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Ao/t 2 Foy
1. MME HA JIEKAPCTBEHHUA IMTPOAYKT & ?J,ZJ []2 -07- 2025

[lunpoduiokcan 3 mg/ml Kanku 3a 04 M YLK, pa3TBOP

Ciprofloxan 3 mg/ml eye and ear drops, solution

2. KAYECTBEH U KOJIMYMECTBEH CbCTAB

JlekapcTBeHo BewecTBo B Iml pazrBop: uunpodunokcaunHoB xuapoxiaonaua (ciprofloxacin
hydrochloride), exkBuBanieHTen Ha 3 mg uunpoduokcauut (ciprofloxacin).

[ToMo1HHM BewlecTBa ¢ U3BecTHO AeicTue: | ml pastBop cbabpxka 0.06 mg OeH3aIKOHHEB XJIOPHIL

3a ITbJIHUA CITUCBHK HA NMOMOILIIHHUTE BellecTsa BUXK T. 6.1.

. F JIEKAPCTBEHA ®OPMA
Kanku 3a 04M ¥ VILIH, pa3TBOP.

bucTpa TeYHOCT.

4. KJIUHHUYHU JAHHH

4.1. TepaneBTHYHH NOKa3aHHUA

Ouno npuioxncenue

[IpoaykThT € npeAHa3HAY€eH 3a MPUJIOKEHHE MPH Bb3PACTHH M JIMLIA B CTapyecKa Bb3pacT,
HOBOpoAeHH (0-27 nHM), KbpMaueTa U MAJIKH aeua (28 a1HM - 23 Meceua), aeua (2-11 roauHn) u
toHOWH (12-18 roanHu) 3a sieyeHne Ha pOrOBUYHH A3BH H NMOBBPXHOCTHH OaKTepHATHH HHPEKLIHH
Ha OKOTO M HErOBUTE MPHAATHLM, MPUYHHEHH OT YYBCTBUTEIHH KbM JI€HCTBHETO HA
uunpodokcaunH natoreHu (BUxK Touka 5.1).

Ilpunazane ¢ ywiume

[IpoaykThT € npeaHa3sHa4YeH 3a NPUI0KEHHE NMPH Bb3PACTHH, JIMLIA B CTApYecKa Bb3pacT U Jela
Haa | rojaMHa 3a Jie4eHHe Ha OCTPH BBHIUHU OTHTH M BB3NAJEHHUA HA CPEAHOTO YXO CbC CEKpeLHs,
nopaau nepgopauns Ha TbnaHdyeBaTa MeMOpaHa, NPHYUHEHHN OT YYBCTBUTEIHH KbM J1€HCTBHETO

Ha uMnpodokcaunH 6akTepHaIHH BU0BE (BHXK To4Ka 5.1).

[Tpu 3anouBaHe Ha Je4YeHHE C TO3U NMPOAYKT € HeoOX0AMMO Ja ce B3eMaT B chboOpakeHHe H
JIAHHUTE OT HAUMOHATHUTE PbKOBOJICTBA 3a H300p HA NOAXO/AA1L aHTHOAKTEpHATIEH NTPOIYKT.

4.2. /Jlo3MpoBKAa H HAYHH HA NPHJIOKEHHE
Ouno npuioxcenue

Jlo3upoBka

Bw3pacmnu u nuya 6 cmapyecka ev3pacm




. PoropHuHu a3am
Liunpodnokcan Tpabsa na ce npuiara Ha c/ieAHUTE HHTEPBAJH, AOPH U Npe3 HOMITA;

1-BH JeH: Mo 2 kxanky B KOHIOHKTHBATHMA CaKk HA 33ACErHATOTO OKO/OYM npe3 15 MHHYTH 3a
mbpBHTE 6 Yaca, cJieR TOBa, A0 Kpas Ha A€HS — [10 2 KankH Ha Bcekd 30 MuHYTH.

2-pH OeH: MO 2 Kalnky B KOHIOHKTHBANTHHMA CaK Ha 3aCerHaTOTO OKO/OYH HA BCEKH Yac.
3-TH — 14-T¥ Jen: N0 2 KAIIKH B KOHIOHKTHBATHHUA Cak HA 3aCerHATOTO OKO/O4YM Ha BCEeKH 4 4aca.

B ciy4aii, ue ce Hanara ie4eHHe € MPOSb/HKUTENHOCT NoBede OT 14 IHK, N030BHAT PEXHM H
NMPOAB/DKHTENHOCTTA Ha neyeHueTo TpaOdBa aa Ob1aT ormpeaeseHy OT JIEKYBALHA JIeKap.

® [ToBBPXHOCTHH BHQEKUHH Ha OKOTO H MPUAATBLIUTE MY

OOHnualiHara J03a e 1-2 KalnkH B KOHIOHKTURANHHA CaK Ha 3aCerHaTOTO OKO/04H 4 IThbTH AHEBHO.
Ipy TeXkM HHDEKIUHK Npe3 MbPBUTE ABA IHH B KOHIOHKTHBAIHHAA CaK Ha 3aCerHaToTO OKO/O4H ce
NOCTaBAT MO 1-2 KArkH Ha BCEKH 2 4aca npe3 AeHA B ITbPBHTE IBa AHH, CJIe] TOBA Ce IpeMUHaBa
KbM obuvalinara n03a (1-2 kanku 4 msTH JHEBHO).

O6uuaiiHaTa MPOABIKUTENHOCT Ha edeHHeTo € 7-14 nHH.

C ornen HamansBaHe Ha CUCTEMHATa pe3opbuug Ha LUNpodaoOKCaUMH M H3bareaHe HA Bh3MOXKHUTE
CHCTEMHH HeXeJlaHK peakliii, Ce NpenopbyBa NPHTHCKAHE HA HA30-JJAKPHMAITHHA KaHAI WITH

BHHMATCIHO 3aTBapAHE Ha KN€Ena4ya cnen noCraBaHEC Ha KAIIKHUTE.

JTuya c vepuodpobro wunu 6vb6peuno yepexcoarne
He ca Hanuyky JaHHY, HANAramM [MPOMSHA B [TOCOYEHATa J03HPOBKA.

[leduampuuna nonynayus

[TponyxTsT ce npunara npu HoBopodeHH (0-27 OHH), KepMaueTa M MATKH deua (28 aHu - 23
Meceua), geua (2-11 roaunu) u orowH (12-18 roaMHK) B 1033 U NPOABIKUTENHOCT HIACHTHUHU
Ha NMOCOYEHHTE MPH BB3PACTHH.

MaKcHManHaTa MpOABJKHTENIHOCT Ha JIEYEHHETO 32 BCHUKH TepaneBTUYHM NOKA3aHHA € 2] IHW.

