KPATKA XAPAKTEPUCTHUKA HA TTPOAYKTA
Hocmunexc 0,5 mg mabremxu / Dostinex 0,5 mg tablets

1. HME HA JIEKAPCTBEHHUSA ITPOAYKT

JIOCTUHEKC 0,5 mg tabneTx _ TENHA N0 NEKAPCTBATA |

DOSTINEX 0,5 mg tablets Kpamka xapﬂﬂmm na npodyxma - Mpunoxeque 1
W-40%h  M-01- 07

2.  KAYECTBEH M KOJHYECTBEH CHCTAE
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Bcaka Tabnetka crabpka kabepronpn (cabergolfné) 0,5mg .

3a IThJIHUA CMUCHK Ha MOMOILLHHUTE BEISCTBa, BHKTE TOuKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Ilnocku Tabnerky, ¢ (hopMaTa Ha Kancyna, ¢ pasMmepy 4 x 8 mm, Genn Ha LBSAT ¢ AenUTENHA
yepra

4. K/IMHHUYHU TAHHH
4.1 TepaneBTHUHH NOKAZAHHSA

Huxudnpane, noruckane Ha PHIN0NOTHYHATA JAKTAIIHA:

JOCTHHEKC e noKa3aH 3a HHXUOUpaHe Ha GU3HONIOTHYHATA JIAKTALMA HEMOCPEACTBEHO Clie]l
paXkJaHe ¥ 33 IOTHCKAHE HA BCUS HACTBITWIA JTAKTALIUA:

1. HenocpencreeHo el paxkaaHe, Koraro MaikaTta He xenae a KbpMH, WIH KOTaTO KbPMEHETO
€ MPOTHBOMNOKA3aHO, NOPAJAH 3APABOCIOBHU MIPHYHHH, CBbP3aHU ¢ MAMKaTa WJIH HOBOPOIEHOTO.
2. Cnen paxkziaHe Ha MBLPTHR TIJIOA WIH aboprT.

JleueHHe Ha XHNIEPNPOJAKTHHEMHYHHA HAPYUICHHS:

JIOCTHHEKC € MoKa3aH 3a JiedeHue Ha JUCPYHKLMH, CBbP3aHH ¢ XHIEPIIPOAAKTHHEMHS,
BK/IIOYBALLM aMEHOpes, OJIMrOMeHopes, JIUTICa Ha OBynaLMs U ranakropes. [lokazaH e u npu
NaLHEHTH C NPOJAKTHH-CEKPETUPAILIH XUNOPU3APHH AACHOMH (MUKPO- U MaKpONPOJaKTHHOMH),
WIMONATHYHA XUTIEPNPONAKTHHEMHUS WIH CHHJPOM Ha Npa3sHOTO TYPCKO CEIO0 ¢
MPHUApPYKaBalla ro XUnepnpoJakTHHEMHs, KOUTO NPeACTAaRNABAT NATONIOTUATA, 3ajlerHasna B
OCHOBaTa Ha OMMCaHaTa KJIMHWYHA CUMITTOMATHKA.

4,2 /lo3MpoBKAa M HAYHA HA NPHJICKEHHE

HocTHuHEKC ce npunara nepopanHo. Toi KaTo No BpEME Ha KITHHUYHUTE U3NHTAHUS € pHiaraH
rJIaBHO 110 BpEME Ha XpaHEHE U MopaaH TOBA, Y€ MOHOCHMOCTTA KBM Ta3M Ipyna JEKapCTBEHH
NPOAYKTH ce nonobpsBa npu nprHema ¢ xpaHa, npenopbusa ce JJoCTHHEKC Ja ce rpuemMa 1o
BpeMe Ha XpaHeHe MPH BCHYKH TepaneBTUYHHU NTOKa3aHus.

HuxuOupane / noruckane Ha PHIHONOTHYHATA JIAKTANHSA

3a unxubupane Ha naktaumarta JoctuHekc TpsaOBa aa ce Ha3HAUYW NMPe3 MbPBUS JICH Cclell
paxxaanero. [Tpenopbunrennara TepanepTuvnHa 1o03a € 1 mg (ase tabnerxu ot 0,5 mg) npuera
€THOKPATHO. %

3a NOTUCKAHE HA HACTBIIMIA JIAKTALMA, NpeNopbUNTE/THATA A03UpoBKa € 0,25 mg(l’fOJIGBHH
Tabnetka ot 0,5 mg) Ha BcekH 12 yaca B npoab/KEeHHE Ha 2 auM (obma g103a — }fmg)
YCTaHOBEHO €, Y€ Ta3W CXeMa Ha I03MpaHe ¢e MoHacA no-A00pe OT €AHOKPaTHHA npuem npy
JKeHH, H30pasih NOTHCKAHE Ha JIAKTALHATA, KaTO ¢a OHITH HAO/IIOAaBAHH NO-MAJTKO He}KenaHH
peakLHH, 0cOOEHO MO OTHOLUEHUE Ha NTOHWKARAHETO Ha KPBbBHOTO HAJNIATaHe,



KPATKA XAPAKTEPHUCTHKA HA ITPOJTYKTA
Dostinex 0,5 mg tablets

Jleuenne Ha XHNEPNPONAKTHHEMHYHHA CMYINECHHS:

[IpenopbunTennara HavanHa ao3a Ha JJoctuneke € 0,5 mg ceaqMu4HO, npHeTa eIHOKPATHO HITH
pa3fenicHa Ha Ba npueMa (noniosuH tabierka ot 0,5 mg), T.e. B NOHEAETHHK K YETBHPTEK,
BCAKA ceAMHLA. CeMHYHAaTa 103a TpAORa J1a ¢e MOBUILIABA NTOCTENEHHO, 3a PEeANOYHTAHE Ype3
Acbassaxe Ha 0,5 mg ceAMUYHO, Npe3 HHTEPBAJ OT €AMH MECELl X0 MOCTHraHe Ha ONTHMAaJleH
TepanesTHueH edekt. ObHuaiinaTa TepanesTHYHa 1032 € | mg ceaMUUHO U Bapupa oT 0,25 mg

10 2 mg ceaMu4HO. IIpH ManKHeHTH ¢ XUNepnpoNakKTHHEMAS Ca NPHIAraH! | 03¢ 10 4,5 mg
CEIMHUHO,

CeamuyHara 03a MOke Ja 6be Ha3HaueHa eAHOKPATHO W/ pa3/ieieHa Ha JBa WK NOoBeYe
MpHEMa B 3aBUCHMOCT OT MOHOCHUMOCTTA Ha NnauueHTa. Pasznensne Ha ceqMUvHaTa 103a Ha
HAKOJIKO MIpHEMA Ce NPenopbYBa, KOraTo ¢e Hanara NpUeM Ha JI03H, 110-BHCOKH oT | mg
CCIMHYHO, NTOpaJy TOBA, Y€ MOHOCMMOCTT KBbM J03H, TTIO-BUCOKH OT | mg BeAHBXK CEIMUYHO,
BCE OLLE HE € MPOYYEHA NPH JOCTATBYHO roJIaM Opoii naleHTH.

