KPATKA XAPAKTEPUCTUKA HA TIPOIYKTA

1. HAMMEHOBAHVE HA JTEKAPCTBEHVA ITPOAYKT
- {U3NLAHUTENHA ATEHUNA N0 IEKAPCTBATA

Kpamka XBpaKmepueimuna K8 npodyxrma - [punokeHus 1

EFFERALGAN 80 mg, supposito
£ SUPROSHOTY ey 1 006S QLW 8%

E®EPAJITAH 80 mg, cynosuropnu

baoﬁpeﬁo: £/ 0‘?‘ 19,03

2. KAUYECTBEH Y KOJIAUYECTBEH CbCTAB
Paracetamol (TIapaleTaMOM). .. ..eveeencrnnansrans 80 mg
33 HA CYIO3UTOPHA 0T 1 8
3a NOMOLIHATE BEINECTRA BIXK 17.6.1.

3. JEKAPCTBEHA ®OPMA
CYTIO3UTOPHH

4, KJIIHMYHN JAHHW

4.1. TepameBTHIHN DOKA3AMIST
CREMITOMATHYHO jedeHHe Ha OONKH ¢ JIEK S0 yMEpeH HMHTCH3HTCT u/um Ha
heOPUNHHU CBCTOAHHA.

4.2. To3upoBKa 1 HAYNH Ha IPUIOKEHUE
Hauun Ha BPHI0KEHHE:
PEKTANHO. -

EOSHQOBKa:

Tasu mexapeTseHa opMa ¢ IpeABUACHA 33 KbpMaveTa ¢ Terio oT 4 1o 6 kg (Ha
BB3PACT OKOHIO 1 10 4 Mecena).

Tlpu fenata e 3aKbIKUTENHO A2 C& CNa3Ba R03NPOBKATA, KOATO ce onpeae/st B
3aBHCHMOCT OT TerjoTo Ha JeTero, -TOSCT ja ce H3bepe CHOTBCTHATA
nexapersesa (popMa. IIpuOnM3nTENHHATe BE3PACTA B 3aBUCHMOCT OT TEIIOTO Ha
METETO ¢4 AAJCHH CAMO OPHEHTHPOBBYHO.

TIpenopsuBagaTa 103a apareTamMorn 3aBucH 0T TErHOTO Ha JeTeTo: T4 € OKoIo 60
mg/kg/MeR U ce pasfels HA YSTHPH TpHeMa, T.€. OKOJO 15 mg/kg Ha BeekH 6
qaca.

Tlopagu pucCK OT JOKaieH TOKCHYCH edexT, He ce NpenophbyBa HpHJAraHe Ha
CYTO3UTOpHS TOBEUE OT UYeTMPH OBTH Ha JCH, Karo NPONEDKHICIHOCITA Ha
JIeYeHHETO IO PeKTaler BT TpsOBa 1a HBAe BH3MONKHO Hali-KpaTKa.

He ce HpenopsuBa MOCTaBAHETO HA CYIIO3UTOPUN IPH HAPUAL.

Tasu JexapcTsena GopMa e TIPUTOfeHa 3a NPHIaTane IPH KhpMatera ¢ TerIo
ot 4 50 6 kg, KaTo JOIUPOBKATA € elIHA CYHOUTOPYA OT 80 mg, ¢ MOBTOPESHHE Ha
Jo3aT2 IIPH HeoOXOAUMOCT clell 6 gaca, Ge3 Aa ce HAXBHDIARA MAKCHMATHATA




YeeToTa HA NpHEMa .
~ PejoBHHAT IIpHEM TI03BOIsBA Jia OBJaT M30erHaTy xonebannsTa B -DonkaTa M

(ebpunuTeTa: NPH AeLa MpEeMbT TpabBa 1 05/1¢ PABHOMEPHO PA3HpEnCIICH BEB
BPEMETO, BKIIOUHTENHO Hpe3 HOMTA, NPEXOPBUATENHO_Ha HHTEpBAE OT 6
yaca, KATO Haii-KpaTKUsT HHTEpBaT ¢ 4 4aca.

B10peuna HEXOCTATHEYHOCT ¢ .
Ilpu GBOpevHA HEAOCTATHHUHOCT (kpeaTHEMHOB KmuppEC mox 10 ml/min),

HHTEPBAET MEXKAY J(Ba IPHEMA Tps6Ba aa 6pae Hal-Manko 8 gaca.

