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Maiikponakc 4.465 g/0,45 g/0,0645 g/5 ml pexraneH pa3tBop
Microlax 4.465 g/0,45 g/0,0645 g/5 ml rectal solution

KAYECTBEH A KOJITHYHYECTBEH CbhCTAB

Cop6uron, TeueH (kpuctanusupam) (Liquid sorbitol (crystallising))..................... 4,4650 g
HartpueB UHTPAT (Sodium Citrate).......... ..ottt iineiina i e 00,4500 g
70% Harpues naypun cyndoauerar (70% sodium lauryl sulfoacetate)....... ............ 0,0645 g

Ha 5 ml pexranes paztsop
[loMOLHO BEWIECTBO ¢ H3BECTHO AEHCTBUE:

CopOunora kucenuna {5 mg/S mlb)
3a IBJHHAS COHCHK HAa MOMOLIHUTE BELIECTBA BHXKTE Touka 6.1.

JJEKAPCTBEHA ®OPMA

PexraneH pasTeop (Ka13Ma)

bBesuBeTeH, BUCKO3EH Pa3TBOP, ChABPIKALL MAJKH BB3AYIUHH MEXypueTa.

KJIAHAYHA IAHHHA

TepaneBTHYHN DOKA3aHHA

Maiikponakc pekTaneH pasTBOp € IOKA3aH 34 CHMIITOMATHYHO JAeYeHUE Ha HEPENOBEH 3areK NpH
Bb3PACTHH.

H03MPOBKA H HAYHH HA NPHAJIOXKEHHE

gﬂﬁlHEOBKa

Buv3pacmnu:
1 TyOa ¢ HakpaliHHK Ha JICH.
Enna 1030Ba equBrua TpAGBa a ce npuioxu 5 10 20 MEHYTH IpeJy KelaHus edeKT.

HauynHn HA NPHIIOKEHHE

Pektanmno npuiaoxkeHue
Otuynere BbpXa.
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4.3
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IlpoTuBONOKA3ZAHUA

CBPBbXUYYBCTBUTENHOCT KbM aKTHBHHTE BELIECTBA UK KbM HAKOE OT IOMOUIHMTE BEILIECTBA,
H3bpoeHH B ToYKa 6.1.

Jla He ce H3NoN3Ba B ¢lyvail Ha YpeBHA 0OCTPYKIMS AN KopeMHa BOIIKa ¢ HEH3BECTHA €THOIOTHA.
EAHOBpPEMEHHO NleYeHHE ¢ KATLMES UM HATPHER NOMHCTHPEH CYI(OHATHA KATHOHHA 0OMEHHA
cMona (BHXTE TO4YKa 4.5).

CucHHaIHH DpeyNpexacHUs R NPeINaiHH MepKH npu ynorpeda

IMpexynpexaenns

Jla ce moThpcH Nekapcka MoMoIL, aKO CHMIITOMUTE [IEPCHCTHPAT 34 II0BEYE OT HAKOJIKO JHH HJTH
CE BJIOLIAT, U Ja Ce U30ArBa NpoAb/KUTENHA yNoTpeda. MeJnKaMeHTO3HOTO ACHEHHE Ha 3alcKa
€ caMO JONBIHHTENHA MAPKA 33 3APABOCIOBEH HAYHH HA JKHBOT:

® MpHUEeM HA MHOTO PacTUTENMHH PUOPH U TEUHOCTH;
®  [PEenopbKH 3a PU3MYECKA AKTHBHOCT M NOAIbPKAaHe HA YepBaTa BhB (opMa.

IIpeana3Hu Mepkn npu ynorpeda:

[Ipentopbusa ce fa ce n3larea ynorpedara Ha TO3M ACKAPCTBEH IIPOAYKT B CIyYal Ha
Rb3NAJIeHHE HA XEMOPOUIH, aHAITHH PHUCYPH WITH XeMOpParHueH PpeKTOKONHT.

