KPATKA XAPAKTEPUCTHUKA HA ITPOJIYKTA

MNBAHUTENHA ATEHUMSA NO NEKAPCTBATA |
1. “ME HA J]EKAPCTBEHHH I-[POHYKT 'r‘.i-'r-.f:i?ﬂ_!-f::-?L":?*f-‘“f-’f'u‘n‘-'-'?-!,'ﬂ5 Hd npogykma ﬂﬂf.rm,:mﬂl-ruﬂ !

rng Pos Al Nal O -
JIVJIKOJIAKC ITMKO 7,5 mg/ml nepopasnuu Kanku, pasteop -6z "Lﬁ‘l‘q:&Qkﬂ

DULCOLAX PICO 7,5 mg/ml /oral drops, solution Paspewenue N ,
T ﬁt
sone CI5IF 30 s

T ——— vy

2. KAYECTBEH U KOJIMMECTBEH CbCTAB gooperue K ................... e, |

1 ml (= 15 kankun) ceabpxka 7,5 mg HarpueB nukocyadar (Sodium picosulphate )(= 4.4'-(2-nupuamn-
METHJIEH)-IH(PEHOI-OMC(XHAPOTeH Yy IpaT-ecTep) AWHATPHEBA COJT).

[TomoliHM BelecTBa ¢ u3BecTHO aercTue: copouron (E420) 643.7 mg/ml (Buxkre Touka 4.4)

3a NMbJIHUA CMTMCBK HA NMOMOILIHUTE BELIECTBA, BUXKTE Touka 6. 1.

3. JIEKAPCTBEHA ®OPMA

[lepopasini Kanku, pa3TBop.

4. KNIMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3aAHHA

[Ipunara ce npu KOHCTHNALMSA U TPU CbCTOSHUS, KOUTO U3UCKBAT YJIECHABAHE Ha Jle(eKalusaTa.

4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE

[lepopasiHO NpUIOKEHUE

[IpenopbuBa ce cieHATE JO3UPOBKH Jla Ce MpeMaT Beuep, 3a Ja MpeAn3BUKaT AedeKalids Ha clie/iBallaTa
cyTpuH. [IpenopbyuBa ce J€YEeHUETO /1a 3arno4yHe ¢ Hai-HUCKaTa 103a. s Moxe 1a Objae yBesryeHa 10

MaKCHMaJIHaTa npenopbYMTe/IHA 1034, 32 NpeIM3BUKBaHEe Ha peaoBHA Aedekalms. MakcumanHara JHEBHa
no3a He TpsOBa 11a ce NnpeBUILIaBa.

[lepopannuu kanku, pazteop 7.5 mg/l ml (= 15 kankwu)

Bb3pacTHu: | 10 -20 kanku (5 - 10 mg) aAHeBHO.

[Teouampuuna nonyaayus

Jlena Han 10 rogmHu: 10 -20 kanku (5 - 10 mg) aAHeBHO

Jleua Ha BB3pacT 4-10 roauHu: 5 -10 kanku (2,5 - 5 mg) AHeBHO.

3a aeua noja 4 roJiMHK, npenopbuUTenHara ao03a € 0, 25 mg Ha KuiorpaM TeJlecHo Tero, AHeBHO (| karnka
10 kg, npenopbunTenHaTa 03a € 5 Kanku (2,5 mg).

4.3 IlporuBOonOKa3aHus

JYIJIKOJIAKC ITUKO e npoTUBOMNOKa3aH npu rnalMUeHTH C:




¢ H3BecTHa CBPBXUYYBCTBHTEHOCT KbM HAaTPHEB MUKOCYN(DAT WIH KbM HAKOA OT APYTMTE ChCTABKM
Ha NPOAYKTa

e CunHo 60ne3HeH KOpeM WK OCTbP XHPYPIrH4YeCKH KOPEM, ChITBFTCTBAH ¢ MOBHIICHA
TEMIepaTypa (Hanp. ancHOULIMT), MOTEHUMAIHO CBbP3aHH ¢ TajicHe U NMOBpbIlaHe