[lo Bpeme Ha moBHLIaBaHe Ha 103aTa NALMEHTHTe TpAOBa Aa ce HabmogaBaT, 3a Ja ce onpeaey
HaH-HACKATa 034, KOATO BOAM 0 TepaneBTHueH edekr. [Ipenoppusa ce exxemMeceuHo
NpoCiIeAABAHE HA CEPYMHOTO HHBO Ha MPOJIAKTHHA, ThH KaTO Clie] NOCTUraHe Ha eeKTHBHA
TEpaleBTH4HA CXE€Ma Ha A03MPaHe, HOPMaNIH3HPaHe Ha CEPYMHOTO HUBO Ha MPOJIAKTHHA Ce
HaO/moJaBa OOMKHOBEHO B PAMKHTE Ha JIBE [I0 YETHPH CEIMULH,

Cnea kaTo B npoAbMHKEHHE Ha 6 Mecelia ca OWIIH yCTaHOBABAHH HOPMAJIHH HHBA HA NPOJIAKTHH,
MpuiIaraHeTo Ha JIoCTHHEKC MOXKe 1a Ce NMPEeYCTAHOBH, KaTO NMEPHOJAMYHO CE TIPOCNAEeASBAT
CCpPYMHHTE KOHLIEHTPALIHK Ha MNPOJIAKTHH, 3a [la Ce ONpeaead HeoOX0AUMOCTTa OT NMOJIHOBIBAHE
Ha neyenueTo ¢ JlocTHHekc.

Cnen npexbeBaHe Ha NedeHHeTo ¢ JlocTHHEKE, 00MKHOBEHO ¢¢ HabmonaBa Bb300HOBRABAHE Ha
XHNEePNPOJIAKTHHEMHATA. BblpekH TOBa, NPYU HAKOU NALMEHTH € OUN0 OTHETEHO TPaiHo
MOTHCKaHe HA MPOJIAKTHHOBUTE HUBA B NPOABJDKEHUE HA HAKONKO Meceua. I1pu 23/29 or xxenure
B HaOuwoJaBaHaTa rpyna LMKJIMTE Ha OBYJIALMA Ca NMPOARLKHIHN NMoBeYe oT 6 Mecena cliel
npeKpaTaBaHe npuema Ha JoCTHHEKC.

¥Ynorpeba npn aena
besonacHocTTa M €PUKacHOCTTA Ha JJOCTHHEKC He ¢a U3C/IE/IBAHH NTPH NauMeHTH o 16 roaunm.

Yunorpe0a npn iMIa B CTApPY€CKa BLIpacT

Ipen BuA nokasaHUATa, 32 KOUTO O MOMEHTA ¢e npunara JJOCTHHEKC, ONUTHLT NPH NAlKEHTH B
HarpeAHana Bb3pacT € orpaHuueH. HanuyHUTE JaHHH He noka3BaT 0co0eH pHCK 3a Tasu
BL3pacToOBa rpyfa.

4.3 IIporHBONOKAa3aHHA

CBPBLXYYBCTBUTE/THOCT KbM KaBEProinH, €proTaMMHOBH allKallOHAH WIH KBM HAKOH OT
[IOMOILIIHUTE BELIIECTRA.,

JIOCTHHEKC € TIPOTUBONOKA3aH IPH NALMEHTH C YePHOAPOoOHA HEAOCTATHYHOCT M MPU TOKCEMHA
Ha OpemeHHocTTa. JlOoCTHHEKC He TpAOBa A ce npunara eAHOBPEMEHHO ¢ AaHTHIICHXOTHYHH
JEKapCTBEHH NPOLAYKTH HIIH AA CE NMPEANUCEa Ha XKCHU ¢ POAMIIHA NCHXO034a.

4.4 Cnennajaun NpeaynpexiaeHns H NpeaANa3sHd MePKH NpH ynotpeba

OcHoeru: S |
BezonacHocTTa M edrekTHBHOCTTA Ha JJOCTHHEKC BCE OLLE HE CA4 YCTAHOBEHH NMPHMIALMEHTH C
6u6peuny 1 yepHOApoOHH 3abonsaBanus. JlocTHHeKC TpAGBa BHUMATENHO Aa ce Tipunara npu
MaLHEHTH Ch¢ ChbPACYHOCHA0BH 3abonasannsa, CuHapom Ha PeiiHo, 6n6peuHa HeﬁﬁGTﬂT‘LqHGCT;.
MENTHYHA S3Ba, FACTPOMHTECTHHAIIHO KbPBEHE WM C aHAMHE3A 33 TEXKKO NCHXMYHO 3a00iABane, -
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CrnienpaniHo BHHMaHue TpabBa Aa ce o6bpHe Ha NMALMEHTH, KOHTO €AHOBPEMEHHO TTPUEMAT
TNICOXOTPOMNHH JIEKAPCTBEHH MPOIYKTH.

CHMNTOMATHYHA XMITOTOHUA MOJXKe JIa Ce MPOSBY NpH npueM Ha JIOCTHHEKC 3a BCAKO OT
H3bpoenuTe nokasanus. BaumarenHo TpaOBa /1a ce NpelieHsBa MPHIOKEHHETO Ha JIOCTHHEKC B
KOMOMHALIMA C APYTH JIEKAPCTBEHH NIPOAYKTH, KOUTO NOHKXABAT KPEBHOTO HAATaHeE.

HsiMa naHHM 3a BIUAHUETO Ha aJIKOX0J1a BLpXy obmara noHocHMoCT kKbM JlocTUHEKC.
[1peam 3anousaHe Ha neveHune ¢ Joctuneke TpsadBa Aa ce U3KITIOUH eBeHTYalHa OpEMEHHOCT H
€IHH MeceLl ClieA NMpeKpaTABaHe Ha jieueHHeTo TpAbBa aa ce n3barea 3abpeMeHaBaHe,

KabGeproiuH npyunHABa CbHIMBOCT M CJTy4ad Ha BHE3aIHO 3acnuBaHe, 0co0eHO NPH NallWeHTH ¢
oonect Ha [lapkuHcoH. Paako ca 6unn nabarogaBanu cnyvaun Ha BHE3ANHO 3aCMHBaHE MO BPEME
Ha €KEJAHEBHATA JEHHOCT, NOHsAKOra 0e3 npeaynpeaAUTEIHH Npu3Hauu. [laupenTrre Tpabea aa
OBaar vHGOpMHpaHH 3a TOBa U Aa ObAaT NOCHBETBAHM JJa BHUMABAT, KOraTto modupar uiu
paboTAT ¢ MallIHHAU, 110 BpeMe Ha Ae4eHUeTo ¢ Kabeproauu, [lauuenTy, ¢ NposBY Ha CHHIMBOCT
WM BHE3AITHO 3acnuBaHe, Tpabea na n3daresat mwodupane wnu padbora ¢ mawmun. OcBeH TOBA,
MOXKE /14 C€ MPUCTBITH KbM HaMallABaHE Ha J03aTa WM NPEKpaTABaHE Ha JICHEHHETO.

