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OBIIAS XAPAKTEPUCTUKA JEKAPETBEHHOTO-TTPEHAPATA! !

1. HAMUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

®norapanH, 60 Mr, TabIETKH, TOKPHITHIE TUIEHOYHON 000I0UYKOH.

2.  KAYECTBEHHBIA U KOJTMYECTBEHHBIA COCTAB

JelicTBytoliee BEIECTBO: TUIOPOH.

Kaxnas TabneTka, TOKpBITas IUICHOYHOM 00070YKOH, comepkur 60 Mr THIIOpOHA
JTUTHIPOXJIOPUIA.

BcnoMoratenpHble BelecTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npemnapara: KpacHTe/b coHeuHbIi 3akar xenteiii (E110) (cm. pasmen 4.4.).

[TonHbIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEJIECH B pasnee 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIC TNICHOYHOH 000JIOYKOH.

Kpyriibie JABOSKOBBIMYKIJIBIC TAOJETKH, MOKPHITHIC IJICHOYHOW O0OJIOUKOM OpaHKEBOTO IIBETA.
Ha momepeynom paspese sapo OpaH)KEBOTO IIBETA, JOIMYCKAIOTCS HE3HAuMTeNbHBIE Ooee
TEMHBIC WM 00JIee CBETIIBIC BKPAILICHUS.

4.  KIMHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHUIO

B cocraBe komIuiekcHOM Tepanuu y AeTei B Bo3pacTe oT 7 10 18 jert:

e  JIEYCHHE I'PUIINA U APYTUX OCTPHIX PECIIUPATOPHBIX BUPYCHBIX nHpekmuit (OPBI).

4.2. PexuM 103UPOBAHHS U CTIOCOO MPUMEHEHUsI

PexxuM 103upoBaHus

Hemu 6 6o3pacme om 7 do 18 nem

[Tpu HeocnoxHeHHbIX popmax rpunna u OPBU — no 60 mr B cytku Ha 1, 2 u 4 1eHb OT Havaia
neuenus. Kypcosas no3a 180 mr (Ha Kypc nedeHus — 3 TabieTKu).

[Tpu newenuu rpunma u apyrux OPBU B cinyuyae coxpaHeHHs] CUMIITOMOB 3a0ojeBaHus OoJee
4-x mTHeH MaIMeHTy CleayeT MPOKOHCYIbTHPOBATHCS Yy Bpaya.

Hemu 6 6ospacme om () 0o 7 nem

®dnorapauH MPOTUBOIIOKA3aH y jeTel B Bo3pacTe ot 0 10 7 net (cm. pazaen 4.3.).

Crrocob nmpruMeHeHus

BnyTps, nocie ezpl.

4.3. TIpoTHBONMOKa3aHMA

e [unmepuyBCTBUTENBHOCTh K THJIOPOHY WIM K JIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
NIEPEYUCIIEHHBIX B pazzaene 6.1.;

e  OEpeMEHHOCTh M NIEPHOJ ITPYAHOTO BCKapMIIMBaHus (cM. pazzen 4.6.);
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e  jerckuii Bo3pact ot 0 10 7 ner.

_NNEPTHOMY OTYETY

4.4, OcoOble yKa3aHUs U MePbI NMPeI0CTOPOKHOCTH NPH MPUMEHEeHH U

BcnomorarennHble BEIECTBA

[IpenapaTt comepKUT KpacuTellb coaHeuHbIN 3aKkaT )enthiid (E110), KOTOphIii MOKET BBI3BIBATH
aJJIepru4ecKue peakiuu.

4.5. B3amMmopeiicTBHMe ¢ APYIrMMH JIeKADCTBEHHbIMH IpenaparaMd M [pyrue BHAbI
B3auMOeiCTBUS

CoBMecTUM ¢ aHTUOMOTHMKAMH M JICKAPCTBCHHBIMU CPEACTBAMH TPAJUIMOHHOTO JICUCHUS
BUPYCHBIX U OaKTepUaabHbIX 3a00aeBaHuil. KimMHUYeckn 3Ha4MMOro B3auMoJIeHCTBUS TUIIOPOHA
C aHTUOMOTHKAMH W CPEICTBAMHM TPAJAULMOHHOTO JIEUYEHUS BUPYCHBIX M OaKTepHUaIbHBIX
3a00JIeBaHU HE BBISIBIICHO.