4.3. [IpoTHBOTOKA3AHNS
- CBPBXUyBCTBUTEIHOCT KBM IapaleTaMOoll WK HAKOS OT IOMOIEATS BEIlECTBA.
- YepHoApoOHA HEAOCTaTHIHOCT. ‘
- Hackopo IpeKapaHy IPOKTHTA WIH KPHBOTEICHNA OT PEKTyMA.

4.4, CrenMaJHy IpeayIPeKIeHdsI i MpenasHy MepKH IPH ynoTpeda
IIpexynpexnenue
3a ma ce m3berHe PHCKa OT TPEeNO3MpaHe, Aa HE C¢ IpHEMaT IpYrH TPOMYKTH
CHALPKAIIHE TTapaleTaMoil.

MaxcuMaTHH IpeTIopEUBaH JO3H:

e Jlena ¢ Termo mox 37 kg - ofmaTta fo3a Iaparneramon He TpsaOBa za
mpepumasa 80 mg/kg/nen (BIK 1.4.9 TIpeno3upane);

o Jlena c terno ot 38 kg mo 50 kg - ofmara Ko3a apaueTaMoil He TpsiOBa 1a
npesuinasa 3 g/nen (Bux T.4.9 [Ipeno3upase);

o DBuspacTsy ¥ Heua ¢ Terno Hag 30 kg — OBUIATA JIO3A [TAPALIETAMOIJI
HE TPSIEBA JIA IIPEBUIIIABA 4 G HA JIEH (mx 1.4.9 TIpenosupane);
IIpy HSTON3BAHETO HA CYNOSMTOPHH CBINECTBYRA PHUCK OT JOKaJleH TOKCHYCH
ehext, KOHTO € TONKOBa [O-YeCT M IO-HHTCHIUBCH, KOJIKOTO HO-TIPOABII-
SKUTEHO € JeYeHmeTo, KONKOTO I[O-BHCOKA € YeCTOTara Ha HpHJarane M

KOIIKOTO MMO-BACOKa € A03aTa.

Tpeanasnm MEpPKH NpH yHoTpeda

Ipu fema, KOMTO Ce JIEKyBar ¢ NpUEM Ha IapalleTamol B noza 60 mg/kg/nen,
06aBSHeTo Ha APyro aHTHIMPETHIHO CPECTBO €€ OpaBaasa camo B CiIydail Ha
Hee(MKACHOCT Ha IIPHIAraHOTO JIEYCHHE,

TTpu fuapys JeKapeTBeHaTa opMa CYTOSHTOPIS HE € HOAXOAAINA.

4.5. BapMonelicTEMs ¢ HpYr¥ JIeKapCTBEHH MPONYKTH M IDYIH dbopMu__Ha
B3aHMOIEHCTEHE )

- BsammoaeiicTeHd ¢ Ja00paTOPHH TECTOBE: ‘
I[IpHeMBT Ha MapaneTaMoy MOXe Ja Jaje HeBEPHA Pe3yNTaTH IpPH ONpPEAeIIHS
HA HHBOTO Ha NMKOYHA KHUCEIHHA B KPbBTA IO METOMA C doco-sondpaMora
KyicerAHa, ¥ Ha HABOTO Ha KPhBHATA 3aXap, ONPEIEHEHO 9pes TIIOKO300KCHAa38~
HEePOKCHIa3€eH TecT.

4.6 BpeMeHHOCT H KBPMEHE
BpemeHHOCT
‘[IpoBefieHUTe H3CIeNBaBuA C JKHBOTHH He ca IOKazalH Tepa

deroToXCHIEH e(heKT Ha MapareTaMoNL.




B KiMuMYHHTE H3IWTBAHHS, PE3YNTATHTES OT CMHACMHUONOIHHHM H3CICABAHHA
yakmouBar Mandopmanma wid QeroToxcHueH eeKT, KOWTO ce NBIDKAT Ha
HapaneTaMolL.

CliemoBaTeIHO, HpY HOPMAIIHH YCIOBHS HA ymotpeba, napaneTaMmoi MOXe Ja ce
YIPeANHCEa [I0 BpeMe Ha Ie/us ePHOA Ha GpeMEHHOCT.