®udpoia/BanByonarus:

KakTo npu apyry epro-aepHuBaTtH, IVIeBpaJiHu W3uBK/Oenoapodna ¢ubposa u BanByjonatus ca
Ounu chOOIICHH criea MPOABMKUTENHO NIPUIOKEeHNE Ha kabepronnH, Hakon crobuieHnsa ca
OWM NMpH NAaLMEHTH, KOUTO Beue ¢a OWiM NEKyBaHU ¢ eproTaMHHOBH JIOTIAMHHOBH @rOHUCTH,
ITopaau Ta3zu nmpuuuHa JJocTHHekc TpsadBa Aa ce npuiara BHUMATE/THO NPH NALMEGHTH ¢ aHAMHE3a
WJIH HACTOSAIINA MPH3HALY W/HIM KJIMHUYMHA CUMITTOMH HA JUXATEIHA WiH ChbPASHHH
3a0onaBaHusA, CBbp3aHu ¢ Pubpo3Ha TekaH. Cnea AHarHOCTHLIMpPaHe Ha IUIEBpasieH
u3ne/6enoapodbHa dubpo3a Wi BaNBYJIONaTUd € CLOOUICHO, Ye MPEKPATABAHETO Ha JICUEHUETO
¢ KabeproauMH BoAH 10 NOAOOPESHHE HA NMPU3HALIMTE U CUMITTOMHTE.

Huxubupane/nomuckane Ha Quauoaozuunama 1aKmayus.

AHaJIOTHYHO Ha JIpYTH eproankanonay, JJocTHHEKC He TpaOBa Aa ce npuiara 1npy >KeH! ¢
NpeeKIaMICHa U BHUMATEIHO [1a ¢ NPUNAra nMpH NalHeHTKHY ¢ BUCOKO KPBBHO HaJLsirade chel
paKIaHeE.

ITpu npoBeieHHTE NPOYUBaHMA 3a MpHEM Ha JJocTUHEKC B CIEAPOAWIHUA NIEpHOA € OuIlo
YCTaHOBEHO, Y€ MOHMXKABAHETO HA KPbBHOTO HANATAHE HE € CHMIITOMATHYHO H 4€CTO C€
HaOnoara caMO BEAHDBX OT 2-Us 10 4-U4 ACH CNIEA AeUeHHETo, Thil Kato, NOHHXXaBaHe
CTOHHOCTHUTE HA KPbBHOTO HaNATaHE MO NMPHHLMII MECTO ce HabJroaasa B CIEAPOARITHISA NEPHON
HEe3aBHCHMO OT yroTpebaTa Ha JIeKapCTBa, 1O BCAKA BEPOATHOCT OTYETEHOTO MOHMKABAHE
CTOHHOCTHTE Ha KpbBHOTO HajsArane cnej ynorpedbara Ha JIOCTUHEKC HE € NpeAn3BUKAHO OT
Hero. Bce nak, npenopbuBa ce repuoaHYHO NMpOociieASBaHe HAa KPBBHOTO HaJsirane, 0cobeHo
npe3 MbPBUTE AHYU clell pueMa Ha JlocTHHEKC,

[Tpu xbpMeIU )KEHHM, JIEKYBaHH 3a MMOTHCKAHE Ha HACTHNKNA JIakTauus, JlocTHHEKC

He TpaOBa aa ¢e Ha3Ha4aBa B €/IHOKpaTHA 1034, no-Bycoka ot (,25 mg, TeH KaTo NpH
NPOBEACHUTE KIHHWYHH NTPOY4YBAHMA OTHOCHO e(PeKTHBHOCT M NMOHOCHMOCT Ha 0,5mg
JlocTHHEKC, MPUET KaTO eJHOKPATHA [103a 32 [IOTHCKAHE Ha JIaKTaluATa, e OHIIo YCTRHOBEHO, Ue
PHCKDBT OT HACTENBAHE HA HEXE/IAHN PEAaKLMH Ce YBOABA NPH TOBA NMOKA3aHHE Ha nexapcmmo,
aKo TO € MPUWJIOKEHO B eJAHOKpaTHa fno3a oT 0,5 mg,
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[TpOBEACHHUTE OTIHTH C TUTHXOBE Ca YCTAHOBWIH, 4e JIOCTHHEKC H/HNH HETOBHTE MeTabOHTH ce
eKCKpeTHpaT ¢ MiakoTe. [lopaau ToBa, nopaau JUrcaTa Ha AOCTATEYHO ,uai’mh OTHOCHO
eKCKpeLmsaTa Ha JIOCTHHEKC C KbpMaTa IpH X0opa, POAWIIKHTE TpsGBa fa ce CbBETBAT Aa He
KbPMAT B CTy4au Ha HEYCIELIHO MHXKMOMpaHe/ NoTHCKaHe Ha NaKTauusaTa ¢ Ilocmueuc
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Jevernue na xunepnporaxmuHeMuiHy CMYUECHUA!

Toi KaT0o XMNEePNPOIAKTUHEMHATA C AMEHOped / ranakTopes U CTEPUIHTET MOXeE Aa Obae
CBBbp3aHa ¢ TYMOPH Ha xuniodu3ara, TpAOBa [a ce NMpoBeAe LANOCTHO H3C/IeIBaHe Ha
xunoguzaTta nNpeau 3ano4yBaHe Ha JieueHUue ¢ JloCTHHEKC.

