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OBILIAS XAPAKTEPHCTHKA JIEKAPCTBEH OO APERRPLTR 000

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
Bopa ans uabeKuuni, pacTBOPUTEIND IS IPUTOTOBJICHUS JIEKAPCTBEHHBIX (DOPM JIJIs1 MHBEKIUIA
2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JelicTByrolee BEUIECTBO: BOJA.
Kaxxapiii Mu1 pacTBOpUTEINSI COACPKUT 1 MIT BOJIBI 1JISI UHBEKITUH.
BcnomorarenbHbie BeliecTBa OTCYTCTBYIOT.

3. JEKAPCTBEHHAS ®OPMA

PacTBOpuTENH IS TPUTOTOBIICHHS JICKAPCTBEHHBIX (DOPM TSI UHHEKIIHH.
[Tpo3paunast GecriBeTHast )KUAKOCTH O3 3amaxa.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Tpenapar nokasan K NPUMEHEHHIO Y B3pOCIbIX, AeTel B Bozpacte oT 0 1o 18 ner.

PacTBopeHne M pas3BeneHUE JIEKApCTBEHHBIX INpenapaToB i MX [apeHTEpaIbHOIro
(MHPEKLIMOHHOTO WJIM HWH(Y3MOHHOT0) BBEIEHUS HENOCPEICTBEHHO IEpe] NPUMEHEHUEM.
[Ipumensiercs ¢ 1eNpl0 NPUTOTOBICHUS CTEPUIbHBIX HWH(PY3MOHHBIX M HHBEKLHOHHBIX
pPacTBOPOB M3 MOPOIIKOB, THO(UIM3ATOB M KOHIICHTPATOB.

4.2. PesxuMm 103MpOBaHNs U c1IOCO0 NPMMEHEeHUs

PexxuM 103upoBaHus

Jloza mnpemapata ¥ OPOAODKUTEIBHOCTh TEpaluM — ONPEAETSIOTCS HHCTPYKUMEH 10
MEIUIUHCKOMY TNPUMEHEHUIO PacTBOPSEMBIX/pa30aBiIsieMbIX JICKapCTBEHHBIX IpenapaToB B
Ka)KZIOM KOHKPETHOM CIIydae.

Crioco6 nmpuMeHeHus

Cnoco0 mpUMEHEHMsI U CKOPOCTb BBEACHUS OIPENESAIOTCS MHCTPYKLIHMEH 10 MEAUIIMHCKOMY
OPUMEHEHHUIO  PACTBOPSEMBIX/pa30aBiieMbIX  JIEKAPCTBEHHBIX  IPENaparoB B  KaXKAOM
KOHKPETHOM CIIy4ae.

4.3. IIlpoTuBONOKA3aAHUS
He npumeHATH /Ui pacTBOpPEHHs] U pa3BEICHUS JIEKAaPCTBEHHBIX MPENapaToB, ISl KOTOPHIX B
KadecTBe 00s13aTeTLHOT0 YKa3aH APYrold pacTBOPUTEIb.

4.4. OcoOble ykazaHusl 1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH
Bona i mHbekumMii He MOXET OBITh NPSMO BBEAEHA BHYTPUCOCYIUCTO H3-3a HHU3KOTO
OCMOTHYECKOTO maBieHusi (puck remonmsal). JlekapcTBeHHBIE CpEeACTBAa, KOHIICHTPAIH
KOTOPBIX JOJDKHA OBITH B ONPE/ENICHHBIX IPaHUIIaX, Pa30aBiIsAiOT BOAOH A1 HHBEKIUI TOIBKO B
yKa3aHHbBIX Tpeaenax. [Ipu HapylIeHuH TepPMETHYHOCTH YIIAaKOBKH, TIOMYTHEHHH COAEPKUMOTO,
npernapar He ClIeAyeT UCIOIb30BaTh.

eTH
Oco0bIi KOHTPOJIb 32 KOJTMYECTBOM BBOJUMBIX PACTBOPOB, IPUTOTOBJIEHHBIX C UCIOJIb30BAHUEM
BOJIBI TS HHBEKIUH, TpeOYeTCs Y HOBOPOXKIEHHBIX U MAJCHBKHUX JIETeH, Y KOTOPBIX Jaxke TPU
BBEJICHUU HEOOBIINX 00BEMOB BO3MOXHBI HAPYIICHUSI BOIHO-JIEKTPOJIUTHOTO OanaHca.
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4.5. B3amMmopeiictBHMe ¢ JIPYrHMH nexapcrnennm%‘r“ﬁ%%%&%

B3auMOeiicTBHSA
[lpy cMemmMBaHWM C JAPYTUMH JIEKAPCTBEHHBIMH CpeACTBaMHU (MH(Y3MOHHBIE PACTBOPHI,
KOHIIGHTPAThl JUIsl TPUTOTOBJICHUS WH(Y3HMH, WHBEKIIMOHHBIC PACTBOPBI, IMOPOIIKH, CyXHE
BEIIIECTBA JJISl IPUTOTOBJICHHUSI HHBEKIIMOHHBIX PACTBOPOB) HEOOXOAUM BU3YallbHBIH KOHTPOIb
Ha COBMECTUMOCTh (MOXXET HWMEThb MECTO XUMHUYecKas win (apManeBTHIECKas
HECOBMECTUMOCTB ).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

bepemeHHOCTD

[IpumeHeHre BO BpeMsi OEpEeMEHHOCTH OMpPENesieTcss HWHCTPYKIMEH IO MEIUITMHCKOMY
MIPUMEHEHHUIO TOTO JIEKAPCTBEHHOT'O TIpernapara, sl pa3BeJACHUS KOTOPOTO OYIeT MPUMEHSATHCS
BOJIa I MHBECKITHH.

