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OBIASI XAPAKTEPUCTHKA JIEKAPCTBEHAGFO TIPEAAPATA "00T)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
BOIA JIA I/IHBEKL[I/II7I, pPacTBOPUTEINb Il MPUTOTOBJICHUS JICKAPCTBEHHBIX (GOpM IS

HHBEKIUN

2. KAYUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JelicTByrolee BENIECTBO: BOJA JIJI1 UHBEKIIH.
Kaxxnas amiysna coaep XUt Boy Jisl UHBEKIIUI.

BcenomorarenbHble BelecTBa OTCYTCTBYIOT.

3. JEKAPCTBEHHAS ®OPMA
PacTtBopuTens Ui NpUrOTOBIEHUS JIEKAPCTBEHHBIX ()OPM Ul UHBEKLIUH.

ECCHBGTHaH Impo3padHas J XUAKOCTD.

4. KINMHUYECKUE JAHHBIE

4.1 lloxka3zaHusl K NPUMEHEHUIO

PacTtBopenne W pasBeleHHE  JIGKAPCTBEHHBIX  MpeNaparoB g  MapeHTepallbHOTO
(MHBEKIIMOHHOTO/HH(PY3MOHHOT0) BBEICHHSI HEMOCPEACTBEHHO MEPEe ] TPHUMEHEHHEM.
HpI/IMeHﬂeTCﬂ C OCJIBIO MIPHUT'OTOBJICHHA CTCPUIIBHBIX I/IH(l)y?;I/IOHHI)IX N MHBCKIMOHHBIX PAaCTBOPOB

H3 ITIOPOIIKOB, J'II/IO(I)I/IJII/ISB.TOB 1 KOHLICHTPATOB.

4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHUMEHEHHA

PexxuM 103upoBaHus

Jlosa u  CKOpPOCTb  BBEJIEHHUS  ONpPENENSIOTCS ~ MHCTPYKUMEH 10  IPUMEHEHUIO
pacTBOpsieMbIX/paz0aBiseMbIX JIEKAPCTBEHHBIX MTPENAPATOB B KAXKJAOM KOHKPETHOM cIydae.

Crooco0 rmpuMeHeHus

Cnoco0 MIPUMEHEHUs ornpezensercs MHCTpYKLHEN o MIPUMEHEHHUIO
pacTBOpsieMbIX/pa30aBisieMbIX JIEKAPCTBEHHBIX IPENapaTOB B KaKJOM KOHKPETHOM Ciydae.
[IpuroTtoBneHne pacTBOPOB JIEKAPCTBEHHbIX IpenaparoB ¢ mnpumeHenuem BOJbI JJIA
MHBEKIIM 1omKHO OCYIIECTBIATECS B aCENTHUYECKHX YCIOBHAX (BCKPHITHE aMITyI,

HAITOJIHCHUC MIIIpUIa 1 €MKOCTEH ¢ JICKapCTBCHHBIMU npenapaTaMH).

4.3 IIpoTuBONOKA3aAHUA
He mpumeHsATh 111 pacTBOpEHUS W Pa3BEICHHs JIEKAPCTBEHHBIX MPENapaToB, JJISI KOTOPHIX B

KavyecTBE 00513aTEILHOIO YKa3aH Jpyr ol pacTBOPHUTCIIb.
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4.4 OcoOble yka3zaHusi U MepPbI NPETOCTOPOKHOCTH nﬁﬂ'%ﬁﬁ'ﬁé{éﬁmf ENBHC

Bopa st uabekuuii He MOXKET OBITh BBEJICHA BHYTPUCOCYAUCTO M3-32 HU3KOTO OCMOTHYECKOTO
JaBiieHus (puck remosuzal).

He cmemmBaTh ¢ BOJOH MAacisiHbIE PAcCTBOPBI JUIS MHBEKIWH, HApy)XHBIE CPEICTBA IS
TPYKUTAHMSL.

.HeKapCTBeHHBIe CpcacCTBa, KOHIOCHTPALUA KOTOPBIX HOJIZKHA OBITH B OIIPCACIICHHBIX I'paHULIAX,
pa30aBisSIIOT BOAOM Ul MHBEKIMHM TOJNBKO B yKa3aHHbIX Ipeaenax. llpm HapymeHuu
TepPMETUYHOCTH, TOMYTHEHUH COJIEPIKUMOTO aMITyJly He CIIEAYEeT UCIIOIb30BAaTh.

