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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Bopna nns unbexuuii, pacTBOPUTENH sl IPUTOTOBIICHUS JICKAPCTBEHHBIX (POPM JUISI HHBEKIIMHA.
2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JleficTBy1o1IEe€E BEIIECTBO: BOJA.

Kaxxnast amiynna conep kUt Boay AJisi MHBbEKIHUI.

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pazjedie 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOpuTENH I IPUTOTOBICHHS JIEKAPCTBEHHBIX ()OPM IS MHBEKIUH.

[Tpo3paunast GecuiBeTHas! )KUAKOCTH O3 3amaxa.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPpUMEHEHUIO0

[Tpenapat Bona /i nHBEKINN 1T0OKa3aH K IPUMEHEHUIO y B3pOCIbIX MAIMEHTOB U Aeteit ot 0 10
18 ner nns pacTBOpeHMsI U pa3BelEHUs JIEKAPCTBEHHBIX MPENaparoB Ul UX MapeHTEPabHOTO
(MHBEKIIMOHHOTO/UH(Y3UOHHOI0)  BBEJECHHUS  HENOCPEACTBEHHO  Ilepel  IPUMEHEHHEM.
[Ipumensiercs ¢ 1eNbl0 TPUTOTOBICHUS CTEPWIBHBIX HH(PY3UMOHHBIX M HHBEKIIMOHHBIX
PacTBOPOB M3 MOPOIIKOB, THO(UIN3ATOB ¥ KOHIICHTPATOB.

4.2. Pexxum 103MpoOBaHNs U C1IOCO0 NPUMEHEHUs!

Pexxum 103upoBaHus

Crioco6 nmpuMeHeHus, 103a U CKOPOCTh BBEICHUS ONpeAeNseTcs HHCTPYKLIUEH 0 MPUMEHEHUIO
pacTBOpsieMbIX/pa30aBisieMblX JIEKaPCTBEHHBIX IPENapaTOB B KaXJOM KOHKPETHOM Ciyd4ae.
IIpuroroBneHue pacTBOPOB JIEKAPCTBEHHBIX MPENAPATOB C MPUMEHEHUEM BOJBI I UHBEKIIAN
OCYLIECTBIISIETCS B AaCENTUYECKUX YCIOBHUAX (BCKPBITUE YIAKOBOK, HAIIOJHEHUE IIIIPHULA U
€MKOCTEH ¢ JIeKapCTBEHHBIMU IIperapaTamH).

Oco0ble TPVIIILI TAIKEHTOB

bezonacHocth 1 3pdexTuBHOCTH MpenapaTa Boaa aiis MHBEKINI y 0COOBIX TPYIII MAIIMEHTOB HE
YCTaHOBJIEHBI.

eTH
Pexxum nosupoBanust y gereid B Bo3pacte oT O go 18 jeT He oTIMYaeTcs OT pexuMa
JIO3UPOBAHUS JJIs1 B3POCIIBIX.

Crooco0 rmpuMeHeHus

Cnoco0 u CKOPOCTb BBCACHHA IIpCliapaTa OIMPCACIIAOTCA HHCTPYKHHCﬁ o MNpUMCHCHUIO

pacTBOPSAEMBIX/pa30aBlII€MbIX JIEKAPCTBEHHBIX MPENapaToB B KaXXJAOM KOHKPETHOM CIIydae.



ot 31.03.2025 N= 8521
JlekapcTBeHHBIE MpenapaThl CIECIYET PaCTBOPATH WU '1@3]'301}%“; '#QHJJ%%%H%' 'r}enez[ ux

COOTBETC TEn'ET SKCTEPTHOMY OTH ETr

PUMCHCHHEM.
4.3 IIlpoTuBONOKA3aHUSA

He npumeHsTh 1U1sl pacTBOpPEHUsI U pa3BelIeHUs JICKAPCTBEHHBIX MPENapaToB, AJS KOTOPHIX, B
KauyecTBe 00513aTeIbHOI0, YKa3aH JAPYroil paCTBOPUTEIND.