HocTHeKke Br300HOBABA OBYJIALIMATA H (EPTHIINTETA MPH KEHHU C XUIEPIIPOTAKTHHEMHUYEH
XHIMOrOHAAU3BM: ThH KaTO € Bb3MOXKHO 3a0peMeHsaBaHe npeay Br300HOBABAHE HA
MEHCTpPYalIMATA, IPENTOPBYBA CE AA CE NMPABU TECT 32 OPEMEHHOCT Ha BCEKH YETHPH CEAMHULIM 110
BpPEME HA NMEPUOAA HA AMEHOPEA, 4 €IS Bb3CTAHOBABAHE HA MCHCTPYALMATA — BCEKH ITBT CJICH
3aKbCHABAHE HA MEHCTPYALUATa ¢ NOBEYE OT TPH AHH. JKeHHTEe, KOUTO HE HCKAT Aa 3a0peMeHeT
TpaAOBRa Ja ObAaT NpeaynpeaeHH Ja U3NOA3yBaT MEXAHUYHH KOHTPALIEIITHBH I10 BpeMe Ha
JICUEHHETO Y Cie] NPEKpaTaBaHe Ha npyHeMa Ha JIOCTHHEKC 10 BB3BpbIlaHe HAa AHOBYJIALUATA,
[Topagu orpaHHeHHs ONUT HO OTHOLIEHUE 6e30nacHOCTTa Ha AecTBUE Ha [JocTUHEKC cnpaMo
3apoMiLa, 10 HATPYNBAHE HA A0CTATHYHO AAHHH C€ NPEMOPBHYBA KEHUATE, KOUTO XEMaaT aa
3abpeMeHedT, Aa NPUCTBIAT KbM TOBA Hail-paHO €/IMH MeCELl Cie]] NMPEeYCTaHOBABAHE Ha PUEMA
Ha JlocTUHEKC, NpH YCNIOBHE, Y€ OBYJIAHHOHHUTE LIMKJIM CE 3aI1a3BaT [IPH HAKOU NALMEHTKH 32 6
Mecella clie/] CIIMpaHe Ha NekapcTBOTO. B ciyuail, ye HacThM OpEMEHHOCT 1O BpeME Ha
JieyeHueTo, npreManero Ha JoctuHeke TpsaOBa 1a O0bae npekpaTeHo. KaTo npeanasHa Mspxa,
OpeMeHHHUTE KeHU TpaOBa aa Obaar NpocneAsBaHy 3a CUMIITOMH Ha YBEJIM4aBaHe Ha
xunodusara, Thid KaTo 10 BpeMe Ha OPEMEHHOCT MOXKE A8 HaCThNIY HAPACTBAHE Ha BEUe
ChLIECTBYBAILM XHUIMO(PU3aPHH TYMOPH.

[Tpn no-npoaw/KuTeNHa ynoTpeba Ha JIOCTHHEKC ce NPenoprYBa NPOBEXIaHe Ha peJOBHH
FHHEKOJIOTHYHH TPErfie/Id, BIIIOUYBALIM LCPBHKATHA ¥ €HAOMETPHUAIHA LHTOJIOTHA.

JTocTHHEKC ChbABPKaA J1akTo3a. [1aLMEHTH ¢ PEAKK HACACACTBEHN 3a00/IABaHHs KAaTO rajlakTo3Ha
HENMOHOCHMOCT, Lapp nakTtaseH AeHLHT I IIOKO30-TajlakTo3Ha MayabcopbuMs He Tpabea aa
[IpHEMAT TOBA JIEKAPCTBO.

4.5 B3anmoaelcTBHe ¢ APYTH JEKAPCTBCHA NPOAYKTH H APYrH dopmu Ha
B3aHMOJEHCTBHE

[Ipu exnoBpeMeHHA yroTpeba Ha ApyrH JIEKAPCTBEHH NPOAYKTH B MEPHOJA HENOCPEACTBEHO
cien paxaaHeTo, 0coGeHO Ha eProTaMUHOBH anKalouay, He ca Ounn HabirojaBaH! 3HAUMMH
B3aMMOAEHCTBHA NMOBIUABAIN eheKTUBHOCTTA U Be3onacHocTTa Ha JIOCTHHEKC.

BbNpekH ye HAMa KaTEerOpUYHY JaHHH 3a B3aUMOJIEHCTBHE Ha JIoCTHHEKC ¢ ApyrH
eproayikajJoOuiM, eJIHOBpeMeHHaTa ynoTpeba Ha Te3H JIeKapCTBeHH NPOJYKTH NPH
NPOABLILKUTENEH KYPC Ha JieueHHe ¢ JIOCTHHEKC He Ce NPernopbYBa.

Toit kaTo JIoCcTHHEKC ACHCTBYBa YPE3 AUPEKTHO CTUMYJIHPaHE Ha IOCNAaMHUHOBUTE PELIENITOPH, HE
TpaOBa Aa ce nNpHiara €AHOBPEMEHHO ¢ JICKAPCTBEHH NMPOAYKTH, aHTarOHUCTH Ha J0NaMHHa
(Harp. eHOTHA3HHHU, ByTHPOgEHOHH, THOKCAHTEHH, METOKJIONPAaMHU]I), KOUTO MOrar /a
noHwxat edexra Ha JlocTHHEKC 3a MOATHCKAHE HA NMPOJIAKTUHOBATA CHHTE34.,

AHaJOIMYHO Ha APYrd eproTaMUHOBHU NPOU3BOJHH, JlocTHHEkC He TpaOBa 1a ce npunara JAEAHO
¢ MakpoNUAHH aHTHOHOTULM (Hanp. EpuTpoMHLKH), NOpaay TOBA, Y& CHCTEMHATA RO

f

OMOHATMYHOCT, KAKTO M HEXKENAHUTE PeaKLMK MOraT Jia Ce YBeJIH4aT. oo
4.6 DBpeMeHHOCT H KbpMEHe

bpeMeHHOCT |
[Tpy npoBeieHHTE NPOYYBaHHMS C TUTbXO0BE € GHIIO YCTAaHOBEHO, Y€ JloCTHHEKC peMHHaBa
raileHTapHara Oapuepa: He € U3ACHEHO, AaJiM TOBa ce Hab/oaaBa rpH xopa. o
[TpoBeaeHHUTE KIIMHUYHY NPOYUBAHHA C ONHTHH KUBOTHH HE ¢a yCTAHOBH/IM HAlTM4HE HA
TepaToreHeH epekT WK €PEeKTH BLPXY penpoayKTHBHATA QYHKLIHKA,
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Hsma aaexkBaTHy v 1oOpe KOHTPOJAUPAHH MPOYUBaHHUA NTPH OpeMeHHM xeHH. CleOBaTETHO
HoctuHekc Tpabra 1a ce H3non3Ba 1o BpeMe Ha OpeMeHHOCT CaMO MpH CTPOTH MOKa3aHus U
cle/ NMpeleHKa Ha ChbOTHOMICHHUETO PUCK-TION3A.