¢ OCTpH BPBL3INANIMTENHH 3a00NIBaHUA HA YepBaTa

o Texka aexuaparanms

e Penxu HacneACTBEHU CHLCTOAHHUA, KOUTO MOXKeE [ia €A HECHBMECTUMM C HAKOE OT IIOMOLIHHTE
BELUECTBA HAa NMPOAYKTa (MO, BIKTE “Chnenuantiu npeAynpexIcHHA B NPEANa3HH MEPKH™)

4.4 CneuHa/IHH NpeAyNnpexacHHA H NpeANBa3HH MEPKH NPH ynoTpeba

Kakto Bcnuku cnaburennu cpeactea, AYJIKOJAKC ITHKO re Tpabea na ce npueMa exxeAHEBHO HIIH 3a
NPOALJDKUTENICH NEPUO] OT BpeMe, Oe3 aa ce yCTaHOBM NpHYMHATA 33 KOHCTHNALHUA. [IpoabipkuTenHaTa u
npexoMepHa ynorpeba Moxke [1a I0BEAE A0 XYMOPAJICH H €NEKTPOIMTEH AucOanaHc ¥ XHITOKATHEMHS,

HMMa cbol11ieHua 3a 3amaiiBane WK npuiollaeate npu nauueHTH, npuemany YJIKOJIAKC ITHKO.
HanuuHuTe AeTainu 3a TE€3M CaydaH Mpeanosnarar, e Te3H CbOUTHA ce OTHACAT 3a NPHJIoIIaBaHe TpH
negexanms (WK NPWIOLIABAHE, KOSTO MOXE A c€ OOACHH C KOHTPAKLMHTE NMPU H3XOXKAaHE), WIH 34
ChAOBO-HHEPBALIMOHEH OTTOBOP HA KOpeMHA HoNKa, BCIEACTBHE Ha KOHCTHNALKA, HO HE 3a8IbJDKMTEIHO Ha
NpWIaraHeTo Ha CaMHs HATPUEB MUKOCYJI(ar.

HNma cbo0ieHus 3a HenpasuaHa ynorpeda Ha JIeKapCTBEHHSA TTPOAYKT, 0COOEHO MpPH MalHeHTH ¢
XPaHHUTEHH pa3CcTPORCTBA, KOUTO H3MOA3BAT NPOayKTa 3a oTcnabrane. To3u npoayKT, KAaKTo
OCTaHAJIMTE CTUMYJIHpAILH JIAKCATUBU, HE CIoMarar 3a 3aryba Ha TenecHo Terno. B nonbsiHeHue,
NalMeHTHTE ¢a NOTyYaBalH ¢ MO-BUCOKA YECTOTa HEXKEIaHH PEeakLMH KaTo AHapHda, kopemHa 6onka u
xunokanueMns. [laupeHTH ¢ puck ot HenpasuiHa ynorpeba Tpadea Aa Ob0aT CHBETBAHH, Y€ NPOIYKTA HE
¢ NOAXOonALl 3a oTcaabBaHe.

Heuara He Tpabea na npueMmar JJYJIKOJIAKC ITUKO 6e3 chBet or nekap.

Copburon
Tora nexapcTeo coabpxka 643.7 mg/ml copOUTON, KOETO € eKBUBANIEHTHO Ha 43 mg/Kanka.

1 mi kanku ceaspxa 0,45 g copburon, koero cvorBeTcTBa Ha 0,6 g copbuTON B MAKCUMATHATA
NO3BOJIEHaTa AHEBHA J103a NPH JICYeHHE Ha BB3PacTHH M aeua Hag 10 roauHun. CopOUTONBLT € M3TOYHHK Ha
¢pykrosa. [lanmenTure ¢ HacneacTeera HenoHocuMocT (HFI) kbM Gpykro3a He TpabBa na npuemar ToBa
JIEKapCTBO. |

Tosa nexapcTso chabpxa no Manko oT 1 mmol Harpuid (23 mg) B 1 ml, ToecT MOXe Oa ce kaxe, ye
NPaKTUUECKHU HE ChABPIKA HATPHH.

