KPATKA XAPAKTEPUCTHUKA HA IIPOAYKTA
a/ JI6 0Oy

1. MME HA JIEKAPCTBEHHS IIPOJYKT
A2&rs 1811 s

JIVJIKOJIAKC 10 mg cyno3uropHu

DULCOLAX 10 mg suppositories

2. KAYECTBEH H KOJIMYECTBEH CbCTAB
1 cynosuropus ceabpxka 10 mg Ouzakoaun (bisacodyl) (4,4'-,[[Haue'r0}ccn-,uu¢euH.rl—(nupH,unn—Z)-MeTaH)

3a MbJIHKA CITUCHK HA MOMOLIIHUTE BEleCTBA BUKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA

Cynosuropus.

4. KJUHUYHU JAHHH
4.1 TepaneBTHYHH MOKA3AHHA
[Ipunara ce npu KOHCTUNALKSA.

[IpoaAyKTHT € noKa3aH ¥ IpH NMOATrOTOBKA 3a /IMarHOCTHYHH MPOLIEYPH, TIPH Mpe- U NMOCTONEepPaTUHBHO
JIEYEHHE U MPH ChCTOSHMSA, IPH KOUTO C€ U3UCKBA YJIECHABaHEe Ha aedekalusTa.

4.2 J103HpPOBKA H HAYHH HA NPHJIOKEHHE
Jlozuposxa

Hpﬂ KOHCIMUNAYUA.

Bw3pacmuu:
| cynosuropus (10 mg) aHeBHO.

MaxkcumanHaTa AHEeBHa [103a He TpsOBa /J1a ce npeBMllIaBa.
[leouampuuna nonyarayus.

Jeya nao 10 coounu:
| cynozuropus (10 mg) aAHEBHO.

MakcuManHara JIHeBHa J03a He TpsAOBa Ja ce npeBUILIaBa.

[Ipu noo2omosxka 3a OUACHOCMUYHU NPOYEOYPU U NPEOU Onepayus

OCBLIECTBSIBA MO/ JIEKAPCKO HADJIIOAEHHE.

Bvzpacmuu.
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[pHeTH cyTpuHTa U 2 Tabsetku (10 mg), npuety BeuepTa U 1 CYNO3UTOPHSA Ha ClieBALIATA CYTPHH.

Heouampuuna nonynayuwsi
3a meua Ha 4 W nopeuye roAMHUM MpenopbUMTENHaTa Ao3upoeka e | Tabnerka (5 mg), npuera BedepTa H
npuiaraie Ha cnaGMTeNIHO CPEeACTBO ¢ He3abaBHO AcHCTBME 3a Jella (Hanp. CYyMo3HTOpHA) Ha CleABallaTa

CYTPHH.

Hauwun na npunooicerue
O6HUKHOBEHO CYMO3UTOPKHUTE NposABsaBaT edekra cu A0 20 muHyTH (B HHTEepBal oT 10 1o 30 muHyTH). Ilpean
NpUIOKEHHE, 0OBUBKATa HAa CYNO3HTOPHAT2 TpAOBa Na Oblie OTCTpaHEHA U CYTIO3UTOPHATA 1A C€ MOCTaBH

CBHC 3a0CTPEHMS Kpail B pekTyMa (aHyca).
4.3 IlpornBonoxkazanns

TYJIKOJIAKC e npoTHBONMOKa3aH NpH GOHHU ¢ OCThP XHUPYPrHYECKH KOPEM KaTo YpeBHA HEMPOXOAHUMOCT,
aNeHMLMT, OCTPO BB3MAICHHE HAa YepBaTa U OcTpa KopeMHa 60nka, NpyApyKeHa OT raicHe W/ HIH
MOBPBINAHE, KOETO MOXKE Ja € NMOKAa3aTeNHO 32 M0-TEXKKH ChCTOSHHA.

