KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. WME HA JJEKAPCTBEHHSI TPOJIYKT LTI R

Knaputun 10 mg Tabnerku

Claritine 10 mg tablets * 6‘ 6J ';Zaj\ 10 -09- 252

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika Tabnerka chabpka 10 mg noparaaus (loratadine).

[TomouHo(H) BelecTBo(a) ¢ u3BeCTHO AercTBUE: KONnMuecTBOTO 1akT03a MOHOXHM/IPAT B ChCTaBa Ha
tabnerka, ceabpkaia 10 mg noparaaun, e 71,3 mg.
3a bJIHUA CITUCHK HA MOMOIIHUTE BELeCTBA BUXKTE TOUKA 6.1.

3. JJEKAPCTBEHA ®OPMA

Tabnerka
benu 1o noutu 6esiv OBaJIHK TaOJIETKH, C JIeJIMTe/IHA YepTa OT €/lHaTa CTpaHa M IJ1aJIk1 OT Jpyrara CTpaHa.
JlenuTenHaTa yepTa € caMo 3a YJIeCHABaHe Ha CUYIBAHETO C LeJ MO-JIECHO MOMTbLIAHE, a HE 3a pa3e/siHe Ha

PaBHU J103M.

4. KJIMHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3ZAHHS

KjiapuTHH € 1oKa3aH 3a JieueHHe Ha CUMIITOMMTE, CBbP3aHU C aJIepruyeH pUHHUT U XPOHHYHA HIHOMNATHYHA
YypTHKapHs MPU Bb3PACTHH M Jiella Ha Bb3pacT Ha/l 6 rojiMHu ¢ TejecHo terso Haja 30 kg.

4.2 Jlo3MpOBKAa H HAYHH HA NPHJIOKEHHE
Jlo3upoBka

Bb3pacTHH M Jiena Hajl 6-roMiinHa Bb3pacT ¢ TesnecHo Terso Haa 30 kg: 10 mg Beanbk aHeBHO (1 Tabnetka
BEIH'BXK JIHEBHO).

[leduampuyna nonyarayus

Jleua otr 6 10 12-rojiMiiiHa Bb3pacT — J03UPOBKaTa ce orpeaess CnpaMo TeJIeCHOTO TerJio:

Tenecuno tersio Hax 30 kg: 10 mg BegHbK AHEBHO (eHA TadJeTKAa BEAHBK JHEBHO).

Tenecno Terno 30 kg unu no-manko: Tabnerkure ot 10 mg He ca noaAXoAsLIM 3a Aena 1noj 6-roJiMiiHa
BB3pacT ¢ TesecHo Teryo nox 30 kg. Uma npyru nekapctBeHu GopMH, NMOAXOAALIM 3a el 1o 6-roAauiuHa
Bb3pacT ¢ TenecHo Teryo noxa 30 kg.

be3onacHocTTa M epvkacHocTTa Ha KitapuTHH NpU Jiena Ha Bb3pacT 110/1 2 roJIMHH He ¢a YCTAaHOBEHH.
Jluncear JaHHHU.

IHayuenmu ¢ uepHoOpobHO yepedcoane

[Tpu naupeHTH ¢ TEKKO YepHOAPOOHO yBpexaaHe TpsAOBa Aa ce rpuara no-HMCKa HayajiHa /103a, ThH KaTo
TE€ MOKE J1a HMaT peayLMpaH KIMpbHC Ha JiopataadH. Havannara no3a or 10 mg npe3 nene .
MpenopbLYMTE/IHA 32 B3pacTHU M Aeua c Teryio Haja 30 kg. )\

Iayuenmu ¢ 6vOpeyHo yepesxcoane
He ce Hanara kopekius Ha 103aTta npy nauMeHTd ¢ Ob0peyHa He10CTaThbuYHOCT.




Cmapuecka gv3pacm
He ce Hanara KOPeKLMS Ha 403aTa Mpy NaUUEHTH B CTapyecKa Bb3pacT.

HauuwH Ha NpHIOXKEHHNE
IlepopanHo npunoxenue. TabneTkata MOXKe Ja ¢€ MpHEeMAa HE3aBHCUMO OT MpUEMA HA XpaHa.

