KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

1. HME HA JEKAPCTBEHMSI IPOAYKT | o fiHATERA AT ERUA N0 Skiiis et
: KramKa YapAKMeEUCMUKA Ha NPOGYANE - FIDUADIKE: &

YHHWIAT 50 mukporpama/ml kanku 3a oun, pa3reop A0 3D J"S’ '2

UNILAT 50 micrograms/ml eye drops, solution Kiom Pog. Ne ooy Zones ez T

e Vo @l SO s |

2. KAYECTBEH H KOJIMYECTBEH CHhCTAB Paapewienus Ne 1.7.25.2. |

OSOFDOHUIR M2 opsrrsreessssssesarsed s ipesserssn oo

| ml pastBop ceampxka 50 Mukporpama natanonpocer (Latanoprost) -
EnHa kanka cvappxa npubansurenso 1,5 MHKPOFpaMa JIaTaHONIPOCT

[ToMowH(n) BeltecTB(a) ¢ W3BECTHH ASHCTBHA: GEH3ATKOHHER xuapoxsnopua, pasteop 0,20 mg Ha
MHIMITHTED.

3a MbJIHAA CNIHCHK HA IOMOUIHHTE BEILECTBA, BHK. TOYKa 6. 1.

3. JEKAPCTBEHA ®OPMA
Kanxkwu 3a oud, pasteop

PasteopbT npencraBnsea  GucTpa, Gesuserna T€YHOCT, TIpakTH4YeCckH ©Oe3 wyactHum, ¢ pH
npubau3KTeNnHo 6,6 M ocMonanuter npubnusnTEnHO 288 MOsmol/kg.

4, KJIMHAYHHA TAHHHA
4.1 TepaneBTHYHH NOKA3ZAHAA

IlonmxaBane Ha NOBHINEHO BBTPEOHHO HANAraHe NPH GOJHH C OTKPHTOEIBJIHE IJIayKOMa H MOBHIIEHO
BETPEOYHO HAJIAraHe.

[loHmKaBaHe Ha TNOBHLIEHOTO BBTPEOYHO HANATAHE NMpH TMEJUATPUMHH TaUHEHTH ¢ [IOBHIICHO
BBTPCOYHO HANIATAHE M TIEAUATPHYHA ITIAyKOMA.

4.2  [Ho3upoBKA M HAYHH HA NPHJIOKEHHE

HaunH Ha IpunokeHue: OUHO NPUIOKEHHE
HosupoBka

Buvspacmuu (exniouumenno nayuenmu 6 nanpednana gu3pacm)
IlpenopbuBa ce mpoBekaaHe Ha JNeveHHe ¢ €NHA Kalka B 3aCETHATOTO OKO (ouM), eauH ITET OHEBHO.
Ha#i-1o6wp edexr ce noctura npn npunarase va YHUJIAT Bevep.

YHHWJIAT ue tpsOBa na ce npunara noseye OT €AMH IBT OHEBHO, Thil KaToO €
ECTOTO H3NO/I3BAHE BOAK 10 HaMalsBaHE Ha MOHIKABALINA BbTPEOYHOTO HaJsAraHe e

AKO € TIponycHaTa eaHa f03a, JICUECHHETO TpAOBa 1a npPOaB/DKM HOPMAJH
c/eaBaIlaTa go3a. ‘



[IpenopbuBa ce, KakTO W NPH BCHUKM KanKH 33 OYH, C OIJIe] HAMANABAHE HA EBEHTYalHA CHCTEMHA
abcop0uMs, na ce NPUTHCHE CIb3HaTA TOPOMYKA 3a €HA MHHYTA BBB BBTPELIHHA Brbl HA OKOTO
(TouxoBo npuTHckaHe). ToBa Tpa6Ba 1a ce HanpaBy BeqHAara cliefl aTUIMKALMS HA BCAK2 KAIKA.

Kontakthure nemu TpabBa na ce ceanar npeau ynotpefa Ha KalkKHTE 33 OMM W Ja C TIOCTABAT
OTHOBO clexn 15 MUHYTH.

B cayuail, ye ce HM3MOi3BA MNOBEYE OT E€IHO OQTANMONOTHYHO JIEKAPCTBO 34 BBHILHO TIPHIOKEHHE,
NeKapcTBaTa TPAOBA a C€ NpWIaraT Hai-MaJIko 1Ipe3 MeT MHHYTH.

Heouampuuna nonynayua.

YHHJIAT xankd 3a o4yl MOXe Aa Ce H3IOI3Ba Npy Aela B ChllaTa AO3UPOBKA, KAKTO NMPH BB3PACTHH.
HaMma naHHH 3a mpeskaeBpeMeHHO pozeHu Gefera (Mo-mMajiko OT 36 CeIMHIM TrecTALMOHHA BL3PAcT).
HaHHuTe 32 BB3pacToBaTa rpyna < 1 roguHa (4 nalMeHTH) ca MHOro OrpaHHYeHH (BK. Touka 5.1).

4.3 IIpoTHBONOKA3ARHEA

CBPBXUYBCTBHTENHOCT KBM AKTHBHOTO BEIECTBO HTH KbM HIKOE OT [IOMOLIHUTE BEISCTBA,
H30pOcHH B TOUKA 6.1.

44  CoenHanHa npeAynpexIeHHs H IpeANAIHHA MEPKH OPH yHoTpeba.

YHHUJIAT Moxe nocreneHHoO fa NPOMEHH LBETa Ha OKOTO MOCPEACTBOM YBEIHYABAHE HA Ka(ABHA
NHrMeHT B Mpuca. llpean nasnauaeane Ha sleueHuero, naumeHture TpsaGea ga G6uaar uapOpMHpaHH 3a
BB3MOJKHOCTTa OT NMOCTOAHHA MPOMAHA HAa IBETA HAa OKOTO. EAHOCTpaHHOTO JfleyeHHE MOKE Ja JOBene
A0 TpakHa XeTepOXpoOMHA.