Ha4uH Ha npunoxeHue

1 wau 2 xanky or Pa3TBOPA CC NIOCTABAT B KOHIOHKTHBAJIHHA CaK Ha 34CETHATOTO OKDfO‘IH, KaTo
BbPXbT Ha tl)ﬂElKDHa HE TpHﬁBa Aa JOKOCBA KJICNa4ya HIH OKOJHHTE NOBEPXHOCTH C OINICH
nW30saresaHe Ha EBCHTYANHO 3aMEPCABAHE HA BbpXa HA AlUTHKATOpa H paiTBOpa.

HPEHDP'I:‘-IBH. CC NPUTHCKAHE Ha Ha30-JIaKpHMAJTHUA KaHall KK BHHMATECIHO 3daTBAPAHE HA KNCnada

chell nocTaBAHe Ha kankuTe. ToBa Moxe ga Hamanu cHcTeMHara abcopbuma Ha UMNPOPROKCALHH
¥ 10 TO3M HAYHH Aa ce W30erHaT CUCTEMHHTE HEXKENaHH JIEKAPCTBEHH PEAKLIHK.

Yuino npunoxcenue
O3WPOBKA
Bbapacmﬂu i jauya e cmapdecKa svipacm

B ymiua kaHan ce mocTaBAT 2 MbTH JHEBHO NO 4 KaKW OT pa3rsopa.




[Tpy nauMeHTH, HyXKIa€elld ce OT H3NOA3BaHe HA YIIHM TaMIIOHH, f03aTa MoXke 1a 6bae yaBoeHa
€aMo 3a ITLPBOTO MpHIOXKEeHHe (8 KankH).

Ob6uuaitHaTa NpOALIKHTENHOCT Ha JieueHHeto e 5 - 10 auu.
B HAXOM CITy4an JieyeHHeTO MoXe a 611e NMpoABIXKEHO, HO TOTaBa ce NpenopsyBa aa Obae
MOTEBbPAEHA YYBCTBUTENIHOCTTA HA EBEHTYANHHA MPUYMHHATEN KbM UMIPOdIOKCALMH.

JTuya ¢ weprodpobro wunu b6vbpeyro yspexcoare
He ca HANMHYHH JaHHH, HAlaramy MpoMAHa B JO3HPOBKaTa.

[Teduampuvna nonynayus

[IpogykThT Ce Mpunara NpH Aela Ha ¥ Haf | roAMIIHA Bb3PaAcT B 1032 HISHTHYHA Ha NOCOYEHaTa
NPy Bb3PacTHH.

EdnrkacHocTTa W 6e30MacHOCTTa MPH Aela Ha BBH3PacT NoA 1 roqvHa He ca YCTAHOBEHH.

[Ip# nauMeHTH, HYXKAAELIH CE€ OT H3NON3BAHE HA ywHU mamnoru, 1o3aTa Moxke 1a 6bae yaBoeHa
CaMo 32 MbPBOTO NOCTaBAHE (6 KANKH).

HauuH Ha NMPDHNOKEHHC

[MTpenu ynorpeba e HeoOXoaHUMO BHHMATENHO NOYKHCTBAHE HA YIIHHAT KaHan. [IpenopesaHuTenHo e,
MpeaH NocTaBAHe, Pa3TBOPBT Ja CE 3aTOILIH A0 TeMIepartypa, bnuska o TenecHaTa, 4pe3 KOETO ce
n30area BecTubynapHaTa CTUMYJALIUA.

3a no-no6po NpoHHKBaHe, NaUUEeHTLT TpAOBa A4 NerHe ChC 3aCErRAaTOTO YXO Harope ¥ Aa NOCTaBK
KankuTe B Hero. HeobxoauMo e na ocTaHe B ToBa NoJioXkeHKe Hali-Manko 5 — 10 MHHYTH, 33 na ce

YACCHH MPOHHKBAHETO HA KANNKHTE B YIIITHKBR KaHAl.

Cnen NOKaNHO NOYMCTBAHE Ha YIUHHA KaHall, B YXOTO MOXE [Ia C€ NOCTABH TAMINOH (0T maMyk HNH
MapJiA) 3a €IHH — ABa OHH. TaMNoHBT TpAOBa 14 Ce HanoABa ¢ pa3TBOpa ABA MbTU AHEBHO.

3a na ce n30erne 3aMBPCABAHETO HA AIUIHKATOPA M pa3TBOpa, TpAdBa na ce BHHMaBa Ja He ce
JAOKOCBA YILIHATa MHJa M BBHIIHHA YIIEH KaHAN, KAKTO ¥ 3300 HKANAWHTE NOBBPXHOCTH ¢ BhPXaA Ha

OyTuikara.

4.3. IllpoTHRONOKA3aHHUR

e CBpBXYYBCTBHTEIHOCT KbM aKTHBHOTO BEILECTBO MM KbM HAKOE OT [IOMOIIHHTE BEILECTRA,
BK/IIOYEHH B ChCTABA HA ITPOAYKTA;

s  CBpBLXYYBCTBHTEJIHOCT KBM APYTH XHHOJIOHH.

4.4. CrneuHalHH NpeiynpexaeHHs U NPEANAIHH MEPKH NpH ynoTpeba
Obwu

e JlowiaaBaHH ca CEPHO3HH, a B HAKOM CiTydaH H (patanHu (aHaQHIAKTHIHH) pEaKlHH Ha
CBpPbXYYBCTBHTE/IHOCT, TOHAKONa C/ICH NPHIIOKEHHUE Ha IThpRaTa 1034, IIPH NAUHEHTH Ha CHCTEMHA
Tepanys ¢ XMHOJIOHH.

B HAKOM ciTy9aH Te3n peakuMH ca OWIH NMpHApYKEeHH OT KapHAHOBacKynapeH Konaric, 3

Ch3HAHHE, IUYM B YILINTe, PapHHTealeH HIH JIHLER OTOK, AUCNHER, YPTUKAPHA H ChP
Manbk Opoit OT T€3H NALMEHTH 3 HMATH aHAMHE33 33 CBPbXYYBCTBHTENHOCT KbM




Jleuennero ¢ Llunpodnokcan Tpadea na Obae npeycTaHOBEHO BeIHAra Cnell [ofABa Ha KOXeH
OOpHB WNH ApPYrY NPH3HALH 33 PeaKUHA HAa CBPBXYYBCTBHTEJIHOCT.