4.6. @epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

bepeMeHHOCTH

[Tpumenenue npenapara OiorapaAuH Mpu OEPEMEHHOCTH MPOTHUBOMOKa3aHo (cM. pasnern 4.3.).
Jlakranus

Ilpy HeOOXOMMMOCTH NpHMEHEHHs mpenapara @OaorapaiuH B IEPHOJ JIAKTAUH TPYIHOE
BCKapMJIMBAHHE CIICAYET MPEKpaTUTh (CM. paszmen 4.3.).

4.7. BuusiHMe HA CHOCOOHOCTH YNPABJSATH TPAHCIOPTHBLIMH CpPeACTBAMH M PadoOTaTh
¢ MeXaHH3MaMH

INpemapar ®orapAvH HE OKa3bIBAET OTPUIATEILHOIO BIMSHUSA HA CIIOCOOHOCTH K YIPABJICHHIO
TPAHCIIOPTHBIMH CPEACTBAMH W 3aHATHSAM JPYIMMH IOTEHIHAIBHO OIMACHBIMH BHIaMH
JIeITEIbHOCTH, TPEOYIOMIMMH  TOBBIMICHHONW  KOHIIEHTPAIMd BHUMAHUSA W OBICTPOTHI
MICUXOMOTOPHBIX PEAKIIHiA.

4.8. HexenarejbHble peaKHH

PesroMme HexxenaTeabHbBIX peaAKIIuN

Bo3MoxHBI AJUICPruiCCKUC pCaku, JUCIICTICUYCCKUC SABJICHUS, KpaTKOBpeMeHHLIﬁ 03HOO.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITNAX

BaxxHo coobmiaTe 0 Mojo3peBaeMbIX HeKeIaTeIbHbIX peaklUaxX MOCle perucTpaluu npemnapara
C wUenblo oOecrmeyeHHs HeNpepbIBHOTO MOHUTOPUHIA COOTHOIICHUS «IOJdb3a — PHUCK»
JIEKapCTBEHHOTO Mpemnapara. MeIuIMHCKIM pa0OTHUKAM PEKOMEHIYeTCs COOOIIaTh O JHOOBIX
M0JI03PEBAEMBIX HEKENATEIbHBIX PEaKLUIX JIEKAPCTBEHHOTO Ipernapara yepe3 HallMOHaIbHbIE
CHUCTEMBl COOOILIEHMS O HEXeNaTeIbHbIX PEAKIMIX TOCylapcTB — 4WIEHOB EBpa3zuiickoro

9KOHOMHUYCCKOIo COro3a.
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Poccuiickas @enepanus

@DenepanbHas ciry:x0a 1o Haa30py B cepe 3ApaBOOXpaHEHUSI.

Anpec: 109012, r. Mocksa, CraBsiHCKas III0IIaib, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Tlepeno3dmpoBka

Cnyvan nepeno3upoBku npemnapara diaorapanH HEM3BECTHBI.

5.  ®APMAKOJIOT'MYECKHME CBOVMCTBA

5.1. dapmakoamHaMHYecKHe CBOIiCTBa

dapmakoTepaneBTHUECKass TPYIIa: MPOTUBOBUPYCHBIC CPEICTBA CHCTEMHOTO JICHCTBUS,
MIPOTUBOBUPYCHBIE CPEICTBA IPSAMOIO ICUCTBUS; APYrUe MPOTUBOBUPYCHBIE CPECTBA.

Kox ATX: JO5AX19

MexaHu3M ASHCTBHUS 1 d)aDMaKOHI/IHaMI/I‘leCKI/Ie Sd)d)eKTLI

HuzkoMoseKkynspHblii CHHTETUYECKUIH MHIYKTOp UHTEp(epoHa, CTUMYIUPYIOIUI 00pa3oBaHue
B OpraHum3Me BceX THUIOB uHTepdepoHoB (anbda, Oera, ramma u JasiMOaa). OCHOBHBIMHU
IpoAylLeHTaMl UHTep(epoHa B OTBET Ha BBEJACHHE THIJIOPOHA SIBISIOTCS KIIETKM SIUTENUs
KUIIEYHHUKA, renaTouuThl, T-1uMpounTsl, HeliTpoduis! u rpanyionuTsl. Ilocne npuemMa BHyTph
MaKCHUMyM IPOIYKIIUU uHTEepepoHa onpezensercs B MIOCJIEZ0BATEIBHOCTH
KHUILIEYHUK — Te4YeHb — KpoBb depe3 4-24 yaca. TunopoH oOianaeT MMMYHOMOIYJIUPYIOLIUM
U TIPOTUBOBUPYCHBIM 3P (HEKTOM.