OYIIKOJIAKC e npoTHBONOKAa3aH CHILO MPH TEKKO 00e3BOHABAHE HA OPraHW3Ma H MPH NMAaLMEHTH C
NI0Ka3aHa CBPBbXYYBCTBHUTENHOCT KbM OW3aKOAMT HIM KBM HAKOE OT NMOMOLUHHTE BELUECTBA HA JICKAPCTBCHHA
MPOAYKT, H30poeHH B To4Ka 6.1.

B cyuan Ha penkH BpoAeHH 3ab0naBanyA, KOMTO MOTaT ia J0BeJatT A0 HECHBMECTHMOCT ¢ HAKOH OT
NOMOLIHHUTE BellecTra (Bik “Crnelpantu npeaynpexaeHus U npeana3sHi MEpKH Npy ynoTtpeba”, Touka 4.4),
ynoTpedaTa Ha IeKapCTBEHUS MPOTYKT € NPOTHBONOKA3aHa.

4.4 CuoennsJHH OpeAyNpPeXACcHAN H NPpeANAIHE MEPKH NpH ynoTpeba

Kakro BcHuku JaxcaTuBHH npoayktH, JYJIKOJIAKC He TpadBa na 6bpae ynorpedsBpaH BCEKH ACH HITH 3a
NpoALIDKHTENIEH NEPUOA OT BpeMe, 6e3 1a ce yCTaHOBH NpHYHHATA 38 KOHCTHITALHATA.

[TpoaBL/BKMTENHOTO MPUIICKEHHE HAa BUCOKH 103U MOXKE a JA0BE/IE 10 HapylleHHE Ha eJIEKTPOJIMTHHA
OaNaHC U XUNOKAJINEMHA.

3arybaTa Ha TE4YHOCTH B CTOMALUIHO-YPEBHHA TPAKT MOXe Ja MpeJH3BHKa AcxuapaTauuis. CHMITTOMUTE
MOIaT Ja BKJIIOYBAT KaxKaa H onurypud. [Ipu naumMeHTH CbC 3aryda Ha TCUHOCT, TIPH KOUTO AEXHAPATALMATA
Moxe Aa Obae BpeaHa (Hanp. ¢ 6p0peYHa HeJOCTaTHUHOCT, NIALMEHTH B CTApYECKa Bb3pacT) TpadBa aa ce
npekpath NeueHHeTo ¢ JJYJIKOJIAKC u Moke na 6va€ Bp300HOBEHO ETHHCTBEHO NOJ JIEKAPCKH KOHTPOI.

Crumynupatinure nakcatusi, BRmountenHo JYJIKOJIAKC, ve noMaraT npy HaMansABaHe Ha TETJIOTO
(BroxTe pa3znen PapMakonOrH4HH CBOHCTBA). |

ITpH nallHEHTHTE MOXKe Ja Ce MOABH XeMaToXe31A (KPbB B M3NPAKHEHHATA), KOATO € B JieKa GopMa U
OTUIYMSBA CIIOHTAHHO.

CnoOlieHM ca NMposBH Ha 3aMasHOCT M/WIN CUHKOMN NpH naureHTy, JleKyBaHu ¢ JIYJIKOJIAKC. Hanuunute
MIAHHH 32 T€3H CJTyYau NpeArosarar, 4e Te3H HEXKEIaHU ChOUTHS ¢a CBBP3aHH ¢ HepeaoBHa Aedexauus (M
3aTpy/AHeHa fAedeKallls), WiK CbC ChAOBO-HEPBHA peakUHA KbM KOpeMHa 00ka, KOATO € CBbp3aHa ¢
KOHCTHITALIMA H He € HENPEMEHHO CBBp3aHa ¢ MPWIOKEHHETO Ha OU3aKOAM.
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[Tpu nipuemane Ha BucokH 1034 JIYIIKOJIAKC eqHOBpeMEHHOTO NPHIOKEHHE HA AHYPETHLH WK
aJIpEHOKOPTHKOCTEPOXAH MOJKE J1a MOBHIIM PHCKA OT eNIeKTPONHTEH AHchananc. EnHospeMeHHara ynoTpeba
C APYIH JIaKCAaTHBH MOXKE Ja 3aCHIIH NaCTPOMHTECTHHANIHUTE cTpaHHulH edextu Ha TYJIKOJIAKC,