HEOﬁXO,ﬂHMO € MIKIYHTENHO BHUMAHHUE, KOrato ce€ U3noa3pa RpH NaluEHTH C BbE3NAJIUTC/IHH
H/IH YALCPO3HH CBCTOAHHA HA ,EI.EGE.HDTO YEpBO HJH C OCTPpH CTOMAIIHO-YPCBHH CBCTOAHHA.

Toea nekapcTBO ChABPXKA COPOMHOBA KUCEIMHA, KOATO MOXE Ja NMPHYHHH NOKAIHA KOXHH
PEAKLHHU (HAIpHUMEP KOHTAKTECH JECPMATHT).

B3aumMoneiicTBHE ¢ APYCH JeKAPCTBEHH NPOXYKTH H JPYrH GOpMH HA B3aHMOREHCTBHE

BBHHMDgEﬁ{:TBHE C RKAJINHEB HIIH HATPHEB NOJAHCTHPEH CEHQDHHTHH KATHOHHA 0OMEHHA

CMOJIA

HaGmonasanu ca eIMHHYHH CIy4Yan Ha HIeOKoNM4Ha nmepdopaunsa U Ha nedenoTo YepBo UK
UpeBHA HEKPO3a IIpH OpajHo W PEKTATHO PUIOKEHUE HA KAJTMEB U HATPUEB MOTUCTHPEH
cyndoHAT CBC COPOMTON NpH NABUEHTHU NeKYBaHU 3a xHIeprkannemus. [laupentuTe, npreMariu
copGuTos, TpabBa Aa U3GArBAT KAALMEB N HATPUEB TIOTUCTHPO CY IOHAT.

EaHOBpeMEHHUAT NpHEM Ha PeKTA/IHM JekapcTBa TpAORA Aa ce u30Krea, Thi KaTO TOH MOXKE A
Ce OTMHE OT CTOMAILHO-4YpeBHUs TPAKT U Aa He ce abcopOupa.

QepTRANTET, GPEMEHHOCT B KbPMEHE

bpemeHHOCT

Jluncear pocrathuHo JaHHH H A00pe KOHTPOJIUPAHU IPOYYBaHus MPH OPEMEHHH KESHH.

Thbii KATO BEPOATHO TO3M MPOAYKT Lil€ HMa CAMO OFPaHHYEHa CHCTEMHA abcopOLMs, KOraTo ce
H3M0J13BA CIOPE] [IPEIIOPLKUTE, HE CE OYAKBAT HEXeNaHH edekTH npu ynoTpeda no 8
OpPEeMEHHOCT.
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KbpmeHe

He e u3BeCTHO JaNK HATPHEB LUTPAT, HATPHEB NayPHI cyjdoalcTar H copOMTOJ Ce eKCKpeTUpart B
KbpMaTa [pPH YOBEKa.

Tsi kaToO BEPOATHO TO3U NPOAYKT IIE UMA CAMO OTPAaHHYEHA CUCTEMHA abcopfuus, Korato ce
H3N0J3Ba Coped MPENOPBKUTE, HE C& OUAKBAT HEKENAHHU C(PEKTH [IPH €CTECTBEHO XPAHEHN
HOBOPOJSHH/KbpMAaUeTa [pH ynoTpeda no BpeMe Ha KEPMEHE.

CnenosarenHo, yrnorpedara Ha TO3M JEKaAPCTBEH MMPOAYKT MOXKe [la ce MMa MPEeIBUJ IpH
OpeMeHHOCT U KbpMeHe, CaM0 ako € HeoDX0IuMo.

DepTHIHTET

[IpoyuBaHus, MPOBEAEHH NPH MIBXOBE H 3aiilin (camMo cOpOHTON) HE Moka3BaT €PEKT BEPXY
depTHIHTETa (BIDKTE TOYKA 5.3).

