI KOHTpALEI-

1y (cM. Pasnensl 4.4 u 4.5).

Ilepen HayaaOM JI€UYeHUS] HEOOXOANMO UCKIIOYUTH BO3MOKHYIO OEpEMEHHOCTE
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o NaHHBIM HEMHOTHX OMHCAaHHBIX CIydaeB NPUMEHEHHS MpenapaTa y )KECHIIHH, KOPMAIUX I'Py-
pI0, KOHIEHTPALMH yPCOAE30KCHXONEBOH KHMCIOTHI B ITPYAHOM MOJIOKE OYCHP HU3KHE, H, BEPO-
ATHO, He)XKeJaTeIbHEIE PEaKIMH Y BCKapMIIMBAEMBIX MJIaICHIIEB HE OXKHUAAOTCS.

4.7 BJIMSIHUE HA CIIOCOBHOCTD YIIPABJIATH TPAHCIIOPTHBIMH CPEJICTBAMH 1
PABOTATH C MEXAHU3MAMMH

Vpeosie30KCHX0IeBas KMCIOTa He OKa3bIBaeT BIMAHHSA HA COCOGHOCTH ynpaBneHmI TpaHCIOPT-
HBEIMH CPEICTBAMH WM MEXaHM3MaMH, THO0 3TO BIIMsHME KpaiHe HE3HAUYUTETIBHO.

4.8 HEXEJIATEJIbHBIE PEAKIIN

MHbopManus o HeXeNaTeIbHBIX PEAKLUAX IPeCTaBIeHa B COOTBETCTBUU C CHCTEMHO-OPTraHHOH
ki1accudukanueir MedDRA 1 4acTOTOH BCTPE4aeMOCTH.

KaTeropHu 4acToThl OHpeAeNsIoTCs 10 cleyromei KiaccuduKalmu: oyeHp dacto (=1/10), acto
(>1/100, <1/10), mewacto (>1/1000, <1/100), penxo (=1/10000, <1/1000), odueHp pexaxo
(<1/10000).

Hapywenus co cmopoHbl Jcey004HO-KUUe H020 mpakma. B KIHHUYECKUX HCCICIOBAHHAX Ya-
cTO coobIanock 0 HeoGOPMIIEHHOM CTYJIe WM AHapee BO BPeMs JIEUCHHsS YPCOIAE30KCHXOJIEBOM
KHUCJIOTOM.

OueHb PeIKo BO BpeMs JIedeHHs NMEPBHYHOTO GMIMAPHOTO [IMPPO3a BOSHUKATH CHIbHBEIE GOMH B
001aCTH )XHBOTA, C IIPaBOii CTOPOHBL.

Hapywenus co cmoponul nevenu u Jcendegulg00aujux nymei. B 0O4€Hb PEIKHX CIy4asX BO BpeMs
JIEYEHHsT YPCOJE30KCHXOJIEBON KHUCJIOTONH MOXET NPOHM30MTH KalbLMHMPOBAHHE JKEMYHBIX KaM-
HEWH.

B oueHp peaxux ciaydasx mpH jedeHnd no3gHux craguil IIBL] mabmonanace aexommeHcanus
[MppO3a MeYeHH, KOTopas YaCTHYHO Hcye3asa Nociie NPeKpalleHus JTEYCHHUS.

Hapywenus co cmoponbl KOXCU U NOOKOXCHOU MKAHU: B OYEHDb PENKHX CIIydasX MOXKET BOSHHK-
HYTh KpPalUBHHUIIA.