EnexrponuTHHaT AucOanaHc Moxke 1a JOoBeAe 4O NOBHINEHA YYBCTBHTENHOCT KBM CBPACYHH ITHKO3HAM.
4.6 DeprrInTeT, )pEeMEHHOCT H KBPMEHE

bpemennocm

Hama nocraTbuHO U foOpe KOHTPOIMPAHH NMPOYUYBaHHA NpH OpeMeHHH xeHu. IIpH npriokeHHe 1o BpemMe
Ha OpeMeHHOCT MPOIB/LKMTENHNUTE HAONIOREHHSA HE Ca TOKa3anH AaHHH 3a HEXEIaHH WIH YBpeXaallH
edexTu.

HesapucHMO OT TOBa, KAKTO NMpU BCHYKH jJekapcTBeHH npoaykTh, JIYJIKOJIAKC tpabea na 6bae npuemax
no BpeMe Ha OpeMEeHHOCT CaMo MO NEKapCKO NpeanucaHHe.

Kvpmene |
KnHHHYHKTE JaHHHM NOKA3BAaT, Y€ KAKTO aKTHBHATa 4acT Ha Ouzakoaun BHPM (6uc-(p-xuapokcudenin)-

IMAPHANN-2-METaH), TaKa U HErOBUTE MNMIOKYPOHUIH He C€ EKCKPEeTHPAT B KEPMAaTa Ha 3/IpaBH KbpMELIH
xeHH. B3 ocHoBa Ha Te3d gaHuu, 1Y JIKOJIAKC moxe aa 6bae npuiaral no BpeMe Ha KbpMeHe,

Depmunrumem
He ca npoBexxnann m3cneasanus otHocHo edexra Ha JIYJIKOJIAKC BbpXy QepTHIHTETA [TPH HOBEK.

4.7 EdexTn Bbpxy cnocobnocrTa 32 modupaHe n pabora ¢ MAIIHHA

He ca nposexaanu npoyusanus 3a epexture Ha JIYJIKOJIAKC B1pxy cnocobHocTTa 3a wodupane 1
paborta ¢ MallIMHH.

Brnpeku ToBa, € HEOOXOAUMO NALMEHTHTE Aa ObAaT NpeaynpexJaBaHH, Y€ B pe3yJITaT Ha NOBIHABAHETO HA
ChJOBATa HHEPBALM (KOJIHMKa) MOXKe J1a Bb3HHKHE 3aMasHOCT W/WIH CHHKOI. B ciiyudait Ha KoJHKa,
nauMeHTHTe TpsaOBa Aa H30ArBaT H3BBLPLUIBAHETO HA NOTEHLIHAIHO ONacHH AeHCTBHA, KaTo WodHpaHe U
padora ¢ MalllHHHK.

4.8 Hexenand JeKAPCTBCHHE PEAKIHH

Haii-uecto chob1aBaHHTE HEXETAHH JIEKAPCTBEHHU PeakLiMH, YCTAHOBEHH MO BPEME Ha JICYEHHETO Ca
KOpeMHa 00/1Kka U JUapusl.

Hecrora no MedDRA koHBeHLMSATA:

MHOro yectu > 1/10;

yectH > 1/100, < 1/10;

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

penku >1/10 000, < 1/1 000;

mMHOro peaku (<1/10 000)

C HEU3BECTHA YecTOoTa (OT HATUYHUTE JaHHH HE MOXe Aa ObAe HalpaBeHa OLCHKA)

Hapyiuenua Ha umynnama cucmema
PEOKH: CBPBbXYYBCTBHTEJIHOCT,
C HEH3BECTHA YECTOTA: aHruoeaeM™, anaQUakKTOUOHU peakuun ™

Hapywenus na memabonuzma u xpanenemo
C HEH3BECTHA YECTOTa aexuaparanua*

Hap}meuuﬁ HQ Repsrama cucmemda
HCHCCTH. 3aMasHoOCT
PCIKH. CHHKOII




3aMasHOCT M CHHKOI, Bb3HHKBALIY cllef NpueMaHe Ha OH3aKoaW, ¢a B pe3y/TaT Ha NOB/IHABAHETO HA
ChAOBATA MHEpBaLMA (Hamnp. KonHKa, AedeKalns).