Oco0bIil KOHTPOJIb 32 KOJMYECTBOM BBOJUMBIX PACTBOPOB, IPUTOTOBJICHHBIX C HCIIOJIb30BAaHHEM
BOJIBI JJIsl HHBEKUUH, TpeOYeTCs y HOBOPOXKICHHBIX U MAJICHBKHUX JIETEH, Y KOTOPBIX JaXe MpHU

BBEJICHUU HEOOJIBITNX 00HEMOB BO3MOXKHBI HAPYIICHHS BOJJHO-3JICKTPOIUTHOTO OanaHca.

4.5 B3aumoaeiicTBHe ¢ [PYrMMH JeKAPCTBEHHbIMH MpenapaTtaMH M [Jpyrue BH/bI
B3aNMOJAeHCTBUSA

[lpy cmemmBaHMM C JPYTUMH JIEKApCTBEHHBIMH Npernapatamu (MH(Y3HOHHBIE pPacCTBOPHI,
KOHHGHTpaTI)I JUUIA HpI/IFOTOBJIeHI/ISI I/IH(by?,I/IOHHI)IX paCTBOPOB, NHBCKIINOHHBIC paCTBOpI)I,
MOPOILIKH, CYXH€ BElIeCTBA Uil TMPUTOTOBJICHUS HMHBEKIMOHHBIX PACTBOPOB) HEOOXOIUM
BU3YalbHBIH KOHTPOJb HA COBMECTUMOCTh (MOXKET HMETh MECTO XHMHUYECKas WU

dbapmareBTUYECKasi HECOBMECTUMOCTD ).

4.6 @epTUIBLHOCTDH, 0ePeMEHHOCTDb U JAKTALUSA
[TpumeHenue npu GEPEMEHHOCTH U B MEPHOJ IPYAHOTO BCKapMJIMBAHHUSA, a TaK)Ke BIMSHHUE Ha
(bepTHIIBHOCT ONpeeNseTcs HHCTPYKIUEH Toro npenapara, Ui pa3BeeHHUs WK pacTBOPEHUS

KOTOpOTro OyJIeT MPUMEHSATHCS BOJIA JJI1 MHBEKIUH.

4.7 BiusiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CpeICTBAMH M PpPadoTarh ¢
MeXaHHU3MaMH

BausiHue Ha crmocOOHOCTH K BBINOJIHEHUIO MOTEHIMAJIbHO OINACHBIX BUIOB JESTEIbHOCTH,
TpeOyIOIMX TMOBBIIIEHHON KOHUEHTPAllMd BHUMAaHUS M OBICTPOTHI MCHUXOMOTOPHBIX peaKlui
(ynpaBiieHUE TpPaHCIOPTHBIMHM CpEACTBaMM, paboTa C JIBIKYLIIUMHUCS MeXaHM3MaMmH, paboTa
JMcIieTYepa, OIeparopa), ONpeensieTcs CBOWCTBAMHM JIEKApCTBEHHOTO IIperapara, Juis

pacTBOPCHUA UIIN PA3BCACHUSA KOTOPOTO 6YI[6T HCIIOJIb30BATLCA PACTBOPUTCIIb.

4.8 HexenaTenbHbIe peakuuu

Pesrome mpodmisg 0e301macHOCTH

HexenarensHbie Peakru OIMPECACIAIOTCAH MOOOYHBIMH B(I)(beKTaMI/I JICKApCTBCHHOTI'O IIpCIiapara,
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JUISl paCTBOPEHUS UITK pa30aBiIeHUsI KOTOPOTo Oy et HCﬁ&%&E%%ﬁ%ﬁﬂkbﬁﬁ%@ﬁﬁﬁﬁq )

Coo01IeHne 0 M0I03PEBAEMBIX HEXKEIATEILHBIX PEAKIIUAX

Baxxno cooOmare 0 TOJ03PEBAEMBIX HEXKENIATEIbHBIX PEAKIHUAX IOCIe PETUCTPAlUU
JICKApCTBEHHOTO Iperapara ¢ IeNIbl0 00eCIIeYeHNsT HEPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«T0JIb3a—PUCK» JICKAPCTBEHHOTO TIpenapara. MeIuIUHCKHM paOOTHUKAaM pPEKOMEHyeTCs
co00ImaTh O JIFOOBIX TOJ03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JICKAPCTBEHHOTO IMpernapara
Yyepe3 HalMOHABHBIC CHCTEMbI COOOIICHHSI O HEXENATENbHBIX PEAKIUAX TOCYIapCTB—UICHOB
EBpa3uiickoro 5KOHOMHUYECKOTO COr03a.