Coobwenue 0 n0003pesaemvlx HeHCENAMeENbHbIX PEAKYUIX

BaxxHOo coo6maTh 0 MOA03peBaeMbBIX HEXKEJIATEIbHBIX PEeaKIMX I0C/IE PErHCTPALMY JTeKapCTBEH-
HOIO Mpemapara C IeNbi0 00ecIedeH)s] HelpephIBHOTO MOHMTOPHMHIA COOTHOIICHHS «I0JIb3a —
PHCK» JIEKapCTBEHHOIrO Mpemnapara. MeIWIMHCKHM pabOTHHKAaM PEKOMEHIYeTCs COoo0wmars o
MOOBIX MOJ03PEBAEMBIX HEXKENATETbHBIX PEaKIMSX JIEKapCTBEHHOIO IIpemnapaTa 4yepe3 Hallho-
HaJIbHBIE CHCTEMBI COOOIIEHHS O HEXeJIaTeNbHBIX PeakUUsX rocylapcTB — WieHOB EBpasuit-
CKOTO SKOHOMHYECKOro coro3a. B Pecmy6Gimke Benapych pexkoMeHayeTcs coobIaTh 0 HexXena-
TEJBHBIX peakiUsiX B HHPOPMAMOHHYIO 6a3y JaHHBIX IO HeXXelaTedbHbIM peakuusM (JeHCTBH-
M) Ha JIEKapCTBEHHBIE IIpenapaThl, BKIOYas cooOImeHusS 0 He3hPeKTHBHOCTH JIE€KApCTBEHHBIX
npenapatoB (YII «LleHTp dKcrepTH3 M UCHBITAHUH B 37ApaBOOXpaHEHHMH» MHUHUCTEPCTBA 31paBO-
oxpanenus PecnyOnuku benapycey, http:www.rceth.by)

4.9 ITIEPEJJO3NPOBKA

Cumnmombvl

[Ipu nepeno3upoBke MOxeT HabmoAaTecs auapes. B obmeM cilydae nepeno3upoBKa MaJioBepo-
ATHA, TIOCKOJIBKY HOTJIONIEHHE YPCOIe30KCHXO0IEBOM KUCIOTHl CHUXKAETCS IIPU MOBBIIIEHHH O3B,
¥ OHa, B OCHOBHOM, BHIBOAUTCSA C KajioM. Ecii auapess uMeeT MecTo, 103y HeoOXOAMMO YMEHb-
IIUTH, @ €CJIU JUapes MpoJOJIKaeTcs, He0OOXOOUMO IMPEKpaTUTh NMPUMEHEHHE YPCOIE30KCHXOJIe-
BO# KHCJIOTHI.

Jleuenue

Huxkakux crenuaisHbIX Mep He TpeOyeTcs, ¥ MOCIEACTBHS JUapen CIeayeT JICUNTh CUMIITOMAaTH-
YeCKH ¢ BOCIOJIHEHHEM 00BbeMa )KHMIKOCTH M SJIEKTPOJIUTHOTO OajlaHca.