CmoMauno-ypeanu HapyUerus

YECTH! KOpEMHHM cra3MHu, kopeMHa Oosika, napus, raieHe

HEYECTH: KOPEMHO HEPa3MoJIokKeHHE, NOBPBbLIAHE, X€MATOXE3HS (KPHB B
H3MPAKHEHUATA), AHOPEKTAJICH AUCKOMPOpPT

¢ HEH3BECTHA YECTOTa: KOMUT* BKNIOYUTETHO HCXEMUUYEH KONUT™

*Hexenanata peakuus He ¢ Omna HaOmonaBsaHa B HHMKOE OT HM30paHMTe KNMHMYHM H3NIMHTBAHHA Ha
ITYNIKOJIAKC. OuenspareTo e 0a3MpaHo Ha ropHATa rpaHKHLIA HA HEroBUS 95% noBepUTeneH MHTEpBal,
H3yHciieH ot ofmua OpoH NeKyBaHM TNAUMEHTH CbIVIACHO CBPONCHCKHTE MNpEnoOpbKH 3a KpaTkara
XapakTepucTHKa Ha npoaykra (3/3056 koero ce oTHacs 3a ,,pelKu”).

CrodfmaBaHe HA NOAO3HPAHH HEKENAHH peaKinH

CroblasaHeTo Ha TORO3MPAHM HEXEJIAHH PEakUMH Clej pa3peliaBaHe 3a ynorpeba Ha JIEKapCTBEHHA
MPOAYKT € BaKHO. ToBa MO3BONABA Aa MPOXBLKH HAaOMIOJICHHETO Ha CHOTHOLIEHHETO MOJI3a/pHCK 34
TeKapCTBEHH NpoAyKT. OT MEIMLIMHCKWTE CIELMATMCTH C€ HM3HCKBA Ja chodllaBar BCSIKa NOJAO3HpaHa
HEXENaHa peakUus Ha: |
HznbandTenda areHI|g 1o iIeKapcTBaTa

yi. ., JdamsH I'pyes” Ne 8

1303 Codusn

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

4.9 Ilpeno3upane

CuMnToMp |
[Tpu npuemMaHe Ha BUCOKY AO3U MOraT Aa ce HaboaaBaT BOOIHHCTH M3NPAKHEHHA (JUapHA ), KOPEMHH
CMasMH W KIMHHYHO 3HaYKMMa 3aryba Ha TE4HOCT, KaJIMi M APYTd €NIeKTPOIHTH.

XpoungHoto npenosHpane ¢ JIYJIKOJIAKC, kakTo npy BCHYXH fieKapcTBEHH NPONYKTH, MOXE Ja
NpeAU3BHKA XPOHHYHA Anapus, KOpeMHH DOJIKH, XUITOKAJIHEMHS, BTOPHUYEH XHIIEPAIAOCTEPOHHIBEM H
O6n0peuHokaMeHHa Oonect. Criyvad Ha yBpexkaaHe Ha ObOpeunute TyOynu, MeTabonuTHa ankanosa u -
MYCKYJTHA ¢J1IA00CT, BCJIEACTBUE Ha XMITOKATHEMMA, €4 ONMHCAHU B pe3yJITaT Ha XpOHUYHA 3oynoTpeda ¢
JIJAKCATMBHM CpEACTBA.

