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KpaTka xapakTepHCTHKA Ha KPOAVETA.

1. TLpProBcko UMe Ha NekapcTBeHNs MPOAYKT (TpHAoKeHHe Kb
paspeursiue 3a ynorpaha e .
TACHYSTIN® Hquidum P FIOTRNAN QAN M| 303,09

TAXHCTHH® nepopasku Kanku, pasTBOp ’Z/,,Zés, 06 072 W -

2. KoninyecTBeH U KayecTBeH ChCTaB

1ml  nepopanHu Karku, pasTeop, CbAbPXa KaTo JiekapcTeeHo BewecTso  1,00mg
dihydrotachysterol.

Sy

1ml = 24 Kanku

3. NlekapcrBena chopma
MepopanHy kankn, pasTeop

4. KNnuHWYHN naHHu

4.1.Nokaszanun

¢ XvnonapaTMpenoansLM (MAMonaTUYEH Unv noctTonepaTeeH)
4 TCEeBAOXMNORAPATAPENOANIBM

4.2. Do3npoBka U HA4YKMH Ha ynoTpeBa

Heobxonnmarta fosa ce ycTaHOBSBa MHAMBUAYANHO NOCPELCTEOM OrpeaensHe Ha CepyMHOTO
HWUBO Ha Kanums. .

MpenoprusannaT fosos obxear e mexay 0,5 u 1,5 mg AUXMAPOTAXMCTEPOSNT AHEBHO NpY
nepopantio npunoxerue (12-36 kanku Taxuctun® nepoparntu kanku, pasTteop). Mpn HauanHa
Tepanusa MOXe 4a ce HanoXu no-sucoka SosupoBxa.

Taxuctun® nepopanHu kaniu, pasteop, Moxe ga ce NpUema cres XxpaHeHe UK Ha TnagHo, Hait-
nobpe ¢ Manko TeYHOCT.

3a nopobpsBaHe Ha TOYHOCTTa MpU A03UPaHE, NMPegU NMPUNOKEHUE KamkuTe He TpsiGea Aa ce
paspexgaT ¢ TeYHOCT.

Mpu HakanBaHe LMwWeTo TPAGEA Aa ce AbPXN OTBECHO HaAony. 3a NOCTUraHe Ha PaBHOMEPHO
Ao3vpaHe nNpy HakansaHe WneTo He TpsAbea ga ce pasknaiya.

4.3. MpoTuBOnoKazaHnA

NekapctBeHnAT npogykT He TpsiGBa Aa ce ynoTpebsBa Npu CBPBXYYBCTBUTENHOCT KbM
NeKapCTBEHOTO BELEeCTBO, (PBLCTHUYSHO MACcno UAW KbM HSKOE OT LPYrTE NOMOLLUHY BELLeCcTBa,
NPy XxunepkanuymemMns u Npu npegosnpade ¢ suTaMuH D, JuxnapoTaxucTeponsT He @ noaxoasaLy
3a neYeHne Ha xunepBeHTUNaLuoHHa TeTaHNA.

Mpu aHamHesa 3a 6LOpeuHo-kameHHa GonecT TaxucTuH® nepopandn Kanky, pasteop, € nokasaH
camo NPW CTPOro fiekapcko HabnioaeHne 1 peaoBeH KOHTPOM Ha CepyMHUS KanLuii,

4.4, Crneymanin npeaynpexaeHns U cneyuanin npeanasHu MepKu Npu ynotpeba
Buxre 7. 4.3. TpoTUBONOKa3aHUS,

TaxvetuH® nepopanty kanku chAbPXa 2 06EMHU NPOLIEHTA aNKOXOT.

Flpean 1 no Bpeme Ha npoaLmkUTENHO Nevetve ¢ TaxnetnH® nepopanHu kankv TpsiGsa aa ce
NPOCREARBAT CEpYMHUTE KOHLEHTPaUMN Ha Kanuuit n TpsiBsa fa ce MoHUTOpHpa GuopeyHaTa
(QYHKUMA Ha nalMeHTa KaTto Ce MpOBEPSBAT CTOMHOCTUTE Ha CepyMHWst® KpEaTiHuH,
MpocneanBareTo e 0coBeHo CbLECTBEHO NPU NaUWeHTN B HanpeaHana BB3PacT, U Npu TaK¥Ba,'
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nonyYasaliy CeNbTCTBALLO NEYSHWE ChC CHASYHW rnuKosuay wm guypetugn. Tpw nosisa Ha
Bernesn Ha xunepkanuemus Ny Ha BbEpeYHa HEAOCTATBUHOCT, NEUSHNETO TpsbBa fha ce
npeycraHoeu,