[lpomsna B uBeTa Ha ouWTe ¢ HaOmOZaBaHa MPEJMMHO TIPH MAUMEHTH ChC CMECEH LIBAT HA HMPMCHTE,
T.c. CHHbO-KAQSB, CHBO-KaddB, 3cieHO-KadsiB WM KEaTo-Kadas. [IpH NpoydBaHMs ¢ JIATAHOMNPOCT,
HAYaJIOTO HA TMPOMAHATA HACTBNBA OOHKHOBEHO B pPAMKHTE Ha NMBbPBMTE 8 Mecena OT JICYEHHETO, a B
pPCAKH CiTy4aH Npe3 BTOpaTa WIH TperaTta roiMHa W HE ce HaOmoAaBaT cliel 4YeTBLPTaTa TOJAHHA OT
NneYeHHeTo. bbpaHHaTa Ha yBenMuYaBaHe HAa NUIMEHTALMATA Ha HpHCZ CE HAMANABA ¢ TEYeHHWE Ha
BPpEMETO H OCTaBa MOCTOAHHA B INpPOABDKCHHE Ha neT roauHd. EdexTtsT Ha yBenHyceHaTa
NHUrMCHTAalMA CJeN neTtata rogdHa He € OLEeHABaH. B OTBOPEHO S5-rOAULIHO H3NHTBaHE 32 0€30MacHOCT
Ha saTaHompocT npH 33% OT NaLMEHTHTE CE€ € MOABH/JIA MHCMEHTamMsa Ha Hpuca (BK. Touka 4.8).
IIpoMaHata B LBeTa Ha MpHca B NOBEYETO CIyd4ad € Jeka M 4YeCTO He € KIWHHYHO HabmionasaHa.
Yecrorata Ha npoMsAHAa MpH NAaLUMEHTH C MPHCH CbC CMECEH LBAT Bapupa Mexay 7 U 85%, ¢ Haii-BHCOK
MPOLUEHT NpH XbITO-Kadasure upucH. He e HabmogaBaHa npoMAHA MpPH MALMEHTH ¢ XOMOTEHHO CHHH
O'YH, a TIPU MALMCHTH ¢ XOMOTCHHO CHBH, 3€/ICHH WIH kadaBH O4H, psako € HaOMoaapaHa NPOMAHA.

[lpomanata B uBera ce OBDKKM HA TOBULUECHO CbABPKAHAE HA MEJAaHUH B MENAHOLMTHTE HAa HPHCHATA
CTpOMa M H¢ C€ ABDKM Ha yBenWuaBaHe Ha Opos Ha MmenaHouuthre. B THnHuHHTE cnyyau KadsiBata
NTArMCHTALHA OKOJIO 3€HHIATAa C€ pa3slNpoCTpaHABa KOHLECHTPHYHO KbM MNepHGEpHATA HA 3aCETHATHTE
O4YH, HO LCNMHAT HPHC HMIM 4YacTH OT HEro MoOrar jAa cTaHaT no-kadedHnkaBH. He e HaOmiopaBaHo mno-
HATaTBUIHO yBelHYaBaHe Ha Ka(ABOTO MHIMEHTHPAHE HA HpPHCA Cl€Jl MPEeYCTAHOBSBAHE Ha
neveHuwero. Jlocera, mpM nNpoBelcHHUTE KIHMHWYHH NpOyYBAHMA HE € YCTAaHOBEHAa BpPB3KA MEXIY
MATMCHTALMATA W HAKAKBB CHMIITOM HJIH MAaTOJIOrHYHH MPOMEHH.
.
s MEHLBg

HeBycure M TOUMIMTE BBPXYy HpHCA HE ca TIOBIMAHM OT JICYEHMETO. [Ipu npopéAetivtre KIr
Npoy4BaHUA, HE € HaljIoJaBaHO HaTpynBaHe HA THMIMEHT B TpabeKymapHaTa Mpe ay s
MECTa B MpeAHAaTa OvHA KaMmepa. HarpymaHMAT 5-roguiieH KIMHMUYEH OIMHT TIOKaBE

| T
IIArMCHTAUMA HA HpHUCA HE BOAH A0 HAKAKBH HETaTHBHH KIHHUMHH DOCICACTEMED SEAiedeln

= 2N
YHHUJIAT moxe na IPOOLUKH NpPpH MOABA Ha NDHUIrMEHTalUMA Ha Hpuca. Bwnnpe ‘ FORA, RAEHCH
Tpabra na Ovbaar PEAOBHO MpOC/ICOABaHH M B ClIy4ai, Y€ KIHHHYHHTE OOCTONCALTER... 3K KB
nederuero ¢ YHUJIAT moxe na 6b1e npeycTaHoBEHO. NIHKA bRV



OnuTET OT NPUNOKEHHETO HA JIATAHONPOCT MpPH JICYEHHE HAa XPOHHYHA 3AKPHTOBIBIHA [IayKOMa,
OTKPHTOBI'BIHA TTIAYKOMa NpH MAUMEHTH MCEeBROo(akus MU MUTMEHTHA [JlayKoMa € orpaHiueH. Hsama
ONMMT OT TIPWIOKCHHETO HA JIATAHONIPOCT NPH JICUCHHE Ha BB3NAIWTE/IHA H HEOBAaCKYyJApHA IIAyKoMa
WIH BB3NAIMTEIIHH OYHH CBCTOAHHA. JlaraHonmpocr HaMa und uMma cnab edeKT BBpXY 3€HHLATA, HO
HAMa OMHT NpPH OCTPH TPHCTBNH Ha 3aKPUTOBIBIHA raaykoMa. Ilo Tasu mpuumHa ce npenopnyBa
BHHMATEIHO NpuinoikeHre Ha YHHIIAT B re3m cyyau g0 HaTpynBaHe Ha NOBEYE OIMHT.

MMma orpaspuyeHH NaHHM 3a ynorpefara Ha NaraHOMPOCT MO BPEME HA MPEAONEPATHBHHA MEPHOA MpH
orniepauns Ha karapakrta. [Ipu resu nauuentn YHHUJIAT Tpatea na ce u3non3ea BHUMATEHO.

YHUJIAT 1pabsa na ce u3non3pa BHUMATENHO NpPH MALMEHTH ¢ aHaAMHe3a 3a XePrNeTHYeH KEpaTHT M
ynotpebata My TpabBa Ja ce M30ArBa B cCiIy4ad C AaKTHBEH Xeprniec CHMILUTEKC KEepaTHT # INpH
MalMeHTH C aHaMHe3a 332  pEUMAMBUpALl XCPNECTHYCH  KEpaTHT, chneuMpu4HO CBBp3aH ¢
MpPOCTarMaHAXHOBH aHAIO3M.

Cpobimenns 3a MakynapeH enem (BK. Touka 4.8) ¥Ma I7IABHO NPH MALMEHTH ¢ adakusd, MAlMEeHTH C
NcepnodaKns ¢ pa3sKhCaHa 3a[HA KANCYNa HA JIEIara WiH NPeAHO-KAMEPHH JielM, MM npu OonHu ¢
M3BECTHH PHCKOBH (P)aKTOPH 3a KHCTO3€H MaKyjiapeH eaeM (Karo AMaleTHA PeTHHONATHS KW PETHHAJIHA
BeHO3Ha okiy3ua). YHUJIAT Tpabea na ce npunara BHMMATeIHO NpH MAUMEHTH ¢ adakus, MalHEHTH
C MCEeBAO(AKMI ¢ Pa3sKbCcaHa 3ajHa KalcyNa Ha Jiemara WiH MpeJHO-KaMEPHH JICIUH, WiM HpH OONHHU ¢
M3BECTHH PHCKOBH (PAKTOPH 3a KUCTO3EH MAKY/IapeH eleM.