4.4. OcoOble yka3aHus ¥ MepPbI NPETOCTOPOKHOCTH NMPH MPUMEHEHUH

Bona st uHBEKIMH HE MOXET OBITH MPSIMO BBEJACHA BHYTPUCOCYIUCTO M3-3a HU3KOTO
OCMOTHYECKOro JaBieHus (puck remonusa!). Hemp3s cMemmuBaTh ¢ BOAOW il HMHBEKUIUN
MAacJISIHbIE PacTBOPHI i HHBEKUUH. JlekapcTBEHHBIE CpencTBa, KOHIEHTpPALUs KOTOPBIX
JOJKHA OBITh B OMNPEACNCHHBIX TpaHUIAX, pa30aBISIOT BOJOW MJII HHBEKIHHA TOJIBKO B
yKazaHHbIX —Tpenenax. (OcoOblii  KOHTPOJIh 32 KOJWYECTBOM BBOJHUMBIX  PAcTBOPOB,
MPUTOTOBJICHHBIX C HCIIOJIB30BAHUEM BOJBI JUISI UHBEKIUH, TpeOyeTcss y HOBOPOXKIACHHBIX U
MaJICHbKUX JIeTeH, Y KOTOPBIX Ja)Ke IIPU BBEACHUU HEOOIBIINX 00BEMOB BO3MOKHBI HAPYIICHUS
BOJIHO-3JICKTPOJIUTHOTO OanaHca. Ilpu HapylmIeHHMH TEPMETHYHOCTH YITAKOBKH, NMOMYTHECHUU
COJICP’)KUMOT O, Tpernapar He CIEAYeT UCTIOIb30BaTh.

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMHM MpenapaTtaMu H JApyrue BH/bI
B3aNMOJeliCTBUSA

[Ipn cMemmBaHWKM C JAPYTMMHU JICKAPCTBEHHBIMH CpEICTBaMU (MH(Y3HMOHHBIE PACTBOPHI,
KOHIIEHTPAThl JUISI TMPUTOTOBICHUS WH(Y3HMOHHBIX PACTBOPOB, HHBEKIIMOHHBIC PACTBOPHI,
MOPOIIKYM, CYXH€ BEIIeCTBA Uil MPUTOTOBJICHUS MHBEKIIMOHHBIX PACTBOPOB) HEOOXOIUM
BU3YaJbHBI KOHTPOJIbL HA COBMECTUMOCTH (MOKET HMETh MeCTO (apMaleBTuIecKas
COBMECTUMOCTH).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

[Ipumenenue B mepuoa OEPEMEHHOCTH OMNpENENseTCs IMOKAa3aHUsIMH K MPUMEHEHHIO TOTO
nperapara, JUis pa3BeJIcHUs] KOTOPOTro OYJET HCITOJIb30BAThCS BOA JIISl HHBEKITHHN.

JlakTanus

[IpumeHeHre B EpUOA TPYAHOTO BCKApMIIMBAHUS OMpeNessieTcs MOKa3aHUsIMH K TPUMEHEHHIO
TOTO Mpenapara, s pa3BeIeHUs KOTOPOro OyaeT UCTOIb30BaThCS BOJIA ISl MHBEKITUI.

DdepTUIbHOCTD

Jauubie mo GepTUILHOCTH OTCYTCTBYIOT.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH H padorath ¢
MeXaHU3MaMH

Bausinne Ha cHocOOHOCTH K BBIIOJHEHHUIO IIOTCHIUAJIBHO OIIaCHBIX BHUJIOB ACATCIBHOCTHU,

TpeOyIOUINX TMOBBIIIEHHON KOHUEHTPAallMd BHUMAaHUS M OBICTPOTHI MCHUXOMOTOPHBIX peakluid
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JIUCIIeTYEpa W OMeparopa) ONpeleNsieTcss CBOWCTBAMHM JIGKAPCTBEHHOTO Iperaparta s
pPacTBOPEHHUS WK Pa3BEACHUS KOTOPOTO OBLIT UCTIOIH30BAH PACTBOPUTEIND.
4.8. HexkennaTesibHbIe peakunu

Pe3roMe HexxenaTeabHbIX DEAKIINN

[ToGouHoe neiicTBue ompenensercss NOOOYHBIM A(P(HEKTOM JIEKapCTBEHHOIO IMperapara, I
PacTBOPEHUS WM pa3BeIeHHs KOTOPOTO ObLI UCTIOIb30BaH PACTBOPUTEb.

COO6H_IGHI/IC O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxxHo cooOmate 0 TOI0O3pEBAaEMBIX HEXKENATEIbHBIX PEaKIUAX I0CIE pPETrucTpaluu
JICKapCTBEHHOTO TIperapara ¢ 1eibio 00eCredeHrss HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«TOJb3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
coo0IaTh O JIOOBIX T0JI03PEBAEMBIX HEKEIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Mperapara
yepe3 HallMOHAIbHBIE CHCTEMbI COOOIIEHUSI O HEeKEIaTeNbHBIX PEaKIUsIX rOCyJapCTB - YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanus

®enepanibHas ciryx0a 1Mo Ha30py B chepe 31paBOOXpaHEHUSI.

Anpec: 109012, r. MockBa, CnaBsiHcKas miiomazis, a. 4, ctp. 1.

