OBIIAS XAPAKTEPI/ICTI/H(AWA e e —

2960 - 20 A ianvatmen comanye
HAMMEHOBAHUE JIEKAPCTBEHHOT'O TIPEIIAPATA | /b Minncicpctan axpanooxparenis

JInoron 1000 I'enp
[enpb ais HapyskHoro npumenenus, 1000 ME/r

KAYECTBEHHBIN U KOJMYECTBEHHBII COCTAB
B omHOM rpamme rens copepxkutcs 1000 ME natpus renapusa.

BceromorarenbHble BEIIECTBA C M3BECTHBIM JEHCTBUEM

Metunnaparuapokcubensoar (E218), nponunnaparuapokcubdensoar (E216) B kauectse
KOHCEPBaHTOB.

Heponuesslii apomMaTHU3aTOp U JJaBaHAMHOBOE Macjo, B KOTOPBIX COAEPIKaTCs LIUTpaJib,
LIMTPOHEI10M, KyMapHH, D-nmumoHeH, hapHe3051, repaHuos U JIMHAJIOOM.

B onHOM rpamme rens conepaxkutcs 233 Mr 3TaHouna.

[TonHbIH CIMCOK BCOMOraTe/IbHbIX BELIECTB CM. B paszene 6.1.

JIJEKAPCTBEHHAS ®OPMA

['enb ans Hapy’>KHOrO MPUMEHEHHSI.

AnOMHHHUEBAs Ty6a COACPIKHUT OeCLIBETHBIM WIIM CJIETKa XKEJITOBATOrO0 OTTEHKA IOYTH
npo3paquli/’| rejib BA3KOW KOHCUCTEHIIUH C XapaKTEPHBIM 3aIaxoM.

4

4.1

4.2

4.3

K/IMHUYECKUE XAPAKTEPUCTUKHA
Ob6aacTh npaMeHeHust

Jleuenue npu 3a601€BaHUAX MOBEPXHOCTHBIX BEH, TAKMX KaK BAPMKO3HOE PacLIMPEHHE
BEH M CBA3aHHbIE C HUMHU OCJIOKHEHUsl, Gprne6oTpomb03, TpomMGodetuT,
MOBEPXHOCTHBIH nepudnedut, Tpopudeckue 13ebl. [locneonepauoHHbIH
BapuKO(pIEOHT, COCTOSHUS NocJIe yaaneHus OoNbIIOi MOAKOKHOM BEHbI Oepa.
TpaBmbl ¥ ymnGb1, HHUIBTPATHI U JTOKATU30BAHHbIE OTEKH, MOJAKOKHBIE
KPOBOM3/IMsAHKA. TpaBMaTHYECKHE NOBPEKAECHHUS MBILIEYHO-CYXO0KUIBHOTO
Karcy/bHO-CBA304YHOIO arnmnapara.

Jlo3HpoBKa H cIOCO0 NPHMEHEHH s

g03ugoexa

1-3 pasa B CyTK1 Ha NOpa)KeHHbBIH y4acTOK HAaHOCAT 3—10 cM resis U OCTOPOKHO
BTHPAIOT. YYHUTHIBAs HEAOCTATOUHBIH OMBIT IPUMEHEHHUS U HEOCTATOYHOE KOJIMYECTBO
JaHHBIX, UCTIOJIb30BATh ITOT MpenapaT NpH JICYEHUHU eTel He CIIeayer.

Ilayuenmur neduampuueckozo npoghuns
BesonacHocTe n apdexTuBHOCTL npenapara Jlnoton 1000 Fenb y nereit He
YCTaHOBJIEHBI.

IIpornBonokazanus

['Mnep4yBCTBUTENBHOCTD K ACHCTBYIOLIEMY BEIIECTBY reMapuHy HATPHs WK JIIOOOMY
13 BCIIOMOraTesIbHbIX BELIECTB, NEPEUUCIIeHHBIX B pasaele 6.1.