EdexTn BLpxy crocodHocTTa 32 modupane 1 padora ¢ MalInHA

To3u JekapcTBeH IPOAYKT HE MOBIHABA HIIM MOBIMABA TPeHEOPEKUMO CNOCOOHOCTTa 3a
wodpupaHe u pabota ¢ MallUHH

HeskeNaHH JIeKaAPCTREHH PEaKIIAN

Hexenannre nekapcTBEHH peakUMH, YCTAHOBEHH 10 BpeME Ha MOCTMapKeTHHIOBHA ONHUT ChC
cOpOUTOI, HATPHEB LIUTPAT M HATPHEB J1aypHI Cya(oalieTaT, ca BKIOUSHH B Tabnuuara no-a0imy.
YecToTaTa Ha HEXKEJIAHHTE JIEKAPCTBEHH PEaKiHH € MPeACTaBeHa ChINTACHO CN¢/HATA KOHBEHLIHA.
MHoro uectu (= 1/10)

Yectu (> 1/100 u < 1/10)

Heuecrn (= 1/1000 1 <1/100)

Penku (= 1/10 000 u <1/1000)

Muoro peaku (< 1/10 000)

C Hew3BecTHA YecToTa (0T HAIMMHUTE AAHHU He Moxke na ObJle HanpaBeHa OLEHKA)

CucremMo-opraseH Kuac Hexenano cnburue
Kamezopus wecmoma
HapymeHHe HA HMYHHATa cHCTeMa | Peakiiu Ha CEPBXYYBCTBHTEIHOCT (Hamp. ypTHKapua)
C Heusgecmua yecmoma
CTOMaWwHO-UPEeBHH HAPYIIEHHS KopemHa Goaka®

C Heuzgecmua yecmoma AnopexTanen auckoMmbopT
PeskH H3npaKHeHHS

) -
a: BKiIIo4Ba NpeAnoYuTaHUTe TEPMHHH KOpeMeH JHCKoMpopT, kopemHa Oonka 1 donka 8
ropHaTa 4acT Ha KopeMa

ChobluasaHe na moao3upaHH HeKeNaHu peakiiiy
C1o01aBaHeTo Ha NOJO3UPAHH HEXKENaHH PeaklUH clie]] paspeliaBade 3a ynorpeba Ha
NeKapCTBEHHA NMPOAYKT € BaxkHo. ToBa no3BOMABa Ja IPOALIKU HA0MOAEHHETO Ha
ChOTHOLIEHHETO NMOA3A/PUCK 3a TEKapCTBEHHS MPOAYKT. OT MeAMUUHCKHUTE CIIEUHATTHCTH Ce
H3HCKBA J1a chOOIIARAT BCAKA MOJO3MPAHA HEXeNTaHa peakuusa Ype3 HalHOHATHA CHCTEMa 32
cbobulaBaHe B!

H3anbaHUTeNHa ar¢HUNsA TI0 JIeKapCTRaTa
yi. . Jlamsin [pyeB” Ne 8

1303 Codns

Ten.: +359 2 8903417

yeocaiT: www.bda.bg
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Ilpenoznpaue

He ca yctaHOBEHM CHMMITOMM HA NpeJo3dpaHe OT aHAJIK3a HA IIOCTMAPKETHHIOBHTE JaHHH U
Hay4HaTa JINTEPATYPAa OTHOCHO YHOTpeDaTa Ha HHTpapeKTallHaTa JjeKapcTBeHa (hopMa Ha TE3H
CBCTABKH,

®APMAKOJIOTHYHH CBOUCTBA
PapMakoAHHAMHAYHH CBOHCTBA
dapmakortepanesruuna rpyna: KJIM3MA, ATC konx: A06AG11

HarpreBusaT UMTpaT HMa OMEKOTBaLL eheKT BbpXy TBbpJaTa iekalHa Maca nopaau
IPOHUKBAHETO MY BbB (heKalHaTa Maca i 0CcBOOMKAABAHETO Ha CBBP3aHaTa BoJa. HarpueBusT
naypui cyidoaueTar nogodpaBa OMOKpALUTE U MPOHHUKBALWTE CBOHCTBA HA pa3TBOpa, a
copbuTon 3acunra ediekTa Ha HATPUEBUS LUTPAT 3a 0cBOOOXKIABAHE HA BOAA.