YHWIIAT 1pabsa pa ce nmnpunara ¢ (IOBHIIEHO BHHMaHHE TNpH [MALUUEHTH ¢ HM3BECTHH
npeApasnonaraiii PUCKOBH (PaKTOPH 38 UPHT/YBEHT.

HMMa orpandyeH OMHT OT H3MOMA3BAaHE Ha JIEKAPCTBEHMA NPOAYKT MpPH MALMEHTH ¢ acTMa, HO HMa
CHOOUICHHA 32 HAKOJIKO Clyyasd Ha B/OIUAaBaHe Ha acTMaTa W/WIK AMCIHEeS NPH TNOCTMAPKETHHIOBHUA
onuT. [lo Ta3sM MpHuYHHA JI€YEHHWETO MpPH MALMEHTH ¢ OpPOHXMAHA acTMa TP4OBa Ja ce MNPOBEKAA C
MIOBHIICHO BHUMAHHE [0 HATPYTIBAHE HA AOCTATBYHO OIMHT (BK. To4Ka 4.8).

HaGmogapana e mpomsHa B LBETa Ha KOXAaTa OKONO OYMTE, KATO IMOBEYETO ChOOWIEHHS ca OWmm mpu
ATIONCKH TauMeHTH. OnuThT A0 MOMEHTa MOKa3Ba, ue NepHopOMTaHAaTa NMPOMAHA B LBETA HA KOXKATA
HE € TpaHHa H B HAKOH CJIyYaH H34e3Ba NIPH NPOABIKABAHE Ha JICUEHHETO C JIATAHOIPOCT.

JlaraHonpocT MOXeE MOCTENEHHO Jia TPOMEHM MMITIMTE M (PHHHTE KOCHMHYETa Ha JIEKYBAHOTO OKO H
obnactra OKOMO HEro; Te3H TMNPOMEHM BKIIOYBAT YyBe/HYaBaHE Ha JAbDKMHarta, AeOeuHara,
MHrMEHTAIMATA W Oposd Ha MMITIHTE W (DUHHUTE KOCHMYeTa M HEMNpaBHIHA I[I0COKAa Ha pacTexa Ha
MHCAHTE. [IpOMEHHTE B MHITIHTE ca ODPaTHMH NP CNIHPaHE HA JIEUSHHETO.

YHHJIAT cbabpxka GeH3ankoHHMeB XHAPOXJIOpHA, KOMTO OOHMKHOBEHO €€ H3I0/13Ba KAaTO KOHCEPBAaHT B
opTanMONOrHMHMTE MpPOAYKTH. HMa cpoOuieHMs, dYe OGEH3aIKOHMEBHAT XIOPHA TNpHYHHABA MAJIKH
Oemesu MO NOBBPXHOCTTA HA OKOTO (KEPaTHTHC MYHKTATa) W/WIM TOKCHYEH YJNEPO3EH KEpaTHur.
M3KickBa ce HenpeKbCHATO HabmofeHHe ¢ 4YecTa M OPOABKUTEeNHa ynorpeba na YHWIAT npu
NAUMEeHTH ChC ,,CYXO OKO” WIH NPH CBCTOSHMA, MPH KOMTO KOPHEATA € yBpeaeHa. KOHTAKTHMTE JeliH
MOXe na abcopOMpaT OeH3aIKOHMEBHA XJIOpPUA W TpaOBa Ja c& CBaNAT Mpedd NPHIOKEHHE Ha
YHHMIIAT, Ho Morar na ce nmocTaBsT OTHOBO cliell 15 muuyTH (Bx. Touka 4.2.).

ITecuampuyna nonynayus.
 NEALAS
JaHHuTe 1O OTHOWICHME Ha edHKacHOCTTa M 0e30MacHOCTTa TIPH Bh3PacTOBATARN DT POMMHA

(4 naumeHTH) ca MHOrO orpaHMueHM (Bk. Touka S5.1). Hama pmaHHH 3a s (BROHES o RS
Gebera (M10-Mako OT 36 CeAMHULIM TECTAMOHHA BB3pacT). % f%?’i <
[pr mema or 0 mo < 3 rogMiuHa BH3PAcT, CTPajallM NPEOUMHO OT m-pr BPOAeER"1T 1 ﬁ)a

(Primary Congenital Glaucom PCG), xupypruunara Hameca (Hamp. TpaGeryIGydmus/ron gﬁb s

0CTaBa NPEANOYHTaHWA METOL 32 ICYEHHE. _ %

I[MFOCPO‘IH&T& 0€30MmacHoCT MPH 1O€i1a BCC OIS HE € YCTAHOBEHA



4.5 B3auMoaeHCTBHE € JPYrH JeKAPCTBEHH NPOIYKTH B APYru popMH Ha B3aHMOACHCTBHE
HsiMa curypHH gaHHH 3a B3aMMOACHCTBUA ¢ APYTH JeKapCTBEHH NMPOLYKTH.

HMa cpoblieHMA 3a NapagokCaliHO MOBHINABAaHE HAa BBTPEOYHOTC HAIATAHE Clie/l €JHOBPEMCHHO O4HO
NPWIOXKEHUE HAa JBa TNPOCTarJaHAMHOBM aHanora. ETo 3amo, ymorpebata Ha JBa H MOBEYe
NIPOCTArJIAHHHA, MNPOCTATNaHZWHOBH  aHAIO3d WM  TNPOCTArMaHJAMHOBH  TPOU3IBOOAHH HE  C€
npenopbUBa.

Heduampuuna nonynayus
[IpoyuBaHua 1o OTHOLICHHE HA B3aHMOEHCTBHATA Ca NIPOBEXKAAHHU CAMO MPH BH3PACTHH.

4.6 DepTHAHTET, OpeMeHHOCT H KbPMEHe

PepTHANTET
[Ipu npoy4yBaHus ¢ ONMUTHH KUBOTHHM HE € YCTAHOBEH €(EKT HA JATAHONMPOCT BbPXY MBKKHSA HIH SKEHCKHS

dbeprinrTeT (BXK. TOUKa 5.3).

bpeMeHHOCT
He e mokazana 0e30nmacHOCTTa Ha ynotpebaTta Ha TO3H JIEKApCTBEH IIPOAYKT IO BPEME Ha OpeMEHHOCT

npH xopa. JlekapCTBEHHAT TNPOAYKT HMa TNOTEHIMAJIHH PUCKOBH (apMakoJOrHYHH €QeKTH [0
OTHOLLIEHHE TPOTHYAaHETO Ha OpeMEeHHOCTTa, IUIoga W HoBopozeHoTo (BXK. Touka 35.3). Ilo Tasm
npHunHa YHHUJIAT ne TpaOea na ce H3mon3ea no BpemMe Ha OpeMEHHOCT.