CepHo3HUTE OCTPH peaklUMH Ha CBPBXYYBCTBHTETHOCT PeaKLMM U3HCKBAT CMELUHH MEPKH U
NeqeHHE.

o Hwma cpoblieHus 3a pa3suTHe Ha GOTOTOKCHYHOCT NPH NALMEHTH HA CUCTEMHO IEYEHHE C
XHHOJIOHOBH @aHTHOHOTHLUH, KOMTO Ca HUTOXKEHK Ha JHPEKTHA CIbHYERA CBeT/IHHA. ChlaTa ce
MPOABABA CbC CHMITTOMH Ha CHJIHO CITbHueBO Hirapsine. [Ipu ynorpefara Ha T03M nekapcrseH
MpoaykT e nobpe na ce u3barsa MpekanteHo MPOAbIDKUTENHO M3JlaraHe Ha UHTEH3MBHA ClTbHYERA
CBET/IHHA W NpH MOABa Ha NMPH3IHALK Ha GOTOUYBCTBHTEIHOCT, Ja €€ NPEYCTAHOBH NMPUNOKEHHETO

MY.

o KakTto 4 npu Apyrn aHTH6aKTEPHANHH JIEKAPCTBEHH NPOAYKTH, NPOABKUTENHATA yoTpeda
Ha LMMPOPAOKCALMH MOXE 12 AOBEe 0 CPbPXPACcTeK HA HETYBCTBHTETHH OaKTEpHAIHH AMOBE
und re6uakn. B cnyyalt Ha pa3BUTHe Ha cynepHR(EKIIHA ce MPENnophyBa NMPUNATraHETO Ha
MOAXOAAIIO IEHEHHE.

e CHCTEMHOTO NMPUWIOKEHHE Ha QUTYOPOXHHONORH, BKJ. LlunpodnokcaluyH, npy NalHeHTH B
CTap4YeCcKa Bb3PAacT H TAKHBA EKYBAaHH €AHOBPEMEHHO CHC CHCTEMHU KOPTHKOCTEPOMAH, MOXKeE na
JOREAE A0 CYXOXHJIHH Bb3NAJIEHHA H PYNTYPH. JleueHHeTo ¢ TO3H NpoaykT Tpadra na 6nae
PEYCTAHOBEHO NMPH PaIBUTHE WIH CbMHEHHA 33 BBIHMKHAMNO CYXOXMITHO Bh3INATEeHHe WK

pyntypa.

Ouno npunoxcenue

o [Ipu naumeHTH C A3Ba Ha PONOBHIIATA H YECTO NPHIOKEHHE Ha LMNPOJIOKCALMH B OKOTO ca
HaboJaBanH 6eNM NOKANHH MPELHITHTATH BbPXY KOHIOHKTHBATA, KOWTO NMPEACTAaBAABAT OCTAaThK
OT NEKApCTBEHUA NMPOIYKT U U34e3BaT ObP30 Clel NMpeKpaTabaHe Ha PHIOKEHHETO.

IMosBsaTa Ha MPELHIIMTATH HEe WIKAIOUBA MPOIBLIKHTENIHOTO NPHIOKEHNA HA JeKAPCTBOTO H He
oxa3BaT HeGnaronpusTeH epexT BEPXY Bh3CTAaHOBUTEIHUA NPOLEC.

s [Ipu ynorpebara Ha LHNPOQAOKCALIMH KalKH 33 04H, TpaOBa Ja ce HMa NMPeaBHI PHCKBT OT
pHHOAapHHIEATHO NpeMHHaBaHe, KORTO MOXe Ja JOBeAe A0 NOABaTa M Pa3sNpOCTPAHEHHETO Ha
OakTepHaTHA PE3HCTEHTHOCT.

o [OTOBHAT NPOAYKT ChbABPKA GEH3ATKOHHERB XJIOPHA KAaTO KOHCEPBAHT, KOUTO MOXe Ja
npedW3BMKa Ipa3HeHe Ha OUMTE,

o Jlauuenture Tpadea na 6baaT HHGOPMHUPAHK A8 HE HOCAT KOHTAKTHUTE CH JNIELH MTPH HANHUUE
Ha OYHa HHQECKLMA.

ChIbpXalIUaT C€ B NEKAPCTBEHHMA NMPOIYKT OEHIANKOHMER XOPHA MOXE 1a CE OTJIOXKH 10
NOBLPXHOCTTA HA KOHTAKTHATA Ji€ina, Win 1a g obesuseTy. I1o Tasu npuynHa, Mpeay NMPHIAraHETO
HA JIEKAPCTBEHHMS MPOAYKT KOHTAKTHUTE JIEIH C€ CBAIAT M CE€ M3YAKBa MOHE 15 MUHYTH Npeau aa
ce MOCTABAT OTHOBO.

¢ [lenuarpuuHa nonynauus

Kn¥HUYHHAT ONHT NpH feua noj eJHa NoAHILIHA BL3pacT, 0cOOEHO NPH HOBOPOAEHH, € OTpaHUYEH.
Hanon3eaHeTo Ha LHNpodnOKCALMH, 101 PopMaTa Ha KankH 3a O9H, MPH HOBOPOJEHH C
ophthalmia neonatorum, MpUuYHHEHa OT F'OHOKOKH WIH XIaMHAHHM, HE Ce Npenopby
HAMa JOCTATBYHO HAIHYHHU RAHHH OT NMPOCNEKTUBHH KJIMHHYHM NTPOYYBAHHUR NIp
NauKWeHTH.

T —



l_[pH HOBOPOIOCHH C HCOHATANIEH KOHIOHKTHBHT € HeoOX01¥MMO HazHAuaBaHe Ha MOAXOoAAIRo 3a
ChCTOAHUCTO UM JICHEHHCE.

Ipunoxcenue 8 yuiume

s [lpyu M3non3BaHe Ha NEKAPCTBEHHA [TPOXYKT 32 JIEYCHHE Ha YLIHH Bh3iNaNeHHA H MHPEKUHH ce
NpenopsUBa MHOMO TOMHA MEHLMHCKA NPELUEHKA M NpOCIendasade Ha CbCTONHHETO, 3a aa bbaar
B3CTH M JPYTH TEPaNeBTHYHH MEPKH NTPH HEOOXOAUMOCT (CHCTEMHO TIPH/ICKECHHE Ha
AHTUOMOTHIIY, XMPYPIrUUYHaA HaMeca | IIp.).

& HEHHETPH‘-IHH nonynauug

EdexTuBHOCTTA ¥ 0€30MACHOCTTA Ha JICKAPCTBEHUA NMPOAYKT 3a JieueHHe Ha HHpEKUHH HA OCTPH
BBLHIIHM H CPENHH OTUTH NPH A€Lia N0 €IHA r'OIMNIHA Bh3PACT HE € YCTaHOBEHa.

Hanuue ca orpaHMyeHH JaHHH 33 NPUIOXEHHETO Ha MPOOYKTa IIPH Jeita Ha BB3pacT noj | roauHa
BBbB BPb3Ka C OTHT Ha BBHIIHOTO YXO, KOHTO He OM cneasano na orpaHHvaBaT MPHIOKEHHETO HA
LMITPO(dNOKCALIMH KalkH 3a YIIM B Ta3d Bb3IPacToBa rpyna.

JlekyBammaT nexap TpadBa ga NpeleHH ChOTHOIEHHETO N0J3a/PHCK OTHOCHO NMPHUIMKEHHUETO HA
TO3H JIEKAPCTBER MPOYKT NPH Aeua Ha Bb3pacT nod | roauna.

4.5. BiaumojeAcTBHE C APYTH NeXAPCTBEHK NPORYKTH H APYrd GOpMH Ha B3IaHMOeACTBHe

Hsma naHHM OoT cneuMpKrYHM Npoy4YBAHKA 33 B3auMoaelcTBHATA HA UMNPOQIOKCALIMH,
NpeJHa3Ha4y€H 3a JOKATHO MPUIOKEHHE ¢ APYTH JIEKAPCTBEHH ITPOTYKTH.