4.5. JlekapcTBeHM U ApyrvM B3auMoAeincTBUSA

Tpabsa pa ce u3bArsa enHOBpemeHHOTO npunoxeHue wa TaxucTue® nepopaniu kanku,
pa3Teop, 1 BUTaMUH D 1 HerosUTe meTabonuti, nopagn CXo4HNS MexaHu3bM Ha AelicTBre.
EAHoBpemMeHHOTO npunoxeHne Ha Kanuuesw NexapcTBEeHW NPOAYKTH BOAW AO AOMLIHUTENHO
NOBULLIABAHE Ha CEPYMHOTO HUBO Ha Kanuus.

Mpn komBuHaLMs ¢ Thasman MoXe fa ce NMpeamssrika Xunepkanumemus. XunepkanumemusTa
MOXE @ yCUny TOKCUMHOTO AeCTBUE Ha AUTUTANUCOBUTE NEKAPCTBEHI NPORYKTU.

Mpw npekbcsaHe Ha npuapyXaBalja Tepanus C TUPOKCUH CbLUO MOXE a3 Ce pasBue
Xunepkanuuemms.

Mo npuHUMn Npyu pernesaHTHa NpoMAHa B CLMPOBOXAALLATA MEAUKAMEHTO3Ha Tepanus Wnu Ha
YCnoBUATA Ha XWBOT MO BPEME Ha NeuYeHWeTo c Auxugportaxuctepon Tpsbea Aa ce
OCBLUECTBABA CTPOT KOHTPON Ha CEPYMHOTO HUBO Ha Kanwuus.

Moxce fa ce younu TOKCUYHOCTTa Ha CbpPASYHUTE rAMKO3WNAN, 8KO TE CE NPUNAraT ChBMECTHO C
AvxugpoTaxucTeposn (puck oT aucputmus). [MayveHTuTe nonyuasaii chPASYHU FAUKO3NGY
TpRbBa Aa ce npocneaasat (EKI, koHUGHTpaLUmA Ha Kanuus B cepyma).

4.6. BpeMeHHOCT U KbpmeHe

PN HOBOPOZEHU HAMA AaHHW OTHOCHO PUCK OT  MandopmaLvi, NpUYMHEHU OT
OUXUAPOTAXMCTEPON, U3MNOMN3BaH B TEpaneBTUYHI 403N,

fipeposvpaqeTo Ha npousBoaHUTe Ha BUTaMuH D no Bpeme Ha OpemeHHocT Tpsbea Oa ce
u3bsArea, Thil KaTO MNPORBLMKUTENHATA XMNEPKANUMEMUs MoXe na AoBene 40 UsHYECKo U
YMCTBEHO U3ocTaBaHe, cynpasansynapHa aopTHa CTeHO3a W peTUHONATUS NPU AETETO.

He e nacneasaHo npemmHaBaHeTo Ha cyGecTaHUMATa NPes MNaueHTaTa U B MaliuMHOTO MIIAKO, HO
BBLIPEKN ToBa TpAbBa Aa ce npueme no aHanorva ¢ MetabonuTute Ha BuTamud D. Tepanusita ¢
AVXMAPOTaXMCTEpON fo BpemMe Ha GPEeMEHHOCT M KbPMEHE U3NCKBa CTPOr KOHTPON Ha KpaTKu
MHTEPBaNK Ha HUBATA HA CEPYMHMS Kanuuii.

4.7. EcpexTit BLpXY CniocoGHOCTTA 3a WOgMpaHe U padoTa ¢ MawmnHu
Hama

4.8. HexxenaHn nekapcTBeHN peakumnm

lpu Bb3nukBare Ha xunepkanuvemns TpabBa [a ce OTYUTA BBLIMONKHOCTTA OT NPOSBA M
HeliHUTe nocneacTeus, a Te ca 3aryGa Ha aneTwT, rafieHe, NoBpblyane, Auapws, GnefocT Ha
nuueTo, rnasofonue, cbpuebuere 1 YyBcTBO 3a xakaa.

lpopsmxuTenHaTa xunepkanuuemms Moxe fa AOBEAE A0 YBPEXAaHWs Ha GuOpeumTe unm go
M3BBHKOCTHY KarwmduxkaTy, Hello noeeve, AekanuyunKaLmsTa Ha KOCTUTE MOXKE Aa ce CBBbpP3Ba
C MOBWLLIEH PUCK OT OCTEONoPo3a.

