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OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Bona s uHbeKIui, pacTBOPUTENH JJIS IPUTOTOBJICHUS JICKAPCTBEHHBIX (POPM 1T HHBEKITUH

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JelicTBytoliiee BEIECTBO: BOAA 11 MHBEKIIUH.

Kaxxgast amiryna conep kut: 2 Win 5 MJT BOJIBI JIJIsI HHBEKIIHUH.

3. JEKAPCTBEHHAS ®OPMA
becnBeTHas npo3payHas KHUIKOCTb O€3 3amaxa.

PacTBOpuTENH IS TPUTOTOBICHHS JICKAPCTBEHHBIX (POPM TSI HHBEKITHHA.

4. KIMHUYECKUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

PactBopeHne M pas3BeneHHE JIEKapCTBEHHBIX IpenapaToB s MX IapeHTepaIbHOIo
(MHBEKIIMOHHOTO/UH(Y3MOHHOTO)  BBEJICHMS  HEMOCPEACTBEHHO  Iepel  IPHUMEHEHHEM.
[TpumMeHsieTcs ¢ LeIbI0 IPUTOTOBIEHUS CTEPUIIbHBIX HH(PY3HOHHBIX U MHBEKIIMOHHBIX PAaCTBOPOB

M3 IMOPOIIKOB, J'II/IO(l)I/IJ'II/ISaTOB 1 KOHIICHTPATOB.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upOBaHus

Jlo3a M CKOpOCTb  BBEACHUSA  ONPENCISIIOTCA  MHCTPYKLIMEH 10  NPUMEHEHHIO
pacTBOpsieMbIX/pa30aBisieMbIX JIEKaPCTBEHHBIX IPENapaTOB B KaXJOM KOHKPETHOM Cilydae.

Cnooco0 rmpuMeHeHus

Cnoco0 IMPUMCHCHU OIPCACIIAACTCA I/IHCTPYKL[Heﬁ oo MMPUMCHCHUTIO

paCTBOpHeMLIX/ pa36aBJ'I}ICMBIX JICKAPCTBCHHBIX MPCIAPATOB B KaKI0OM KOHKPCTHOM CJIy4dac.

4.3. IIpoTuBONOKa3aHUS
He mpumeHsATh 1711 pacTBOpPEHHUS W pa3BeNCHUsI JIEKAPCTBEHHBIX MPENaparoB, IS KOTOPHIX B

KavyecTBE 00513aTEILHOIO YKa3aH JpyT on pPacTBOPUTCIIb.

4.4. OcoOble yka3aHus ¥ MepPbI MPETOCTOPOKHOCTH NMPH MPUMEHEHUH
Boga nnis unbekunuil He MoOXeT OBITh NPSIMO BBEIAEHA BHYTPUCOCYIUCTO M3-3a HU3KOIO
OCMOTHYECKOTO JIaBJIeHUsI (PUCK reMosm3al).

Henp3s cmemmBaTh ¢ BOAOH IJIs1 UHBEKIMH MaclIsIHbIE pacTBOPBI IJIA HHBEKITHIA.
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JlexapcTBeHHbBIE CPENICTBA, KOHIEHTPALUS KOTOPBIX  JOJDKHA  OBITh B ONpEAesIeHHBIX
rpaHuLax, pa30aBsitOT BOJOM /ISl UHBEKUUN TOJIBKO B YKa3aHHBIX Mpeesnax.

OcoOblIif KOHTPOJIb 32 KOJIMYECTBOM BBOJHUMBIX PACTBOPOB, IPUTOTOBIIEHHBIX C UCIIOJIb30BAHUEM
BOJIBI JJIsl HHBEKLUH, TpeOyeTcsl y HOBOPOXKICHHBIX U MAJICHBKHUX JIETeH, Y KOTOPBIX JaKe MpHU
BBEJICHUU HEOOJIBIINX 00HEMOB BO3MOXKHBI HAPYLICHHS BOJHO-3JIEKTPOJIUTHOTO OaaHca.