JlakTauus

[IpumeHeHre BO BpeMs TPYAHOTO BCKapMIIMBAaHUS OMNpPEIEISICTCS HWHCTPYKIIHMEH 110
MEAMIIMHCKOMY TMPUMEHEHHIO TOrO JIEKApCTBEHHOTO Mpemnapara, Ijs pa3BeleHUss KOTOPOro
OyJeT MPUMEHSTHCS BOJIA JIJIST MHBCKITHIA.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMH CpeACTBAMHM M padorath ¢
MeXaHHU3MaMH

BnusHue Ha CHOCOOHOCTH K BBINOJHEHUIO NOTEHUUAIbHO OMNACHBIX BMJIOB JAESTEIbHOCTH,
TpeOYIOLINX IMOBBIIIEHHOW KOHLEHTpPAlMM BHUMAHUS U OBICTPOTHI IMCHUXOMOTOPHBIX PEAKIMH
(ynpaBiieHHE TPAaHCHOPTHBIMU CpEACTBaMM, PadOThl C ABMXKYIIMMHCS MEXaHU3MaMu, padbora
JMCIieTYepa M OIllepaTropa) OIpeNeNseTcss CBOMCTBaMHU JIEKapCTBEHHOTO IIperapara JJis
pacTBOPEHUS WU Pa3BEICHUsS KOTOPOTO OBLI HCIOIB30BAH PACTBOPUTEIb.

4.8. HexenarejibHbIEe peakuuu

Pe3rome nipoduiist 6€301nacHOCTH

HO60‘~IHOC HeﬁCTBHe OHpe)ICJ'ISICTCSI BO3MOXHBIMH HCXKCJIAaTCIbHBIMU peaKHI/ISIMI/I
JICKApCTBEHHOTO Tperapara, JJIsi PacTBOPEHHsI WM Pa3BEICHHUS KOTOPOro ObLT HCIOJIb30BaH
PacTBOPHUTEINb.

Coo011eHHE 0 TOA03PEBACMbBIX HEXKEIATEILHBIX PEAKIMIX

BaxxHo coo0mare 0 TMMOA03peBaeMbIX HEXKENaTeNbHBIX pPEaKIUsIX I[OCle pPerucTparuu
JICKapCTBEHHOTO TIperapara ¢ Mebio 00eCreueHrs HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«T0MTb3a-pUCK» JIEKAPCTBEHHOTO Tpemnapara. MeTuIMHCKUM paOOTHHUKAaM pEeKOMEHAYEeTCs
CO00IIaTh O JIFOOBIX TOI03PEBACMBIX HEXKENATSIBHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara
yepe3 HAIMOHAIBHBIE CHUCTEMBI COOOIICHHS] O HEKEIATENbHBIX PEAKIUAX TOCYIapCTB-UICHOB
EBpazniickoro 3K0HOMHYECKOT0 COI03a.

Poccuiickas @enepanus

®denepanbHas city:x0a 1o HaJa30py B cdepe 3ApaBOOXpaHEeHHUs
Anpec: 109012, r. MockBa, CriaBstHCKasl TUIOIIaab, 1. 4, cTp. 1
Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Anpec B unTepHere: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHUMITOMEI

[Tocne BBeneHHS OONBIIUX OOBEMOB THUIIOTOHHYECKHUX PACTBOPOB, B KOTOPHIX B KAaueCTBE
pacTBOPHUTEIIS/pa30aBUTENSI MCIIOIB30BAJIACh BOJIA JJISI MHBEKIIUH, MOXKET Pa3BUTHCS T'€MOJIHU3.
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PacTBOPEHHOT0/pa30aBICHHOTO JICKAPCTBEHHOTO TIpernapara.

Jleuenne

[Ipu cryqaitHOM TIepeT03UPOBKE JICUCHUE JTODKHO OBITh MPEKPAICHO, a MAIMEeHT JOJDKEH OBITh
06CJICI[OB3H Ha HpeI[MeT BBIABJIICHUA COOTBGTCTBYIOH_[I/IX HpI/IBHaKOB U CUMIITOMOB, CBA3aHHBIX C
BBEJICHHEM pPacTBOPEHHOTO/pa30aBIICHHOTO JIEKAPCTBEHHOrO mpernaparta. HaOmrogeHue 3a
IIaguCHTOM CJIGI[yGT HpOI/I3BOI[I/ITB pi(e] pa3pemeHH;1 CUMIITOMOB.