4.3 IlpormBonokazanHug

CBpbXUYYBCTBHTENHOCT KbM aKTUBHOTO(HTE) BELECTBO(A)UNH KbM HAKOE OT NMOMOIIHUTE BELIECTRA,
u30poeHH B ToUKa 6.1.

4.4 CpeunajJHH NpeJynpexXacHHA H NpeAna3Hyu MEPKH MPH ynoTpeda

Knaputun Tpabsa 1a ce npuiara BHUMATETHO NPH NMALKMEHTH C TEXKKO YEPHOAPOOHO yBpeXaaHe (BiK.
TOuKa 4.2).

JlekapcTBeHUAT NPOAYKT ChABLPIKA NakTo3a. [lalmeHTy ¢ pekn HacaeACTBEHH NPOOIEMH KATO rajlakTo3Ha
HEMOHOCHMOCT, Lapp NakTaseH aeULMT WITH MIOKO30-rajlakTo3Ha Manadcopbuus He TpadBa Aa npuemar
TOBA JIEKAPCTRBO.

[puembT Ha Knaputun tpabea na 60bae npeyctaHoBeH Harn-Masiko 48 yaca MpeaH NpoBeXKAaHETO Ha KOYKEH
TEeCT, Thil KATO aHTUXUCTAMHUHUTE MOXE J1a HHXHOUPAT UK HAMAJIAT PEaKLUATA Ha MHAHKATOPUTE 3a KOXKHa
PEAKTUBHOCT.

4.5 BiaumoaeilicTBHe ¢ APYTH JJeKapPpCTBeHH NPOAYKTH H APYI'H GOPMH HA B3aHMOAEHCTBHE

[Ipn eqHoBpeMeHHA ynoTpeda ¢ ankoxon KnapuTuH HaMa NoTeHUMpalln ¢PeKTH, KOETO € YCTAaHOBEHO NpH
MPOY4YBaHUA HA NCHXOMOTOpPHATA ACHHOCT.

Bh3M0KHO € B3aHMOAEHCTBHE C BCHUYKH rno3HaTk HHxubutopu Ha CYP3A4 u CYP2D6, koeto Boau a0
MOBUILIABAHE HA HMBATa HA JiopaTaaMHa (BK. To4Ka 5.2) U Moxe aa Obae npuynHa 3a yBelHyaBaHe Ha
HEXeMaHUTE CHOUTHA.

B KOHTPOJHPAHH UINIHTBAHUSA € CHODLIEHO MOBUILEHHE HA [UIA3MEHUTE KOHUECHTPALHW HA TOpaTauH NpH
eIHOBpEMEHHA ynoTpeba ¢ KeTOKOHa30/, EePUTPOMHULIHH U CUMETHHH, HO De3 KTHHHYHO 3HAYUMU IPOMEHH
( BKITIOYHTETHO eleKTpoKaparorpadcku).

lleanarpryHa nonynaius
[IpoyuBaHHs 3a B3aMMOLEHCTBHATA Ca ITPOBEKAAHU CAMO MPH Bbh3PACTHH.

4.6 @DepTHANTET, OPEMEHHOCT H KLPMEHE

bpeMeHHOCT

["onsam obem naHHHU 3a OpeMeHHH xxeHHM (3a uaxona Ha noeeue oT 1000 cnyuaa Ha OpeMEHHOCT) HE MOKa3BaT
ManpopMaTHBHa UK deTanHa /HeOHATaIHA TOKCUYHOCT Ha JjopaTafaud. [IpoyuBaHuaTa Npyn JKUBOTHH HE
MOKa3BaT NPEKH WM HETIPEKH BPEAHH €(PEKTH, CBbP3aHH ¢ PENMPOAYKTHBHA TOKCHYHOCT (BXK. TOUKA 3.3).
KaTto npeanaszna Msapka e 3a npeaAnoyuTade na ce u3dsaresa ynorpedarta Ha KinapuTuH no Bpeme Ha
OpeMEHHOCT.