[Ipy HapymeHuM TepMETUYHOCTH, IIOMYTHEHHHM COAEPKHMOIO, aMIlyJly He Cleayer

HCIIOJB30BAaTh.

4.5. B3auMopeiicTBMe C JAPYIrHMH JIEKAPDCTBEHHBIMHM CpPeICTBAMH U JApyrue Qopmsl
B3aHNMOJAEeHCTBUSA

[Ipu cMmemmBaHWM C JAPYTUMHU JIGKAPCTBEHHBIMH CpeICTBaMU (MH(Y3HMOHHBIE PACTBOPHI,
KOHIIGHTPAThl ISl TPUTOTOBICHHUS WH(Y3Wi; WHBEKIHOHHBIE pPAaCTBOPHI, MOPOIIKH, CyXHe
BeILICCTBA IJIA HpI/IFOTOBJICHI/Iﬂ HHLGKHHﬁ) HCO6XOIII/IM BH3yaHBHBIfI KOHTpOJIB Ha COBMECTUMOCTH

(MO)KeT HUMCTBb MCCTO (I)apMaL[eBTI/I‘IeCKaH HCCOBMeCTI/IMOCTB).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb M JIAKTALHS
[Ipumenenne npu OEPEMEHHOCTH M B MEPHOJ TPYAHOTO BCKApMIIMBAHUS, a TAK)KE BIUSHHE Ha
(GepTUIBLHOCTD ONPEEISIOTCS HHCTPYKIMEN TOro Mpenapara, Jiisl pa3BeACHUs WM PACTBOPEHMUS

KOTOpOTro Oy/eT NPUMEHSATHCS BOJA I MHBEKIUH.

4.7. Bausinde Ha CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPEACTBAMH W PadoTaTh C
MeXaHH3MaMHU

BrusHre Ha CIOCOOHOCTh K BBIMOJHEHHIO TMOTEHIIMAIBHO OIMACHBIX BHIOB JESTEIHHOCTH,
TPeOYIOIMX TMOBBIIIEHHOW KOHLEHTpPAIMM BHUMAHUS U OBICTPOTHI NCHUXOMOTOPHBIX PEaKIIUH
(ynpaBieHHe TpaHCIOPTHBIMU CpEeACTBaMH, paboTa ¢ ABWXKYLUIMMHCS MeXaHU3MaMH, paboTta
JICTIeTYEpa, OIleparopa) OIpeneNseTcss CBOWCTBAMH JICKQPCTBEHHOTO Tpenapara, Juis

PACTBOPCHUSA UIIN PA3BEACHUA KOTOPOTO OBLI UCITOJIE30BaH PaCTBOPHUTCIIb.

4.8. Hexkes1aTelbHbIEe peaKIUH
HesxenarenbHble peakliuu ONpPEestoTcsl MToO00UHbIMU 3(deKTaMu JIeKapcTBEHHOTO Mpenapara,

JUIsl pa30aBiIeHUs] UM paCTBOPEHUSI KOTOPOTo Oy1eT MPUMEHSATHCS BOJA U1 MHBEKIUH.

COO6HI€HI/I6 O TOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKITINAX

BaxxHo cooOmarh 0 TOJ03PEBAEMBIX HEXKENATeNbHBIX PEAKIUAX TIOCIe PETUCTPALNU
JIEKapCTBEHHOTO Tperapara ¢ melbio 00ecredeHns: HeMpPephIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0Jb3a-PUCK» JIEKAPCTBEHHOI'O Tpernapara. MeIuIUMHCKUM paOOTHUKAM pPEKOMEHIYyeTcs
coo01aTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara

qepe3 CUCTEMY COO6H.ICHPII>1 O HEKCJIATCIIbHBIX PCaKIIHAX .
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OenepanibHas ciryx0a 1o Hax3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)
Anpec: 109012, r. Mocksa, CiiaBsiHCKast Iiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CHMITOMBI

[Tocne BBeneHus OoOJBIMIMX OOBEMOB THIOTOHMYECKHX PACTBOPOB, B KOTOPHIX B KadyeCTBE
pacTBOpHUTEIIST/pa30aBUTENS TPUMEHSIETCS BOAa I WHBEKIHMHA, MOXKET Pa3BUTHCA T'e€MOJIU3.
[lpu3Hakn W CUMIOTOMBI  TEPEAO3HPOBKM TakkKe OyIyT CBsS3aHBl CO  CBOWCTBaAMHU
pacTBOpeHHOTr0/pa30aBICHHOrO JICKAPCTBEHHOTO TIperiapara.