Tepanus |

KpaTtko Bpeme cnea npuemane Ha {YJIKOJIAKC, abcopbumsara Moxke na 6bae HaMaleHa Wi
BBIMPENSTCTBAHA Upe3 NMPECAH3BMKBAHE Ha NOBPHIIAHE UITH CTOMAIIIHA NTPOMUBKA. MoXe a ce HanoxH
BBH3CTAHOBSBAHE HA TEUHOCTHTE H KOPEKLIMA Ha eNleKTponuTHUA aucbananc. Tosa e 0cobeHo BaXKHO npH
NalMEHTH B CTapyecka BB3pacT H IIPH ACLa.

B HiAkOH CJIydar MOXKE [1a C& HAJIOKH ITPHIIOXKECHHAE HA CIIa3MOJIMTULIH.

5. ©OAPMAKOJIOrHYHH CBOMCTBA

5.1 <®apmakoaHHAMHYHH CBOHCTBA

(bapMakoTepaneBTHYHA rPyNa: KOHTAKTHH cnadburennu cpeactea, ATC koa: AO6AB02

Buzakoaun € J0KaMHO AEHCTBALIO NIAaKCATHBHO CPEeACTBO OT JUPEHUIMETAHOBATA I'D &
NIAKCaTHB, 32 KOWTO CBILO € XapaKTEPHO, Y€ € HepesopOupall ce, PeAH3BHKBALY OTAR
OM33aKOAWI YIIPAKHABA CBOETO ACHCTBHE, Cled XUAPOJIKH3a B feDeoTo UepBo, NpeIuiBHRE
MEPUCTANITHKA ¥ aKyMYJIUPaHe Ha BOJA W €IEKTPOJIMTH B YpEeBHUS TyMeH. ToBa BOAM
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ned)efcauuaTa, HaManiaBaHe Ha BPEMETO Ha Mnacaxa H OMEKOTARAHC HA U3IIPKHCHHATA.

KaTto cnaburenHo cpeacTBO, KOSTO NpOABIBa TEPANEBTHYHOTO CH AEHCTBHE BLpXY Acbenoro uepso,
HYJKOJIAKC cruMmynupa no cnendguyerd HaYHH ECTECTBEHHS NPOLIEC HA U3Ipa3BaHE Ha AOJHATA YacT Ha
raCTpOMHTECTHHAIHUA TpakT. 3aTtoBa, JIYJIKOJIAKC He oka3pa Bb3feHCTBHE BBPXY XPaHOCMUIAHETO,
KaKTO ¥ BHpXY adcopOLMsaTa Ha KaJOpHU WIH JPYTH XPaHHTEHH BELIECTBA B TBHKOTO YEPBO.

5.2 PapMaKOKHHEeTHYHH CBONCTBA

Cnen nepopalHO WIH PEKTANHO NPHIOKEHHE OU3akoaun 0bp30 ¢¢ XUAPOIU3MPA 10 AKTHBHOTO ChEAMHEHHE
Suc-(p-xuapokcudenmwn ))-mupuanin-2-metad (BHPM), oCHOBHO OT ecTepasu Ha YpeBHAaTa MyKO3a.

[Tpn npunokeHUe Ha CYNO3HTOPHU JAKCATHBHUA €(PEKT ce NMoABABa CpenHO cel okono 20 MUHYTH Chen
npunaraHe. B HAKOM cly4aH ce nosBsABa 45 MUHYTH cJie] Ipuiarase. MakcHManHaTa a3MeHa
koHueHTpauus Ha BHPM ce poctura 0,5-3 yaca cie NpUuaoKeHue Ha Cyno3HTopus. CleaoBaTeHo,
NTaKCAaTHBHUAT e(eKT Ha OU3AKOAUN He € B ChOTHOLIEHME ¢ MasMeHuTe HuBa Ha BHPM. BmecTto 10Ba,
BHPM aeiicTBa 1OKaNHO B AOJIHUA OTAET HA CTOMAIIHO-YPEBHUA TPAKT 4 HE ChUICCTBYBA 3aBUCHMOCT
MEXTY JIAaKCAaTHBHHA ¢(PEKT H IUNIa3MEHUTE HMBA Ha aKTHBHOTO CheAHHEHUe. [IpH npueMane Ha CTOMalITHO-
YCTOMYHBH TabJIEeTKH MAKCHMATHATA 1a3MeHa KoHLeHTpauus Ha BHPM ce poctura mexxay 4-10 uaca cien
NPWIOKEHME, JOKATO JJAKCATUBHUA €(eKT ce noaBaBa Mexay 6-12 uaca cnea npunoxkenue. Ilo Tazn
npyuyKHa, Ou3akoaun TabNeTKH ca HanpaBeHH Aa 6bAAT yCTONYHBHA Ha CTOMALIEH COK H YPEBHO ChABPIKHMO.,
Tora BOAM A0 0CBODOXKAABAHETO HA IEKAPCTBEHMS MPOAYKT OCHOBHO B Ae0€JI0OTO YepBO, KOETO € XKEeJAHOTO
MACTO Ha JEHCTBHE.