4.5 BzauMoaeHcTBHE ¢ APYFH JeKapCTBeHA NPOAYKTH H ApYrH ¢opMu HaB3anMoaeicrBre
[Ipn npuemane Ha TBBpAE BHCOKHM 1034 AYJIKOJIAKC ITHKO, ennospemenHara ynorpeda H Ha
OUYPETULIM WK aAPEHOKOPTHKOCTEPORIN MOKE Ja 3aCH/IM PHCKa OT eNIeKTpoiuTeH aucbananc.

EJ'IBKTPOJIHTHHHT aucbanaHc MOXKe Ja HpCAH3IBHKA INOBHIIICHA YYBCTBHTCITHOCT KBbM chﬂeqHH TNIOKO3H]IH.

EAHOBpeMeHHOTO NPUIOKEHHE HA aHTUOUOTHLIM MOXke 1a HaManu cnaburenHoTo aei
TYJIKOJIAKC ITHKO.

4.6 PepTHaHTET, OPpeMEHHOCT H KhpMeHe

bpemennocm



He ca Hanu4HU 3aJOBOJIMTENHH M JOCTATBbUHO A0Ope KORTPOJHPaHH H3NUTBaHHA NpU OpeMeHHH. Bb3
OCHOBA Ha JIOCETALIHUAT NPOABL/DKHTENIEH ONTHT HE Ca YCTAHOBEHHM JIOKA3aTeNCTBA 38 HeXXeNaHH WM
yBpexXaally ePeKTH o BpeMe Ha OpeMenHocTTa.

BbrpekH TOBa, KAKTO M ¢ BCHYKH OCTAHAIK JICKAPCTBEHH MPOAYKTH, TI0 BpeMe Ha OpeMEeHHOCTTa
AYJIKOJAKC I[TUKO Tpabea na ce npueMa caMoO clieli ChbBET OT JIEKAp.

Kvpmene

KJIMHUYHHUTE JaHHHK NOKA3BaT, Y€ HUTO aKTHBHATA rpyna Ha HaTpueBus nukocyiadar (BHPM, 6uc-(p-
XUAPOKCUDEHHN )-THPUANN-2-METaH), HUTO HETOBUTE IIIOKYPOHHIH CE€ EKCKPETUPAT B KbpMaTa Ha 3/ipaBH
KbPMELH XKECHH., |

3aroa, JYJIKOJIAKC ITHKO moxe aa ce u3lon3sa 1o BpemMe Ha KbpMEHe.

Depmunumem

He ca m3pbpliBaHUd NpOYYBAHHA OTHOCHO €eKTa Ha JIeKapCTBEHUA NPOAYKT BbPXY depTUIMTeTa NpH
xopa. [IpeaKTMHUYHHTE U3NMUTBAHMA HE C& NOKA3AIH HUKAKBLB edeKT 110 OTHOIIEHHE Ha depTHinTeTa
(mona, BrxTe T. 5.3. , IIpenxnuHnunu JanHM 3a HesonmacHoct™).

4.7 EdexTn BLpXY cnocodHOCTTA 32 modpupaHe n padoTa ¢ MAINHHAA
He ca npoBexx1aHH H3CAECABAaHHA OTHOCHO BJIIMAHHETO HA JIEKAPCTBEHHA NIPOAYKT BLPXY CNOocOoOHOCTTA 32
wodupaHe u paborara ¢ MallIUHM.

Brnpexu ToBa, nauueHTUTE TpabBa aa Obaat HHQOPMHUPAHH, Ye NOPaay CbAOBO ~ HHEPBALIMOHEH OTTOBOD
(Hamp. KOpEMEH Cna3bM), TE MOTAT A4 U3NUTAT 3aMaiBaHe WIH J1a NOMyYaT NPWIOIIaBaHe. AKO
MalMEHTHTE NOTYyYaT KOPEMEH CNazeM, T¢ TpAOBa fa U3bAreaT MOTEHLMATHO ONAcHH ACHHOCTH, KaTo
mogupaHe U pabota ¢ MaLIKHM.

