KPATKA XAPAKTEPACTHMKA HA IIPOXYKTA

1. TBprOBCKO HME Ha JIEKapCTBEHUA NPOAYKT
Oleum Ricini
PuisnoBo Macio

MUHUCTEPCTBO HA 3GPABEONASBAHETO
2. KoiyecTBeH ¥ KaUeCTBEH ChCTAB
Castor oil, virgin 40 mlI, 1000 ml fipuaoiaHue kbR
paspewenne saynorpeale Wi 456l 09.08py”
3. JlekapcTBeHa dopma L
oral liquid (nepopanna TeuHocT) /(/; Y / l1g. 0t X/(/Uj/ m

|
4, Knuenany JagHd

4.1. INoxazauus
CnabuTenHO CpeACTRO 32 KPATKOTPAKHO JISUeHHe MPH 3aieK.

4.2. To3poBKa M HaYKH Ha ynoTpeda

3a BB3pacTHH: mpueMa ce BeTpemHo mo 15-30 g (1-2 cymewu NHKUIA AHEEHO),
MOXe Jla ce MpHeMa ¢ TOMiIo Kaje MM NTHMOHOB COK; 32 AeHa Hajx 6 rojumHa
BB3pacT: (1-3 YaeHN THXUYKH HHEBHO), MOXE JIa Ce NpHEMeE H ¢ MeJ| B CHOTHOUICHYE
1:1, wnu pa3dbpxaHo ¢ KpUCTaiHa 3axap. MacjioTo 10 BE3MOJXHOCT 13 C& M3CHIBA
HAa 3a7HaTa T10JI0BMHA Ha e3uKa. EQexTsT HacThnBa ciey 2-6 yaca.

4.3. HpoTHBonoxa3aHus

Hda He ce mpuwiara MNpH OTpaBsHE C MAacTHOPa3TBOPHMM BemecTBa (OeH3ou,
dochopopranudHK CHEAHHSHIA U Jp.) H €KCTPAKT OT MEIKKA Nanpar.

Jla He ce mpunara npu: XeMOpoHJanHH KPBBOTEUEHHS, BB3NANHTENHH 3a001%8aHHs
Ha KODEMHOTE OpraHH (TIPUTOHMT, AaleHAULUT, 53BEH EHTEPOKOJMUT, OCTBp
XONENUCTHT M Jp.), 3a0€K BCJAGACTBME HAa MEXaHMUYHM IpemsaTcTBHA (MIeyc,
HHKapUepHpaHa XepHus W Ap.), B MeHCTpyanHus NEpuoi, IpH obma ciabocT H
CKAOHHOCT KBM KONarc, (0cofeHo peKOHBaNeCLIEHTHH H3TOINEHH OOHY H CTapyecKa
BB3pacT), IpH BHCOKa Temmeparypa (ocobGeHo mpu GONHH ¢ OTpHIATENEH BOAEH
Ganamc), Ipy CIIACTHYEH 3aleK W JKBITeHMIa. Jla He ce Mpunara Npu XpoHHYEH
3amiek ¥ OCTPH U XpoHNYHHU O0nOpeunu 3abonssauus. He ce npuiara mpu neueHue ¢
MBKKa nanpat. IIpoAyKTET fa He ce JaBa Ha AeHa I0J 6 TOAMINHA BE3PAacT.

4.4. Crieianty MpoTHBONIOKA3aHKA M CIENHANHE IPEAYNPEKACHAS 3a YoTpe6a

Ha e ce nsmonssa npu GONKK B CTOMAaxa, NP IO3UBH 3a HOBPBIIAHE, OCBEH aKo HE
€ npeanycano ot gexap. Ilpu xBpBeHe OT aHyca, MM HPH KPBE B M3MIPAKHEHMATA,
npuemMa Ha PHLUHHOBO Macio Tpabea Na ce cmpe, THH Karo TOBa MOXe Ja €
HHOMKAOHA 33 CepuoseH NpodneM. PHUIMHOBOTO MAacHO CTHMYIHpA MATOUYHHTE
KOHTpaKiuH. Jla He ce npueMa KBECHO Bedep — edexTsT HaCTHIBA B PAMKUTE Ha 2-6
yaca. Jla He ce ynotpeOsBa MPOABIDKMTENHO Bpeme, Thil Karo yeprara MarybBaT
HOpMAliHaTa CH NEpHCTANTHKa M NP NPOXBIKHTENHZ YHOTpeda MO @
TIPHBHKBAHE, A EHHE




4.5. JlexapCTBEHH M ApYT#d B3anMOASHCTRBHA

IIponykTHT 3a8EpiKa pe3opOiusra B OpraHu3Ma Ha MacTHOPa3TBOPUMHITE BUTAMUHHY,
KOeTo € HeenarenHo. Moxe Aa noBmuae BEpXY Kanui-3aAbpiKaIloTo AcHCTBHE Ha
Kanyii-ceXpasaBaniuTe TUYPETHI.

4.6. BpeMeHHOCT 1 KbpMEHE
Ha ne ce ynorpebsBa npu OpeMeHHOCT, THH Karo CTHMYyIHpa MAaTOuHMTE

KOHTpPaKIIH.