KbppmeHe
B TeparteBTHIHN JO3H TO3Y JIEKAPCTBEH MPOAYKT MOXKE 11 CC IpHiara 110 Bpeme
HA KBpMEHE,

4.7 BiugHre BEPXY crocofHocTTa 32 modupane | pabora ¢ MAIUHT
He e npHIOXIMO
4.8. HexenaHu JTEKapcTBEHHN Peakyy
CBLP3AHHU C ITAPAIIETAMO.J
- KomcTaTdpaHd ca M30JHEpaHHA CTy4ay Ha aiepri<HH PEaKiyi (amadunakTHICH
mok, eneM Ha Quincke, epareMa, YPTEKApHs X KOKHHA oGpupu). B Takupa crygau
JIEYEHHETO Ce TIPEeyCTaHOBABA.
- Orfens2aHu ca H3KIIOYHTENHO PeAKH CiyTan Ha TpoMOOTHTONEHYS, JeBKOMCHM
H HEYTpOTICHH.

CBBP3AHH C JEKAPCTBEHATA ®OPMA

- PexrTanno H aHAIHO BR3MATEHUE.

4.9 Ilpexosupane
CHOeCTBYBa PUCK OT MHTOKCHKAIHA NPY IAIMCHTH B Hanpe/Hana BB3pact H
ocoBeHo UpH_ Manky geua (KakTo TepaneBTHIHO mpeno3upane, Taka #
MHIMICHTHO OTpaBsiHe ca YECcTH gBIEHHS), TPH KOHMTO TA4 MOXE Ja Obae
CMBPTOHOCHA. '

CaMaTomMa
e Tajexe, NOBPHIIAHE, AHOPEKCHI, fnemocT, 6oNKE B abmoMHMHANHATA obnacT

TOSBSIBALIH ce OGMKHOBEHO B IIEPBHTE 24 1aca.

Cappxao3a oT 10 g u nopede napaneTamon 3a et T(pHeM TIpX BL3PAcTHH K 150
mg/kg TeNECHO Teryo 3a efWH NpueM Ipd Jela, IIpeM3BHKBA JEPHORPOOHA
IATONH32, KOSTO MOYKE Ja 3aBBPIIM ¢ [IBIHA B HeofpaTrMa Hexposa, H3pasABalla
ce B gepHOpoOHA HEFOCTATHIHOCT,

© MeTaGoNMTHA auuI03a, eHre(hanoHaTHs, KOATO MOXE Jia IOBEIE 110 CHCTOAHHE Ha
KOMa ¥ CMEDT.
ErpoppeMenHo ¢ ToBa € HabmomaBa YBEJIMICHME Ha gepHOAPOOHHUTE
TpaHcaMugasy, JaKTaT-fAeXupOoreHasara, fumapyOrEa W HAMaleHHe Ha
IPOTPOMOHHOBOTO HHBO, KOETO MONKE na ce moasu or 12 o 48 daca cmeX
IOCTABAHETO Ha CYHO3UTOPHATA.

CremHn MepKH

- HesabapHo npepexaane Ha 60MHuS B QONHMYHO 3aBE/ICHAC. )

. BspMale Ha eIpyBeTKa KPEB 3a OpejeNIHe Ha IPBOHATaNHOTO HJIA3MEHO HABO
Ha IapaneraMolt, ‘

. EnaMUHEHpaHe OT CTOMaXa Upe3 CTOMAllHa IPOMHBKA B coyuail Ha YIepOpaiHo
npHeMaHe. .

- OGuuaiiHOTO NeucHme Ha OONHHA Ipd HPENO3HpaHe BKIIOUBA TIPUFIATAHETO
BE3MOKHO Haif-paHO HA aHTHAOTA N-aneTHIIHCTERH BEHO3HO MM OPAIHO IO
BH3MOMKHOCT TIpe(d MRTHYAHE Ha AECETHA Hac.

- CHMIITOMATHYHO JEHYCHHUE.