4.8 Hexenann JIEKAPCTBEHH pPeAKNHH

YecTOTH Ha HeXeNauuTe NeKapCTBEHH peakuuH, chrinacHo MedDRA xoHBeHLMSTA:
MHOro dectd >1/10;

yectd >1/100, <1/10;

HeuectH >1/1,000, <1/100;

peaku =>1/10,000, <1/1,000;

MHoro peaku <1/10,000,

C HEU3BECTHA YecToTa (OT HATMYHHTE JaHHU He MOXe Aa Obae HanpaBeHa OLICHKA).

Hapywenua na umynnama cucmema
C Hem3BecTHA yecTora*: CBPBXYYBCTBHUTENHOCT

Hapywenus na nepenama cucmema
Heuectn: 3aMalBaHe

C HeusBeCTHa YecTora*: CHUHKOIT

3aMaMBaHE W CHHKOI, NPOABABALUM C€ CIICA MPHEM HAa HATPHEB NMHKOCYN(PAT H3rNEKAa ¢a CbBMECTHMH CbC
BA30BaraneH OTroBop (Hanp. KOpeMeH cna3bM, aedekanus).

Cmomawino-upesHu Hapyuen it

MHOro yecTH: auapys
Yect: KOPEMHH CNa3MH, KopeMmHa 00/ka, CTOMAaLUCH AUC
Hevectu: NOBPBIIAHE, FAACHE

Hapywenun na xoscama u nookoxcHume movkanu
C HeusBecTHa yecToTa*: KOXHH PEaKLHU, KATO AaHTHOECAEM, JIEKAPCTBEH
ChpOEHK



*Teszu cmpanuunu peaxyuu ca Habaiooaseanu no epeme Ha nocmmapxkemunzosun onum. Kamezopusmsa na
Necmomama e He no-8UCOKa om Hevecmu, ¢ gepoamuocm 93 %, Ho mooice 0a e u no-nucka . Touna oyenka
Ha Yecmomama He Modice 0a bvOe HANpagexa, Myl Kamo CMPARUNHAMA PEAKYUA He ce e NPOABUIA 8
KAURWYHY uznumeanus npu b6aza oannu om 1020 nayuenmu.

Cvobujasane Ha noOO3UPAHU HENHCENAHU Pearyiiu

Cpo0lnaBaHeTO Ha MOAO3MPAHH HEXXENIAHH peaKLUM Cle pa3peluaBaHe 3a ynorpeba Ha neKapCTBEHHA
NPOAYKT € BaKHO. ToBa 1103B0OJIABA Aa NPOALIDKH HaOMOIEHHETO Ha CHLOTHOLIEHHETO MMOJI3a/PUCK 34
JeKapCTBEHH NPOAYKT. OT MEAHLMHCKHMTE CIELIMATUCTH CE HIUCKBA Aa CLODINABAT BCAKA NMOAO3UpaHa
HexKellaHa peaxilHa Ha

H3nbaHWTENHA areHLus No JieKapeTBara
yn. ,,JdamsaH ['pyep” Ne &
1303 Codus

Ten.; +359 2 8903417
yebcaliT: www.bda.bg

4.9 Ilpenozmnpane

CuMnToMu
IIpu npuemaHe Ha BUCOKH JO3M MOraT jaa ¢e HabmopaaBaT BOOHHCTH H3NpaXKHEHHA (AHapHA), KOPEMHH
CTMa3MH Y KJIHHUYHO 3HauMMa 3aryba Ha TeUHOCTH, Kalluil U ApPYTH eNIEKTPOJIUTH.