Temedon: +7 800 550 99 03

DnekTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYHHUKAITIOHHOM CeTH «uTepueT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMnTOMBI

[Tocne BBeneHus OONBIIMX OOBEMOB THMIIOTOHMYECKHUX PAcTBOPOB, B KOTOPBIX B KadyecTBE
pacTBOpuTENs/pa30aBUTENs UCIOIB30BANaCh BOJA Ul MHBEKLUH, MOXKET Pa3BUTHCS I'e€MOJIN3.
[lpu3Hakn © CHMIITOMBI TIEPENO3UPOBKM TaK K€ OyAyT CBS3aHBI CO CBOMCTBaMHU
pacTBOpeHHOTr0/pa30aBIeHHOTO JIEKAPCTBEHHOTO TIpernapara.

Jleyenue

[Tpu cnyuaifHo# nepeao3upoBKe JIeUeHNe JTOHKHO OBITh MPEKpaIleHo, a NallMeHT JOKEH ObITh
o0cIieZIoBaH Ha MPEMET BBISIBJICHUSI COOTBETCTBYIOIINX MPU3HAKOB U CUMIITOMOB, CBSI3aHHBIX C
BBEJICHUEM pACTBOPEHHOr0/pa30aBIeHHOr0 JIEKapCTBEHHOro mpemnapara. HaOmionenue 3a

MNanuCHTOM CIICAYCT IIPOU3BOAUTDL N0 pa3pClICHUA CUMIITOMOB.
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5. PAPMAKOJIOTMYECKUE CBOCTBA (MOCTIEQOBATENEHOCTS 0003)

5.1. ®apmakoauHaMHYeCKHe CBOICTBA

dapMakoTeparneBTUYECKasl TPYIINa; IPOYHe JICYeOHbIE CPENICTBA; PACTBOPUTEIH U pa30aBUTEIH,
BKJIFOYAsi UPPUTALMOHHBIE PACTBOPHI.

Kox ATX: VO7AB

dapmakoauaamuyeckue d3PpHeKTol

Bopa s uabekuunit He o0nagaer papMakoIOrH4eckoil aKTUBHOCTHIO. Mcrionb3yeTcs B kKauecTBe
pPacTBOPUTENIS U IPUMEHSIETCS ATl IPUTOTOBIIECHUS MH(Y3MOHHBIX U HHbEKIIMOHHBIX PACTBOPOB,
obecrnieunBasi ONTUMAJIbHBIEC YCIOBUS JI1 COBMECTUMOCTH 3PPEKTUBHOCTH CyOCTPATOB U BOJIBI.
5.2. ®apmakokuHeTHYECKHE CBOWCTBA

[Ipy BBEOEHMM NOCTOSHHO YEpenyHOLIEHcsl BOAbI U 3JIEKTPOJIIMTOB IOAJIEPKAHUE TOMEOCTa3a
OCYIIECTBIISICTCS TOYKAMHU.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BcIoMoOraTe/ibHbIX BellleCTB

OTCyTCTBYIOT

6.2. HecoBmecTUMOCTB

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

4 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHHUH

XpaHUThb B CyXOM, 3alllMILIEHHOM OT CBETa MECTe MpHU Temriepatype He Bbiiie 25 °C.

6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKHU

[To 2 miu1 B aMIyJibl HEUTPAIBHOTO CTEKJIA.

ITo 10 ammyn BMecTe ¢ MHCTPYKUHUEW MO MEIUIMHCKOMY MPUMEHEHHIO U HOKOM aMIyJIbHBIM
WK CKapu(UKATOPOM aMIyJIbHBIM MMOMEIIAIOT B TAYKy KAPTOHHYIO.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHBIX IOcjde NpPHUMEHEeHUus:
JIEKAPCTBEHHOI'0 Npenapara, i Apyrue MaHUIYJISIUN € IPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanns

000 «Craryc®apm»

109316, r. Mocksa, OcranoBckuit op., 1. 5, cTp. 1.

Ten/daxc: (495) 589-90-01.
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7.1. llpencraBuTeib AepKaTessi perucTpalMOHHOIO %ELQ%‘L%M&TEHI:HG CTb 0003)

IIperen3un HOTDC6I/ITGJICI71 HaIpasJIATH 110 aApECy:

Poccniickas @enepanns

000 «CrarycDapm»

109316, r. Mocksa, OcranoBckuit np., 1. 5, cTp. 1.

Ten/daxc: (495) 589-90-01.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHU S

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOATBEPXJEHUS PETMCTPALIMU,
INEPEPETUCTPALINN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmass xapakTepucTHKa JIEKapCTBEHHOro mpenapara Boja juid MHBEKIMI AOCTyNHa Ha
MHPOPMALIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALHMOHHO-

KOMMYHHKAIIMOHHOH cetu «MHTepHeT» http://eec.eacunion.org.
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