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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

JIMHUMEHT BAJIb3AMMYECKUIM (o BummHeBckoMy), JHMHHMEHT [l HApy)KHOTO
MPUMEHEHHUS.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTByro1IIee BEIIECTBO: ACTOTh OEpe30BbIi + TpuOpoM(peHOoIATa BUCMYTa U BUCMYTa OKCUAA
KOMILJICKC.

Kaxxnpie 100 T nuHMMEHTA 71 HAPY>KHOTO TIPUMEHEHUs coaepxaT 3 r jerts oepezoBoro, 3 T +
TpUOpPOMQEHOIATA BHCMYTa H BHCMYTa OKCHJIA KOMILIIEKCA.

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

JIMHUMEHT ISl HAPY)KHOTO MPUMEHEHHS.

JIMHUMEHT OT CBETJIO-KENTOTO JO KOPUYHEBOIO C 3€JCHOBAaThIM OTTEHKOM I[BETAa C
XapaKTEPHBIM 3aIIaXOM.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

HewundunmpoBaHHbIe, [UIMTETHFHO HE3)KUBAIOIIUE TOCICONEPANIMOHHBIC, TTOCTTPABMATHYECKUE
paHBI KOXKH M MATKAX TKaHCH.

4.2. Pe:xuM 103HPOBAHMSI H CIIOCO0 MPUMEHEHUsI

PexxuM 103upoBaHus

B3POCJ'IBIM HAHOCAT TOHKHUM CJIOEM Ha Y4YaCTOK IMOPAXCHHA WJIW HAKJIAAbIBAIOT IOBA3KY B 5-6
CJIOCB MapJii C IMHUMCHTOM.

CTH
Pexum AO3UPOBAHUSA Y I[eTeﬁ B BO3pacTe OT 0 A0 18 mer He oOTIWYAETCA OT pexKxumMa
A03UPOBaHUA I B3POCIIbIX.

Criocob nnpuMeHeHus

Hapy»xHo.

4.3 IlporuBonoka3zanus

['urepuayBCTBUTEIBHOCTD K JIETTIO Oepe30BOMY, TPHOPOMQPEHOIATY BUCMYTa U BUCMYTa OKCHJIA
KOMIUTEKCY (KcepodopMmy) MM K JIFOOOMY W3 BCIIOMOTATEIBHBIX BEIECTB, MEPEUNCICHHBIX B
pa3znene 6.1, octpeie THOIHBIE 3a00J€BaHUS KOXH U MSATKUX TKaHed (B T.4. aOCHeAUPYIOMIUN
bypyHKyn, KapOyHKyn, ¢draermMoHa, alciecc, TUAPAACHUT, IUMQPAACHUT, HATHOMBIIASICS

aTepoma, JUIOMa, aparpoKTUT, IMIIHEMa IIJIEBPHI).
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4.4. Ocobble yKa3aHHs H Mepbl NPeI0CTOPOKHOCTH npt-pivenern = | £HOCTE 0007)

He monyckarh momajaHus JIMHUMEHTA HA CIM3UCTBIE 000704YKM M B Tiasza. Ilocne HaHeceHus
Ipemnapara HCO6XOI[I/IMO TIIATCIIBHO BBIMBITh PYKH IJId IPCAOTBPALICHUA TOITaJaHUs JIMHUMCHTA
B IJ1a3a, pOT, HOC.

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JIEKAPCTBEHHBIMHM MpenapaTtaMu H JApyrue BH/bI
B3aMMO/1eliCTBUA

He onmcano.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepeMeHHOCTB

[Ipumenenue mpenapara BO BpeMsi OEPEMEHHOCTH BO3MOXKHO TOJBKO B Te€X CiIyyasix, Korja
npearojgaracMas 1moJjib3a 4Jis1 MaTCpu NpPCBbIIIACT HOTCHHI/IaJIBHBIf/'I PHUCK IJId TU1044.

Jlakranus

[Ipy HEoOXOIMMOCTH MPUMEHEHHUs MperapaTa B MEPHOJ TPyJHOTO0 BCKapMIIMBAHUS CIEAyeT
pemuTh BOIIPOC 0 HpEeKpaLICHUN TPyAHOTO BCKapMJIMBaHUs. Heo0xoaumo
MPOKOHCYJIbTUPOBATHLCS C BPAYOM.

4.7. Bunsinue Ha CNOCOOHOCTH YHPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH WU padorarh ¢
MeXaHM3MaMH

[Ipenapat He OKa3bIBAaeT BIUSHUSA HAa CIIOCOOHOCTH YINPAaBJIATh TPAHCIOPTHBIMU CPEACTBAMH U
MEXaHU3MaMH.