5. DAPMAKOJIOTMYECKHUE CBOPICTBLA COTHACO B A%’]Agrmm‘
5.1 DAPMAKOINHAMUYECKHUE CBOMCTBA Nliﬁnbmpgangi‘gﬁpﬁﬂfgfgg;g %i
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[IpenapaTsl Ul JedeHns 3a00eBaHui MEUYCHH U JKETICBHIBOAAMMX nyreii. [Ipenapars! i Je-
YeHHS XKeTUeBBIBOIAIIUX myTei. [IpenapaTsl XeTdHbIX KHCIIOT.
Kox ATX: AOSAAOQ2.
He60IbII0€e KOMMYECTBO YPCOAE30KCHXOIEBOH KUCTIOTEl 0OHAPY)KEHO B JKEIYH HeNoBeKa. [Mocne
TEPOPANBHOTO TPUMEHEHHs JTeKapCTBEHHBIH NpeNapaT CHIKAET HACBIUCHHE XETTH XOJICCTCPH-
HOM IIyTeM MHIuOMpoBaHHs abcOpOLMM XOJECTepHHA B KMIICYHHKE U YMEHBIICHUEM CEKpCIH
xonecTeprHa B xen4d. [IpeAnooXuTeNbHO, B pe3yIbTaTe JUCIIEPCHA XOJNCCTCPUHA U obpa3zoBa-
HUS KHIKOCTHBIX KPUCTAJUIOB, IPOUCXOJMT IIOCTENEHHOE PACTBOPEHHE XOJIECTEPHHOBBIX KaMHeH.
CornacHo oOMENpHHATHIM JaHHBIM, 3GdEKT ypcone30KCHX0IeBON KHCIOTH Ha 00J1e3HU NICUYEHH
M XoJecTaTHyeckue 3a60JieBaHMs NOCTHTaeTcs MyTeM paBHOro obMeHa JMIO(HIbHBIX, ACTEp-
FEeHTHONOJOOHBIX TOKCHYECKHX JKETYHBIX KHCJIOT Ha MAPOGHILHYIO, HMUTONPOTEKTOPHYIO, HE-
TOKCHYHYIO YPCONE30KCHXOJIEBYIO KACIOTY, YTO MPHBOIHUT K YIyYIIEHHIO CEKPETOPHOH crnocod-
HOCTH IellaTOLMTOB H K UMMYHOPETYJITOPHBIM IIPOIIECCaM.
Uccrenoarus Bausaud YJ[XK Ha Xonecta3 y HallMeHTOB € INE€YEHOYHOH HEIOCTaTOYHOCTBIO H
Ha KIMHMYECKHE NPU3HAKH y MAlHUEHTOB ¢ OMIMAPHBIM IIMPPO30M, & TAKKE MYKOBHCIHI030M
NOKa3aIH OBICTPOE CHHKEHHME XOJIeCTaTHIecKHX 3PQeKkToB (M3MepsieMble 110 MOBBIIEHHOMY 3Ha-
yeHHIO menouHoi ocdarassl, ITT u GunupyOuHa) U 3yaa, y OOJBIIMHCTBA NAMEHTOB YMEHB-
MIXJIaCh YTOMIISEMOCTD.

eTH
Myxosucyuoos
COrJacHO JAHHGEIM KIMHHYECKHX OTYETOB MMeeTCa MHoroneTHuit onsiT (Jo 10 net u 6oree) ye-
YEeHHS YPCOIE30KCHXOIEBOM KUCIOTON MAlHEeHTOB JETCKOTO BO3pacTa ¢ 3a00JIeBaHUAMM NIEUEHH
H ’KeJTYEBHIBOINKX IIyTeH BCIEACTBHE MYKOBHCIMAO03a. HekoTOphIe aHHBIE CBUACTEILCTBYIOT
0 TOM, 4TO Je4eHHe YPCOAE30KCHXONEBOM KUCIOTOH MOXKET YMEHBIIMTD NPOH(epaluio xerd-
HEIX IIPOTOKOB, HHTMOHPOBATh Pa3BUTHE MOBPEXIEHHH, BBISBIISEMBIX IIPU THCTOJIOTMIECKOM HC-
CJIeZIOBAHWH, M JaXe CIOCOOCTBOBATh 0OPaTHOMY Pa3BHTHIO renaToOMIMAPHEIX M3MEHEHHH, ec-
J¥ Tpenapart 6bIT Ha3HAUEH Ha PaHHEH CTaiuy MOPaXeHHs [EYeHHU U XeMYHBIX myTed. Jledenue
YPCOIE30KCHXOJIEBOM KUCIOTON CllefyeT HaYMHATh KaK MOXKHO paHbIle II0C/Ie IOCTAHOBKH JMa-
rHO3a MOPaKEHHs [IEYE€HH, YTOOBI OMITUMHU3HPOBATh 3P HEKTHBHOCTD JICICHHUS.

5.2 DAPMAKOKMHETUYECKUE CBOMCTBA
[Tpumepso 90% TepameBTHYECKOH 03Bl YPCOAE30KCUXOJIEBOH KHCIOTHI OBICTPO BCACHIBAETCA B
JBEHAIIATHIIEPCTHOM KUIIKE M10CJIE IEPOPAILHOrO IIpHEMa.