Poccuiickas @enepanus

109012, r. Mocksa, CraBsiHCKast IIIoaab, 1. 4, ctp. 1

®denepanibHas ciryx0a 1Mo Ha3o0py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Tenedon: +7 (800) 550-99-03, +7 (499) 578-02-20

®dakc: +7 (495) 698-15-73

On. moura: info@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9 Ilepeno3upoBka

CuMITOMBI

[Tocne BBeneHuss OoybHIUX OOBEMOB THUIIOTOHMYECKHX PACTBOPOB, B KOTOPHIX B KayeCTBE
pacTBOpuUTEIISH/ pa30aBUTEINS HCIIOIB3YETCsl BOJIA ISl UHBEKIIUN, MOXKET Pa3BUTHCS TEMOJIU3.
[Ipy3Hakn W CUMOTOMBI TEPEIO3UPOBKM Takke OyAyT CBSI3aHBI CO  CBOMCTBaMH
pacTBOPEHHOT0/pa30aBICHHOTO JEKApPCTBEHHOTO Mpernapara.

Jleuenue

[Ipu crnydaitHOM TIepeI03UPOBKE JIEUEHUE TOHKHO OBITh MPEKPAIICHO, a MAIMeHT JOJDKEH OBITh
o0creioBaH Ha MPEAMET BBISABICHUSI COOTBETCTBYIOUINX MPU3HAKOB U CUMITOMOB, CBS3aHHBIX C
BBEJICHUEM pACTBOPEHHOT0/pa30aBIeHHOr0 JIEKAPCTBEHHOTro Tpemnapata. HalOmroneHue 3a

ManuCHTOM CJIEAYCT NPOBOJUTE 10 Pa3pCIICHUA CUMIITOMOB.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1 ®apmakoaAMHAMHYECKHE CBOMCTBA

dapmakoTepaneBTHUECKasi TpyIa: Mpouyue HeledeOHble CpPEeICTBA; PACTBOPUTENH U
pa3baBuTeN, BKIOYasi HPPUTALlMOHHBIE PACTBOPHI.

Kox ATX: VO7AB

MexaHu3M JeUCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTLI

Bona nns uabeknuii He o0naaeT papMakoIOorHaeckoi akTHBHOCTHIO.


https://roszdravnadzor.gov.ru/
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Hcnonp3yeTcss B Ka4yecTBe paCTBOPUTEINS U TP wensieréy 'Rﬁ@%aﬁ%ﬂhb ';lﬂnﬂ_y%prb}'rgb'lx u

HHBCKIIMOHHLIX pPacCTBOPOB, obecrieynBas ONTHUMAJIbHEIE ycioBusd Hjid COBMCECTUMOCTH U

3P PEKTUBHOCTH CyOCTPATOB U BOBI.

5.2 PapmakoKkuHeTHYECKHE CBOMCTBA
[Tpu BBeAEHUH MOCTOSHHOTO YEpEeAYIOLIEICS BOABI U 3JIEKTPOJIUTOB MOJIepKaHUE FOMEOcTas3a

OCYHICCTBJIACTCA ITOYKaAMU.

5.3 JlanHbIe TOKJIMHUYECKOI 0e301acHOCTH

ToKCHKOIOTHYECKHE CBOWCTBa BO/JIBI ISt WHBCKIIUN OTIPENENSIOTCS
pacTBOpsieMbIMHU/pa30aBisieMbIMH (PapMaKOJIOTHUECKU aKTHBHBIMH BemecTBamu. Cama 1o cebe
BOJIa HETOKCHYHA (B TECTaX OCTPON TOKCUYHOCTH TOJYJIETAILHBIC WM MHHHUMAILHO JICTAIbHBIC
036l BOJBI KpaliHE BBICOKH, a TOKCHUYHOCTH OOYCIIOBJICHA MPEUMYIIESCTBEHHO O0BEMOM,
Hanpumep, LDso mpu BHyTpuBeHHOM BBeleHUU MbliaMm coctasisieT 25000 mr/kr), He obnamaer
KaHIEPOT€HHOCThIO M TCHOTOKCUYHOCTBIO, HE BIUSCT HA PEMPOIYKTHBHYIO (YHKIIHIO U MOXKET
MPUMEHSTHCS TPH OEPEMEHHOCTH U B TIEPUO/ JaKTarii. HanOoabpImii pucK Mpu BBEACHUH BOIBI
JUTSET MHBCKIIUH TapeHTEepaIbHO CBS3aH C €€ THIOTOHUYHOCTHIO, Mo3ToMy ee (6e3 apyroro
JICKApCTBEHHOTO CPEJICTBA, MPEIHA3HAYEHHOTO JIUIsl Pa3BE/ICHUS) HEIb3s BBOJUTh BHYTPUBEHHO.
Bona s wHBEKIME oOJiagaeT OJIArONPHUATHBIMH TOKCHKOJIOTMYECKMMH CBOWCTBAMHU U