Jleuenue

[Tpu ciyvaifHOW mepeao3upOBKE JIeYeHHE AOKHO OBITh MPEKPAIeHO, a MAIlUeHT JOKEeH ObITh
o0ciieIoBaH Ha MPEJAMET BBISBICHUS COOTBETCTBYIONIUX IMPU3HAKOB M CHMIITOMOB, CBSI3aHHBIX C
BBEJICHUEM PACTBOPECHHOT0/pa30aBIeHHOr0 JICKapCTBEHHOTO Tpemnapara. HaOmoneHue 3a

NAIUEHTOM CJIELYET IPOBOAUTD O Pa3pelIEHUs] CUMIITOMOB.
5. PAPMAKOJIOTUYECKHWE CBOMCTBA

5.1. ®apmakoaMHAMHYEeCKHE CBOICTBA
®apMakoTepaneBTUUYeCKas TpyIa: Mpouyne HeJaedeOHble CpEeJCTBA, pPACTBOPUTENH U
pa30aBUTENHN, BKIIOYAsi HPPUTAILIMOHHBIE PACTBOPHI.

Kox ATX: VO7AB

Mexauusm nerictus U hapMakogruHaMudeckue YOO EKThI

Bopa s uabeknuil He o6nagaer papMakoIOrn4eckol aKTUBHOCTBIO. VIconb3yeTcs B KauecTBe
pacTBOpUTENS U IPUMEHSETCS [l IPUTOTOBIICHUS MH(PY3UOHHBIX U MHBEKLIMOHHBIX PACTBOPOB,

oOecrneunBas ONTHMAaJIbHEBIC ycioBuUd AJid COBMECTUMOCTH U B(b(peKTI/IBHOCTI/I CY6CTpaTOB " BOIBI.

5.2. ®dapmakoKUHEeTHYECKHE CBOHCTBA
IIpyn BBeAEHUM IMOCTOSHHO YEPENYIOLIEHCS BOABI M AJIEKTPOJIUTOB IOJAECPKAHUE TOMEOCTasza

OCYILIECTBIAETCS [IOUYKAMH.
6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB
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OTCYTCTBYIOT.

6.2. HecoBMecTUMOCTH
JIaHHBIN JIEKapCTBEHHBIM IMpernapar He CleayeT CMEIIMBATh C MACIAHBIMH pacTBOpamMu s

HHBEKIIUH.

6.3. Cpok roaHocT

4 rona.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NIPH XPAHEHUHU

Xpauuts npu Temneparype He Boiure 30 °C.

VYcnoBusi XpaHeHHs TOCIE PACTBOPEHUS/Pa3BECHHUsT BOAOH Ui WHBEKIUH JIEKapCTBEHHOT'O
npernapara ONPENENSIOTCS WHCTPYKIHEHW 110 MPUMEHEHUIO pacTBOPICMBIX/pa30aBisieMbIX

JICKAPCTBCHHLIX NIPCIIapaTOB B KAXKAOM KOHKPETHOM CJIydac

6.5. XapakTep u cojep:KaHHe MEPBUYHOI YIAKOBKH

ITo 2 wiu 5 mu1 B ammysiel HelTpanibHOro cTekia Mmapku HC-3 nim ummnoptHoro 6eciietHoro (NK)
CTeKJa 1-To THAPOIUTUYECKOTO KiTacca.