[Ipu eHOBPEMEHHO MPHUNOXKEHKE C OPYTH JIEKAPCTBEHHU NMPOIYKTH, NpeAHa3HAvYEHH 32
NPHIOKEHHE B OKOTO/YXOTO € HE0OXOIMMO Aa Ce Cra3Ba HHTEPRAJI MEXIY OTACIHHUTE
NMPUWIoKEHUA He No-Mantk oT 10 MuHyTK. B cmyuaft, ye ce npunara jiekapcTBeH MMPOAYKT 104
¢opmarta Ha ma3, Toit TpabBa na Oble NPHIOKEH NOCIEAEH.

ITpu cHCTEMHOTO MPHNOXKEHHNE Ha HAKOR MPOAYKTA OT rpyIiara Ha XMHOJIOHMTE MOraT Aa ce
HabmogamaT:

. NOBHULIIABAHE HA NIA3MEHNUTE KOHLUEHTPAUWH Ha TEO(PHIIHH;

. npoMeHH B8 MeTabonniMa Ha KOEeHH;

. yCHNBaHe 1¢ACTBHETO HA NEPOPATTHHTE AHTHKOATYJIAHTH - BapdapHH U MPOU3IBOAHH;

. BpPEMEHHO MOBHILABAHE HA CEPYMHHA KPEaTHHHH NPM NALMEHTH, MPHEMAIIH LUHKIIOCTIOPHH

KaTo ChITbTCTBALA TEpATIHA.
4.6. DepTuauTET, bpEMEHHOCT H KEPMEHE
QDepPTUINTET

Hsama naHHR OT MpOY4YBAHHUA Ha €(EKTHTE Ha JIOKANHO NMPUNOXKEHHS UAPOPIOKCALHH BBPXY
dbepTiiHTeTA.

bpeMeHHOCT

Hsama naHHM oT cieudpyyHU MpoydYBaHUs NMPH HpeMeHHH, NpU KOKTO e NpHIaraH
uHITpodIOKCallMH 33 OYHA M yIIHA yrnioTpeda.

JaHHHTE OT NPOYYBAHHUA NPH XHBOTHH, TPETHPAHH C UHITPO(NOKCALIMH He MOKA3BAT HAITMYKE Ha
OVPEKTHH HEraTHBHH ¢EKTH BBPXY PENPORYKIUMATA H NOKOJICHHETO.

CucremMHaTa eKCNO3ULMA IIPH JIOKATHO NPWIOKEHHe Ha LUnpodUIoKCalUH ce o4akea aa Obae
HHMCKa, HO BBITPEKH TOBA C€ MpPernophbyBa JIEKAPCTBEHUAT NPOAYKT Aa Ce npuaara n

Kbpmene
Cnen nepopanHo NpUiIoXeHHe, HMIIPOdIOKCAUHMH Ce OTIeNs B KEpMarTa.




Hsama 1aHRM OT M3CNENBAHMA AU JOKATHO MPHJIOKEHHAT LHIPOdIOKCALMH, TPEMHHABA B
MAfMMHOTO MIAKO, KOETO Hallara MPHIOKEHHETO MY IIPH KbPMELH XKEHM a CTARA C BHUMAaHHe,
TbH KaTo PUCKDLT 38 KbPMAYETO He MOXKe 1a §bAe HIKIIOUEH HAITBJIHO.

4.7. E¢exTH BupXy cnocofHoCcTTA 348 WodupanHe H paloTa ¢ MAIUHHH
Ouno npunoscenue

KakTo npu BCHYKH KankH 3a O4H, BpeMEHHOTO 3aMBIIABAHE HA 3PEHHETO WM APYIH CMYIIEHHUA
cnell MPHUIOXEHHETO Ha MPOAYKTa, MOTaT Aa MOBJIKAAT crnocofHocTTa 3a wodupaHe unu pabora ¢
MAaLIMHH.

B cay4ait, ue ciea NOCTABAHETO Ha KANKHTE, 3peHHETO Ce 3aMBIIIH, NMalMEeHTHT TPAOBa 1a H34aka
OOKAaTO 3PEHHETO ce MPOACHH MpelaH Ia WwodHpa wiu aa paboTH ¢ MalllHHA.

Yuno NPHAONCEHUE

HsaMa H3BecTHH elekTH 8bpXy cnocobroCTTa 3a modHupaHe u paboTa ¢ MALWUHHHM, CBbP3aHHU €
NPWIOKEHHETO Ha LUMPOQNOKCAUHH, pa3TBOP NPU Bb3NANEHHE HA YXOTO,

4.8. Hexenann 1exapCcTBeHH peaKLUH

Cneaxara TepMHHOROrKA € HUNa H3NON3BaHa NMPH KlacHPHUUMpaHeTO HAa HEXENaHUTe peakLMy 1o
OTHOIIIEHHE HA TAXHATA YecToTa: MHOTO YecTd (>1/10), uectu (>1/100 go <1/10), Heuectn
(>1/1,000 no <1/100), peaxu (>1/10,000 no <1/1,000), muoro peaxu (<1/10,000), c HensBecTHa
yecToTa (QeCTOTaTa HE MOKE Ja Obae onpenencHa OT HUIMHYHHTE JaHHM).

[Ipu Bcako rpynMpaHe B 3aBUCHMOCT OT YeCTOTATA, HeXeNTaHWTE Peakiiiy ca n3bpoeHH B
HH3IXOAALIL peA 110 OTHOINEHUE HA TAXHATA CEPHO3HOCT.

Oyno RPpUNOIKERMUE

MedDRA SOC TepmurHoaorus no MedDRA

HapyiueHus Ha HMYHHaTa

cHUcTeMa CBpbXYYBCTBUTEAHOCT

Penxu

Hapyiienus _Ha  HepBHaTa

cHUcTEMA ["naBobonue

Heuectn BueHe Ha CBAT

Peaku

HapyieHHs Ha OuUHUTe

YectH Ornaranus no porosyduara, O4e€H OHCKOM(DOPT,
XHUIEPEMUA

HevectH KeparonaTtus, TOMKOBHIEH KEpaTHT, POTOBHYHH

nHpunTpaty, dorodpobus, HamaneHa IpuTEnHa

MpYPHTYC, yBEIMHEHO .
HA OYEH CeKpeT, K]
ekconMalma Ha Ken t@,’b O

epUTEM Ha Knenavya -

PeakuH O4yHa TOKCHYHOCT, '

Vi o O Crp.7 oT 14
-,___’/




Ile(lJEI(T Ha PpOIOBHYHHA CIHTECN, OHILNOIHA,
XHIIOACTC3IAA Ha OKOTO, aCTCHOIIHHA, XOpACOIYM,
APA3HCHE, BB3INAJICHHA HO OKOTO