1wun A
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4.5

4.6

4.7

4.8

4.9

HO PbB COTJIAC

Oco0Oble ykazaHusi H Mepbl PEA0CTOPOKHOCTH npqﬁncnqghgqpannu ! ‘

2960 -202:1"%
[Ipu HATMYUK FeMOPParu4ECKOro CHHIPOMA CIIE/Ly€eT TLIATEIbHO B3BECUTE
BO3MOXKHOCTH MpuMeHeHus npenapata Jinoron 1000 [ess.
JIuoton 1000 I'enib He crieayeT NPUMEHATh MPU KPOBOTEYECHHUAX, HAHOCHTD Ha
OTKPBIThIE PaHbl MJIH HA CITM3UCTBIE 000OUKH, a TAKKE HA HHYHULIMPOBAHHBIC YHACTKH
MpU HAJTAYMU Ha HUX THOMHBIX MPOLIECCOB.

B npenapare JInoron 1000 I'ens coneprxarcs BCrioMoraTe/ibHble BELLECTBA
meTtunnaparuapokcubensoar (E218), mpormnnaparunpokcubensoar (E216) B kavecTse
KOHCEPBAHTOB, KOTOPbIE MOTYT BbI3BaTh AJ/NIEPrHYECKHE PEAKLIMM (BO3MOXKHO,
3aMeUIEHHOr0 TUMa).

B 1aHHOM JieKapCTBEHHOM TpernapaTe CoJAepKaTcsi apOMaTH3aToOPhl, B COCTaB KOTOPHIX
BXOJISAT UMTPasib, LIMTPOHEIION, KyMapuH, D-1MMoHeH, GapHe30i1, repaHuoI |
nuHanoo. Llurpans, uMTpoHeIon, KyMapiH, D-muMoHeH, GapHe30, repaH1on 1
JIMHAJIOOJ MOTYT BBI3BaTh AIEPIHYECKUE PEAKLIMH.

DTaHOJ MOXKET BBI3BIBATH MOKEHHE Ha HOBpe)l(lleHHOﬁ KOXE.

B3aumopeiicTBHe ¢ IPYrHMH JIeKaPCTBEHHBIMH CPeCTBAMH H Apyrue Gopmbl
B3aHMO/IeHCTBHH

[IprMeHeHHe renapuHa HaTPHsi MOJKET CMOCOOCTBOBATh YATTMHEHHIO POTPOMOHHOBOTO
BPEMEHH Y MALMEHTOB, PUHUMAIOIMX NMEePOPAIbHbIE AaHTHKOATYJISHTBI.

(I)epnmbnocn., 6epemenn0cn: H JIAKTAlHus

Cneumbnqecmle JAaHHBIE IO MPUMEHEHUIO TIperapaTta BO BpEMs 6epemeHHocm U B
nepuo JakTallkuu OTCYTCTBYIOT.

Biusinue Ha cNocoOHOCTH K YNPABJIEHHI0 TPAHCIIOPTHLIMH CPeICTBAMH H
00C/JIy’KHBAaHHIO MeXaHH3MOB

JInoron 1000 I'esib HE BAMSET WIM OKa3bIBA€T HE3HAUYUTEIBHOE BO3AEUCTBUE HA
CMOCOOHOCTB K yNpaBlIeHHIO TPAHCTIOPTHBIMHU CPEACTBAMH M 00CITY)KUBAHHIO
MEXaHHU3MOB.

IToGouHbIe AeHcTBUS

AJlepruyeckve peakLMy Ha rernapiH HaTpUs Mociie ero HaHeCeHHs Ha KOXKY
HaO/I0Jal0TCs OYEHb PEKO («OUYEHb PeKO» O3HAYAET, YTO OHHM BCTPEYAKOTCS MEHEE,
yem y 1 u3 10 000 naumenToB). OHaKo, B OTAENBHBIX ClTydasX (YacToTa HEM3BECTHA:
HEJIb3s OLIEHUTb MUCXOAS U3 UMEIOIIMXCS JaHHBIX), 0COOEHHO MPH ITUTENIBHOM
NPUMEHEHHUH, MOTYT pa3BMBATbCS PEAKLIMH MMIIEPYyBCTBUTEIBHOCTH, HapUMep,
MOKPaCHEHHE KOXKHBIX MOKPOBOB U 3y [, KOTOpPbIE OOBIYHO OBICTPO MCYE3AOT MOCIIe
OTMEHBI Mpemnapara.