5. GAPMAKOJOTWIHY CBOMCTBA
5.1. ®apMaKoIMHAMUIYHH CBOMCTBA




IIPYTH AHAJITETAIN ¥ AHTATTAPETHLTA
ATC xon: NO2BEO1
(N. menTpanHa HepBHa CHCTEMA)

5.2, GapMaxoKHHETHYHH CBOHCTBA

Abdcoponng:
B cpaBHEH¥E C INEPOPATHMS IIPHEM, abcopOupsaTa Ha NapaleTaMoll PEKTAIHO €
mo-6apHa, HezapucuMo OT ToBa T € NBAHA. MakcuMajHHTe I[UIaSMEHH
KOHIEHTpANyH ce JOCTHTAT 2 J0 3 4aca Cle IpHeMa.

Pasnpenenenue: -
TlapaiieTaMONBT Ce PasIpeRens &HP30 BHR RCHUKH THKaHU. KOHIEHTpawuTe B
KpbBTa, CIIOHKATa ¥ IUIA3MaTa Cd CHH3MEPHMIL CLp3BaHeTo C INIA3MEHHTE
TIpOTEHHH & cnabo.

Meradoanznm:

[lapaneraMoln ¢¢ MeTabo/usupa ITaBHO B YCPHHA Jpof 4pe3 CIFOKOPOHHPAHE H
cyndatupane. CyndarupaHero ce HACHIIA 6Bp30 NpH 034, IpeBHINABAIlHA
TepameBTHYHHS JuanasoH. J{pyr m0-MajKko BaXeH MeTaboNMTeH BT, KOHTO ce
KaTaqusppa ¢ MOMOINTA Ha LATOXPOM P 450, somu 4o oOpasyBaHeTO Ha
PEAKTUBEH MEXIMHCH IIPOJYKT (N-ametin GEH30XWHOH BMHH), KOHTO IPH
HOPMAJIHE YCJOBWS Ha H3IIOM3BAHE Ce obesppexkna OBp30 OT PeMyIHpaHUs
FOYTaTMOH M Ce OTAeNs B YypUHATa CHGN CBBp3Bauc o UHCTCHHA H
MepKaNTOIypUHOBaTa Kucenupa. 1Ipy MacupaHa HHTOKCHKALKA KONHYECTBOTO
Ha TO3H TOKCHYeH MeTabOoNHT ¢¢ YBEIHYAaBa.

EnpMupHpane:
EAuMEHEpa e TIIaBHO Xipes GnOpeunre. 90 % oT mpueTaTa J03a ¢ OTAESNA NIpe3
6eOpemuTe B paMKuTe Ha 24 daca OCHOBHO IIOX opmMata Ha rmrokyporEau (60
o 80 %) u cyndarm (20 mo 30 %). Io-mamko or 5 % ce OTAEHI Karo
HenpoMeneHa (dopma.
EnMMHHATAOHHAST TIOTy-KUBOT € 4 1o 5 4aca.

TlaTodA3nONOTHYHA _ChCTONHH, BANSCINN BHPXY SAMMIHAPAHETO §
o Dpbpeuna HEAOCTATHIHOCT . IPH 6pOpedHa HeNOCTATHYHOCT (KPeaTHHHHOB
xmpsHe o4 10 ml/min) OTAENAHETO HA HapaleTaMol 1
HeroBUTE METa0ONUTH ce 3a0aBiL.

5.3, penxIAHMYHE JAHHM 32 0e30MacHoCT
He e npunoxumMo.

6. DAPMAILIEBTIUHA JAHHH:
6.1 ChOHucshK HA IOMONIHHTE BEUICCTBA
Hard fat

6.2 HechLBMEeCTHMOCTH
Hama

6.3 Cpox ma roguocy: Tpu roJHHKA

6.4 CoenmuaIHH MepKH IPH ChXpaneHue:
Ta ce cpxpanssa nog 30°C.
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6.5 JanaH 3a ONAKOBKATA
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Kyrus ¢ 10 cynosuropms (80 mg) B Gmuctep (PVC/PE)

6.6 Yrazamad 3a ynorpeba
HaMa crienmaniy H3HCKBAHHSA

7. llpure:xaTe] Ma PaspeMEHRETO 32 ynorpeba
Bristol-Myers Squibb Kft;
Szatadsag ter 7;
1054 Budapest, Yarapus

9. HoMep Ha paspeleHuero 3a yIroTpeda
10. X

10. ,liaTa Ha OHPBO paspelieHne 3a ynorpeda
deppyapm 1993 1.

11. Mara Ha aKTyanasaluds HA TEKCTA
Oxrtomepu 2007 r.