Knpmene
JlaTaHompocT W Herosure MeTabOJMTH MOraT Aa NpeMHHAT B MaHYMHOTO miasako M 3arosa YHWIIAT

He Tpa0Ba na ce npunara npu KEPMaYKH HIH KEPMEHETO TpAOBa /1a Ce MPEyCTAHORH.

4.7 E¢exTr BLpXY cIocofHOCTTA 32 ModHpaHe KJIH padoTa ¢ MAIIHHH

Kakto w mpH JApyrure OYHH JIeKApCTBEHH TMPOAYKTH, HAKallBAHETO HA KamkH 3a O4YM MOXKe Ja
NpEaU3BUKA BPEMCHHO 3aMbIiIABaHe Ha 3peHHero. JIo HETOBOTO OT3By4YaBaHe, NALMCHTHTE He TpAOGBa
Aa paboTaT ¢ MallMHM.

4.8 Hexenann JiekapcTBEHH PEAKIHH

a. Pestome Ha npodmnia Ha 6e3onacHoOCT

[loBedeTo OT HexemaHMTE JEKAPCTBEHM peakLHMM ca CBBP3aHd CbC 3pHMTENHaTra cucrema. B oTBopeHo
5-TOAMIIHO M3NHTBaHE 3a ©0e30MacHOCT Ha JATAHOMPOCT, MpH 33% OT NalMeHTHTE ce € NoABUIA
NUIMEeHTAlMA Ha Upuca (Bk. Touka 4.4). Jlpyrure O4HH HEKEIaHU peaklMH ODMKHOBEHO ca MpEeXOaHH
H BB3HHKBAT NIO BPEME Ha NMPWIAraHeTo Ha A03aTa.

0. CnHMchK HA HEKENAHWUTE PeakildH B TabJIn4YeH BAJL

Hesxenanute peakuyu ca rpynapady B 3aBHCHMOCT OT YeCTOTATa, KaKTO C/AEABA!
MHOrO uYectd (=1/10),uectn (>1/100 no <1/10), wnewectn (=1/1 000 mo <1/100), peaxu (=10 000 no
<1/1 000), maoro peaku (<1/10 000), ¢ HensBecTHa uecToTa (OT HANMYHHTE AaHHH HE MOXKE ja Obie

HanpapeHa OLeHKa)

Hucbexyuu u un@ecma_quu:

C neuzgecmua yecmomda. XCPNCTUHCH KEPAaTHUT

Hapyuienua na nepsnama cucmemd.

C neussecmua vecrmoma: rnaBoOONHE, CBETOBBPTEK



Hapywenua na oyume.

Mnozo wecmu: yBeNHYEHA ITHTMEHTAIlHd HAa HpPHCA, JieKa [0 YMeEpEeHa KOHIOHKTHBAJIHA XHMCPEMUA,
OUHO JpasHeHe ([apeHe, ApaileHe, cbpbex, mMUMaHe H YycellaHe 33 YYXKIO TANO), H3MEHEHHA B
MHINIHMTe H (HHHTE KOCbMYeTa (yAb/DKaBaHe, yaedensBaHe, NOTPMHABAHE M YBCNHYABAHC Ha TAXHATA
rbCTOTa) ([TOBEUETO CHOOHIEHHA ¢a MPH ANOHCKH MALMEHTH ).

Yecmu: NPeXOAHH TOUYKOBHAHM ENMTEJHM epo3MM, Hail-uecto Oe3 cummTomH, Onedapur, Oo/lka B
oKoTO, poTodhobu1.

Heyecmu: efieM Ha KIEavuTe; ,,CyX0 OKO' ', KEPATUT, 3aMbIJIEHO 3PEHHE; KOHIOHKTHBHT.

Peorxu: wvput, yBeuT (nopedero ChOOLICHHMA ca NpPH NAUMEHTH CbC CBABTCTBALNM TNpepasmnojiarallld
hakTopH), MaKylapeH eleM, CHMITOMATHYEH OTOK W €pO3HM Ha POrOBMLIATa; TNepHOpOMTaNeH OTOK;
HeOpaBUHA TMQOCOKA HA MUIJIHTE, KOATO BOAM JAC OYHO APA3HCHE, AOIBIHHTCICH p€X MHUITIH Ha

OTBOpa HA MEHOOMHAHOBHTE KNI€3H (AHCTHXHA3UC).

Muozo peOxu: NpOMEHH OKOJMO OYHMTE M KJICNAYHTE, KOWUTO BOAAT A0 saaprbouasade Ha Opa3para Ha
Knenavmre.

C Heuzgecmua yecmoma: KUCTH Ha HpHCa

Cvpoeunu napyuienus.
Mhuozo peoxu: HectabuUNHa aHTHHA MEKTOPHC.
C neuzgecmua vecmoma:. NaNIATALHH.

Pecnupamopnu, epeOHYU U MEOUACIRUHARHY HAPYUICHUA.

Pedxu: acT™Ma, BIO1IaBaHE Ha aCTMATa U AMCTIHEA.

Hapywenua na kooxcama u nOOKONCHAmMa movKan.

Heuecmu: xoxeH obpus.

Peoxu: TOKAIW3RPAHA KOKHA PEAKLMS BEPXY KIENa4yuTe, NOTEMHABAHE HA KOXKATa Ha KACTIauHTe.
Hapywienus na MyCKyIHO-CKeRemsama cucmema u CoeOUHUMeIHama moKam.

C Heuzgecmua 4eCcTOTA: MUANITHA, APTPAIITHA.

Obwu napyutenus u edhexmu Ha MACMOMO HA NPUROICEHYE.

Mhrnozo pedxu. 6onka B IpbJHHA KOLLL.

MuoOro pagko ce c¢so0lIaBa 3a CIydaM Ha KaquM@MKaLKMs Ha POrOBMLATA BbB Bpb3Ka ¢ ynoTpebara Ha
docdaT-chaBPAKALIA KAITKY 33 OYH [PU HAKOH MAIlHEHTH ChC 3HAMUTETHO YBPEACHA POTOBHLA.

B. OnuMcanne Ha W30paHU HeXenaHH peakluu

Hama npeaoctaseHa HHPOpMaLIMA.

r. [leauaTpyiBa nonynalus

[Ips 1Be KpPaTKOCPOYHH KJIHMHHYMHH nipoyuBaHud (< 12 ceaMHuH) ¢ BKJIIOYEH
NeAMATPUYHH ManyeHTa npoduwnbT Ha GesomacHocT OHN noaobeH Ha TO3H NMPH BB3PacTR
oTGeNA3aHA HOBH HEXEIHH JICKapcTBeHHW peakiuH. KparkocpounwTe npodunu Ha 6€30MacHOCT pH
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Pa3iMMHHTE NCAHATPUYHH MOATPYNH CBIIC Taka Oun cxomeH (Bxk. Touyka 5.1). OrbengsanHre no-uecto
HEIKE/IAHH JIEKAPCTBEHH PEaKLHH B CPRBHEHHE ¢ BB3PacTHH ca: Ha3ogapuHrutT 1 pebpuinrer.