[Ipu npuoXeHKne Ha J03H, 3HAYMTENHO I10-BHCOKM OT NPENopbYaHtTe 32 pyTHHHO NOBJIHABAHE HA
KOHCTHIIALMATA, & CHOOLICHH CITy4ad Ha HCXEMHA Ha MyKO3aTa Ha Ae¢0€10To YEpBO.

HYJIKOJIAKC ITUKO, kakTo 1 Apyrute cnabUTEIHH CPEACTBA, IPH CUCTEMHO MPELO3HPaHE
peAU3BUKBAT XpPOHHYHA AHApHA, DOJIKH B KOpEMa, XUIIOKAJTHEMHA, BTOPHYEH XHNEPANJOCTEPOHHIBM H
kaMbHH B 616peuuTe. BbB BpB3Ka ¢ XpOHHWUHATa 310ynoTpeda Ha CllabUTENHM CpeacTra ca OUnM OnUMcaHu
CBILO M yBpexaaHe Ha 6v0peuHuTe TyOynu, MeTabonnuTHa ankanosa 4 MyckyiaHa ¢nabocT, BTOpHYHO
Bb3HHKHAJA B PE3YITAT HA XUNOKANTUEMHUS.

Tepamnus .

Kpatko Bpeme ciien npuemanero Ha JIYJIKOJIAKC ITHUKO, abcopbuusara Mmoxe na 6bae HaManeHa a0
MHHHMYM WIH NPEeAOTBPATEHa upes Npeau3BHKBaHe Ha MOBpbUIAHE HIH cToMalllHa npoMuBka. [1pn
HeOOXOAHMOCT e U3BBPILBA [IPHEMAHE Ha TEYHOCTH H KOPUIHPaHEe Ha €NeKTPOHTHUA Aucbananc. Toea e
0cOOEHO BaXKHO TIPH MALMEHTHTE B CTApPYECKa Bb3pacT H MOAPACTRALHTE.

[IpunoxeHueTo Ha CrasMOJIHTHLM MOJXKE Aa NOANOMOrHe npoLeca.

5. ®PAPMAKOJIOI'HYHH JAHHHA

S.1 d)ﬁpmaxunnnamnqna CBOHCTBA

dapmakoTepaneBTHYHA Ipyna: komamﬁn cnaburennu cpeactea, ATC koa: AO6ABOS
AktueHOTO BellecTBO Ha JIYJIKOJIAKC ITUKO - Harpues nukocyadar, € J0KanHo AeAcTBalo

CaOHUTEITHO CPEACTBO OT TPHAPWIMETAHOBATA I'Pyna, KOATO, ciiel bakrepraiHa TpaHcdopManue B
ne0enoTo YepBO, CTUMYJIMPA JIMFABHLIATa Ha A¢0en0To YepBo, NPEAN3BUKBAHKH NEPHCTATTHKA, KOETO, OT

Karo ca1aburenHo cpeacTBo, KOESTO NPOABABa TEPANEBTHYHOTO CH JCHCTBHE BBPXY AcOen
HaTpHEB MHKOCYJI(QAT CTUMYJIMPA MO CrieUNPHYEH HaYdH €CTECTBEHH NPOLEC Ha H3Mpa3
4acT Ha FaCTPOMHTECTUHAIHHMA TPAKT. 3aTOBa, HATPHEB MHUKOCY(AT HE OKa3Ba Bb3ACHCTB

h—'——-"-'.-_ -



XPaHOCMHUIIAHCTO, KAKTO ¥ HEC BOJIH 1O HATPYINBAHEC B TPHKOTO YCPBO HA KAJIOPDHWH UK APYTH XPAaHHUTCITHH
BCLLCCTRBA.

5.2 QPapMAKOKHHETHYHH CBOHCTBA

AbGcopbuua 1 paznpeaeneHne
Cnen nepopaiHo NPWIOKEHHE, HATPMEBHAT NMUKOCYAdaT aocTura aedenoro uepso He3 3HauMTeNHa
abcopbuusa B XpaHOCMUNATENHATa cdcTeMa. B pe3ynTar Ha ToBa ce H3barea eHTepoxenaTajJHus KpEroBpar.

buoTpHchopMalIHA
HaTtpHueBuaT MUKOCYn(aT ce nNpeBpblla B aKTHBHATA KOMIIOHEHTa Ha ciaburenHorto cpeacreo (BHPM,

Ouc-(p-xuapokcHGpEHWN }-MUpUINN-2-MeTaH) caen bakTepHanHa TpancopManus B 1e6en10TO UepBo.