KbpMeHe
JlopaTuaus ce ekckpeTupa B kbpmara. [1o Tazu npuuunna, ynorpedarta Ha KnaputiH He ceg
KbPMELLHK KEHH.

PepTUIUTET
Hsama gaHHHA MO OTHOWIEHUE HA MBXKKHSA M KEHCKUS PepTUNHTET.




4.7 EdexTu BbpXy cnocofnocTTa 32 modHpaHe 1 paboTa ¢ MaAlIMHH

B xMHUYHM U3NMTBAHHS 34 OLIEHKA Ha cnocobHoCTTa 3a odupaHe He ca HadNaaBaHK OTKJIOHEHHS MPH
NaLMEeHTH, NPHEMALLH JTOpaTUAUH. KNapWTHH He MOBIHABA UM MOBIHUSBA NPEHEOPEKUMO CIOCOOHOCTTA 32
wodupaHe n pabora ¢ MalIHHK. Bhnpeku ToBa, nauueHTUTe TpAOBa 1a 0bAaT MHPOPMHUPAHH, Y€ MHOTO
PAAKO MPH HAKOM XOpa Ce NOABABA ChHAMBOCT, KOATO MOXE /1a NOBAHAE CAOCODHOCTTa MM 3a WOhHpaHe 1

paboTa ¢ MallMHH.

4.8 Hexenanu JEeKAPCTBEHH PeaKIHH

PesioMe Ha npoduaa Ha Ge3onacHOCT

[Tpy KIMHHUHH NPOYUBAHUS MPU Bb3PACTHH U FOHOLUK, NPH Pa3/IMYHK NOKa3aHUs, BKIIIOUBALLHM allepryyeH
puHUT (AP) M xpornyHa naonaruyna yprukapus (XHMVY), ¢ npenopbunTenna no3a ot 10 mg aHesHo,
HEXEMaHU PEAKLIMUA NPH JIOpaTaJunH ca chodbuasann npu 2% noseye NaLMCHTH B CPaBHEHKE C NMalMEHTH Ha
nnatec6o. Hail-uecTHTre Hexenanu peakuuy, cboOLABaHH B MOBEYE B CPABHEHME C nianedo ca
comHonedTHocT (1,2%), rnagobonue (0,6%), noBuueH anerur (0,5%) u 6e3cvhue (0,1%).

TaGnuyeH cnMCchbK Ha HEXKEJTAHUTE PEAKLUUH

CreaHUTe HEXEeNaHH PeaKLny, CLOOIABAHH MO BPEME HA MOCTMAPKETHHIOBHS MEPUO, Ca W3OPOEHH B
cieaBallaTa Tabiuua no cucremMo-opradeH knac. Cnopea yectorara Te ¢€ ONPEAEAT KATO MHOIO YeCTH
(> 1/10), yect & 1/100 go < 1/10), neuectn (= 1/1 000 g0 < 1/100), peaku (= 1/10 000 no < 1/1 000),
mMHoro penkH (< 1/10 000) v ¢ HeusBecTHa yecToTa (OT HAIMMHWTE JAHHK HE MOXeE /1 Obae HanpaBeHa
OLIEHKA).

BB BCAKa rpyna Mo YECTOTA HeXXENaHWTE PeakliMKi ¢a NPEACTABEHH B HU3XOAAUI PEA CNOpe TAXHATA
TCHECT.

CucTremMo-oprasen KJaac YecroTa Hexenana peaknug

HapylieHus Ha UMyHHAaTa CHCTEMA MHoOro peaku Peakunu Ha
CBPbXUYYBCTBHUTEIHOCT
(BKNIOYUTETHO 2HM'MOJIEM U
aHadunakcu)