HapyimeHss Ha VXOTO U

MEIHACTEHAIIHH HADVIIICHUA
Penku

Nabupunra
Penxu boJika B YX0TO
PecnMpaTOpHU, IPLAHM U

I'lapanaaanna XHIIEPCEKLUA Ha CHHYCHTC, PUHHT

QTOM AlTHO-HYPCBHK HADYIIICHHA

Yectu
Heuectu
Penxu

Jucreyaus
['agene
Jlnapus, kopemHa bonka

Hapyinenns pa koxarta U

NOJKOXKHATA ThKAH
Penoku

JepMaTHT

HapyineHus Ha MYCKYJIHO-
CKENETHATa CHCTEMa H

CheNWHUTENHATA ThKaH
C HeM3BeCTHa YecToTa

YBpex/iaHe Ha CYXOXHINHATA

Hpunoswenue 8 yuiume

MedDRA SOC

Tepmanoaorus no MedDRA

Hapymenus HA  HepBHaTa
CUCTEMA
Heuyectn

['naBoBonue

HapvineHns Ha _ vyX0TQ0 M

JabupuHTa
Heuectn

bonka B yXOTO, KOHIECTHS B YXOTO, OTOpE€S, YIIEH

pYpHTyc

Hapvinenms Ha  KOoXata H

NOJAKOXKHATA ThbKaH

HeyecTHn JepMaTHT
O6mu HapyileHHd H eDeKTH B

MSACTOTO Ha NPHIIOKEHHE

HeyecTn Tpecka

Onucanue Ha HAKOU HENCENAHU NEKAPCMBEHU PEaK U

ColnecTBYBaT BaHHH 33 NOSBATA Ha OenM oTaraHWA (NPEeLMNHTATH) 110 POFOBHIIATA HA MTALIHEHTH C
POTOBHYHH A3BH K NpK 4ecTa ynoTpeda Ha MpoAyKTa. Te3d oTIaraHHA He HanaraT NpeKbCBaHe Ha
neuenreTo. CunTta ce, ye Te ce NOABABAT OoT 24 yaca 10 7 JHH clie]l HA4YaAJ0TO Ha JICYEHHETO H
M3Yye3BaT BeAHara WiH 10 2 CEAMHIM OT HAYANOTO Ha MPHIOKEHHETO Ha NeXxapCTBEHHA MPOAYKT.

Te3u oTnaraHHa He U3HCKBAT [MpEKpaTaiBaHC Ha NEYCHHUETO C NPOAYKTA, KaKTO H HE NOBJANABAT
HESJIEI‘GHPHHTHO BBHICTAHOBHUTENHHA NMPOLIEC.

IIpu noxanno npunoXkeHHE Ha PAYOPOXHHOIIOHH MHOTO PAAIKO MOraT 1a ce HabnoaasaT obpus,
TOKCHYHA €NHAEpMAIHA HEKPO/H3a, eKCPONUATHBEH JEpPMaTHT, CHHAPOM Ha Stevens-Johnson
YPTHKapHi.

[1py 1OKaNHO NMPHI0KEHHE HA UMITPOQIOKCAUHH B OKOTO B H30/IHPaHH
3aMbIJICHO 3pEHHE, HAMalleHa 3PHTENHA OCTPOTA.




TIpH NOKATHO NPWIOKEeHHEe Ha UMNPOQJIIOKCALMH B YXOTO € Bb3MOXKHA MOABA HA KOXKHH PEaKIIKH
Ha CBPBXYYBCTBHTENHOCT.

Cepuo3HH, NoHAKOra € (paraneH H3X0ol, peakUHH Ha CBPbLXYYBCTBHTEIHOCT (aHaQHNAKTHIHH
peakiMH), KOMTO C€ pa3BHBAT NOHAKOTA OLLE CNER IPHEMa Ha IThbpBaTa 1034 Ca NOK/I3XBAHH NpH
NALXEHTH, NOMIOXKEHH Ha NIeHeHHE ¢ PIIYOPOXHHONOHK CbC CHCTEeMHO nelicTBue. HAKOH OT Te3n
peakiHM ca NMPRAPYXKEHH OT KapAHOBACcKyJIapeH KoNalc, 3aryfa Ha Ch3HaHMe, H3TPBIIBAHE,
¢auHaneH U papHHrealeH OTOK, NUCIIHEA, YPTHKApHA, ChpOex.

CyX0oXHTHH Bb3NANIECHAR H PYNTYPH €a A0KIaABaHHK ITPH NALKHEHTH NMpHEMAIH GIYOPOXHHONMOHH
CbC CHCTEMHO AelicTBHE. PUCKBT € NO-BHCOK NPH €AHOBPEMEHHO MPHIIOKEHHE C KOPTHKOCTEPOHIH
CbC CHCTEMHO NeHCTBHE, JIHLIA B CTAPYECKA BH3IPACT HIH MPH €KCTPEMHO CTPECOBO HATOBAPBaHE Ha
OBHTATEIHaTa CHCTEMA, B YaCTHOCT CYXOXHIHATA.

[leanaTpyUyHa NoMyJaaius
He ca noknaaBaHy CEpHO3HH HEXENAHH PeaklMH NPH JIOKATHO MPWIOKEHHE B OKOTO IPH €A HA

Bb3pacT 0 — 12 roAMHH M NMPH NOKANTHO DPWIOKEHHE B YXOTO MPH Aella Ha Bb3pacT | — 12 roaHHM B
X0/1a Ha KIIMHHYHH NPOydIBaHUA.

Coobiasate Ha NOJO3MPARH HEXETAHH PeakLIK

CnobmasaleTo Ha NOAO3HPaHH HEXKENAHK PeakilMK Clle] pa3pemarane 3a ynorpeba Ha
NeKapCcTBEHHA NMPOOYKT € BaXHO. ToBa No31BoAgBa Aa MPOXBIKH HabONEHHETO HA
CHOTHOWIEHUETO NOA33/PHCK 3a JIEKAPCTBEHHA MPOAYKT. OT MEAULIMHCKKTE CNEIIHAIHCTH Ce
M3NCKBa Ja chobIIaBaT BCAKA MOJ03UPaHA HEXenaHa peaklua upes

H3mbiHKTEAHA areHUMA 10 JieKapcTeara
ya. ,,Jlamsan Ipyes* Ne8
1303 Codun

Ten.: +359 2 8903417
yebcaiit: www . bda.bg

4.9. Ilpeno3upame
Hsama 1aHHH OT c/TyYad Ha Npeao3upaHe ciel JOKATHO NMPUNoXKeHHe.
Hsama 1aHHM NpH Xopa 3a Npefo3upaHe B CNEACTBHE Ha cTydaliHO WIH NpeaHaMepeHo MOrTbILaHe.

[1pu nokanHo npeno3upaHe cael MPpUIOKEHKHE B OKOTO, ChIIOTO MOXeE Aa Obae NPOMHUTO C XJ1ankKa
BOJA.