EnvuMuHMpane

Cnen npespblilaHe, camo Manku konuuectsa or BHPM ce oTkpuBar B cTeHata Ha 1e6enoTo 4epBO U B
yepHUs ApoO, KOUTO ca MOYTH HAMBJIHO CBLP3AHH, 3a 1a obpasysar HeakTHBeH BHPM rmoxoponna. 48
yaca ciieq nepopajeH npuem Ha | mg Hatpues nukocundgar, 10,4 % or obluara n03a € eKCKpeTHpaHa B
ypuHata noj ¢popmara Ha BHPM rmokoponusn

B o6ums ciryyail, eKckpelMaTa B ypHHaTa HaMalliBa, KOraTo ¢e NMpHeMaT No-BUCOKH 034 HATPHEB
'MUKOCyNdar.

Bpmw3ka(u) papmakoknHeTHKA-papMakoIHHAMHKAE
[IpoabmxkuTenIHOCTTa Ha AeHCTBUE HA NlekapcTBeHaTa opma € 0OMKHOBEHO 6 — 12 yaca, KOeTo ce
onpezaens OT ocBOOOKAaBaHETO HAa aKTUBHOTO BewecTBo (BHPM).

He chiecrsyra npsaka uinu obpaTtHa Bpb3Ka MEXAy ciabuTeNnHus eexT U IU1a3MeHUTE HUBA HA AKTHBHATA
KOMIIOHEHTA.

5.3 IlpeaxknnEEYEH JAHHH 33 0€30IACHOCT

HatpuesusaT nuxocyadart nokassa HHCKH HUBA HAa OCTPa TOKCHYHOCT cliel AIPWIOKEHUE NpH J1ab0paTOpHH
»kHBOTHH. CTolMHOcTHTE HA LDs¢ npu nepopanHo npuinokesue ca 6uwnu >17 g/kg (Mumku), >16 g/kg (rursxose)
u > 6 g/kg (3aiium), cLoTBETHO. OCHOBHMTE MPHU3HALIM HA TOKCHYHOCT MPH MHUIIKH M ILTBXOBE Ca NOJHAMIICHS,
NHUAOCPEKLIMA, AHAPHA H NTOBPBUIAHE, CLOTBETHO.

[Ipu M3cneaBaHua ¢ NPOABDKUTENAHOCT A0 6 Mecela Ha CyOXpOHMYHATA M XPOHHYHA TOKCHYHOCT HA HAaTPHEB
nmukocyJidar npu rwbxoee (1o 100 mg/kg) u kyuera (o 1000 mg/kg) e ycraHoBeHO, 4e 103H, Ha\BHILIABALIH
noseve ot 500 u 5000 nuTH TepaneBTHUHHMTE 33 Xopa (NpH TeaecHa Maca 50 kg), npean3BUKBaT AUapHUs H
3aryba Ha TenecHo Terno. [Ipy nocneapaino npuiaraHe Ha BUCOKHM 103U €a HaOMoJaBaHH €IHHUYHH CITY4YaH
Ha aTpodus Ha raCTPOMHTECTHHANHATA TUrasyua. [IpoMeHHTe, CBBP3aHHU C JICYEHUETO, ¢4 NPEeAH3BHKAHK OT
XPOHHYHO YPEBHO ApPa3HEHE, aCOLMMPAHO ¢ KaxekcHsd, BCHUKH TOKCHYHH CTPaHUYHH e(EeKTH ca odpaTHMA.
HaTtpueBusaT nMKocy/KpaT HE 0Ka3a BIMAHUE BBPXY ChpACYHATA YECTOTA, KPBBHOTO HalNAraHe W AULIAHETO NPH
®HUBOTHM, HAMMpalilK c€ B OyZIHO CECTOAHUE, KAKTO M TAKMBa MO aHECTE3HS.