Cnen nepopaiHo K PEKTATHO NPHIOKEHHE CaMO MAJIKH KOJIWYECTBA OT JIEKApCTBEHHSA NMPOAYKT ce abcopOupar
M Ca MOYTH HAITLJIHO KOHIOTMPAaHH B YPEBHATA CTeHA W YepHus Apob noa popmarta Ha HeakTueeH BHPM
rmokoporua,. [lnasMeHUsAT NOMyKUBOT Ha enMMuHupadHe Ha BHPM rmokoponuna e nsuucnen
npubnusurenHo Ha 16,4 yaca. Cnen npunoxkeHne Ha OU3aKOAK1 CTOMAILIHO-YCTONYHBHY TabNeTKH CpeTHO
51,8% ot po3ara ce OTKpHBa B H3anpaxHeHHATa KaTo ¢cBoboaen BHPM u cpeano 10,5% ot go3ara ce oTkpuBa
B ypuHara kato BHPM rimokyponun Cnena npunoxenue Ha Cynosuropus cpeaso 3,1% or aosara ce OTKpHBa
ce B ypuHara kato BHPM rmoxoporua. UsnpakHennsara cpabpxar ronamo konuuecteo BHPM (90% or
o011aTa eKCKpeLdd) B MaJIKO KOJIMYECTBO HEMPOMEHEH OH3aKOAW.

5.3 IlpeaKAHHHYHH JAHHH 38 0€30NACHOCT

OcTpaTa TOKCMYHOCT NPH NMEPOpaieH npueM Ha OM3aKkOoAWI NPU I'PH3aud M TAKMBA, KOWTO HE C€ OTHACAT KbM
PH3AYUTE € HHCKAa M HaJABHIUAaBa J030BU HUBA OT 2 g/kg. IlpH Kyuera ce Habmoaasa 1030Ba TONEPAHTHOCT

10 15 g/kg. OcHOBHHTE KIMHUYHH NMPOSBH HA OCTPAa TOKCHYHOCT Ca AHApHA, MOHMKEHA MOTOPHA aKTUBHOCT
H TIHIOSPEKLHA.

[IporeaeHu ca nMpoyuBaHUs 3a TOKCHYHOCT NPU MHOTOKPATHO NpUiaraHe 10 26 ceqMHLUM NpH IUTEXOBE,
MOPCKH CBHHYETA H MaiiMyHH OT BKaa rhesus (Makak). Cnopea OUYakBaHMATA, TEKAPCTBEHHWA NPOAYKT
MpeaU3BHKBA TEXKA J0303aBHCHMA JMapUs MPH BCHYKH BHIOBE ¢ M3KIIOYEHHE HA MOPCKHTE CBHHUETa. He
ca Ha0mo1aBaHH ACHH XHCTONATOIOMMYHH TIPOMEHH H MO-TOYHO, HE ¢ HabniogapaHa A0303aBHCHMa
HedpoTokcuuHocT. Habmopasanm ca nponudeparuBHuTe, OM3aKOAWI-UHAYLIMPAHH JIE3UH B ITHKOYHHA
MEXYp MpH IUTbXOBE, TPETHPaHU 3a 32 ceaMuuM. Te3u nonngepaiMu He ca NPWYHHEHH OT OW3aKkoaun.
Cuura ce, 4e ce OTHACAT BTOPHUHO 0 00pa3yBaHETO HA MHUKPOKANKYJIH, TOPagH NPOMEHH B €JIEKTPOJIHTHTE
B YpPHHATa U ClIeA0BaTEIHO HAMa OHOIOrHYHA 3HAUMMOCT TpH Xopa.