HapyuieHus Ha HEpBHATA CUCTEMA MHoro peaku 3aMasHOCT, KOHBYJICHSA

ChbpAgUHH HapyLIEeHHS MHoro peaku TaXMKapAHUA, NaNnATauus

CToMalIHO-4YPEeBHU HAPYLLUEHUS MHoOro peaku rageHe, CyxoTta B ycTara,
racTpUT

XenaToOunvapHy HapyLIECHU MHOro peaku aOHOpMHA YepHOAPOOHA
dyHKUMS

HapyllieHus Ha KOXaTa U NOAKOXKHATA MHoro peaky 0OpHB, alToNeLnd

TbKaH

OO0LH HapyLIeHU H €PEKTH Ha MHoro penxu yMopa

MSICTOTO Ha MPHJIOKEHHE

UzcnenpaHus C HEU3BECTHA 4ECTOTA YBEJIHUEHO TErNo

[TeauaTpuyna nonynauus
B KNMHUYHH W3NUTBAHMA MPH NEAUATPHYHA NMONynauus, Npy Aeua Ha Bb3pacT oT 2 10 12 roguuu, yecty
HexXeNIaHy peakLUnH, cboDlaBaHu ¢ NO-BUCOKa YecToTa OT nnauebo, ca riasobonue (2,7%), He

(2,3%) v ymopa (1%).

CroblaBaHe Ha NMNOAO3HPAHK HEXKENAHU PeakLUK
CHo6LaBaHETO HA NOO3UPAHM HEXKETAHU peaklMy cile]l pa3pelnaBaHe 3a ynorpeda
MPOAYKT € BaHo. ToBa N03BONSIBA A2 NPOABIKYA HADIIOAECHWETO HA ChbOTHOLIEHHETO




nekapcTBeHUS NMpoayKT. OT MEAHLMHCKHUTE CIEUMATMCTH Ce H3MCKBA /ia CboOLLABAT BCsKA NOA03UPaAHA
HeXeNnaHa peakuus 4pe3 MambaHutena areHups no sekapereara, yn. ,Jaman I'pyes” Ne 8, 1303 Cocus,
Ten.: +35928903417, yebeaitt: www.bda.bg.

4.9 IIpeaozunpaHe

[Tpeao3dpaHeTo C IOpAaTAAUH YBEIMYABA YECTOTATa HA CHMOTOMUTE, CBbP3aHU C aHTUXOJIMHEPTUYHHUTE
edextu. [1pn npeaosupade ce choblLiaBa CHLHANBOCT, TAXUKAPAKA U [1aBO0OIKE,

B cnyuaii Ha npenosrpade, TpaOBa na ce Ha3Ha4aT OOUH CUMOTOMATHYHH ¥ NOJABbPXKALLK CPE/ICTBA U Aa ce
MPUAAraT KOJIKOTO € HeoOX0aMMo. Moxe 1a ce NPHIIOAKH U AKTHBEH BBIJIEH, N0 (OPMaTa Ha CYCMEH3Us C
poaa. Moxe aa ce o0cban NpoMKUBKa HA cTomaxa. JlopaTtajguH He Ce eMTUMHHHAPA C XCMOAHAIH3a H HE €
M3BECTHO JIaJIA IOPATAaIUH CE elTMMHHUPA NOCPENCTBOM NEPUTOHEaNnHa auanusa. Cnea crnewmHoTo JICYCHHE,
NaLMEHTHLT TPAOBA /1a OCTaHE MO/ AEeKapCKO HabNoAeHHE.

5. ®APMAKOJIOTUYMHHU CBOHCTBA

5.1 dapmakoaHHAMHYHY CBOHCTBA

bapMakoTepanesTHyHa rpyna: antuxuctaMuuu - Hy anraronnet, ATC xoa: RO6AX13.
MexaHu3bM Ha AEUCTBUE

JlopaTtajguH, aKTYRHATA CbCTABKa B KNapUTHH, € TPHLIHKIHYEH aHTUXUCTAMUH ChC CENEKTHBHA AKTHUBHOCT
kbM nepugepHuTe Hi-peuentops.

PdapMakoaAnHAMUYHH €(eKTH
JlopaTaivH HAMA KIMHHYHO 3HAYHMH CEJATUBHHU WU AaHTHXOJIMHEPIHYHH CBOHCTBA MPH rojsMa 4acT OT
MOMynNaLMaTa ¥ KOrato ce U3non3sa B NpefiopbYUTEIHATA A034.