CrobmaBaHe Ha NONO3MPAHU HEXKENAHN peaKiini

Cpo0liaBaneTo Ha MOZO3MpAHH HEXENAHH DPeakUMM cjel paspeliaBaHe 3a YNoTpeba Ha JI€KapCTBEHHS
NponyKT ¢ BaxkHo. ToBa ro3gonsea Aa ce NMPOARDKH HAGMIOACHHETO HA CHOTHOLIEHHETO IOJ3a/PHCK 32
JNCXapCTBEHWA MpPOAYKT. OT MEAMUMHCKHTE CICUHAJNHCTH Ce€ M3MCKBA Jia ChOOIABAT  BCAKA
NOAO3HpaHa HEXKeNaHa peakus Ypes MsnwiHuTenHa areHIMa no nekapcersata yi.,,Jaman ['pyes’’ Ne 8, 1303
Codus, Ten.: +35928903417, yeGcaiit: www.bda.bg

4.9 Ilpeposapane

OcBeH OYHO Jpa3HeHe M KOHIOHKTHBAJIHA XHIIEPEMHA, HE ca M3BECTHH [DYIH OYHH HEXeNaHH
peakiHH NIPH NMpeJo3HpaHe Ha JIaTAHOTIPOCT.

I1pn uHiaeHTHO mornbmane Ha YHUJIAT or nonsa moxe aa 6uae ciiegHaTa HEGOpMAaLus:

Enna Gytunka cbaepska 125 mukporpama natanonpoct. Iloeye or 90% ce MetaGonmsupar npu
I’bPBOTO NPEMHHaBaHe mpe3 4depHHA Npod. MHrpaBeHo3Ha MH(Y3HS Ha 3 MHKpPOrpaMa/Kr HpH 3ApaBH
JOOpOBONUK € JOBeNa A0 CPeHH IUIa3MeHH KOHUeHTpauud 200 ITBTH MO-BHCOKH OT Te3W MO BpeMe Ha
MCAHLIMHCKO JICYEHHE H He ¢ OPSAH3BUKANA TOABA HA CHMMITTOMM, HO Aos3a ot 5,5-10 mukporpaMa/kr e
NpeAu3BUKaNa rafieHe, KopemHa 0onka, CBETOBRBpPTEX, OTNAIHAIOCT, TOIUIA BBJIHK H H3noTaBaHe. Ilpu
MaHMyHH JIaTaHOTIPOCT € MPHIATaH Karo HHTpaBeHo3Ha HMH(y3us B no3d go 500 Mukporpama/kr 6e3
CEPHO3HH e(PeKTH BbPXY CBPAEUYHOCHIOBATA CUCTEMA.,

WHTpaBeHO3HOTO NPWIOKEHHE HA JaTAHOMPOCT MpM MalMyHH e OWIO CBbP3aHO ¢ MpexodHa
OporxokoHCTpUKIMA, Bblpekn TOBa, NpH mauMeHTH ¢ ymMepeHo Texka (opMa Ha GpPOHXHAIHA acTMa,
JIATAHOTIPOCT HE € MPEQH3BHKAT OPOHXOKOHCTPMKUKA NPH JTOKATHO NPHJIOKEHHE BbPXY OYHMTE B 034,
CeZIeM ITBTH [10-BHCOKA OT KIHHHYHATA.

[1pu npenosupane na YHUIIAT, nevennero Tpabpa aa 6bae CUMITOMATHYHO.

5, GAPMAKOJOIHYHHA CBOUCTBA

5.1 POapmakoIHHAMHYHNA C¢BOiicTBA

@apMakoTepaneBTHYHA rPyNa: aHTHIVIAYKOMHH npenapaTi ¥ MUOTHLM, NPOCTArIAHAHHOBU aHAJIO3MH,
ATC kon;: SO1EEQ]

MexaunseM Ha aeficTBue
AKTHBHATA CBCTABKA JIATAHOMPOCT, AHANOr Ha MpPOCTAraHAHH F2o, € CeNneKTHBEH npocTaHoup FP

PCLCTITOPEH arOHHMCT, KOHMTO IOHH)KAaBa BBLTPEOYHOTO HANAraHe 4pe3 3acWIBAHE Ha OTTHYAHETO Ha
BbTPEOYHa TEeYHOCT. Ilpn Xxopa mNoHMKaBaHeTO Ha PBBTPEOYHOTO HANATAHE 3afl0MBA TPH 10 YETHPH
Haca cnel NpHIOKEHHETO, 8 MaKCHMATHHAT e(dekT ce AocTHra Cjel OCeM [0 [BaHameceT 4aca.
IlonnkaraneTo Ha HAJISTAHETO ce 3aa3Ba Hal-Manko 24 yaca.

Hé KalalHTeTa Ha OTTOKA (HAMAaJIeHO CBITPOTHB/ICHHE Ha OTTOKA).

Kiinnnuna edukacrocT B GezonacHOCT

IlpoBeseHH ca AOTBJIHUTENHH KIMHHYHH TIPOYYBAHHS 33 H3CNefBaHe Ha KOMOHBND]
BK/IIOYBAT [IPOYYBaHHMA, KOHTO MOKa3BaT, 4Ye JATAHOMPOCT € e(eKTHBEH B KO ‘\:
Onokepu (Tumonon). ITpu npoeeneny kpatkocpousy npoyysanns (1 WiK 2 ceAMHULH) € OT4N B!
Ha  JIATAHOMPOCT B KOMOMHAUMA ¢  aJpeHEepPrHYHH  aroHMCTH  (JUIMHBAIHI




nepopanHH HHXMOWTOpM Ha kapGoaHxwuapasata (auerasonamuna) € AJuTHBEH M MOHE OTYACTH
ATUTHBEH C XOJIMHEPTHYHH arOHMCTH (THJIOKAPITHH).

I[Ipy KIMHMYHK NIpOYYBaHHMA € OTHETEHO, Y€ NATAHONPOCT HAMA JHaYHTENEH e(pEeKT MO OTHOLICHHE
MpOAyKUMATa Ha BBTPEOYHa TeuyHOCcT. He ¢ ycrawoBeH edekT Ha NAaTaHOMPOCT BBHPXY KPHLBHO-
NpeAHOKaMepHaTa BbrpeoyuHa Gapuepa.