4.7 Edextn BEPXY clIOCOOHOCTTA 3a IIO(Hpane U paboTa ¢ MalMMHI
He ca gabmogasanm.

4.8. HexxenaBu nexapCTBEHH peakL{in

BB3MOrKHA € NOsBa Ha alIePTHYHY peaKuM.

[TpunosKeHHETO Ha MPOAYKTAa MOXKeE Ja NPEAU3BHKA NPUBUKBAHE Ha OpraHvama npu
NPOABMKXUTENHO npHeMane. [lpunaraHeTo Ha NEKapcTBEHHS INPOINYKT MOXe ha €
AOpHAPYKEHO ¢ KojmKoobpasHu 6oy, rafgexe ¥ noeprsliade. Ilpu KOHTAKT ¢ ouyMTe
W/HAM KOXATa MOJKe fia NPEeAN3BUKaA JpasHeHe.

4.9, Tlpenosupane
Ilpu npeno3Hpake € BB3MOXKHO Jia e YCHIIAT CTOMAINHUTE KoNMukoobpasuu Sonku 1
Ha NpeiH3BHKA TajieHe, OBPEIane, KOMHMKH, TEKKa Auapus.

5. @apMaKONOTHYHH JaHHU

5.1. ®apmaxoJHHaMBIHH CBOJCTBa

ATC xom: AO6ABOS5

PriHOBOTO Maco NpHHALIEKH KbM TABCTHTE Macia. IJonydara ce 0T cemenaTa Ha
punpHOBEs XpacT Ricinus communis cem. Euforbiaceae, upez mnpecosane Ha
ctyneno. [Ipy nepopaiso NpueMaHe XWIPONi3Upa B THHKUTE YepBd N0/ BIHSHAE HA
NHnAa3aTa Ha TAHNEPHH, PUIMHOJIOBA, JHMHOIOBAE, CTEAPUHOBA W JUOKCHCTEapHHOBA
KucenuHu. Tesw KUCENMHH [IPAsHAT CHJIHO pelielTOpUTe Ha YpeBHATa JIHraBuua u
YCHABAT YpeBHATa nepucTaiTika. Hedexaumara HacThBa cliey 2-6 gaca.

5.2. ®apMaKkOKKEHETHYHH CBOlicTBa

PriHOBOTO Macio He KyMyJIHpa B OpraHU3Ma, elAMUHIpPa ce Ype3 QeKanuuTe Ciel
KaT0 B THBHKHTE YepBa C& € XHIpOINM3Upalo 0 TNHUESPHH, PHIHHOIOBE, JHHOIOBA,
CT€apHHOBA H JHOKCHCTEAPHUHOBA KHCETHEH.

5.3. Ilpeaxnmunuysy faHHY 32 6e30M0acHOCT

JlexapcTBEHUAT TPOAYKT NpPHTEXaBa HHCKA TOKCHYHOCT M € JoOpe NOHOCHM NpH
OpanHo npuliokeHue. I1IpoAbIDKHTENHOTO TpeTHpaHe Ha JKHBOTHHU HE MOKA3Ba JaHHH
32 KaHHEPOTEHHOCT, TEPATOrEHHOCT X EMOPROTOKCHYIHOCT.

6. ®apManeBTHYHH AaHHU
6.1. CnHCHK Ha NOMOIIHHATE BEINECTBA H TEXHUTE XKONMUECTBA
He cpappxa moMoOInHY BEHIECTBA

6.2. @M3UKO-XMMHYHH HECHBMECTHMOCTH
He ca u3gecTHR
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6.3. Cpox Ha rogaoct
2 /npef TonuHA

6.4. CrielldaTHy yCIOBHA Ha CEXpaHeHUe
Jla ce cbXpaHfBa Ha 3al0UTEHO OT CBETIMHA MACTO, B HOOpE 3aTBOPEHH OIIAKOBKH,

TIpH Temmeparypa mox 25°C.

6.5. JlaHHH 33 ONaKOBKATA

Benu Henpospayny OYyTUNKM OoT nonunponyiaeH ot 40 ml u ot 1000 ml, 3aTBOpEHH C
KaIlagKy Ha BUHT OT IOHIIPONIHNEH.

Brpxy OyTunkute ca 3aneneHM eTuket B cproTBeTcTBUE ¢ Hapen®a Ne 7 va M3 ot
22.06 2000 r./1AB, 6p. 54.

6.6. Ilpenoprpky npu ynotpeda
IlponykTkT € 3a KpaTkoTpaiiHO leyeHue Ha KoHcTunauud. He ce mpenopryBa
IPOABLKUTETHOTO MY TIpUEMAHE.
7. ViMe u afpec Ha NpuTe)xaTens Ha PaspemeHHETo 3a ynoTpeba
ET ,.,boromua Bacuier — Erennu 297
I'p. Hepuux, yn. butossa Ne 17, ren 02 920 02 73

8. PeructpallioHEH HOMeEp

9. Hara na mepBO pazpemiaBaHe Ha JICKapCTBEHUS IPOIYKT

10. Mara Ha akTyanmusan#is Ha TEKCTa