TTocne pesop6ruu YIXK mocTymaer B neveHb (MMeeTCS 3HAUMTENBHEIR «3ddeKT mepBoro mpo-
XOXIIEHHUS»), TI€ OHa MOoJBepraeTcs KOHBIOTallH C NIMIMHOM WM TAYpUHOM, @ 3aT€M BBIBOAHUTCS
yepes KeNUHBIe IPOTOKH. JIMmb HeOOMbIIas JacTh YPCOAE30KCHXOJIEBOH KUCIOTHl HAXOUTCS B
CHCTEMHOM KPOBOTOKE M BBIBOJUTCS MOYKAMH. 3a MCKIIOYEHHEM KOHBIOTAIMH, yPCOAE30KCHXO-
neBas KHcI0Ta He Merabonmsupyercs. OgHako HeOOJbIIas 4acTh NPHHATOW BHYTPH YpCOIe3-
OKCHXOJIEBOM KHCJIOTHI IO A€HCTBUEM KHINEUHBIX OaKTepUil IOABEPracTCs YaCTHIHOMY pacmany
IO 7-KeTO-THTOXOJEBOi KMCIOTHI M JIUTOXOJEBOM KHCIOTHI. YPCOAE30KCHXOJeBas KHCIOoTa, 7-
KETO-JINTOXOJIEBAas KMCIOTA M JIMTOXOJIEBask KUCJIOTa OTHOCHTEIBHO HEPACTBOPHUMEI B BOAE, IIO-
3ToMy GOJbInas X YacTh BBIBOAUTCS ¢ (exanuaMu depes xemdb. [lornomeHHas ypcoae30KCHX0-
JeBast KMCIIOTa CHOBA KOHBIOTHpPYeTCs nedeHbro; 80 % JIMTOXO0JIEBOM KUCIOTH], 06pa3oBaBLIeCs B
JBEHaJLATHIIEPCTHOM KHUIIKE, BHIBOAUTCS ¢ (pekanusmu, Ho ocTaBmmecs 20 % cynbdatupyrorcs
TociIe pe30opOIMK TeYeHbI0 B HEPACTBOPUMEIE JIMTOXOJIUIOBEIE KOHBIOTATHl, KOTOPBIE CHOBA BEI-
BOAATCS C JXeMublo M (exanusiMu. Pe3opOupoBanHas 7-KETO-JIMTOXONEBas KACIO0Ta BOCCTAHABIIH-
BAETCS B MEYEHH JO XEHOAE30KCHXOJIEBOM KHCIIOTHI.

JIutoxoseBast KUCIOTa MOXET BEI3BATh XOJIECTATUYECKOE IIOPAKEHHE MEYCHH, KOTrla NI€YEHb HE B
COCTOSIHMH CyIb(aTHPOBATh JIMTOXOJIEBYIO KUCIOTY. XOTS y HEKOTOPHIX NAlMEHTOB ObLIa oOHa-
pY’)K€Ha HapyIIeHHas CIIOCOGHOCTE CyIb(haTHPOBATh JIATOXOJIEBYIO KHCIOTY B II€YCHH, B HACTOS-
IIee BpeMs HET KIIMHUYECKHUX JOKa3aTeIbCTB TOTO, YTO XOJIECTATHIECKOE HOPAXKEHHUE TIEICHH CBA-
3aHO C TepaInuei ypcoae30KCUX0IeBOH KUCIOTOM. COTJACOB AHO

‘ EHU
MUHHACTEPCTBOM 3JIPABOOXPAH
PECITYENIHKY BEJAPYCH
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Tlociie TTOBTOPHOTO NPHEMA KOHLEHTPAIHs YPCOAE30KCHXOJIEBOH KMCIOTBI B XETYM AOCTHIACT
«CTAaBMIIBHOTO COCTOSHHS» NPUMEPHO 4epe3 3 HelelqH: OJHAKO 0oOmias KOHIEHTpAlus ypcones-
OKCHMXOJIEBOM KMCJIOTHI HHUKOIJA HE IpeBhImaeT 0Kojo 60% oT ofled KOHIIEHTPAIMH JKETIHBIX
KHCJIOT B COCTaBe XeJTIu: Jake IIPH BBICOKHMX JI03aX.