MMopagyn BUCOKOTO MacneHo CbAbpXaHUe B NEKapCTBEHUA NPOAYKT, BUCOKATE [HEBHY 11031 MOXKE
Aa ce npeAn3BUKaT onTakBaHWA OT CTpaHa Ha XNbukaTa.

B pefikn criyyan QpbCTEUEHOTO MAcNo MOXE Aa NPeAn3BIKa TEXKN anepridkn peakumy.

4.9, NpepgoaupaHe

Mpn npeposupane ¢ TaxvetuH® nepopanHM Kamku, pPasTBOp, MOXE Aa Bb3HUKHE ocTpa
XKUBOTOZACTPALLABAILA XMNEPKaNLMEMUS, KOSITO MOXE Aa C& 3anasu HAKOMKO CeAMULiA0pM 1
cnep npekpaTaABaHe Ha npuema Ha guxuapotaxuctepon. furicea cneuviduyen aHTIfI,qu'f-’E,f';\
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3a oBnagsBsade M neveHue Ha xurepkanuMeMuaTa ce npenopbysa dopcupaHa AUype3a upes
MoLleH 6pUMKoB AnypeTyK, 6eaHa Ha kantyii XpaHa, KoPTUKOCTEPOUaN, KanLUTOHIUH.

5. ®apMakonoruyHu AaHHM
5.1. DapmakogMHaMU4HIt CBOIICTRA
ATCrkon: A11CCO02

AuxuppotaxucteponsT e 5,6-TpaHcaHanor Ha utavud D, JUXnGpoTaxueTeponbT e akTueeH
upes cTepeoxumuuHaTa cu koHdurypauus, 6es satosa fa e HeoBXoOUMO aKTUBUPAHETO My B
NPUCHLCTBMETO Ha napaTupeoupHWA XOpMOH B ObbOpeunmte Thkauu. KoHueHTpaumsTa Ha
CepYMH¥S  Kanuuii Ce noBMWaBa Ypes N[OBWLLEHAaTa WHTECTMHanHa abcopbuma  w
MOBUNIM3NPAHETO Ha KanUWs! OT KOCTUTE.

5.2. PapMaKkoOKUHEeTUYHMU CBOWMCTBA

Tunceat paHHM 3a (hapMaKoKMHETWKaTa Ha NeKapCTBEHOTO BelyecTeo. Mo aHanorusi ¢ 5,6-
TPaHCcaHanosuTe Ha BuTaMuH D; MOXe fa ce HanpaBy W3BOf, Ye OUXMAPOTAXUCTEPONLT CreEa
nepoparnHe npunoxeHue ce pesopbupa B TBHHKATE Yepsa M ce XuApoKeUnupa Ha 25 MACTo B
JepHUs gpob.

Crepn egHOKpaTHO NepopanHo MpunoxeHve ce Habmiogasa MaKkcUMariko CepymMHo HUBO Ha
Kanuus cnep 7 AHW, KaTo eeKTsT ce 3arnasBa B NPoALKeHNe Ha 28 AHU.

Mpn npoBeneHo npe3 1993 r. CPaBHUTENHO MpOyYBaHe 3@ OTHOCUTENHATa GWMORANMUUHOCT Ha
TaxvcTuH® nepopanHn kanky, pasteop, u TaxueTuH® Karicynu 6saxa uaMepeHn cnegHwTe
CTONHOCTI:

PapmakokMHeTn4HK napametpu (M + SD, cpegHo) Ha TaxucTuH® nepopanmu kanky, pasTeop, u
TaxuctuH® kancymu cren nepopanHo npunioxeHWe Ha 1 mg AUXWAPOTaxXUCTEPOR OT BCEKM
NPOSYKT:

MapameTsp TaxueTmH® nepopantHii Kanku, pasreop TaxvcTUH® Kancynm
Crax M+ 8D 21.30+9.30 22.30 £ 10.80
Ing/mi] CpepHo: 19.10 20.70

tmax M+ SD 6.13+1.26 6.17 £1.20
[h] CpegHo: 6.00 6.00

AUGC,.. M+ SD 223.0+125.7 195.5+ 125.5
[ng/mi*h] CpegHo: 193.2 184.0

i M+ SD 7.96 £ 4.44 6.58 + 3.42
(h] CpegHo: 7.30 6.40

MRT M+ SD 11.23 £ 3.90 9.92 +2.90
[h] CpegHo: 10.40 9.90

M-cpegHo; SD-cradgapTHo oTknoHeHue; MRT-cpegHo BpeMe Ha NpecToil,
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Avarpama KOHLeHTpaLms-Bpeme 3a CPefHOTO Na3MeHo HUBO Ha TaxMCTUH HepopariHi Kanki,
pasTBOp, cries NepopanHo NpUNoXeHUe Ha 1 mg AUXUEpPoTaxUcTEPOn