B coy9ah Ha nOKanHO Mpefo3upaHe ciel npuaaraHe B yiluTe, NauueHThT TPAOBA Ja ce 3aBBPTH
TAKA, Y€ 3 MOXKe HITHITHATA TEYHOCT Aa H3TE4e OT YXOTO.

5. OAPMAKOJIOI'MYHH CBOMCTBA

5.1. @apmMakoaHHAMHYHH CBOHcTEBA

(PapmaxoTepanepTHYHA rpyna: opTaIMONOrHyHy W OTONOFHYHH CPERCTBE; AHTH-HHPEKIIHO3HH.

ATC xon - SO3A AQ7

MexaHH3bM Ha AeHicTBHE
LlunpojnokcauuH € CHHTETHYEH LWIMPOKOCTIEKTBPEH AHTHOHOTHK OT ¢

[IpuHannexu KbM rpynara xuHonosu or Il nokonenue.




OCHOBHHAT MEXaHHM3BbM Ha AEHCTBHE Ha UHMpodnokcalmta e HHxHOUpaHe Ha cybeaMHMNA A Ha
AHK-ripasara (tonniomepasa tan I1), koero npuunnsea penakcauns Ha JITHK-cnupanara. Tesn
NMPOMEHH BOAAT 10 NpEeKpaTABAHE HA XPOMO3OMHATa PEILUTUKALMA H 10 CMYIIEHHA B KJIETbYHOTO
aeneHe. BTopHYHUMAT MEXaHH3IbM BKITIOYBA NOTHCKAHE AKTHBHOCTTA Ha ToNM3oMepala IV, koerto
BOJIH 10 paznendHe Ha ase obequrHenn [THK monexkynm v nocneapaio cMyImeHHe Ha KNeTbYHaTa
PerUTHKAUHS.

JokazaHo e, 4e uunpodnokcalMy e baxTepuuUnIeH H B ABeTe ¢a3H Ha pa3BUTHe Ha HakTepHHTe —
pacTex H ctaumoHapsa ¢aza. Tosa My nasa NpeAHMCTBO MpPeA APYTH KlacoBe aHTHOHOTHLM, KATO
GeTa-nakraMHM aHTHOMOTHLIM, HAIIPHMEp, KOUTO He ca OaKkTepHUMIHH B CTAlMOHAapHaTa (aza WiH
BB Qazara Ha HaBeH pacTex.

[ paHUYHH CTOHHOCTH
Cnopen EUCAST xnuHuunute MIC rpaHH4HH CTOHHOCTH, H3MOJI3BAHH 332 OYHO MPUIOKEHHE HA

LUMITPO(IOKCALIMH €A KaKTO CliefiBa:

Staphylococcus spp. S <1mg/l,R>1mgl
Streptococcus pneumonia S <0.125 mg/l, R =2 mg/l
Haemophilus influenza S <0.5mg/l, R>0.5 mg/l
Moraxella catarrhalis S <0.5mg/l, R>0.5 mg/l
Pseudomonas aeruginosa S <0.5mg/l,R>1mg/l

Cnopea EUCAST xnuHuuHuTe MIC rpaHHdHM CTORHOCTH, H3NOJ3BaHH 32 YIIHO IMPWIOKEHKE Ha
UHPOGIOKCALIMH ca KAaKTO ClleBa:

Staphylococcus spp. S <1mg/l,R2>21mg/l
Pseudomonas aeruginosa S <0.5mg/l, R>1mg/l

AHTHOaKTepuaneH cnekTsp

Ounu unexyuu

Obuxnoeeno yyscmeumeanu wiamose

Aepo0HH rpaM-nooKHTENIHH 6aKTepHn
Corynebacterium accolens
Corynebacterium auris
Corynebacterium propinguum
Corynebacterium pseudodiphthericum
Corynebacterium striatum
Staphylococcus aureus (MSSA)
Staphylococcus capitis
Staphylococcus epidermidis (MSSA)
Staphylococcus hominis
Staphylococcus saprophyticus
Staphylococcus warneri
Streptococcus pneumoniae
Streptococcus viridians Group

AepobHH rpam-oTpHuaTeHH bakTepHH
Acinetobacter species

Haemophilus influenza

Moraxella catarrhalis

Pseudomonas aeruginosa




Serratia marcescens

Hamoee 3a xoumo npuoobumama pe3ucmermnocm Moxce 0a e npob.nem

Aepo6HH rpaM-noioKHTETHR 6aKkTepun
Staphylococcus aureus (MRSA)
Staphylococcus epidermidis (MRSA)

Staphylococcus lugdunensis

MHKPDGPZ‘I’HHMH C Haciedena PEIUCMERMAROCM

AepobHu rpamM-nonoxHTenH 6aKTepuH
Corynebacterium jeikium

Hugpexyuu na yxomo

Obuxknoseno yyscmsumennu Wamoase

AepobrH rpamM-oTpHUATENHH 6aKTEepHH
Pseudomonas aeruginosa

Il{amose 3a Koumo npudobumama pe3ucmenmuocm mMoxce 0a e npobaem

Aepo0HH rpaM-noJIoKHTEIHH faKTEpHH
Staphylococcus aureus

[{unpodnokcaliii HE € aKTHBEH Cpelly QYHIH H BUPYCH.
Pe HTHOCT

Pe3UCTEHTHOCTTa KbM (UIYPOXHHOJOHHTE, BKIIOYHUTETHO LHITPOGAOKCALIHH, HE € HATBJIHO
NMPOYYEHa, HO € YCTAHOBEHO, Y€ Ce pa3BMBA BCIEACTBHE HA MYTALIMH HA MIPHIIEIHHTE €H3UMH H ,
JHK tun Il TonuzoMepasd 1 MyTauy, KOMTO MPEAH3BUKBAT NPOMEHH B MeMOpaRHaTa
NPOIYCKIHBOCT W/HITH eyKc-NOMIIHTe (AKTUBHH MPOTEHHOBH TPaHCIIOPTEPH, KOHTO OTBEXKIAT
TOKCHUHH KNH aHTHOMOTHYHH cyOCTAHUMH H3BBH KIETKATa) HA MUKDOOPTaHH3MHTE,

Pe3HCTEHTHOCTTA Ha rPpaM OTPHUATENHMTE MHKPOOPraHMu3MK KaTto Enterobacteriaceae H
Pseudomonas aeruginosa, 4ecTo € pe3y/iTaT Ha MyTallHH, KOMTO NPOMEHAT A CyOeaAHHHLIMTE Ha
eH3UMHUTE. Pe3UCTEHTHOCTTA Ha APYTHTE 'PaM OTPHLIATENIHH OaKTEpUU Ce CBBP3Ba U C MPOMEHU HA
NypUHOBUTE NPOTEHHN Ha BHHILIHATA MeMOpaHa WM apyTrH QakTopH, 3acaraiu
IIPOMTYCKAHBOCTTA HA MRKPOOPraHH3Ma 3a NEKapCTBOTO.