ITocse mpeKpaleHus Tepanuy ypeoae30KCUXO0JIEBOH KHCIOTOH KOHUEHTPAL|s yPCOAE30KCHXOIe-
BOM KHMCJIOTHI B XKeT4IH OBICTPO CHIKaeTcs depe3 1 Hememo 10 5 — 10 % oT KOHIECHTpalUH «CTa-
OMJIBHOTO COCTOSIHHSIY.

BHoOrHYecKuii EpHO IOMYBBIBEACHUS YPCOAE30KCHXOIEBOM KUCIOTE COCTAB/IACT 3,5-5,8 cy-
TOK.

5.3 IAHHBIE JJOKJIMHUYECKOU BE30ITACHOCTU

a) OcTpast TOKCHIHOCTD

HccnenoBanus ocTpoil TOKCHYHOCTH HA KABOTHEIX HE BBIABHIIM KaKHX-THOO TOKCHYECKHX IOpa-
JKEHUH.

6) XpoHUYECKast TOKCUYHOCTh

HccenoBanus cy6XpoHHUECKOH TOKCHIHOCTH Ha 00e3bsiHAX BBISBUIIM IeNaTOTOKCHYHBIE d(deK-
THl B TPYIIaxX, KOTOPbIE MOJy4aJd BBICOKHE IO3bI, BKIOYaromue QYHKIMOHATIbHBIC H3MEHEHHS
(nampuMep, u3MeHeHHs GEepMEHTOB MeUeHH) U MOPHOJIOrHIecKHe U3MEHCHHUS, TaKKe KaK MPOJIH-
depanus KeTYHBIX IPOTOKOB, OYard BOCHAIEHHH B MOPTAIFHOM TPAaKTe M IeNaToLELIIOJIAPHBIHA
HEKpO3. ITH ToOKcHdYeckhe 3((eKThl, KaK MPaBHIBHO, OTHOCATCS K JIMTOXOJIEBOM KHCIOTE, MeTa-
OOJIUTY YPCOAE30KCHXO0IEBOM KHCIIOTHI, KOTOpas Y 00€3bsH - B OTIHYUE OT JIOJCH - HE IETOKCH-
nupyercs. KIMHMYECKHHA ONBIT MOATBEPXKAAET, YTO OMMUCAHHEBIE IeNaTOTOKCHYeCKHe dDGEKTH He
SIBJISIOTCS KITMHUYECKA 3HAYMMBIMU JJIsI TIOJEH.

B) KaHneporeHHsIi ¥ MyTareHHbBIH OTEHLIUAT

JlonrocpouHbie HCCIEA0BAHMS HA MEBIIIAX M KPBICaX He MOATBEPIMIN HAJHYHE Y YPCOAE30KCHXO-
JIEBOM KUCJIOTHI KaHIIEPOT€HHOTO MOTEHIIHANA.

Tectw! in vitro # in Vivo ¢ HCIOJB30BaHHEM YPCOJIE30KCHXOJIEBOM KHCIOTH OBUIH OTpPHULATENb-
HBIMH.

r) PenpoaykTuBHas TOKCHYHOCTb.

B umccnenoBaHMsx Ha Kpbicax HaOMIOJaNIHM MOPOKH Pa3BUTHS XBOCTA IOCJIE€ IPHMEHECHHS O3B
2000 Mr Ha KT MaccHl Tela.

VY KpoJHMKOB He HabJI0AI0Ch TepaTOreHHEIX 3G GEeKTOB, X0Ts HabMoaaICh SMOPHOTOKCUYECKHE
a¢dextsl (B go3e Beime 100 Mr Ha KT MaccHl Tena).