Ha xaxnayro ammyidy HaKJIEWBAIOT JTUKETKY W3 OyMaru HTHKETOUYHOW WIM THCYEH WIN
CaMOKJICAIIYIOCS] STUKETKY, UM TEKCT HAHOCAT HETIOCPECTBEHHO Ha aMITyJTy METOJIOM TTyOOKOM
WJIM CTPYHHOM Meyaru.

5 amITys1 MOMeNIaT B KOHTYPHYIO STYSHKOBYIO YIIAKOBKY M3 IUICHKH MOJTUBHHHUIXIOPHTHOM.

1 v 2 KOHTYpHBIE STYCHKOBBIC YIIAKOBKH ¢ MHCTPYKITUEH 1O MPUMEHEHHIO MTOMEIIAIOT B TTAUKY
U3 KapToHa. B mauky BKIaAbIBAIOT cKapu(PUKATOP WU HOXK aMITyIbHBIM.

[Tpu ymakoBke aMmyJl ¢ KOJBLIOM U3JIOMa WM HAJPe30M M TOYKOH HaJsoMa CKapu(pUKaATOp UIIH
HOX aMITyJIbHBIM HE BKJIJBIBAIOT.

6.6. Oco0ble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHHHM  HMCIOJH30BAHHOTO
JIEKAPCTBEHHOT0 mMpenapara WJIH OTXO0A0B, TMOJIYYEHHbIX TOcjde NPHMEHEeHUs

JIEKAPCTBEHHOI0 Npenapara, u pyrue MaHUMyJIsHM C penapaToM

HDI/IFOTOBHGHI/IG PacTBOPOB AJIsI BHYTPUBCHHOI'O 1 BHYTPUMBIIICYHOI'O BBECACHU

[IpuroroBneHne pacTBOPOB JIEKAPCTBEHHBIX CPEACTB C NMPUMEHEHHWEM BOJBI JJIsi HHBEKIIUN
JOJI’KHO OCYIIECTBIISATHCS B aCENTHUECKUX YCIOBUAX (BCKPBITHE aMITyJl, HATIOJHEHHE MIMPUIA U
€MKOCTEH € JIeKapCTBEHHBIMU MIpenapaTamu).

Pexomenmyercs WMCHoONIb30BaHUWE CBEKEMPUTOTOBIICHHBIX PACTBOPOB. YCJIOBHUS XpaHEHUS
JIEKapCTBEHHOT'O Mpernapara nocje pacTBOPEHUs/pa3BeIeH s BOJOU /Ul HHBEKLUI CM. B pa3zelie

6.4.
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Becyr ocraBmmiics J'ICKapCTBeHHHﬁ opernapar WM OTXO0Abl CICAYET YHHUUYTOXUTH B

YCTAHOBJICHHOM IIOPAAKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

Poccuiickas @enepanus

000 «KKOMITAHUA «JJEKO»

129344, r. Mockga, yi. Enucelickas, a. 3, k. 4.
Ten. (499)189-63-25

7.1. IlpencraBuTe/Ib AepKaTesisi perucTPAIlHOHHOIO YA0CTOBEPEeHH s

[Iperen3uu norpeduTeel HaIPaBIATh 110 AAPECY:

Poccniickas @enepanys

000 «KOMITAHUA «IEKO»

129344, r. Mockga, yi. Enucelickas, a. 3, k. 4.
Ten. (499)189-63-25

8. HOMEP PET'HCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBHUYHOM PETMCTPAIIMM (IIOJATBEPXKJIEHHS PETHCTPAIIAMH,
INEPEPETUCTPAIIN)

JlaTa epBUYHON PErUCTPALUU

10. IATA IEPECMOTPA TEKCTA

OO0mass xapakTepUCTHKa JIEKapCTBEHHOro Impemnapata «Boma s MHBEKUMID» AOCTYNHAa Ha

uHGOpMAIIMOHHOM TopTasie EBpasHiiCKOro HSKOHOMHYECKOTO CO03a B HH(MOPMAIMOHHO-
KOMMYHHUKaIMOHHOM cetn « HTepHe™» htpps://eec.eaeunion.org.