ITo BpeMe Ha NPOABLIIKUTENHO IeYEHHE HE Ca YCTAHOBEHH KIIMHUYHO 3HAYHMH NPOMEHH B XHU3HEHUTE
MOKa3aTeNu, CTOMHOCTUTE Ha TabOpaTOPHUTE TECTOBE, PU3IMKAIHUTE M3C/IEABAHUR UITH
€NCKTpOKapAUOrpamara.

JlopaTanuH HAMAa 3HaUMMa axTUBHOCT kbM Ha-peuentopure. To# He noTHCKa 0OpaTHHR 3aXBAT Ha
HOpaApPEHAIMHA U NPAKTHUYECKH HSIMA Bb3AeHCTBHE BbPXY ChpPACHHO-ChAOBHTE (PYHKIUNH WUIIH BBPXY
MPOBOJHATA CMCTEMA HA CHPLETO.

[IpoyuBanus Ha edexTa HA €AMHMYHA N03a OT |10 mg BLPXY KOXKHO 3aUepBsiBaHE MPH TECT ¢ XUCTAMHH NpY
XOpa NoKa3BarT, 4e aHTUXUCTaMUHOBUTE €(DeKTH ce NpoaBABaT cnel 1-3 yaca, KaTo AOCTHraT MakKCHMYM Ha
8-12 yac W npoaw/KaBaT noseue oT 24 yaca. Hama naHHu 3a pa3BuTHE HA TOIEPAHTHOCT KbM TO3M e(eKT
cnej pyeM Ha JopatajnH B NpoabKeHUE Ha 28 JHH.

KnyHuyHa ed)MKACHOCT W 0€30NaCHOCT

Haa 10 000 yyactHuim (Ha Bb3pacT |2 roaMHU M NoBeye) ca JeKyBaHH ¢ JlopataavH 10 mg tabneTky B
KOHTPOJMPAaHH KIHHUYHH W3nuTBaHus. JIopataaud 10 mg TabieTkn BEAHbK JHEBHO € OWN no-eheKTHBEH
cApsaMo riauedo U noAodeH Ha KIEeMAacTHH B OOJIEKYABAHETO HA HA3AIHHTE W HEHA3aHATE CHMIITOMH Ha
AP. B Te3u npoy4BaHHsg CbHIUBOCT € Bb3HUKBATA NO-PAIKO IMPU NOpaTaguH B CPaBHEHHE ¢ KJIEMACTHH U
ChC ChilATA 4E€CTOTA B CpaBHEHHE ¢ TephEeHaAUH H rauedo.

-y

Ot Te3u yuacTHHUM (Ha Bb3pacT 12 roauHu v noseue), | 000 yuactHuuu ¢ XHY ca 6unpsgn
niauebo KOHTponypaHy npoyusaHus. Jloparaaui B go3a ot 10 mg BeIHBK JHEBHO € @F E )

cpaBHeHMe ¢ mnauedo B Tepanusta Ha XHUY, geMoHcTpUpaHo upe3 HamansBaHe Ha CHY
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epuUTEMa U YPTUKapHs. B Teau npoyuBaHus 4eCTOTATAa Ha ChHIMBOCT € CXO/IHA C Ta3



[lenuaTpuyHa nonyjaanus
B KOHTPOJIMPaHH KIHHWYHU W3NWTBaHKs 0kono 200 neauaTpuyny nauueHTH (Ha Bb3pacT oT 6 10

|2 roiMHN) CHC CE30HEH ANEPriUYeH PUHUT Ca NPUEMANH JIOPATAAHH CUPOI B 103K 10 10 mg BEAHBK
AHeBHO. B apyro npoyusase 60 neadaTpyyHH MaUKEHTH (Ha Bb3pacT OT 2 A0 5 FOAWHH) Ca IPHEMATH 5> mg
jopaTaaMH CUpPON BEIHLK AHEBHO. He ca HabmonapaHn HEOUaKBAHH HEXENaHH PEaKLIMH.