Ypcoae3okcuxosieBasi KAHCJIOTa He BJIMsUIa HH HAa (epTUIBHOCTD KPBIC, HM Ha IIEpU- M MOCTHATANb-
HOE pa3BUTHE MOTOMCTBA.

6. DPAPMALIEBTUYECKUE CBOVICTBA

6.1 [IEPEYEHb BCIIOMOI'ATEJIbHBIX BEIIIECTB

Kykypy3Hblit kpaxmaii, KpeMHHs JHOKCH KOJUIOMIHBINA O€3BOHBIN, MarHus cTeapar.

CocraB 000s104kH Karcyisl: Tutana guokcu (E171), xxenesa okcua kpacHslit (E172), xenaTus.

6.2 HECOBMECTUMOCTD

He npuMeHHMO. COTrTACOBAHO

MHEHHCTEPCTBOM 3/IPABOOXPAHEHNS
PECIIVENIUKY BEJAPYCh

6.3 CPOKTO HHOCTI/I HMpuwas Masucrepersa 31PABOCKPANERN

/ Peenyvénarn Benapyen
3 rona. L -

6.4 OCOBBIE MEPBI ITPEJJOCTOPOXHOCTU ITPY XPAHEHHUHN
XpaHUTH IpH TeMriepatype He Boime 25°C.
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6.5 XAPAKTEP U COJEPXXAHUE [IEPBUYHOM VIIAKOBKMU. ? 3 Ipb6 - 2 az
Io 10 kamcyn B KOHTYPHOM sueiikoBoit ymakoBke u3 mienku [IBX/TIBJX u rHOKOM )ﬂ OJKH Ha
OCHOBE aMIOMUHMEBOR (GOJBrH. 2, 4 WM 6 KOHTYPHBIX SYCHKOBBIX YIIAKOBOK BMECTE C JINCTKOM-
BKJIa/IbIIIEM IIOMEMIAIOT B 1a4Ky KapTOHHYIO.

6.6 OCOBBIE MEPBI ITPEJOCTOPOXXHOCTU P YHUUTOXEHNHN HCIIOJIb3OBAH-
HOI'O JIEKAPCTBEHHOI'O TIPETIAPATA WMJIM OTXOJOB, IOJYYEHHBIX ITOCJIE
[TIPUMEHEHNS JIEKAPCTBEHHOI'O TTPEITAPATA WUJIW PABOTBI C HUM

Hert oco6pix Tpe6GoBaHUY.

JI000# HEUCIOIB30BAHHBIA MpETapaT WiIH OTXOHBlI CJIEAYeT YTHIH3UPOBAaTh B COOTBETCTBHUH C
TpeGOBaHHSIMHE, YCTAHOBJICHHBEIMH HallMOHAJIBHBIM 3aKOHOJATEILCTBOM.

6.7 YCJIOBUA OTITYCKA
Ilo penenTty Bpaya.

7. IEPXATEJIb PETUCTPAIIMOHHOI'O Y IOCTOBEPEHU A

HHocTpaHHOE MPOU3BOJACTBEHHO-TOProBoe YHUTapHOe Ipeanpustue «Ped-@apmar.
223216, Pecybauka benapycs, Munckast 0611., UepBeHckuit p-H, r.n. CMuIOBHYH,
yn. Camosas, 1, ten./dakc: (+375) 17 240 26 35,

e-mail: rebpharma@rebpharma.by

8. HOMEP PETUCTPAITMOHHOI'O YAOCTOBEPEHHMA

9. JATA ITEPBUYHOI PETYICTPAITIH
Jata nepBoii peructpamuu: 7 ceHTs0pst 2016 1.

10. JATA IIEPECMOTPA

COTrMIACOBAHO |
MHHHCTEPCTBOM B,T.IPABOOXPAHFH”I 3 g
PECTIYEIIUKY BEZADPYCE |
Ilpuxas Mzmucq'epcma 3APABOOXP: ey g
Pecnyémaxn Eenapyos T