PUEMIIEMBIM YPOBHEM JTOKIMHUYECKOH 0€30MacHOCTH.

6. PAPMAIEBTHNYECKHE CBOWCTBA
6.1 IlepeyeHb BcioMoOraTe/ibHbIX BelIECTB

OTCyTCTBYIOT.

6.2 HecoBmecTuMOCTH
BOJIA JUISI UHBEKIIUH siBnsieTcst pacTBOpHUTENEM JUIs IPUTOTOBIICHHS JIEKAPCTBEHHBIX (OPM

JJIA HHBeKHHﬁ, MMO3TOMY €¢ B3aUMOJCUCTBHUE C APYTrUMH PACTBOPUTCIISIMUA HE paCCMATPHUBACTCA.

6.3 Cpoxk rogHoCcTH (CPOK XpaHeHHUs1)

2 roza.

6.4 OcoOble MepbI NPEIOCTOPOKHOCTH NIPH XPAHEHHUH

XpaHuTb npu Temrneparype He Boie 25 °C.

6.5 Xapakrep u cogep;kaHHue NEPBUYHON YIIAKOBKH
[To 2, 5 umm 10 M1 B aMIyIbl OECIIBETHOTO HEUTPAILHOTO CTEKIIA 1-TO THIPOIUTHIECKOTO Kilacca

C TOYKOM WJIM KOJIBIIOM pa3jioma.
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[To 5 ammys1 MOMEIIAOT B KOHTYPHYIO SIMEHKOBYIO ynaxdgc'g}:;r;l %%%Eﬁ‘g%ﬁﬁﬂ;;ﬁbﬂﬂ!ﬂlﬂlbﬁ u

IJIEHKU TTOJIMMEPHOM.
[Io 1 win 2 KOHTypHBIE SYEHKOBBIE YIAKOBKU C JIMCTKOM-BKJIAIBIIIEM MOMEIIAIOT B IMAYKy

KapTOHHYIO.

6.6 OcoOble Mepbl MPEIOCTOPOKHOCTH TPH YHHUYTOKEHUM  HCIHOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTX0A0B, TOJYYEHHBIX TOCJe NpPUMEHEeHHs
JIEKAPCTBEHHOI0 Mpenapara Ui padoTsbl ¢ HUM

Het 0co0bIX yKa3aHU# K yTHIIM3AIUH.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

OAO «ABekcuma»

125284, Poccus, r. MockBa, Jlenunrpajackuii npocnekT, 1. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28

e-mail: info@avexima.ru

7.1. lIpeacTraBuTe/Ib AepKATeNs1 PeTHCTPALMOHHOTO Y/10CTOBEPEHHS

IIpereH3uu HOTDC6HT€JI€I>1 HAaIrpaBJIATH I10 aApECy.

Poccuiickas @enepanus

OAO «ABekcuma

125284, Poccust, r. MockBa, JIeHUHTpaackuil mpocnekT, A. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28

e-mail: pharmakonadzor@avexima.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHON PETMCTPAIIMM (IIOATBEPXKJIEHHNS PETHMCTPAIIVH,
INEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
OO6mras xapakTepucTuka jJekapcTBeHHoro npemnapara BOJIA JJIA I/IHT;EKHHPI JIOCTYITHA Ha
uH(MOPMAIIMOHHOM TmopTane EBpa3suiickoro HSKOHOMHYECKOTO COI03a B HMH(OPMAIIOHHO-

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


mailto:info@avexima.ru
mailto:pharmakonadzor@avexima.ru