[lpunoxer B TepaneBTHYHM 1O3M M CHOpeA NpPOYYBAHMSA, NPOBEJCHH NP MAiMYHH € YCTAHOBEHO, He
JIATAHOTIPOCT HE TNPHTEXKAaBa HWAH HMa He3HayuTeNeH ©(QEeKT MO OTHOLUGHHE Ha BBRTPEOYHOTO
KpeBoOOpallieHHe. BENpekH TOBA, MpH NOKATHO NPHIOKEHHE € BH3MOKHO BBH3HHKBAHE HA JieKa 0
YMEPEHa KOHIOKTHBHA HITH €MUCKIEPHA XHIIEPEMHSI.

XPOHHYHOTO JIEYEHHE C JIATAHONPOCT HAa OYMTE Ha MalMyHH Clien EKCTpaKancyJapHa €KCTPaKilHi Ha
JEIMTC HE 3acira KpbBOHOCHHTE CBIOBE HA PETHHATA, KOETO € VCTAHOBEHO MOCPEACTBOM

yopecuHOBa aHrHOrpagus.

Ilpn xparkoCcpouHO nedeHHe NATAHOTIPOCT HE € NPHYMHUA W3IIHB Ha dnyopectin B 3aJHHA OYEH
CCTMEHT Ha OYHTE NPH NALWEHTH C NCEBIOMAKHS.

YCTaHOBEHO €, Y€ NpHIIOKEeH B TEPAMEBTHYHM [O03H, JATARHONPOCT HAMA 3HAYMME ($papMaKkoIIOrHIHH
eeKTH BBPXY ChpACUHO-CHAOBATA WIIH AHXATEHATA CHCTEMA.

Heouampuuna nonynayusa:

EdextiBHOCTTa Ha naTtaHONPOCT NMPH NEJUATPHYHH NAuWeHTH < 18 rogumHa Bb3pacT OWna fnokaszaHa B
12 ceaMuuuo, ABOHHO-MACKMPAHO KIMHHYHO TpOyuYBaHe, MPH KOETO NATAaHONPOCT € CpaBHEH C
THMONION mpH 107 mnauueHTta, AMarHOCTHUMPAHH C MOBHUIUEHO BBTPEOYHO HANATAHE H TEAHATPUYHA
rnaykomMa. KeM HOBOpOJCHMTE HMAano H3IHCKBaHe Ja GbOaT Ha HaM-Malko 36 CeIMHLM IeCTAHOHHA
BB3pacT. Ilpu mauwenture Gun mpunarad naravonpoct 0,005% eaMH MbT AHEBHO uaM TAModon 0,5%
(44 xaro onuma 0,25% 3a MauMeHTH MOA 3 rOAMIIHA Bb3pacT) JABa ImbTH AHEBHO. IlepBOCTENEHHA
OLCHKAa Ha e(PHKaCHOCTTAa OHJIO CPEHOTO NOHMWXKaBaHe Ha BTpeouHoro Hamirade (IOP) or M3xoamuTte
CTOHHOCTH Ha 12-Ta ceaMmua OT npoy4saHeTo. CpelHHTE TOHIKEHHS HA BBHTPEOUHOTO HAJATAHE B
TPYIIMTE, TPETHPaHH C JIATAHONPOCT H THMONON, Owin cxoguu. Bbe BCHYKH NPOYYEHH BBL3PACTOBH
rpynd (0 10 <3 roamnn 3 no <12 roguum u 12 o 18 rogmmHa BB3pAcT), CPEAHOTO MOHWKEHHE Ha
BLTPEOUHOTO HalAraHe Ha l2-ta ceaMHIIAa Ha NAUMEHTHTE OT TpyNaTa, NPH KOATO OWI MpHIAraH
TIaTAHOMPOCT, OO CXOMHO C TOBA MPH rpynaTa, TPETHpPaHa ¢ THMONOJ, BBOpeku ToBa, naHHMTE 3a
e(eKTHBHOCT 3a rpymata ot 0 A0 <3 TOAWMHH Ce OCHOBaBANH Ha NOMTYYCHUTE PE3yATATH 0OpPH Camo
I3 namyeHTa, npu kowto GMI NpHIAraH JNATAHOMPOCT M MPH KIMHMYHOTO NEAMATPHYHO Npoy4YBaHE He
Ouna oTuyeTeHa HOOCTOBepHa e(PUKACHOCT Npd 4-Te¢ MALKCHTH, TNPEACTABIABALLM BBH3pacTOBaTa TIpyna
ot 0 7o <1 roanau. Hama aaHHM 32 HeOHOCEHH GebeTta (nmox 36 ceaMHLM recTalldOHHA BB3PacT).
Ilonnxasane Ha BBETPEOYHOTO HajraHe (10P) IpH NalHeHTHTE C LPBHYHA
KOHreHHTalHa/MeauaTpuaHa riaykoMa (IIKI') e 6uno noao6HO B rpynarta Ha NeyUeHHe ¢ NaTaHOMPOCT H
rpynata na JneyeHwe ¢ THMonon. lloarpymata Ha naudenrure ©OGe3 IIKIT  (manp. gercka
OTKPATOBILIHA TJIAYKOMA, aaku4Ha Tjlaykoma) € Inokasana pesynratd, noaoGHM Ha Tesd Ha KT
MoArpynara.

EQekrsT no OTHOIIEHHWE MOHIKABAHETO Ha BHTIPEOYHOTO HasAraHe Ol OTGenA3aH cien nbpRaTa
CéAMHLA Ha JeYeHHeTO (BK. rpagukata) W Own nmoagspkadH npes 12 CeaMMYHMA NEpHON Ha
NPOYYBAHETO KaKTO MPH BH3PACTHH.

Tabauna: NoaAxkaBane Ha BLTPEOUHOTO HANSITaHe (mmHg) ra 12-Ta ceamuna no rpyuu> - | H o '
UPOBEKAAINH AKTHBHO JIeIeHHE H HIXOAHR CTOHHOCTH NPH JHATHOCTHUHPAHY <f‘%
JlaTanonpocr Trmo.104 = s {%?
N=53 N=54 RIS e
CpenHd WM3X0OHM CTOMHOCTH 27,3 (0,75) 27,8 (0,84) \\; Sty
(SE) o | e
[IpoMenu Ha 12-Ta ceamuua or -7,18(0,81) - 5,72 (0,81) :J@’MA et
CPEOHHUTE M3XOAHH CTOMHOCTH ™ e ——




(SE)

P-CTOHHOCT CIIPAMO THMOJION 0,2056
IIKT bes IIKT IIKT bea IIKT
N=28 N=25 N=26 N=28
Cpennn u3xomuu croiiHoctu | 26,5 (0,72) 28,2 (1,37) 26,3 (0,95) 29,1 (1,33)
(SE)

[Ipomern na 12-1a cenmuua ot | -5,90 (0,98) | - 8,66 (1,25) - 5,34 (1,02) - 6,02 (1,18)
CPEAHNTE M3XOJHH CTOMHOCTH®
(SE)

p-CTOMHOCT CIPAMO THMOJION 0,6957 0,1317

SE: cranzaprha rpemka
* AnanTHpana oLieHKa, OCHOBaHA HA AaHAIM33 Ha CHIIBTCTBAINA npoMaHa (ANCOVA) monen.