ITo maHHBIM DKCIIEPUMEHTAIBHBIX UCCIEJOBAHUN MOCIE OJHOKPATHOTO NEPOPAILHOIO BBEACHUS
TUJIOPOHA B J103€, 3KBUBAJIEHTHON MaKCHMaJIbHON CYTOYHOM J103€ JUIsl YEJIOBEKA, MAKCUMaJIbHas
KOHIEHTpalusi B JIETOYHOW TKaHM HHTepdepoHa nsaMmOna ompexaensercs depe3 24 uyaca,
uHTepdepona anbda —uepe3 48 vacoB. UHayknus uHTepdepoHa isiMOIa B JIETOYHOM TKaHU
CHOCOOCTBYET TMOBBIIIEHUIO IPOTUBOBUPYCHOM 3alllUTHl PECHUPATOPHOrO TpakTa IpHU
TPUNINO3HOM W JPYruX peCHUpaTOpHBIX BUPYCHBIX HH(EKIMsIX. B elikonurax deroBeka
TUJIOPOH MHIYLMPYET CUHTE3 nHTepPepoHa. CTUMYTUPYET CTBOJIOBBIE KIETKH KOCTHOTO MO3ra,
B 3aBUCMMOCTH OT JI0O3bl YCHJIMBA€T AaHTUTEI000pa30BaHUE, YMEHBIIAET CTENEeHb
MMMYHOJETIPECCUY, BOCCTAaHABIMBAET COOTHomIeHus T-cympeccopoB u  T-xemmepos.
O¢ddexTrBeH MPOTUB Pa3INYHBIX BUPYCHBIX WH(EKIUI, B TOM YUCJe, TPOTUB BUPYCOB TPHUIIIA,

JIPYTHX OCTPBIX PECIHMPATOPHBIX BUPYCHBIX HMH(EKIMIA, BUPYCOB remaTuTa U IepriecBUPYCOB.


https://www.roszdravnadzor.gov.ru/
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BUpPYC-CIIEIU(PHUSCKUX OCIKOB B MHPHUIIMPOBAHHBIX KJIETKAX, B PE3yJIbTaTeC YEro MOJIABIISICTCS
PENPOIYKIIHs BUPYCOB.

5.2. dapmakokuMHeTHYeCKHE CBOIiCTBA

AOGcopOuus

[Tocme mnpuema BHYTpPh OBICTPO BCAChIBAC€TCS W3  JKEIYAOYHO-KHIIEYHOTO  TPAaKTa.
buonocrymaocTs coctaBiset 60 %.

Pacopenenenue

Oxkoio 80 % TuiiopoHa CBsI3bIBaeTCA ¢ OEIKaMU I1a3Mbl KPOBH.

Buorpancdhopmarimsa

TunopoH He moaBepraercs OMOTpaHCPOPMALIMU U HE HAKATUTMBAETCS B OPTraHU3ME.

OIMMUHALKSA

BbIBoIUTCS TUJIOPOH MPAaKTHUYECKH B HEM3MEHEHHOM Buje uepe3 kuimedHuk (70 %) u yepes
nouku (9 %). [lepuon nmonyBeiBenenus (T1/2) coctaBusier 48 yacos.
6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. Ilepeyennb BcmoMoraTeJbHbBIX BelIECTB

—  emmono3a mukpokpuctamaeckas 102;

—  KpaxmaJl KapTo(enbHBbIi;

— noBuoH K 30 (momusunmnnupponuion K30);

—  KaJbllug cTeapar,

—  Kpockapmeinio3a (KpockapMesuio3a HaTpus).