[TpoBenenu ca KIMHUYHM npoyuBaHus Npy Hag 100 OpeMeHHH KeHH, JIEKYBaHH 3a
XUIEPNPONIAKTUHEMHYHH cMYLUeHHUA. JocTiHHEKC € Oun npunaraH riiaBHO NMpe3 MbpBHUTE §
ceAMULIM cned 3abpemensnsane. [Ipu Te3m xeHn € umano okoso 85% xusopoaeHu U okono 10%
crioHTaHHH abopTi. B TpH oT ciyvaure ca 6unu Habironapanu BpoaeHH aHoManuH (CUHAPOM Ha
HayH, xuapouedanus, mandopMauns Ha A0JHHTE KpaHHHLIM), KOETO € aoBesio A0 abopT no
TEPANEeBTHYHHU NMOKA3AHUA, & NPH APYTrH TPH — MAJIKYA AaHOMAIUH CIE PAXXAAHE HA XKUBH JeLa.
Tesn cimy4dan B MPOLCHTHO CHOTHOLUEHUE C& CPABHUMH ¢ YCTAHOBEHUTE 32 HOPMAJIHU TOMYIaLHN
Y TIPH XEHH, MPOBEXKAALUM JICUSHUE C APYTH JEKAPCTBEHU NPOIYKTH, HHAYLUMPALIH OBYJIALIUATA.
B13 0CHOBaA Ha rOpeNOCOHEHHUTE AaHHU € OUM0 YCTaHOBEHO, Ye ynorpebara Ha JlocTHHEKE He €

CBBbP3aHa C MOBHULLIEH PHCK OT a00OpT, NPeKACBPEMEHHO paxkJaHe, MHOTOIUIOAHAa OpeMeHHOCT
HJIH BPOAECHH aHOMAaJIMH.

[opaay Bce OllE OTPpaHUYEHUA KITHHWMEH ONMT U bTUSA NOJNY>KMBOT HA NECKApCTBEHUA NPOAYKT,
KATO NPEBAHTHBHA MAPKA CE MPENOpPbYBa NPEYCTAHOBABAHE Ha npuema Ha JIOCTHHEKC €WH
MEeCEeL| NPEeAH JKEJAHOTO 3a0pEeMEHABAHE CAS AOCTHIaHE Ha PEIOBEH LIHKEJT HA OBY/IALUA NIPH
KEHUTE, Hexenacuu aa 3abpemenenrt. Tosa Le NpeAoTBpaTH €BEHTYATTHOTO M3J1araHe Ha
3apo/IMiia Ha IeHCTBHETO Ha JIEKAPCTBOTO M HAMA J1a MONPEUH Ha Bb3MOXKHOCTTA 34
3a0peMeHABaHe, ThH KaTO LMKJIMTE HA OBYJIalMA NPOAB/KABAT B HAKOW CITY4aH 1IECT Mecela
ciiel MpeKbCBaHe Ha npueMa. AKO HaCTHNU OPEMEHHOCT 110 BpeMe Ha JieueHHe, To Tpabsa 1a
OBIe NpeycTaHOBEHO He3abaBHO ciie] YCTaHOBABAHE Ha OPEMEHHOCTTA, 3a [la C€ OrpaHHYH
HEXKEJIAHUAT €PEKT Ha JIEKapCTBOTO CPAMO 3apOJHILIA.

[Mpeau 3anourane Ha neueHme ¢ JlocTuHeke Tpsa6GBa Ja ce UBKITIOUM HAJIMYHE Ha OpEeMEHHOCT, a |
Mecell CJIE] TeYeHHETo € HeoOX0AUMO npearna3BaHe oT 3adpeMeHsBaHe.

Kbpmene

JlocTHHEKC He TpAOBa [a ce NpeAnucBa Ha MahkH, KOUTO Ca PeUiHIM 1a KbpMAT
JIC1laTa CH, Thil KaTO NMOTHCKA JIAKTAUMATa, 8 HAMA HATPYNaHH A0CTAaTHYHO JIaHHH 3a
€KCKpELIMATA HA NEKAPCTBOTO B MAHYMHOTO MJISAKO.

4.7 EdexTH BLpXy cnocobHocTTa 32 opupane H paboTa ¢ MAIIHHA

ITpe3 mbpBHTE OHK OT npviemMa Ha JlocTHHEKe nauuenTHTe TpAdBa 1a ObAAT HPeayNnpekKaaBaHu
1a HE C€ aHTAKNPAT AOMBIHUTETHO C ASHHOCTH, H3UCKBALLK OBbP3H M NPELM3HA PeaKlIvH, KaTo
wodupaHe U pabota ¢ MatlVHH.

[TauneHTHTE, IEKYBaHH ¢ KAOEPTOJIMH, ¢ NMPOSBA HA CBHIMBOCT M / MITH BHE3AIMHO 3aCIHBaHeE,
Tpabsa na 6bAAT NpeaAynpeKaAaBaHu [1a C¢ BBE3ALPXKAT OT WOQHPaHE MY aHTKHUPaHE C
NeHHOCTH, KBAETO HapyllieHaTa OAUTETHOCT MOXKE J1a NOCTABH TAX H OKOJIHUTE B PAUCKOBA
CHTYalHs ¢ ONACHOCT OT CEPHO3HH TPABMH MM CMBPT (Hanp. npu paboTa ¢ MalIMHK), A0KATO
NPEXOAHNUTE NEPUOAN HA CHHIIUBOCT HE OTUIYMAT (BXK. Touka 4.4.).

4.8. Hexenanu JeKaRPCTBEHH peakuHy |

__,r'l_.r". L

YecToTHTE ca OnpejiesicHH KaTo: MHoro uectd (= 1/10), uectu (= 1/100 no < M 1{}) Heqecm
(> 1/1 000 no < 1/100), peaxu (= 1/10 000 go 1/1 000), muoro peaku (< 1/ lé 000), C HeHBBBCTHa
4ecTOoTa (OT HAJIMYHUTE JaHHU He Moxe Aa Objc HanpaseHa OLIeHKa). :
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I{Inxnﬁnpane Ha JJAKTAIHATA (eAHOKpaTHA 103

~ KJacHpHKanHus no

Yecrora

i—

L Hmmaanpeamm A

Hapywenun na nepenama
cucmema

Hecmu

3aMasHOCT/CBETOBBPTEXK, INIaBOOOTHE

Hevecmu

[IpexonHa xemuaHoncus

Peoku ChHAUBOCT

Covpoeunu napywenua

Hevuecmu Ilannurauuu

Pecnupamopnuu, zpvonu u
MEOUACMUHATH
HApYWICHUR

Hevyecmu

KpbBOTE4eHHe OT HOca

Cmomawno-upeenu
HApYeRunR

Hecmu

bonka B kopema, ragene

Peoxu

bosika B enuractpuyma

Hicneosarnun

Hecmu

be3cnMITOMHH NoHMXeHUs Ha
apTepyaliHOTO HanArane (220 mm Hg
cUcToNHO U 210 mm Hg anactonHo)

IloTuckane na nakranuara (0,25 mg loctanexc Ha Beekn 12 gaca B NPoaAb./KEHHE HA 1BA

RHH):