EdnkacHocTra rpy nedaTpuyHH NalMeHTH € CXO0HA C e(PUKACHOCTTA 1PH Bh3PacTHH HALUEHTH.
5.2 PapMaAKOKHHETHYHH CBOHCTBA

Abcopbuus

JoparaauH ce pesopGupa 6bp30 U HaN®BIHO. EAHOBpEeMEHHUAT NPHEM € XpaHa MOXE Aa A0Beae 10 ¢nabo
sabaBsHe Ha abcopbuuaATa Ha opaTaanH, HO 6e3 a BiMAC BbpPXY KIIHHHUHKA edexT. [TlapamerpuTe 3a
GMOHAIMYHOCT Ha JIOpaTaJHdH U HA aKTHBHUA MY MeTaOOIMT Ca NMPONOpUHMOHAIHH HA 103aTa.

PasnpeaenieHue
JlopaTtaguH ce ceBbp3Ba BbB BUcoka cTeneH (97% — 99%) ¢ niasmennTe OenTblUM, 8 aKTHBHUAT MY
MeTabonuT, AecnopaTaaut, B ymepeHa crenen (73% — 76%).

[Tpy 3apaBH xopa MIasMEHUST NONYHKHUBOT HA TOPATAAUH W HETOBHA AKTHBEH MeTadoUT ca NPUOSTUBUTENHO
| ¥ CBLOTBETHO 2 Yaca.

buoTpaHchopmMaLins

Cnea nepopaliHo MPUIoKEHHE, TopaTagiH Obp30 1 Ro0pe ce pe3opbupa H € MOAIOKEH HaA NPOAB/DKHTENEH
first-pass meraGonuzusem, rnasHo upes CYP3A4 u CYP2D6. 'nasunat metabonuT aecnoparaaut (DL) e
bapMakoONOrH4HO AKTHBEH H OTrOBOPEH 3a rONsAMa 4acT oT KIMHHUYAKA edexT. Jloparagun u DL pocturar
MaKCHUMAHK [U1a3MeHH KOHLUEHTpaUrn ( Tmax) Mexxay 1 — 1,5 yaca u cvoTBeTHO 1,5 — 3,7 Yaca cnen
NPUNAraHeTo.

EJIMMUHUpaHe

Okono 40% oT no3ara ce eKcKpeTHupa ¢ ypuHaTta U 42% ¢ ¢peneca 3a nepvoa ot 10 auu, npeanmHo noa
dopmarta Ha koHtorupanu Metaboautu. [pubnuzurenuo 27% oT no3aTta ¢e €NUMHHHPA C YPHHATa M1pe3
nupeuTe 24 4yaca. [To-mManko ot 1% OT 1eKapCTBEHOTO BEUIECTBO CE EKCKPETHUPA B aKTHUBHA (JOpPMA KaTo
HETIPOMEHEH JIOPAaTaanH HJIN ASCOpaTaaHH.

JlaHHWTE NIPY 3APABH BB3PACTHW WHAMBUIM NMOKA3BAT MEAHAHA Ha €JIMMUHALIMOHHMS MONYKHUBOT 8,4 Yaca
(ananasox 3 go 20 yaca) 3a nopataauH 1 28 yaca (aMana3oH 8,8 10 92 yaca) 3a rnaBHHg aKTHBEH
META0OJTHT.

brOpeyHo yBpexkaaHe

[Tpu naumedTH ¢ XxpoHuuHo 6LOpeuHo yBpexaane, AUC v MakCUMaNIHHTE M1a3MeHH KOHUEHTPaUuH (Cinax)
Ha JIopaTaJdH W HErOBUS aKTUBEH MeTaboIUT ca yennueHn cnpamo AUC 1 MakCHMaTHUTE N1a3MeH!
KOHLUEHTPaUMH (Cmax) MPU MALKEHTH C HOpManHa 6bOpeuna ¢yHkurs. MeavaHaTa Ha nia3MeHUs
NOAY>KHBOT Ha JIOPATaJAMH U HETOBUS aKTHBEH METaOOJINT HE ce OTVIMHABAT 3HAUUMO OT Te3H, HabIIoAaBaHY
NPy HOPMAJIHA UHAUBUIK. XeMOoAHAIN3aTa HAMA ePEKT BLPXY (PAPMRKOKHHETHKATA HA NopaTaauH M
HErOBHUA akTHUBEeH METADOMUT NPH JHLA ¢ XPOHUYHO OLOpEUHO YBpexIaHe.