52 PapMaKOKHHETHYHH CBOHCTBa

Ab6copbuus
JlataHonpocr (monexynHo rerno 532,58) e MzompomwiecTepeH JeKapcTBEH IIPeKypcop, KOKHTO caMm Mo

cebe CH He € aKTHBEH, HO CTaBa GHOJIOMMYHO aKTHBEH Cie] XMAPONH3a A0 KHCEMHHA Ha JIATAHOIMPOCT.

JlexapcTBennaT mpekypcop ce aGeopGupa nofpe npes POroBHUATA HA OKOTO M LANOTO KOJHYECTBO
JICKapCTBEHO CPEACTBO, KOETO HAaB/AM3a BbB BBTPEOYHATA TEUHOCT C€ XHAPOJAM3MpA TNMPH TNPEMHHABaHE
Tpe3 KOpHeATa.,

Pasnpenencuue

Ilpy npoBeneHHTE NMpOYYBAHHA NMPH XOpa € YCTAHOBEHO, Y€ CJIeR JIOKAJTHO NPHIOKEHHE, MaKCHUMAIHH
KOHLCHTPALlHH BBB BBTPCOYHATA TEYHOCT <€ JOCTHrar cjled OKOIo IBa 4aca. (Ciaegq JOKaaHO
NPAIOKCHHE MPH MaWMyHH J/aTaHOMpOCT C€ pasfnpenens IJIaBHO B NPENHHS CErMEHT, KOHIOKTMRATA
H Krenauure. CaMO MHHHMANHH KOJNHYECTBA OT JIEKAPCTBEHHS NPOAYKT AOCTHraT A0 3aiHWA OYeH
CEerMeHT.

BHO_TQ&H@OQMQQM

Kucenunara Ha naTaHONMpOCT NpaKTHYECKH He ce MeTabomusupa B OKOTO. OCHOBHUST MeTaGOIH3EM
nporu4a B 4epHus ApoO6. IlnasMeHoTo Bpeme Ha NOMYXHMBOT mpd Xopa € 17 mMunytu. [IpM npoyuBanus
NpH ONWTHW JHBOTHH € YCTAaHOBEHO, uYe oOCHOBHUTe Merabonurd, 1,2-guHop- u 1,2,3,4-
TCTPAHOPMETAR0ONHTUTE HMMAT ManKa WIH CbBCeM caba GHOMOrMYHA AKTHBHOCT M CE€ EIMMHUHMPAT
rN1aBHO ¢ YPHHATA.

Hleouampuuna nonyrayun
Ilpu 22 sw3pacTHd M 25 neguarpuvHU manMeHTH (HAa  BB3PACT OT paxaaHeto a0 <18 roaumm), ¢
NOBHIICHO BBTPEOYHO HAJIAraHe H TIJlaykoMa, OO0 nNpoBeOeHO OTBOPeHO (apMaKOKHHETHIHO
MpOY4BAHE HA KOHLICHTPALMHTE HAa KMCEJHHATA Ha JATAHONPOCT B IUiasmara. BcuukM BB3pacTOBH
rpynu Ownu Tpetupanu c¢ Jdatasonpoct 0,005% no enHa xamka BbB BCAKO OKO Hali-MAIKO 2 CEAMHUM.
CHCTeMHATA €KCMO3HLMA HA KHCENMHATA Ha JIATAHOMPOCT OMNa NPUGIMIMTENHO 2 MBTH MO-BHCOKA
NpH NauMEeHTHTE OT 3 a0 <12 roAWHM U 6 NBTH NO-BUCOKA npn aeua <3 roAMHH B CpPaBHEHHE ¢
Bb3PACTHH, HO OHNa moanbpkaHa WHMPOKA [PAHHUA Ha CHTYPHOCT MO OTHOLUEHHE HA CHCTEMHHTE
HEKENIAaHH  JICKapCTBeHH peakuMH (BXK. Touka 4.9). CpenaHoro speMe 3a )::ocmraﬂe Ha m.pxoap]
IIa3MCHH KOHLIEHTPALMH OMIO0 5 MHMHYTH CN€l NO3ATA NPUH BCHYKHM BL3PACTOBM rp AHHS
NOIY>KHBOT Ha €NUMHMHAUMA Oun kpaTek (<20 MHHYTH) 3a TNeAMATpHHMHHTE H Bb3pa
PE3YNTAaT Ha KOCTO HAMA HATPYNBaHE HA KUCCIMHA HA JATAHONPOCT B CHCTEMHOTC
NpH CECTOAHHKE Ha steady-state.

5.3 IlpeaxnunnaYny JaHHH 32 6€30NACHOCT

Kakto ou4HaTa, Taka M CHCTEMHATA TOKCHYUHOCT Ha JATAHONPOCT C€a MPOYUEH
KUBOTHHCKM BHAOBe. Karo usano, natasonpoct c¢e noHaca aobpe ¥ MMa TIpaHHLA _
MCXKIY TCpan¢BTHYHaTa JIOKaNHa 034 H CHCTEMHATA TOKCHYHOCT OT Hal-Maiko 1000 NBETH.
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WHTPaBEHO3HOTO MPWIOKEHHE HAa BHCOKM JO3H nmaraHorpoct, oxono 100 mbTH TepaneBTHuYHATA
AO33/KI TEJIECHO TEr0, NMPH HEAHeCTE3MpaHW MalMyHM, € MAOBENO [0 YCKOpABAHE HAa [MXaTeNHaTa
HCCTOTa, KOCTO BEPOATHO C€ MAB/DKM HA KpaTKoTpaiiHa OpoHXOKOHCTpuKimsA. [lpu mnpoyusanus npu
OITMTHH KMBOTHH HE Ca YCTAHOBEHH CEHCHOUIM3UpAIIX CBOMCTBA HA TATAHOMNPOCT.

He ca nabmonaeanu tokcuuysn edextn c [pHjiaraHe Ha OHEBHM A03H A0 100 MuXporpama/oko/IHEBHO
MpH 3adUM HIH MaiiMyHM (TepanesBTH4HaTta Jo3a € okodo 1,5 MHKpOrpama/oko/nHeBro). Ilpu
MalMyHH, o0aye, € YCTaHOBEHO, Y€ JATaHONIPOCT MpEIW3BHKBA YBENHYaBaHe Ha IMMTMEHTALMSTA HA
HpHca.