Cucremo-opranna

KNacHPHKANRA NO
MedDRA 6a3a nannn

HecTOoT2

Hexenann peamum

Hapywenun na nepenama
cucmema

ecmu
CBLHIIUBOCT

3aMasHOCT/CBETOBBPTEX, INIABOOOIIHE

Hevecmu CuHKoN

Cvooeu napywienun

Hevecmu Tonau BLJIHH

Cmomawno-upeenu
HADYWIECHUA

Hecmu

bosika B xopema, raaeHe

Hevecmu IloBpriniaHe

Obwiu Hapywenun u
epexmu Ha MACMIOMO HA

Heuecmu AcCTeHHs

npuoMcerue
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XunepnpoJaakTHEMHYHH CMYINCHHS

Cucremo-opranna
KJacCHpHKANHA IO | HeeroTa ,H@‘?W’i‘“ .peamum. -
MedDRA 6a3a nannn | R LT

Hcuxuunu Hapj)meum Yecmu Henpecus

Hapywenun ua nepsnama | Muozo wecmu 3aMasgHOCT/CBETOBBPTEK, r1aBoBOIIHE
Cucmema Heuecmu Ilapecresus

Covoosu napywenun HYecmu Tonnu BeIHM

Cmomauino-upeenu
HAPYUECHUR

Muozo yecmu

bonka B kopema/aucnencus/racTpur,
rajeHe

Hecmu

3amnex, MOBpbLIaHe

Hapywenua na
6B3INpoU3IL00UMeNTHAMA
cucmema u zvpoama

Hecmi

bonka 8 repaara

Obuwu napywenun u
edpekmu Ha macmomo Ha

Mnuoco uecmu

ACTEHUA/yMOPAEMOCT

_Rpunoxcernue
O6mn: _
Cucremo-opranna . e
KIACAPHKAKHA 1O YecroTa Hexenanu peakuuu
MedDRA 6a3a nanuu S B
Cvooeu napywenun Hecmu ObukHoBHHO JlocTHHEKC OKa3Ba
XHITOTCH3UBEH €(eKT BLPXY NALMEHTH Ha
IBIFOCPOYHO JIYEHUE; ITOCTYpaliHA
XUTMOTOHUA
Heuecmu CbI0BM cnia3MH Ha NIPBLCTHTE, KOJIANC
Hapywienun na mycxyano- | Heuecmu Kpamnu Ha nonHuTe KpalHULK
CKentemHama cucmema u
CHEOUHUMETTHAMA MBKAH
H3cneoeanun Heuecmu ITlonmkaBane Ha cTOHHOCTHTE Ha

XeMOorJIoOHHa ¢ HabITiodaBaHO NPH XKEHH ¢
aMEHOPeA MNpe3 ITbPBUTE HAKOJIKO MeCela
CJIeA BE3CTAHOBABAHE HAa MEHCTPYaLUATa
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Iloctmapkernnroso nad.alogenne:

Cucmemo-opzanna Heme amn DeaKmun
Knacudurxayus no HecroTa peakil
MedDRA 6aza oannu _ L
Hapywernuna na umynnama | C neuseecmua Peaxums Ha CBPBXYYBCTBHTETHOCT
cucmema yecmoma
Hcuxuunu napymwenun Heuecmu Iosuieno smbnno
C Heuzgecmua ATpecHs, AEMIO3HH, XMIIEPCEKCYaTHOCT,
wecmoma [1aTOIOTHYHA CKIOHHOCT KbM HeonpaB/iaH
PHCK, IICHXOTHYHO Pa3CcTpPOHCTBO
Copoeunu napyuienus C Heuzeecmua Knanno yepexxaane; Hecrorarara Ha
yecmoma ACAMIITOMHA KJIATTHA Perypruranus €
3HAYUMO I10-T'0JIIMA, OTKOJIKOTO IIPY He-
€¢proTaAMHHOBH aroHHCTH Ha JONAMUHA.
Pecnupamopnu, 2pvonuu | Heuecmu 3amyX
MEOUACMUHAARY
HAPYUIEHUR Mruozo peoku ®ubposa
C neuzeecmna HHXxaTe/lHO HapylIeHHe, JUXATETHA
Hecmoma HEOCTATBYHOCT
Xenamo-bunuapnu C Heusgecmna Hapywena yepHoapobHa dyukima
HAPYUIERUR yecmoma
Hapywienun na xoyncama u | Heuecmu Anoneuus, oGpus
ROOKOMCHAMA MYKAH
Obuiu nHapywenua u Heuecrnu Otox
ehexmu na Macmomo Ha
HPUTONCCHUE
Hscneoeanun C neuszgecmnua [loBHlueHME HAa KpeaTHHHH
Hecmoma ¢docoknHazaTa, OTKIIOHEHHS B
nabopaTopHUTE M3CNIeIBAaHHA Ha
yepHoApoOHaTa GyHKLUMA

4.9, IIpexo3npane

Hama onut ¢ npenosnpane Ha JIOCTHHEKC PH XOpa [Py NIpe AM0KEHUTE noka:saﬂm;. B"bmmﬁua
€ NoABaTa Ha CHMATOMH, CBBP3aHH ChC CBPBXCTHUMY/IMPAHE HA ,uonaMHHQBHTe;pﬁueHTﬂpH KaTo
rajieHe, NOBpbLIaHe, CTOMAILHH OTUIAKBaHHS, XHIIOTOHHSA, 00bpKaHOCT/ ncnx@éa v
XaIFOLIMHALIMH. T

TpabBa na ce npeanpuemMar o1 NOATBPKALLH MEPKH 33 OTCTPAaHABAHE Ha Hepeatapﬁﬂpaﬂm
JIEKaPCTBEH NPOJYKT M, 8KO € HeoOX0AMMO, J1a ce MOAABPIKAT HOPMAIHH CTOHHOCTHM Ha
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KPBBHOTO HalsArane. OCBEH TOBA, MOXKE Ja Ce NPENopbYa M MPHIATaHeTo HA TOTAMHHOBH
AHTarOHUCTH.