5. PAPMAKOJIOTHYECKUE CBOHCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOICTBA

dapmakoTepaneBTHUYECKass TpylIa: IpoYue HeJeueOHbIE CPEICTBA; PACTBOPUTEIH U
pa30aBUTENN, BKIIOYAs HPPUTAIIUOHHEBIE PACTBOPHI.

Koxn ATX: VO7AB

Mexanusm aerictus, papMakogHaMuyeckue Y eKThI

Bopa nyst unbekuumii He o0magaeT papMakoIOrHueckor akTUBHOCTbIO. Mcronb3yeTcs: B KauecTBe
PACTBOPHUTEIIS M TIPUMEHSIETCS JJIsI PUTOTOBJICHUST NH(DY3NMOHHBIX M MHBEKITMOHHBIX PaCTBOPOB,
oOecrieunBasi ONTUMAbHBIE YCIOBHUS AJII COBMECTUMOCTH U 3(G(EKTHUBHOCTH CYOCTpaToOB M
BOJIBI.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

[Ipu BBeAEHUU MOCTOSTHHO YEPEIYIOUICHCS BOJABI M AJICKTPOJIUTOB MOJECPKAHUE TOMEOCTa3a
OCYIIECTBIISICTCS TOYKAMHU.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHbIX BEIIECTB
OTCyTCTBYIOT.

6.2. HecoBMecTUMOCTH
Bony ans uHbeKIuil HeNb3si CMEIINBATh C MACISIHBIMU PACTBOPAMH ISl UHBEKIIUH.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)
5 nmer.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
ITpu Temneparype He Boime 25 °C.

6.5. Xapakrep u cofepkaHue NEPBHYHOH YNIAKOBKH

ITo 2 M, 5 mut w10 M1 B aMITyJsibl HEMTPAIBHOTO CTEKJIa UM OECLIBETHOTO CTEKJIA MEPBOTO
TUAPOIUTUYECKOTO KIacca ¢ TOYKAMU HAJIJIOMa WJIA KOJIBLIAMH.

[To 10 ammyn BMecTe ¢ HHCTPYKLKEN IO MEIUIIUHCKOMY MTPUMEHEHHIO TIOMEIIAl0T B KOPOOKY U3
KapTOHa.

ITo 5 amImyn moMemarT B KOHTYPHYIO STYEMKOBYIO YIAKOBKY U3 IUIEHKH MTOJIMBUHUIXJIOPUTHOM.
ITo 2 xOHTYypHBIE TYEUKOBBIE YITAKOBKH BMECTE C MHCTPYKLIMEN 110 MEIULIMHCKOMY TPUMEHEHUIO
MIOMEMIAIOT B MTAYKy U3 KapTOHA.
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6.6. OcoOble Mepbl MNPEIOCTOPONKHOCT '”_r}ﬁ'-ﬁ%mén&?”bﬂ 30'B'a1nmro

JIEKAPCTBEHHOI0 mpenapara WJH OTXOIIOB, NMOJy4YeHHBIX Mocjie TNpPUMeHEeHHUs
JIEKAPCTBEHHOT'0 NMPenapara, u Apyrue MaHUIYJISIIUN ¢ Penaparom

[TpurotoBneHne pacTBOPOB JEKAPCTBEHHBIX MPENApaToB ¢ MPUMEHEHHEM BOJIbI ISl MHBEKIUN
OCYIIECTBIISIETCS. B AaCENTHUYECKUX YCIOBUSAX (BCKPBITUE amImyll, HAroJHEHHUE IINpUlla |
€MKOCTEH ¢ JIeKapCTBEHHBIMHU IIperapaTamMu).

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

000 «Meaukan JTU3UHT-KOHCATTHHT

Anpec: 125284, r. MockBa, BH.T€p.r.MyHULIMNAIbHbIA OKpyr beroBoii, JleHuHrpaackuit
npocnekT, a. 31A, ctp. 1, momemenue 1/16

Ten: +7 (495) 232-01-40

Anpec snekTpoHHOM mouThl: info@medcon.ru

7.1. llpeacraBuTe/Ib A€pP:KATEsl PErUCTPAIIMOHHOIO YA0CTOBEPEHUs

[IpereH3uu noTpedUTENEH HANMPABIATh O AAPECY:

Poccniickas @enepanys

000 «Menukai JIN3UHT-KOHCAITHHTY

Anpec: 125284, r. MockBa, BH.Tep.r.MyHULUMNAIbHBIH OKpyr beroBoii, JleHuHrpaackui
pocIekT, a. 31A, crp. 1, nomemenue 1/16

Ten: +7 (495) 232-01-40

Anpec snekTponHoi mouTsl: info@medcon.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHS PETHMCTPAIIVH,
INEPEPETUCTPALINN)

10. JATA IEPECMOTPA TEKCTA

OOmrasi XapakTepuUCTHKa JIEKapCTBEHHOTO Npemnapara Boja Ui WHBEKIMHA JOCTyIHA Ha
uH(GOPMAIIMOHHOM TopTane EBpa3suilckoro 3KOHOMHYECKOTO COro3a B HH(OPMAIMOHHO-
KOMMYHUKAIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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