5.3. MpeAKNUHKMYHKM BaHHU 3a Ge3onacHocT

OCTpOTO TOKGUUYHO NPEJO3NPAHe Ha ANXUAPOTAXUCTEPON NPYU ONUATHY KUSOTHW BOAU A0 AUAPUS,
noBpbUlaHe CbC 3aryba Ha aneTuT, CMYLIEHNA B KPBBOOBPALLEHVETO, Napanuay, YBPeXAaHUs
Ha 6bOpeLMTe ¢ oTnaraHe Ha Kanumii 1 Hakpas 40 CMBPT.

XpOHWYHOTO MpUeMaHe Ha BMCOKM 403U AVXWAPOTAXWUCTEPON MOXe Aa JOBEAE A0 yBpek4aHe
Ha 6B6peLmTe, CBLP3aHO C EPUTPOLIMTYPIS, NPOTENHYPHA 1 OBpasyBaHe Ha KpUCTaNK Kanumesn
okcanaTu w/Unu ypati u KOHKpeMeHTU B Gb0peLnTe, KakTo ¥ KanuuHosa Ha Muokapaa, Genure
ApoboBe U cTeHUTe Ha cbaoseTe. Kanuvesarta MobunuaaUms moxe Oa JOBeAE 40 3HAUNTENHO

HaMmaraBaHe Ha CbAbPXKAHUETO Ha MUHepanHu BellecTea B CKESIETa U € TOBA A0 YBerMyaBaHe
Ha pucka OT 0CTeOonopo3a.

6. PapMmaueBTUYHU AaHHK

6.1. CNUCHK Ha NOMOWHKNTE BellecTEA
Ascorbyl palmitate

Absolute ethanol

Peanut (arachis) oil

6.2. DU3UKO-XUMUYHUN HECLBMECTUMOCTH
Hocera He ¢a n3BecTHN,

6.3. Cpok Ha rogHoCT

TaxucTH® nepopanHu kankw, pasTEOp, B 3aneuaTaHa ONAKOBKA & CbC CPOK Ha ToaHoCT 3
FOAMHU, & cnea MbPBOTO OTBAPAHE Ha MbPBUYHATA ONaKoBka — 6 Mecela.

NekapcTBeHnsT NpopaykT He Tpabsa Aa ce W3NON3BA Cried AaTaTa Ha V3TUYAHE Ha CPOKa Ha
rogHocCT.

6.4. CneunanHu ycnoBus 3a cbkXpaHeHue
la ce cexpansisa nog, 25°C!

Ha ce nasn oT cBeTnUHA!

Uvwerueto ¢ TaxuctuH® nepopanHu Kanmku, pPasTBoOp, Aa CE€ CbXPaHABa B W3NpaBeHo
nosnoxeHue!

NlekapcTBOTO Aa Ce CbXpaHsiBa Ha MACTO, HeAOCTLHO 3a geua!
6.5. [laHHu 3a cnakoBRKaTta

s
1x20ml /J;f‘af:” ‘:hw
1x 50 mi / AN
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IMbpBUYHaTa ONakoBka ce CbCToM OT :

20 ml / 50 mi wuiwe oT kaaBo CTbKMO ¢ pesba W ABOMHO KaHTUpaHa sika, npas Kankomep u
3aBUHTBALUA Ce Kafauyka C OpUruHaneH npbeTeH,

6.6 MNpemnopwku nMpu ynotpeba

Hama

7. ime u aapec Ha npon3BoauTena 1 Ha NPUTEXATeNA Ha paspeleHneTo 3a ynotpeba

Chauvin ankerpharm GmbH
Brunsbtieler Damm 165-173
13581 Berlin

Germany

Tel. 03672 485-0
Fax 03672 485-704

8. PeructpauuoneH Homep no un.28 or 3NIAXM
9700478

9. [lata Ha NLPBO paspeluasaHe 3a yrnoTpeba Ha flekapcTBeHNA NPOAYKT

10. BaTa Ha aKTyanu3auMa Ha TexcTa
2 mapt 2008 r.