5. ®APMAKOJIOTHYHHA JAHHHU

S.1 PapmMakoIHHAMHYHH CBOHCTBA
®apmakoTepanesTHYHa rpyna: Huxuburopu Ha npoaaktuHa, ATC koun: G0O2CBO03

JloCTHHEKC € NONaMHUHEPTHYEH EProlIMHOB AEPHUBAT C MOIIHA W [IPO/IBJKUTEHA
MPOIAKTHH-UHXAOHpaILa aKTUBHOCT. JleHcTBa upes3 TUPeKTHO CTHMYTHpaHe Ha
D2-10naMMHOBUTE peuenTopy Ha XUMOHUIHKUTE JTAKTOTPOMH H 110 TO3M HAYUH

HHXHOHpa cekpeunsaTa Ha nponakTHH. [IpH IbX0Be NPOAYKTHT HAMAIABA [POJIAKTHHOBATA
CeKpeLMs NMPUET B epopanHy Ao3u 3-25 pg/kg, a in vitro — B KoHuenrpaums 45 pg/ml. Oceen
TOBa, JIOCTHHEKC OKa3Ba LEHTpaJICH IoMaMHHepruyeH edekt, kaTo cTuMysupa D2-
JOTIAMMHOBHTE PELIENTOPH B NEPOPAJIHH JO3H MMO-BUCOKHU OT Te3H, KOHUTO €(JEKTUBHO TTIOHHKABAT
CEpyMHATa KOHLUEHTPALHA Ha NpONaKTHH. [IpoasIKMTETHHAT NpoNaKTHHIIOHKABaI e(beKT Ha
/OCTHHEKC BEPOATHO ce ABJKK HA ABJITHA MY MPECTON B OPraHa — MUILICHA, KOETO Ce
YCTaHOBABA OT 0ABHOTO €IUMHHMPAHE HA TOTATHATA PaAMOAKTUBHOCT OT XHniodHsaTa cien
CAMHHYHA NepopalHa J03a NMpH mbvXxose (t j, — okono 60 yaca).

(PapMakoaHaAMUYHKTE CBOKCTBA Ha JIOCTHHEKC Ca NPOyYEHH MPH 3APaBH A0GPOBOILH, KEHH B
CJICAPOJMIICH MEPHOA H MALMEHTH C XHNEPIpoIakTUHEMHUA, Cliel pyueM Ha € IHOKpaTHa
nepopanHa ao3a loctunekc (0,3 — 1,5 mg) ce HabmoNaBa 3HAUHTENHO NOHWKABaHEe HA
CEPYMHHTE KOHUCHTPALMKM HA MPOJIAKTHH NPH BCAKA OT NpoyuYeHUTe nonmynainu. Edexrer e
Obp3 (Ao 3 yaca cnen nMpuUeMa) U NpoAbIDKHTENEH (A0 7-28 AHHM MPH 3paBy A0OPOBOILM U
MaLUHEHTH ¢ XHMNCPNPOJIAKTHHEMHUA U 10 14-2]1 AHu nipH xxeHn B myepniepruymMa). [TponakThu-
MOHWXKABALUMAT €(PEKT € N0303aBUCHM, KAKTO MO OTHOLIEHHE CTETICHTA Ha e)eKTa, Taka M 3a
MPOABLKUTEIIHOCTTA Ha IEHCTBHUETO,

Lllo ce oTHaca 10 eHROKPUHHHUTE edexTn Ha JIOCTHHEKC, HECBBP3aHH ¢ AHTHITPOJIaKTHHEMHYHHSA
e(heKT, HATPYNAHUTE JAHHHU MPH NPOBEIESHUTE C XOPA NMPOYUBAHUA MOTBHPHKABAT
CKCMIEPUMEHTATHHTE HAXOAKH [P )KUBOTHH, 4 MMEHHO, Ye ACHCTBUETO € MHOIO CENEKTUBHO,
0Oe3 ediexT BbpXyY GasaHaTa cekpeLms Ha APYTHTE XHOODH3APHH XOPMOHH WK HA KOPTH30I.
dapMaKkoAHHAMHYHATA aKTUBHOCT Ha JIOCTHHEKC He KOopesiupa ¢ TepaneBTHYHUS edekT camo Lo
Ce OTHacs 10 NOHMXKABaHe Ha KPBBHOTO Hansrane. IIpu eaHokpaTHa no3a, MakCHMalIeH
XHUMOTEH3UBEH €PeKT Ha JJocTMHEeKC HacTENBa Npe3 MEPBUTE 6 Haca ¢iel NpUeMa Ha
JICKApCTBOTO H € JO303aBHCHM 110 OTHOLLIEHHE HA MAKCUMAAHO MOHWKEHHE U YECTOTA.

HocTHHEKC npeaoTeparaBa / NOTHCKA (PU3MONOrHYHATA JIAKTALKA, KaTO HHXHOHpa
NMPONaKTHHOBaTa ceKpeLiua.IIpoBeAeHHTE KOHTPONUpPaHH KIMHUYHK W3NHTAHUs, ¢a [TOKA3aIH, Ye
JlocTHHEKC, Ha3HAYeH B 1032 1 mg €AHOKPATHO Npe3 MbPBHA JEH Cie]] PaXKIAHETO, eEeKTHBHO
HHXHOHMpa MIleuHaTa CEKpeLius, KakTo W 6osikaTa M NoAyBaHETO HA repauTe mpyu 70 — 90% ot
xeHuTe. lpn no-manko ot 5% , npes Tperata ceqMuLa clie]] paKaaHeTo, ce Habmoaasa
Bb3BPBIAHE HA CHMIITOMHUTE, 3aCAralli¥ rbpAUTe (0OMKHOBEHO B Jieka ¢opMa). |
[lornckane Ha nakraumaTa ¥ obekyapaHe Ha NOAYBaHETO M GonkaTa B I'bpANTE C& NOCTHra NPH
okono 85% ot kepMaukuTe, Ha KOWTO € Oun Haznaded [Joctunekc B oOlwa n03a 01 1.mg
pasfeneHa Ha 4 npveMa B NpOoab/KeHHE Ha ABa AHW. Panko ce Haﬁnm,uaﬂa'r peunﬂnsn Ha
cumnromure ciel 10-us aeH /npu okono 2% ot cayyaure/. |

[1pn npoas/kuTeNHO eueHue JlocTUHEKC, B 103W OT nopsabka Ha 1 o 2 mg CCAMHYHO, BO,HH
A0 HOPMAaJIU3HpAHE Ha CEPYMHUTE KOHLUEHTPALMH Ha NIpoJiakTuH nipH 84% ot nauﬂemme C
xunepnponaktiHemus. Ilpu 83% ot xeHnTe ¢ ameHopes ce BL3CTaHOBABA HOpMﬂHHaTa .
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MEHCTpyauus. Br3cTaHoBsABaHE Ha OByJlalusTa ce Habaonasa npu 89% ot skeHuTE Uupe3
npociieAsaBalHe HUBOTO Ha MPOTECTEPOHA IO Bpeme Ha JyTeajHara daza.

["anaxropesra usdessa npu 90% ot ciyvadre, NPU KOUTO € CHUIECTBYBAJ TO3H CHMIITOM Mpe/IH

MPOBEACHOTO JIeueHHE. Penyunpade pasmepa Ha TyMopa ce moctura npu 50-90% oT skeHuTe H
MBIKETE ¢ MUKPO- U MAKPOIPOJAKTHHOMH.