Coo011eHH s 0 BO3MOXHBIX HEXKEIATENbHbIX DEAKLIMIX

Coo0ueHne 0 BO3MOXKHBIX HEXKEIATeNIbHBIX PEaKLMIX MOC/e PeruCTpaLtu
JIEKapCTBEHHOTO MpenapaTa UrpaeT BaKHYIO POJib. ITO MO3BOJISET MPOAODKATH
HaOJII0/IeHHE 32 COOTHOLIEHHUEM T0JIb3bl M PHUCKA B OTHOIEHHH JAHHOTO
JieKapcTBEHHOro cpeacTBa. OT pabOTHUKOB CUCTEMBI 37ipaBOOXpaHeHus Tpebyercs
coo01aTh 0 BO3MOXKHBIX HEXKENaTeNIbHbIX PeakLHaX Yepe3 HalMOHAIbHYIO CUCTEMY
OMOBELIEHHUS.

Ilepeno3upoBka

O cnyyasx nepeo3MpoBKH He coolblanock. B ciyyae nepeao3upoBKH BO3MOXKHA
HeWTpanu3auus AeUCTBUs renapiHa NMpoTaMUHa cyibdaTom.

Jund
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®APMAKOJIOTMYECKHE CBOMCTBA puica Mo
2960 -2021

®apMaKkoAHHAMHYECKHE CBOHCTBA

dapmakoTepaneBTHyeckas rpynna: Cpeactsa, pUMeHseMble NIPH BAPUKO3HOM
paciuMpeHuH BeH. ['enapuHbl WK renapMHOMIBI 1Sl HAPY>KHOrO NPUMEHEHHS.

(kon ATX: COSBAO03)

DKcrepuMeHTalIbHbIe (HapMaKOIOrH4eCKHe IaHHbIE CBUIETEbCTBYIOT O TOM, 4TO
npenapat Jlnoton 1000 T'enb npy nepKyTaHHOM NPUMEHEHHH 00JIaIaeT BbIPOXKEHHBIM
MPOTHBOIKCYAATUBHBIM, MPOTUBOOTEYHBIM, AHTHIPAHYJIOMATO3HbIM,
MPOTHBOBOCMAIUTENIbHBIM U AHTHKOATYJISHTHBIM I€HCTBHEM.

DapMaKkOKHHEeTHYECKHE CBOHCTBA

dapMaKOKHHETHYECKHE MCTIBITAHUS HA KPBICAX MOKA3bIBAIOT, YTO FEMapuH B Ijia3me
MOKeT 0OHapy>KUBAaThCS BIUVIOTh 0 24 4acoB Nociie MPUMEHEHHs MPOIyKTa.
MakcumalnbHbIi ypoBeHb JocTUraeTcs yepes 8 yacoB. BriBeieHHE OCYLIECTBIIAETCS
npeuMyIecTBeHHO noukamu. HapyxxHoe npumenenue npenapara Jinoron 1000 I'ens He
BBI3bIBAET Y YEJIOBEKAa HUKAKUX W3MEHEHHH MapaMeTpoB CUCTEMbI KOAryJisLIMH.

JIokIHHHYECKHE JaHHbIE 0 0€30MaCHOCTH

HcnbiTaHus oCTpoi TOKCHUHOCTH, MPOBEIEHHbIE HAa MbIIIAX U KPbICaX, MOKA3aJy, YTO
JInoton 1000 'enb o6nagaeT oueHb HU3KOW TOKCUYHOCTBIO MPH MOAKOXKHOM H
BHYTpuOpronHHoM BBeaeHuH (LDS5S0 2000 mr/kr). J{nutenbHas Tepanus U Tepanus
cpenHel JUIMTENbHOCTH MPHU HAHECEHHUH Ha KOXKY TaKKe MOKa3aJii XOPOLLYO MECTHYIO
M CUCTEMHYIO M€PEHOCUMOCTB JIEKAPCTBEHHOTO Mpernapara.