PApMAKROKHHETHYHH CBONCTRA

Bpeme po aeiicteue: 5 10 20 MUHYTH.
BeposTHO € akTHBHUTE BELLECTBA Ja HMAT CaMO OTpaHHYeHHe B CUCTeMHAaTa abcopOLMs, u Ja ce
ENHMUHUPAT C peKaTHHTE.

ABCOPILINA
HaTtpuer unTpar

He ca oTkpuT# npoy4yBaHusi, onmucBall(d abcopOUUATa HA PEKTAIIEH HATPUCB LHTPAT IIPH X0pa.

Hatpuer naypua cyiadoanerar

He ca oTkpuTu nmpoyusanusi, onnceawu abcopGuusaTa Ha peKTaneH HaTPHEB Jlay PHA CyagoaueTat
MpH xopa.

CopouToa

CopOHTONBT ciiea pekTanHo npuioxeHue ce abcopdbupa cnabo oT CTOMAIIHO-YPSBHUA TPAKT.

PASIIPEJIEJIEHHUE

Hsima npoyuBaHus, KOUTO Aa ONUCBAT pa3Npeie/iEGHUETO HA PEKTAIHUA HATPHER IMTPAT, HATPHEB
naypui cyiadoayerat H copdUTON Npu xopa.
METABOJIM3BM

Hama npoy4BaHus, KOMTO 14 ONIUCBAT Pa3npeaeieHHETO HA PEKTANHHUA HATPHUER LUTPAT, HAaTPHEB
naypun cyndoauerar 1 copOUTOIN NPH XOpa.

EJIMMHUHHWPAHE

Hatpues uutpat, HaTpues NaypHi cyidoalleTaT M cOPOUTOI ¢e SNUMHHUPAT FITaBHO B
H3IPaKHCHHUATA.

IpeakIAHUYHE JaHHA 32 0€30NaCHOCT
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KHCE/IHHA H HATPUEB LUUTPAT B MOAAPHO ChbOTHOWEHNE 1:5,25) IIpH HHTPaBeHO3HO MPUTOXEHHE.
HabaronaBaHo € ROHMKEHO KPBbBHO HAJATaHe U yabmxaesade Ha QT unrepsan B pe3ynTar Ha
noumkeHne Ha Ca™ B KpbBTa NOPAAM XENATHOTO AEHCTBHE Ha LHTpaTa ([IOHOCHMATa CKOpOCT Ha
1.V. IPHIOKEHHE Ha LUTpaTa MpH Kydeta B cb3HaHue € 0,33 mmol/kg/h). C ornes Ha 103MpoBKaTa
Ha ICKAPCTBEHUA NPOAYKT, XeNnanusaTa Ha KpbBHuA Ca** He OU mpeAcTaBnaBana KIMHHYEH PHCK 32
MALUEHTUTE.

JutepaTypHATE JaHHH NOKA3BaT, Y€ AKTUBHHTE CHCTABKH OOMKHOBEHO Ca ¢ HUCKA TOKCHYHOCT B
[IPOYYIBAHUATA C MHOTOKPATHO MEPOpanHO MPHIOKEHMUE,

He ce cho0LIaBaT HexXenaHy e)eKTH HA HATPHEBUS UMTPAT B IPOY4YBAHHATA 32 TOKCHYHOCT C
MHOTOKpaTHO NMpHIokeHue Ha 1034 10 1500 mg/kg/nen. Eano npoy4BaHe 3a TOKCHYHOCT C
MHOTOKPaTHO MPWIMKEHHE HA HATPKUER Naypull cyadoarerar npy NIbX0BE HE NOKa3Ba NMPH3HAIH
Ha CUCTEMHA TOKCUYHOCT APH J03U g0 75 mg/kg/nen. B npoydpanysita 3a TOKCUHHOCT C
MHOTOKPATHO MPHIOKEHNE, H3BbPLIEHH NIPH ILIBX0BE, COPOUTON ce MoHacsa 100pe.