3.2  @MapMaKOKHHETHYHH CBOHCTBA

DapMakOKUHETHYHHMAT U MeTabonuTeH npogun Ha JlocTnHeke ca u3cneABaHN NpH 31paBH
AOOPOBONLM OT ABATA NOJA ¥ NNPU NALUMEHTKH ¢ XMNEPNPONAKTHHEMHS.

Cnen nepopaino NprwIOKEHUE Ha Oensi3an NPOAYKT, PAAHOaKTUBHOCTTA OBbP30 ce

abcopOupa oT CTOMALIHO-YPEBHHA TPAKT, KATO MaKCHMAJIHA IJIa3MeHa palMOaKTHBHOCT ¢
Habmogasa mexzay 0,5 go 4 yaca.

Hecer aHM cnen npuema, oxos10 18% ot paauoakTHBHaTa A03a ¢ OTKpUBA B ypHHaTa, a 72% -
BBbB (DEKaTUHUTE. B ypruHaTa B HEeNpoOMeHeH BUJ ¢ YCTAHOBABAT OKOI0 2-3% OT Jo3ara.

OcHOBHHUAT META0OJIUT, YCTAHOBEH B YPUHATA, € 6-aIun-8 3-kapOoKCH-eproJIuH, KOUTO
npeactasnsasa 4-6% or no3ata. B ypyuHaTa ca OTKPUTH OLEe TpU AONBJIHHTEIHH META00IHTA,
KOUTO 0010 ChCTaBIABAT OKOJIO 3% 0T po3ara. /n vifro metabonurure nHXHOHpaT no-cnado
CEKpelMaTa Ha MPOJAaKTHH, OTKONKOTO HocTHHeKke. buorpanchopmanusara Ha JIOCTHHEKS €

M3CIeABaHA M B IUIA3MATA HA 3APpaBU JOOPOBOIUM MbXKE, KOUTO ¢a MPUEIH [”C]-Kaﬁepr{mnﬁz
Habmonasa ce Opp3a U eKCTeH3UMRHA OuoTpaHcdopmauus Ha kKabeproauH,

HuckaTra exckpeuysi Ha HelmpoOMeHneH JJoCTUHEKC B ypyHaTa € NOTBbLPASHA U OT

MPOBEAECHH NMPOYYBAHUA ¢ HEPAAUOAKTHUBEH NPOAYKT. BpemeTo Ha

MOJNY>XKKUBOT Ha JIOCTHHEKC ONPEAESHO Upe3 CTENEHTA Ha EKCKpeuUs B ypHHaTa ¢ 63—68 vaca
MpH 34paBy J0OPOBONLM (M3MON3BAH € paAHO-UMYHEH TecT) U 79-115 yaca npu NaldeHTH ¢
XMNeprpoJakTiHeMus (u3nonzsad € BETX — meTon).

B3 OCHOBa Ha BPEMETO Ha TOMY>KUBOT PABHOBECHH CBCTOSAHUA OM TpaOBRAIO Aa c€ JOCTMIHAT
caea 4 CeIMUIU, KOETO € MOTBBPACHO YPE3 CPEAHHTE MAKCUMATHY TUTA3MEHH KOHLIGHTPALIMK HA

JlocTUHEKC ¢lieq €AHOKpaTeH npueM Ha ao3a (3718 pg/ml).

[lpu npoBeaeHH in vifro ONUATH € OMIIO YCTaHOBEHO, Ye 41-42% OT nekapcTBEHOTO BEIICCTBO B
koHIeHTpalwu oT 0,1 mo 10 ng/ml e cBBp3aHO ¢ MIa3MenUTe NPOTEHHU. XpaHaTa HE BIHAC
BBEPXY pe30pOIMATA H pa3npOCTPaHEHHETO Ha JJOCTHHEKC.

3.3. llpeakJIHHHYHH JAHHH 32 0€301ACHOCT

[IoBeUeTO NAaHHH, HATPYIAHU B PE3YJITAT OT CEPHs NMPOBEACHU KIIMHAYHNA NPOYUBAHUSA OTHOCHO
NpeaKJIUHUYHA D€30MAacCHOCT ¢a CIISICTBHE HA LIEHTPANTHUTE JONaAMHHEPIrHYHHA e(PEeKTU WK Ha
MPOABIKUTETHO HHXUOKUpaHEe Ha MPOJIaKTHHA B KUBOTHHCKK BUI0BE (rpyU3auu) cbhe crneundyita
XOpMOHa/THA (PU3KONIOT S, pa3jIMUHa OT Ta3H Ha YoBeka. HpeAKIHHHYHUTE JaHHH 34
Ge3omacHOCT Ha JIOCTHUHEKC NMOKAa3BaT UIUPOKH IPaHULM HA O€30MacHOCT MPH rpU3a4il H
ManMyHH, KAKTO H JIMIICA HA TePaTOreHeH, MyTareHeH U KaHUepOreHHeH NoTEHILHAaN.

6. DPAPMAHLHEBTHUYHH JAHHH

6.1 CnHcehbK HA NOMOIIHHTE BelieCTBA
JlakTo3a
JIeBLIUH

6.2 HechBMEeCTHMOCTH

10
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He e npunoxumo.

6.3 Cpok na rogHocT
24 Mecela
6.4 Cnegnaanu yc/10BHS 32 ChXpaHEeHHe

Ha ce cvxpansra nox 25°C.

6.5 JaHHu 32 omaxoBKaTa

bytunka or kahaBo cTbkio THN | ¢ yeToltunea npu pasknalnaHe Karavka Ha BUHT, ChABPKALIIA
CYLIMTES CHITUKATE]T

Beaka OyTuiika, cbabpxkama 2 unu 8 TabneTky, € OnakoBaHa B KAPTOHEHA KyTHA.

He BcHuKH BUIOBE ONMakoBKK Morar Aa Objar mycHarn B npoaax6a.

6.6 Crnennaann npeanasHd MEPKH NPy H3XBbpJaHe H paboTa

B kanaukara Ha Bcsixa OyTHIIka € MOCTaBeH CYIIHTEN U Tol He TpsGBa Ja ce OTCTpaHsBa.

7.  IIPHTEXATEJ HA PABPEHIEHHETO 3A YIIOTPEBA
Pfizer Enterprises SARL
Rond-point du Kirchberg
51, Avenue J.F. Kennedy

L-1855 JIrokcemOypr
Jrokcembypr

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA
[1-7910/ 05.08.2003
Per. Ne 20030572

9. JAATA HA ITBPBO PA3ZPEINMABAHE/TTOJTHOBABAHE HA PASPEIIEHHUETO
3A YIIOTPEBA

05 aeryct 2003

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

{MmMm /rrr1}
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