Pe3HCTEHTHOCTTA Ha N'paM TIOJIOKHTEIHHTE MHKPOOPTaHH3IMH HeE € H3yuyeHa noapobHo, HO
pe3yATaTH OT in vitro uicieaBaHHa npH Staphylococcus aureus noka3Bat NMPOMEHHK B €Ha OT
cyOenmHuumTe Ha TonHiomepa3a IV u JJHK-rmpasara.

Moxe na cbIleCTBYBA KPhCTOCAHA PEIHCTEHTHOCT NTPH QUIYPOXHHONIORHTE. Mexay
uunpodaoKkcaliH ¥ IpYTM aHTH-KH(PEKLHO3HH cpelcTBa (AaMHHOINIHKO3MIH, 6eTa-nakramy,
cyndoHamuan, sii. Co-trimoxazol, MakpoT4IM B TETPALKKIHHHA) KPBCTOCAHA PE3IHCTEHTHOCT,
06XuKHOBEHO, HE CHLINECTBYBRA.

O nyopOXUHONOHUTE, BKIOYHTEIHO LMNpodIioKcalHH, ce paliiyasar 1o CprxTy D
Ha Je#CcTBHE OT P-NakTAMHHUTE AHTHOHOTHIIM H AMUHOTTHKO3IUANTE H cne.un .
NMPOSABABAT aKTHBHOCT CpeLIy MHUKPOOTAHHIMUTE, PE3UCTEHTHH Ha B-na 3 - "

aMHHOrNuKo3uan. Ot gpyra crpaHa, B-nakTaMHHTE aHTHOHOTHLIM M aMH /
MPOSBABAT AKTHBHOCT KBM MHUKPOOPraHH3IMHUTE, YCTONIHBH Ha LHAPODIRIKE




5.2. @apMakoXHHeTHYHH cBOHcCTBa

[lunpodrokcallHH KHMa OTJIHYHO MPOHUKBAHE CJ1e]l NOKATHO NMPUIOXKEHHE B OKOTO MPH XOpa.
KoHUeHTpalHATA HA LMITpOgIOKCALHMH, NOCTHIXHMA B CTE3HHA WM, POrOBHLIATA U NPEKHATA
KaMepa e eceT A0 HAKOAKO CTOTHLM ITBTH No-Bucoka 0T MICy, 3a 4yBCTBHTETHUTE OYHH
NaTOreHM!.

CucremHarta abcopbums Ha UHAPOPAOKCALMH CNefl TOKANHO MPHNOKEHHE B OKOTO € HHCKa.
[LnasMeHHTe KOHUEHTPALHH HA uuNpoduiokcalMH cnea 7 THEBHO SIOKANTHO MPHICKEHHE B OKOTO
NOKa3BaT 3HAaYKMH BapHallMy M ca B rpaHuuuTe <1,25 ng/ml - 4,7 ng/ml.

CroliHocTHTEe Ha MAKCHMATHATA TU1a3MeHa KOHLEHTpaUus Ha LHITPOGIOKCALIMH CeN TIOKATHO
MPIIOKEHHE B OKOTO ca npubnnantento 450-mbTH NO-HACKK OT T€3H, KOHTO C€ YCTAHOBABAH CleN
eAHHWYHA NepopanHa 1033 oT 250 mg uMnpodaokcaunH.

Hsama HanuiHy $papMakoKMHETHYHU JaHHY BHB BpPb3Ka ¢ OYHaTa ynorpeba npK reua.

[1pu neua c oTopes ¥ ¢ MOCTaBEHH THMIIAHOCTOMHH TPBLOUUKK WK ¢ nepdopalHs Ha THNAHYETO,
NIOKATHOTO NPHJIOKEHHE Ha UHUNPOGIOKCAlHH B YXOTO He BOAH 10 Cb3AaBaHE Ha 3HAYHMH
KOHLIEHTPALMK Ha LUMpo¢IOKCalMH B N1a3MaTa NpH AeTeKTHpYeM npar 5 ng/ml.

[Ipu meua ¢ OTHT Ha CPEAHOTO YXO W C NMOCTaBEHH TUMIMAHOCTOMHHH TPbLOMYKH, TPETHpaHM C
uunpodiokcaurH 3 mg/ml paztsop (3 kankH TpH MbTH XHEBHO, B NPOTb/KCHHE Ha |4 OHH), He ca
YCTAHOBEHH TUIA3MEHH KOHLIEHTPaUHH Ha UMMPOoQIOKCalUMH (AeTeKTHpPYeM npar 5 ng/ml).

[Ipu reua c rHOEH OTHT ¢ nepdopauns Ha THIIAHYETO, NeKyBaHH ¢ LHMpodaokcalHH 2 mg/ml
pasTBop (ABA MBTH AHEBHO, B NPOabkEHNE Ha 7-10 RHH), He ca yCTaHOBEHH ILTA3IMEHH
KOHLIEHTpAlUKH Ha UMNPOdJIOKCAMH [TPH I'PaHHIla Ha KOIHYECTBEHO onpeaensHe 5 ng/ml.

I1pu npunoXkeHWe Ha NeKAaPCTBEHHA IPOAYKT B CHOTBETCTBHE € NMPENOPbYaHATa JO3HPOBKA H
MpOOB/KHTETHOCT HA JICHeHHE He C& 0YAKBa 3HAYHTE/IHA CHCTEMHA EKCITO3HLINA,

@dapMaKOKHHETHYHOTO MMOBEICHHE Ha UUIIPOIOKCALMH CNel CHCTEMHO MPHIOKEHKE ca rodpe
H3BECTHH.

Cnea opanHO MpuiIoXkeHUe uunpognokcalux ce pezopdupa 6sp3o ¥ muiaHo. Pasnpenens ce B
3HAYHTEHA CTeNEH B ThKAHUTE Ha TANOTO. CBbP3BA CE € IIA3MEHHUTE NMpOTeHHH B 16-43% B in
vitro ycnoeus. [IpeMunaBa nnanedrapHara Oapuepa U ce pasnpeens B aMHHOTHYHATa TEYHOCT
nmpy Xopara. OTkpuBa ¢ce B MaUHHOTO MIIAKO.

MeTtabonu3MbT U eTMMHHHPAHETO Ha LUNPOPIOKCALIMHA ClIE] IOKATHO MPHIOKEHHE B OKOTO HE
ca nobpe mpoyuenn. B npoyusaHe mpH 3alliy € YCTAHOBEHO, Y€ ILIa3MEHMAT MOTYKHBOT Ha
urnpognokcaumH b8 BOT 6un 1-2 yaca. CepyMHHUAT NOTYKUBOT Ha LIMNpo¢IOKCatMH NpH
BBIPACTHH ¢ HOpMaTHa ObpOpedHa pyHKUHA e 3-5 yaca.