PAPMALIEBTHYECKHE XAPAKTEPUCTHUKHA
Ilepeuenb BcnomoraTe/ibHbIX BellleCTB

Ortanon 96%

kapbomep

TpOJaMHUH

metunnaparuapokcubensoar (E218)

nponuanaparuapokcubdensoar (E216)

HEPOJIMEBBIA apOMAaTHU3aTOP

(B HEM coziepkaTcs IMHAJIO0J, IETUIpeHeBoe noMepaHLeBoe 3¢hupHoe macio (Citrus
aurantium amara), TMHaJIWJIALIETaT, TUMOHEH (IPYTrHe BTOPOCTENEHHBIE KOMITIOHEHTBI ¢
M3BECTHBIM JEHCTBUEM: I€PaHUOI, LIMTPaJl, LIUTPOHEIION U (hapHe30.1))

MacJio JIaBaHAMHOBOE

(B Hem coneprkarcs sBkanunTon (1,8-uuHeon), kamdopa, JTMHAIOOJ, TMHAIKIIALIETAT,
TpaHC-KapHO(pUIIIEH U 3HA000PHEON (ApYrHUe BTOPOCTENEHHBIE KOMITOHEHTHI C
M3BECTHBIM N€WCTBHEM: D-IMMOHEH, repaHro U KyMapHH))

BOZla OYMILIEHHAs

HecoBmecTumocTs

Henpumenumo.

Cpoxk roasocTu

5 ner.

[Tocne nepBoro BCkpbiTHs TyObl: 6 MecsLEeB
Oco0bie Mepbl NPeI0CTOPOKHOCTH NPH XPaHEHHH

XpaHUTb MpH TemnepaType He Bbite 25°C.

Fun d
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HO PB

2960 -2021

Bua n COAEPKHMOE YIAKOBKH

[lepBuyHas ynakoBKka npeacTapiseT co00i TyObl, H3rOTOBJIEHHBIE U3 MATKOTO
AIIFOMUHMS ¥ TTOKPBITHIE U3HYTPU HETOKCUYHOM 3MOKCHUIHOM CMOJIOH.

B onHOM OpUrHHaNbHONM yNaKOBKE CONEPIKHUTCS:
TyObI o 30r Nel ¢ IMCTKOM-BKJIaAbILLEM

Ty6bI 10 50r Nel ¢ nuCTKOM-BKIabILLIEM

Ty6b1 no 100r Nel ¢ nucTKOM-BKIAABILLEM

B npoaaxke UMeIOTCS yNaKOBKM HE BCEX pa3MEpOB.
Oco0Oble MepbI TPEAOCTOPOKHOCTH NPH YTHIH3ALHH

Oco0bble TpeOoBaHUS OTCYTCTBYIOT.

JEPKATEJB PETUCTPAIIMOHHOT'O YIOCTOBEPEHMS

A. Menapunu Uunyctpus ®@apmaueytuks PuyHurs c.p.i.
Bua Cerrs Cantu 3
Onopenuus, Utanus

IIpousBoanTean

A. Menapunu Maniodekuepunr Jlomkuctuke sua Cepsucus C.p.a.
Bua Cerrs Cantu 3

50131 ®nopenuus

Hranus

IIpeacraBuTenb AepxaTe/isi pErHCTPANHOHHOTO YAOCTOBEPEHHS
[Ipencrasurenscreo Berlin-Chemie AG B Pecriy6nuke Benapycs
220004, MuHck, yn. 3amkoBas 27, oduc 2

Ten.: + (375 17) 270 26 80, +(375 17) 270 26 81

®akc: + (375 17) 270 26 84

E-mail: be-bel-minsk@berlin-chemie.com

8. HOMEP PETUCTPAIIMOHHOI'OYIOCTOBEPEHU S
2974/97/99/04/08/09/15/21

9. IATA IEPBUYHOI PETUCTPALIMA/IIOATBEPXK IEHUS
PETMCTPALIMY (IEPEPETACTPALHN)

Hama nocneonezo noomsepaicoenus pecucmpayuu. 24.03.2021
10. TATA IEPECMOTPA TEKCTA

MM.ITITT
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