HaTpueBuaT nukocyndar HAMa reHOTOKCUYCH €QEKT NMPH WINUTBAHUA in Vitro K in vivo ¢ DaKTEpHATHH
KJIETKM, ¥ KJIeTKH oT Ho3aiHHUM. He ca HaNnUYHH KOHBEHUMOHAIHH OHOJIOTHYHH NTPOYYBAHHA 34
KapLMHOT€HHOCT IMPH IUTEXOBE H MHIIKH.

HarpueBnsart nukocyindar e UscneBaH 3a Haiu4vue Ha TepaToreHeH edekt (CerMent II) npu
1000 u 10000 mg/kg) u 3aiium (1, 10 u 1000 mg/kg), cnen nepopaiHo npuiokeHre. Toke
OTHOLICHHE HAa MalKaTa J03H, [IpeIM3BHKBallK JUapus ca OHIM CRBp3aHH ¢ EMOPHOTOKC
Ha paHHaTa pe3opOuusa), 6e3 obade na npeaN3BUKAT TEPATOrCHEH €PEKT WIH HEXKEJIAaHH B
pPENPOAYKTHBHHUTE CIIOCOOHOCTH Ha MOTOMCTBOTO. [lepopalHOTO NpUIIOXKEHHE Ha JO3H 1,




IUTBXOBE HE OKa3Ba BIIMAHHE BLPXY eMOpHOHAHOTO pa3BruTHe (CerMeHT [), KakTo 4 BbpXy Npe - U
nocTHATanHOTO paBuTue (Cermenr l1I).

B 060011eHne, ocTpaTa M XpOHMUYHATA TOKCHYHOCT Ha HATPHEBUS NMHUKXOCYNPAT e HKCKa, MopaJH HMCKaATa
OHMOHATUYHOCT CHe NIepopalieH NIPHEM.

6. ®APMALIEBTHUHM IAHHU

6.1 CHnAcBbK HA BOMOIIHHTE BeNecTBA

Harpues GeHzoat, copdburon (E420), HaTpHes uutpaT AMXUApPAT, TMMOHEHA KHCENHHE MOHOXUAPAT,
NPEYKCTEHA BOAA.

6.2 HecnbBMEeCTHMOCTH
He ¢ npunoxumo.

6.3 Cpok Ba roaHoct
24 meceua. Jla He ce M3N03Ba Clle]] 4aTaTa, O3Ha4yeHa BLPXY ONaKOBKaTa.

6.4 Cnenna/IHH YCJIOBHA HA ChLXpPaHeHHE

Ha ce cbxparaBa npu Temneparypa noj 30°C.
Ja ce chXpaHsRa Ha MACTO, HEAOCTBIHO 38 AcLa.

6.5 /laHHH 32 OIRKOBKATA
[TonueTunenosa 6yTWika, KarkoMep H Karnaika Ha BUHT.

6.6 CnensnanH| npeanasHH MEPKH NPH HIXBbLPJASHe
HsaMma cnellHanHy U3HCKBAHUS.

7. HNPHATEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA
Opella Healthcare France SAS,

157 avenue Charles de Gaulle
92200 Neuilly-sur-Seine

DpaHLuUA

8. HOMEP HA PAZPEIEHHETO 3A YIIOTPEBA

20010709

9. IATA HA IIBPBO PA3ZPEINIABAHE/TIOJHOBSIBAHE HA PAZPEIIEHHUETO 3A
YIIOTPEBA

Jara Ha mupBO paspeinaBane 3a ynorpeba: 20.06.2001

JlaTa Ha nocieaHo NOJHOBABAHE Ha paspelueHueTo 3a ynorpeda: 02.02.2012

10. JATA HA AKTYA/IMZBUPAHE HA TEKCTA

07/2025