HaHHuTE OT nMpoBeAeHHTe 0OCTONHN TECTOBE 3a MyTAreHHOCT NpH OakTepun ¥ 603afHHLIN He MTOKa3BaT
reHOTOKCHYEH NOoTeH1IMal 3a Onzakoawi. Crino Taka, OM3akoJua HE TIpeAH3BHKBA 3HAYUTENHH 3aBHIIEHHUS B




MHILKA 332 26 cenMuln. He e HaOnmoaasaHa CBBp3aHa ¢ ICYEHHETO HEOIU1a3us NIpH NEpopaIHH AO030BH HHBA
no 8000 mg/kg nHeBHO.

He ca HabmoaasaHu TepaToreHHH egexTH npu ruisxoBe M 3aliuy (FDA Pregnancy Risk Category B) npu
no3u a0 1000 mg/kg/neH, KOMTO HaZBUILIABAT MAKCHMAJIHATA MPENOpbhYBaHA AHEBHA 1034 MPH YOBEK
(M3umucneHa 3a mg/m?) Hait-manko ¢ 800 ruTH. TOKCHUHOCT NMpU MaiKaTa ¥ eMOpHOHAIHA TOKCHYHOCT Ce

HaOMOAaBAT NPH IABXOBE NpH A03H 80 TBTH NMO-BUCOKHM OT MAKCHMANHATA MpenopbyBaHa JJHEBHA 1034 MPH
YOBEK.

6. @APMAI.IEBTMH JAHHH

6.1 ChnBEchbK HA NOMOUIIHHATE BeleCTBA
Tebpaa mac Witepsol W 43

6.2 HecbhBMECTHMOCTH

Henpuioxumo

6.3 Cpoxk HR TOAHOCT

36 Meceua

6.4 CoennajnaH yc/IOBHS HA ChXPaHERHE
Ha ce cexpanasa roa 25° C.

Jla ce crXpaHsiBa B OPHIMHANHATA KAPTOHEHA ONAKOBKA, 3a MIPEATa3BaHE OT CBETIHHA.
Ha ce cbxpaHsBa Ha MACTO, HEAOCTRITHO 33 Acla.

6.5 BagucpanpkanRe HA ONAKOBKATA

benu Henpo3payHu amyMAHU/PE OnMcTepH, nocraBeHH B KAPTOHEHA ONMAaKOBKa.
OnakoBKaTa CbaAbpKa 6 Cyno3UTOPHH.

He BcHuxM BUIOBE OMAKOBKHM MOrat Aa ObAar IMycHaTH B npoaaxoda.
6.6 CoenHa/JHH NpeANA3AH MEPKH IIPH H3XBLPJ/sHE H padoTa

HsaMa crneliHaiHu U3HCKBaAHHUA.

7.  TMPATEXATEJ HA PASPEIIEHUETO 3A YIIOTPEEA
Opella Healthcare France SAS,

157 avenue Charles de Gaulle

92200 Neuilly-sur-Seine

DpaHLMA

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne: 20160034

9. JIATA HA ITbPBO PA3PEIIABAHE 3A YIIOTPEBA/TIOTHOBSIBAH
PA3PEIIEHHETO 3A YIIOTPEBA




JlaTa Ha mpPBO pa3spelnaBaHe 3a ynorpeda: 25 Axyapu 2016
Hara Ha mocnegHo NOAHOBABAHE Ha pa3peiucHueTo 3a yrotpeda: 10 Pespyapu 2021

10, JATA HA AKTYAJIMZUPAHE HA TEKCTA
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