YeproapobHO yBpexkaaHe
[Tpy nayHeHTH C XpOHHUUHA alIKOX0NHA YepHOoApoOHa bonecT AUC M MaKCHMaNHHTE TUTa3MeHH
koHUueHTpauuH (Cmax)} Ha JIOpATaAWH Ca YABOEHH, JOKATO (PapMaKOKHHETHUHHUAT Npodus Ha a




Crapuecka Bb3pacT
DapMaKOKHHETUHHUAT NPoKUI Ha NOPATAAUH U HETOBHS aKTHBEH METabONUT € CPaBHUM MpH 3paBy
Bb3pPAcTHH J1I00POBOILUM U NIPU 34paBK A00POBOJILM B CTApHECKA Bb3PAcCT.

5.3 IlpeaxkMHHYHH QaHHH 32 De3onacHOCT

HexTnHWUHUTE JaHHHW HE NoKa3BaT 0cobeH pUcK 3a Xopa Ha 6a3aTta Ha KOHBEHLHOHANHHTE
thapMaKoIOrHYHH NMPOYUYBaAHUA 3a OE30MNaCHOCT, TOKCHYHOCT NMPH MHOMOKPAaTHO NpHaraHe,
reHOTOKCHUYHOCT, KapUHHOINeHeH NOTEeHUKA, PENPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a pa3BUTHETO.
[Tpu M3cnenBaHus 3a penpoAyKTHBHA TOKCHYHOCT He ca HabmonaBaHy tepaTtoreHHu epextu. Bunpekn Tosa,

Npy NBXOBe ce HabN101aBa YABLNKEH NMEPHO HA PaXKJAHETO U HAMANEHA KH3HEHOCT Ha NOTOMCTBOTO NpH
nnasMeny HuBa (AUC) 10 nbTy NO-BHCOKH OT TE€3U, NOCTUTAHU NPU KITMHHHYHHUTE 103K,

6. OAPMALEBTHYHHU JAHHH

6.1 CHHucbK HA DOMOUIHHTE BEHIECTBA

NAaKTO3a MOHOXUIPAT

LAPEBHYHO HULLIECTE

MATHE3NEB CcTEapatr

6.2 HecnbBMECTHMOCTH

Henpunoxxumo

6.3 Cpox Ha rogHocT

3 roaAuHH

6.4 ChneuHanHH YCJI0BHA 332 CbXPAHEHME

Jla ce cpxpaHsaBa noa 25°C.

6.5 Buau chabpKaHHE HA ONIAKOBKATA

Onakosku ot 7, 10, 14, 20 ,30 unu 60 TabneTkn B Onucrep.
He Bcuuky BHOBE ONMAaKOBKW Morart Aaa Obaar rnmycHaTty B npoaaxoa.

6.6 Chneuma/jHu NpeinasHd MEPKH NPH H3XBBbPJISHE H padoTa

Heu3znon3paHUAT JEKAPCTBEH NMPOAYKT WJIH OTIIAABRYHUTE MATEPHAJIH OT HET'O TpHﬁBﬂ Add CC U3XBDLPIAT B
ChOTBETCTBHUEC C MCCTHHUTC U3ANUCKBaHHA.

7. IIPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

baitep bwnrapus EOO/{

oya. ,Llapurpaacko woce™ Ne 1 15M, naptep
1784 Codus

bearapus




8. HOMEP(A) HA PAZPEIIEHHETO 3A YIHOTPEBA

Per. Ne 20000221

9. JTATA HA ITBPBO PABPEHIABAHE/TIOJAHOBSIBAHE HA PAZPEINEHHUETO 3A
YIIOTPELBA

JlaTta na nuepso paspewasade: |1 anpun 2006 r.
JlaTta Ha nocneaHo noaHoBseaHe: 21 despyapn 2011 r.

10. JATA HA AKTYAJM3HUPAHE HA TEKCTA

06/2024