HaTtpuesusaT UTPAT U COPOUTOIBT HE Ca TEHOTOKCHUYHH B TECTOBE KAKTO in Vitro, Taka U In vivo.
HaTpueuar naypun cyndoateraTr He € TeHOTOKCHYEH B TECTOBE 11 VIO,

HaTpHeBHAT UHTPAT U HATPHEBHAT Naypui cyndoauerar He ca KapUHHOTEHHH NPH [TBX0BE. Bb3
OCHOBA Ha JbJrOCPOHHHM TTPOYHIBAHHSA C IIPUIArane B XpaHaTta, U3BBPLICHH TIPH [LIBX0BE, COPOUTON
HE € KapLMHOICHEH.

HaTtpueBuar LUTPaT He e TepaToreHeH npy mrbxose. He ce cho011aBaT TepaToreHHH eeKTH cen
MEPOPATHO MPUIOKEHHE HA HATPHEB Jaypuil cysihoalerat Ha murbxose B go3a 1000 mg/kg/nex.
CopOuTOJI HE € TepaTOreHeH IIPH 3aiilK 1 ILTBX0BE, KOrato ce npuinara ¢ xpaHata (40 20% ot
copbutona).

HaTpuepuaT LHTPAT HE IPUTEIKABA PENPOIYKTUBHA TOKCHYHOCT MPH NEPOPAIHO TPETHPAHE Ha
ILxoBee. B eAHO npoyyBaHe HA PElIPOAYKTHBHATA TOKCHUYHOCT M TOKCHYHOCTTA 33 Pa3BUTHETO
[PH NEPOPANIHO MPHIOKEHHE HA NIBXOBE He ce HabmoaaBa edekt BLPXY pacTexa, GepTUINTEeTa H
penpoaykTiHsHaTa QyHKUMA NpH 40308 HuBa 0 1000 mg/kg /nen HaTpueB naypun cyndoauerar.
B HekIHHHYHN TPOYYBAHHA, H3BBPLUIEHH IPH IUTHXOBE C EKCIIO3ULUHA HA COPOUTON B XpaHaTa, HE
ce chobuiasa eeKT, CBBp3aH ¢ YHPTOCBAHETO, OpEeMEHHOCTTa, PENPOLY KTUBHATA (Y HKLUMS,
MATKMTE TITBXYETE UM XHCTOMATONOMATA.

GAPMALLEBTHYHH JAHHHU

CnHehLK HA MOMOILIHKHTE BEIeCTRA
[ nmuepon
CopOHHOBA KHCENHHA

[IpeuncTeHa poja

HecbEBMeCcTHMOCTH

Henpunoxnmo
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9.

Cpox Ha rogHoOCT

3 rOAHHH

CoeuHanan ycJoBHA HA ChXpaHEHHe

Hsama CICOHAITHH YCJIOBHA Ha ChXPAaHCHHC.

Bua u ChbALPAKAHHC HA OIIAKOBKATA

5 ml B egHOA030Ba onakoBka, BMousaua xanwuaa (LDPE). Onakoexy ot 4, 6, 12 uan
50 enH0/1030BH OTIAKOBKH
He BcH4ky BMOBEe OMAKOBKH MOTAT Aa ObJAT MYCHATH B Mpojaxoa.

CoennajiHH Npeana3HH MEPKH [IPH H3XBbPJAsHE

tHsima cneqUaJiHH H3HCKBaHUA.

NPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block 5

High Street

Tallaght
Dublin 24

D24 YK8N
HMpnauans

HOMEP(A) HA PASPEIIEHHUETO 3A YITOTPEBA

Per. HoMmep: 20170333

JATA HA TIBPBO PA3PEIITIABAHE/IIO/JTHOBSIBAHE HA PAZPEIIIEHHETO 3A

YIIOTPEBA

Hata na nupBo paspewapade:; 02 Hoemepu 2017 1.
Hata na nocneadHo noaaoesaeaue: 10 Hoemepn 2022 r.

10. JATA HA AKTYAJINBUPAHE HA TEKCTA

1172023