Cocmas obonouxu:

[cyxast cMech AJis IJIEHOYHOTO MOKPHITHS, COCTOSIIAS U3:

—  Tunpomeruiosa (THAPOKCUTTPOTTUIMETIIIEITI0N03a) (E464);

—  tutana aquokceua (E171);

—  makporou 4000 (momudytunenrnukons 4000) (E1521);

—  KpacuTenb CONHEeYHbIN 3akat xkentolil (E110);

—  KpacuTesb XMHOJIMHOBBIN xenThiil (E104);

— nonucop6ar 80 (TBun 80) (E433)]

—  Tanpomesuiosa (THAPOKCUTTPONMIMETIIIETI0N03a) (E464);
— turana auokeup (E171);
—  wmakporona 4000 (monustunenraukons 4000) (E1521);

—  KpacuTenb COHEUHbIH 3akat xentsiid (E110);
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—  KpacuTesb XMHOJIMHOBBIN >kenThiil (E104

— nonucop6bar 80 (tBun 80) (E433).
6.2. HecoBmMecTHMOCTH
He npumenumo.
6.3. Cpoxk rognocTu (CpoK XpaHeHuUs )
3 rona.
6.4. Oco0Obie Mepbl PETOCTOPOKHOCTH NMPH XPAHEHHH
XpaHUTh B KOHTYPHOM SIMEMKOBOM YIIakOBKE B Mauke Mpu Temneparype He Baiie 30 °C.
6.5. XapakTep M coJepkaHue NePBUYHOI YIIAaKOBKH
ITo 3, 10 Tabnerok B KOHTYpPHYIO SUYEHKOBYIO YIAKOBKY M3 IUJICHKU MOJIMBUHWIXJIOPHUIHOM
1 (OB ATIOMHUHHUEBOM IMEYaTHOMN JIAKHPOBAHHOM.
1 KOHTYpHYIO S4YeKOBYIO ymakoBKy 1o 3 unu 10 TabneTok ¢ MHCTPYKIUEH MO MPUMEHEHHUIO
MOMEIIAIOT B IAUKy U3 KapTOHA.
6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH  YHUUYTOKEHHHM  HMCIOJH30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIM OTX0A0B, TMOJYYEHHbIX TOcjde MpPUMEHEeHUs:
JIEKAPCTBEHHOI'0 Mpenapara, ¥ pyrue MaHuIMyJIsiiHU ¢ NpPenapaTom
Oco0ble TpeOOBaHUS OTCYTCTBYIOT.
7. JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®enepanus
AxuunonepHoe o6mectso «IIponsBoacTBeHHas papmareBTHUecKast koMnaHust OOHOBIEHHE)
KOpunuuecknit anpec: 633621, Hoocubupckas o001., Cy3yHckuii paion, pm. Cy3yH,
yi. Komuccapa 3sTekoBa, 1. 18.
Ten./akc: 8 (800) 200-09-95.
7.1. TlpeacraBuTe/ib ep:kaTe/si PpericTPALIMOHHOIO YA0CTOBEepeHusl

[Iperen3un norpedUTENEeH HAOPABIATE 110 aIPECY:

Poccuiickas @enepanus

Axk1uonepHoe obmiectBo «IIpousBoacTBenHas papmaineBTruueckas koMmmnanus OOHOBIECHUE»
630096, r. HoBocubupck, yin. Cranimonnas, 1. 80.

Ten./akc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8.  HOMEP PETUHCTPALIMOHHOI'O YAOCTOBEPEHUSA


mailto:pretenzii@pfk-obnovlenie.ru
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9. JIATA MEPBUYHOM PETMCTPALIAM (MO EBEPKRAEHS PEFHCTPALLINN,

INEPEPETUCTPALIMN)

JlaTa nepBUYHON PEruCTpaALMHU:

10. JATA NEPECMOTPA TEKCTA

Oobmas XapaKTepUCTHKA JIEKapCTBEHHOT'O npemnapara dnorapavH JIOCTyITHA

Ha I/IH(i)OpMaI_II/IOHHOM mopTajic EBp%HﬁCKOFO SKOHOMHNYCCKOI'O COHO3a B I/IH(l)OpMaI_II/IOHHO'

KOMMYHHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/


https://eec.eaeunion.org/