CucreMHo pe3opOMpaHHAT UHITPOPIIOKCALMH C€ eIHMBHHpA Ype3 6p0pedHu U He6LOpeunu
MeXaHH3MH. Llunpodnokcaumny ¥ HeropuTe MeTalONHUTH C€ EKCKPETHPa B YPHHATA H (eLieca.
HempomMeHeruaT uunpodrokcaiy ce eKCKpeTHpa B YpHHaTa 4pe3 [TIoMepyiHa GUiITpalus 4
TyGynHa cexpeuns. [1o-ronsmMara 4acT, HO HE BCHYKHA HENPOMEHER LMITPOQIOKCAIlHH BLB delieca
€ pPe3yJITAT Ha HIbYHA CEKPELHA.

5.3. TpeaxIHHH4YHRK N2aHHH 32 GelonacHocT

PenpoayKTHBHA TOKCHYHOCT, eMOPHOTOKCHYHOCT, TEPATON€HHOCT
OepTHIHOCTTA, HHTPAYTEPHHHOTO H MTOCTHATATHOTO Pa3BUTHE HA MIOAS
Ha Fl-nokxoneHneTo (reHer.) He ca 3aCerHaTH OT NMPHWIATAHETO HA LHITPGAHR
OT peNMpOAYKTHBHH [POYYBAHHA, MPOBEACHH MPH ILTbXOBE H MHULIKH
MaKCHMaTHATa O%Ha JHEeBHA /1032 3a Xopa ¥ A03H noseve ot 300 muTH




(axo 10 kg nete nam 50 kg ppapacren ca tperupani ¢ 0,27 mg unu 0,36 mg uMnpodIoKcaluH,
CBOTBETHO JBa ITbTH JHEBHO BBB BCAKO YXO).

HsiMa HaTpyrnaHH OaHHH, NOKa3Bally eMOPHOTOKCHYHOCT WIH TEPATOreHHA aKTUBHOCT Ha
LMITpO¢I0KCALIHHA.

KapUHHOreHeH/ MYTAreHeH NoTeHUHAN
Hanuu oT npoyyBaHUA 33 KAPUHHOTEHHOCT MPU MKILUKH (21 Mecena) u rurexone (24 Meceua) ¢

ao3u > 1000 mg/kg TenecHo Teryio Ha XE€H MPH MHILKHTE U ¢ 103K > 125 mg/kg TenecHo Terno Ha
ACH NpH IIbXoeete (yrennyanart ce o 250 mg/kg TenecHo Terno Ha AeH cnen 22 ceaMuLa) He
MOKa3BaT HATW4YHE HA KAPUWHOTEHEH NOTCHUHAN MTPH TE3IH JO30BH HHUBA.

JIBa OT OCeM in vitro fMpoOBEAEHH TECTa NMOKA3BAT NOMOKUTENEH Pe3yNTAT, HO LMIIPOGAOKCALMH He
NoKa3Ba MyTareHHa akTHBHOCT B YCIIOBHATA Ha cliedHUTe in vivo Tectose: CHBM (xaMctepH),
MHUKPOHYKJIEYC TECT [TPH MHUILUKH, XxenaTouuteH DNA Repair TecT npu msxose, JOMMHaHTEH
neTanen TecT MpH MKWKH. B 3axmodeHne, LMNpogaoKcal{iy He NMoKa3Ba 3HAYUM MYTareHeH
MOTEHLHAN.

Cne MYHA TOKCHYHOCT

Lignpoduiokcaumy, noaobHo Ha APYry rupazHy HHXHOMTOPH, NpeAH3IBKKBA YBpEXAaHe Ha
roleMuTe, HOCEIH CTABH TNPH He3peH HBOTHH. CTENEHTa Ha XpYLIATHO YBpeX JaHe BapHpa
Criopen Bb3pacTTa, KHBOTHHCKHA BMA W 103aTa; YBpExAaHeTo 6K MOT0 Ja ce OrpaHHYH aKo
cTaBaTa ce octaBy He3 HaToBappaHe. [IpoyuBaHMs NPH 3PENH KUBOTHH (TUTBXOBE, Ky4eTa) He
NOKa3BaT HAMYHE Ha XPYIIAIHO YBPEXKIaHE.

[Tpu npunarade Ha 30 mg/kg unrnpoduiokcadd edeKThT BbpXY CTaBaTa € MHHHMaNIeH. Ta3H no03a e

270 TbTH NO-BHCOKA OT MpeAjiaraHaTa KTMHHYHA YIIHA 1033, aKo geTe ¢ TenecHo terno 10 kg e
TpeTHpaHo ¢ 0,27 mg uunpodIoKcauuH ABa ITbTH JHEBHO BBB BCAKO YXO.

6. QPAPMAHEBTHNYHH JAHHH

6.1. CnHCLK HAa NOMOLIHHTE BEleCTRA

beH3ankOHHEB XJ10pKa

JHHaTpHeB exerar

Hatpues auerar TpuXnapart

PasTBOp Ha oueTHa kKuceauHa (1 mol/l)
MaHuton

Bona 3a HHXeKLHH

6.2. HecnBMeCTHMOCTH

Henpunoxumo,

6.3. Cpox Ha roanocr

2 (IBe) rOJAHHH OT AaTaTa Ha MPOM3BOACTRO.

6.4. ChneumanHu YCJIOBHA HA ChXPAHEHHE

[Ipu Temneparypa noa 25°C.

Cpok Ha rogHOCT cliel TBPBO OTBapAHe: 28 IHH NPH TeMnepaTypa

Hﬂ. CC€ CbXpaHABa B IUIBDTHO 3aTBOPCHA G}VTHJ'II{E.
,IIa HE CE€ 3aMpasiBa.




6.5. BHa B chLALpXAHHE HA OMAKOBKATA
Crepuiny 6enu niacTMacoBd OYTHNKHM, 3aTBOPEHHU C TUIACTMACOBH AIUTMKATOP-KANKOMEDPH H

XEPMETH3HPAHH ChC CTEPUIHHU KANaykH HA BUHT ChC 3aALIMTEH MPLCTEH.
| (exna) 6yTinka ot 5 ml, 3a¢QHO ¢ NUCTOBKA 3a NNALUMEHTA, B KAPTOHEHA KYTHA.

6.6. CneuranHu Npeana3HM MepPKH MPH HIXBLPAAHE H paboTa

HaMa cnenanyy H3IUCKBAHUA.

7. IMPUTEXATEJ HA PASPELIEHHETO 3A YIIOTPEBA
Autubuotuk-Pasrpan AJl

Oyn. “Anpuicko swcranue” 68, Oduc 201

7200 Pasrpan, brarapus

8. HOMEP HA PAIPEIIEHHETO 3A YIIOTPEBA

Per. Ne: 20110708

9, JAATA HA ITbPBO PA3PEILUABAHETIOOJHOBABAHE HA PAZPELLIEHHETO 3A
YIIOTPEBA

JlaTa Ha ITbpBO pa3pelnaBaHe:

06.12.2011

Jlara Ha NoAHOBSBAHE!

23.01.2017

10. JATA HA AKTYAJIMNZUPAHE HA TEKCTA

Arnpan 2025

Ctp. 1407 14