BepodTHO yBenH4YaBaHETO HA THIMEHTALMATA c€ JBLDKH HA CTUMYJALMA Ha MPOM3BOACTBOTO Ha
MEJIAHMH B MeENaHOLMTUTE Ha wpuca Oe3 na ce HaGmozaear nponudepaTHBHH npomenu. IIpomsaHata B
LIBETa Ha HpHCca MOke Oa Ouae TpaiiHa.

[pn mpoyuBaHmATa MO OTHOLICHME HA XPOHMYHA OYHA TOKCHYHOCT € YCTAHOBEHO, Y€ MPUArAHETO Ha
1aTaHOMPOCT B AHEBHA 1032 0T 6 MHKPOTpaMa/oKo € MpeJu3BUKalIO YBeIHYaBaHe Ha OYHHS OTBOP.

Tosu edpexr e oOpaTM M HacTbNEA NPH H3MOM3BAHE HAa AO3H, KOMTO NPEBHIIABAT KiuHW4EHTE. Toii
He € HabmoaaBaH npH Xopa.

JlaTaHONPOCT € MOKa3an OTPULATENHH Pe3YNTaTH NMPU TECTOBETE 3a obpaTtHa MyTaums mpu Gaktepum,
T€CTa 3a reHHa MyTaUMAs MPH MHIIH JuMGOM KW MHUIUHA MHKpPOHYKIeapeH TecT. In vitro ca
HaOnolaBaHH XPOMO3OMHH abepalii ¢ YOBELIKHM nuMdonaTd. [MopoOnan edexty Ouwnm oTGenasann ¢
npocTarnaniil F2o, ecTecTReHO CBIIECTBYBAI NPOCTAIIAHAMH, KOETO IMOKAa3Ba, 4Ye TO3H e(deKT e
NMPUCHIL HA KIaca.

JONbIHHTENHATE NpOy4BAaHMA 33 MYTAreHHOCT ¢ HellaHHpaHa cuHTe3a Ha JHK in vitro/in vivo npu
IUTbXOBE€ Ca OTPHUATENHH M TIOKa3BaT, Y€ JIaTAHOMPOCT HE TMPHMTEKAaBa MYTATEHEH [MOTEHLMAN.
[IpoyuBanuaTa 32 KaHIEPOTEHHOCT IIPH MHLIKY H IUTHXOBE C4 HETATHBHH.

Ilpu mpoyusaHms ¢ ONHTHM KHBOTHH, HE € YCTAaHOBEH e()eKT Ha JIATAHOMPOCT BBPXY MBKKHA HIH
KEHCKHMHA  QepTHIHTET. B  eMOPHOTOKCHYHO TIpoyyBaHe NpH IUTBXOBE He e Habmo[apaHa
eMOPHOTOKCHYHOCT NPH HMHTPAaBEHO3HH JO3H Ha JaTaHornpocT or 5, 50 H 250 mukporpama/kr gHEBHO.
[Ipn 3aiiuM ofaue, AHEBHM AO03M OT 5 © MOBeue MUKpOrpaMa/Kr ¢a JOBEJIM 10 NofSBa Ha
eMOpHOneTanHHu edekTH.

JAHeBHa nmoza or 5 MHkporpaMa/kr (okoio 100 meTM no-BHCOKa OT TepaneBTHYHATA no3a) e
Npean3BHKana 3Ha4uTenHa emOpHOdeTanlHa TOKCHYHOCT, XapaKTEpH3Hpalla Ce€ C TMOBHIIEHA YecTOTa
Ha KbCHA ()eTa/IHa pe3opOuus u abopT, M no-HUckoe eranHo Terno.

He e ycTaHOBEH TepaTOreHeH moTeHLHA.

6. OPAPMAINIEBTUYHHA JAHHH

6.1 CoM¢hbK HA DOMOIHEATE BEIIECTBA

Harpues xnopun,

OeH3ankoHHeB Xy0pup, pasTBOp

HaTpueB auxuaporeH gocdar Monoxuapar (E339a),
Ge3soneH auHaTpues docdar (E339b),

COJTHA KHCE/INHA 33 KOPEeKLMA Ha pH,

HAaTPHEB XUAPOKCH] 3a KOpeKLuus Ha pH,

BOAA 33 MHXKEKLIUH.

6.2 HechBMECTHMOCTH

Ilpu in vitro npoyumanus e ycraHomeno, ue NpY CMecBaHe Ha JEKAPCTBEH Ipo
JIaTAHOMPOCT ¢ OYHHM KANKH, ChABbPKALLM THOMEP3aI HACTBIBA MPELUNUTALIUS.



I[lpu ynorpe6a Ha nogoOHM NeKapcTREHM NpPOAYKTH, OYHMTE Kankd TpaGBa na ce Npujaarar npes
UHTEPBAJl OT HAH-MAJIKO MET MHUHYTH.

6.3 Cpok na rogHoCT

Cpok Ha roIHOCT Ha NPOAYKTa B HEOTBapAHA OyTHIKA: 3 FOIHHH
CpoK Ha rogHOCT clie/l [TbPBO OTBapAHe Ha OyTwikaTa: 28 JHH.

6.4 Coenmans ycJI0BHA HA CLXPAHEHHE

Ilpenn mhppo oTRapane: Jla ce c¢bxpaHapa B xinamdnHuk (2°- 8°C). Jla He ce 3ampazsBa. [la ce
ChXpaHABa B OPHTHHAIHATA ONAKOBKA, 34 Ja ce npeArnasH OT CBET/IMHA.

Cnen mbpBo oTBapsHe: la ce cexpansasa non 25°C.
Ha He ce ynotpeGspa noseye ot 28 qHu citell PBO OTBapSHE.

6.5 Baa B chabpkaHEEe HA ONAKOBKATA

TlonueruneHosa GYTHJIKH C KankoMep, NONHIIPONWIEHOBA Kanadyka Ha BHHT C IOJHMETHICHOB 3AlIMTEH
IIPBECTCH, CTHKET, BYTHJ]RHTE! Ca OIAKOBAHH B KAPTOHCHH KYTHH C JIHCTOBKA 3a MallHEHTA.

Beska Oymwika ¢ kankomep chabpka 2,5 ml xanku 3a O4W, pasTBOP, CHOTBETCTBALM MPHGTHIMTENHO
Ha 80 kanku pa3TBop.

BujaoBe onakoBKU: 1 x2,5mi,3x2,5ml

He BeHtky BUAOBE OMakoBKHM MoraT a 6b1aT MycHaTH B poaaxba.
6.6 Coennannm npeanasHn MepKH NpH H3XBLPJsgHe H pabora

BeAko HEM3NOI3BaHO JICKAPCTBEHO CPEACTBO MAH OTNAIbK TPpAGBa a ce M3XBBJM B CHOTBETCTBHE C
MECTHHTE H3UCKBAHHA.
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