4.8. HexkennaTeibHbIE peakunu

Pe3roMe HeXeIaTeIbHbIX PEeaKInui

Anneprnqecxne pCakuuu; npu JJIUTCIbHOM NPUMECHCHUNW BO3MOKHO Pa3gpaKCHHUEC KOXKU.

Coo01reHne 0 mo03pEBAEMBIX HEXKEIATEIBHBIX PEAKIINIX

Baxxno coo0mare 0 MOJ03peBaeMbIX HEXKENATENbHBIX PEeaKIUsAX IOClie pPEeTUCTpalluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«MOJb3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeTuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
CO00IIaTh O JIFOOBIX TOJIO3PEBACMBIX HEXKEIIATEIBbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAIBHBIE CHCTEMbI COOOIIEHUS O HEeKEIaTeNbHBIX PEaKIUsIX rOCyJapCTB - YICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKas Iiiomap, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B HH(OPMaLMOHHO-TEIEKOMMYHUKAMOHHON CeTH «HTepHeT™:!


mailto:pharm@roszdravnadzor.gov.ru
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4.9. Ilepeno3npoBka

CuMITOMBI

CuUMINTOMBI IIEPEI03UPOBKH HE OMHICAHBI.

Jleuenue

CumnromMaTH4ecKoe.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. dapmakoauHaAMHYeCKHe CBOiiCTBA

®apMakoTepaneBTUYECKasl TpyIa: aHTHUCENTUKU U Je3WH(UUIUPYIOLIUE CPENCTBa; JIpYyrue
AQHTHCENTHKH U Ie3MH(DUIUPYIOIIUE CPENICTBA.

Koxg ATX: DO8BAX

dapmakogngamuyeckue 3P HeKTol

KomOunupoBaHHbIi npenapar st HapyKHoOro npuMeHeHus. OKa3blBaeT aHTUCENTUYECKOE U
MECTHOpa3paxaroliee JeHCTBUE, YCKOPSET IPOLECCHl PEreHepaluu.

Jerotn Oepe30BbIit o0nagaer KEepaToIUIaCTHUYECKHUM, AHTUCCITUYCCKHM,
IPOTHBOBOCHAIMTENbHBIM, MECTHOPA3ApaKAIOUIUM JCUCTBUEM, CIIOCOOCTBYET YIIYUIIEHUIO
KpOBOCHaO)KeHUs1 TKaHe. TpuOpomdenonsata BucMyTa U Bucmyra okcuza KOMILIEKC
(xcepodopm) obnamaer BSDKYIIUM, a7ICOPOUPYIOIINM, MIPOTUBOBOCIIATIUTEIBHBIM,
aHTHCENTUYECKUM  JedcTBUeM. llpu Hapy)XKHOM NOpPUMEHEHUU KcepopopM  yCKOpsieT
pereHeparuio TKaHeH.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIIECTB

Aspocui (KpeMHUS JUOKCU KOJIOUTHBIH )

KremnieBuHbI OOBIKHOBEHHOM CeMsTH Maciio (KacTOpOBOE MAacIio)

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)

5 ner.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU

XpaHUTh B 3alMIIEHHOM OT CBETa MecTe Mpu TeMIiepaTtype He Bbiiie 25 °C.

6.5. XapakTep u cofepkaHue NEPBHYHOH YIIAKOBKH

ITo 25, 30, 40 r B TyOBI aTlOMUHUEBBIE, YKYTIOPEHHbBIE OYIIIOHOM.

ITo 25, 30, 40 T B TyOBI U3 KOMOMHUPOBAHHOTO MaTepuala, yKynmopeHHbIE OyIIIOHOM.
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KapToHa.
6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJYYEHHbIX IOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MaHUINyJsiMHU ¢ penapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas @enepanus

000 «BUTA JIAWH»

443099, Camapckas obnacts, 1.0. Camapa, BH. p-H Camapckwuii, r. Camapa, yi. KyioOslmesa,
a. 110.

7.1. IlpeacraBuTe/Ib AepKaTEsl PErHCTPAIMOHHOIO YA0CTOBEPEHH S

IIpereH3un HOTDC6HT€JI€I>1 HAaImpaBJIATH I10 aApPECy.

Poccniickas @enepanns

00O «Tynbckas papmaneBTryeckas hadpukar»

300004, r. Tyna, Topxosckuii mpoesn, a. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPAIMOHHOTI'O YIOCTOBEPEHUSA

9. TATA NEPBUYHON PETUCTPALIMU (IIOATBEPXJIEHUA PEIMCTPAIIUMU,
INEPEPETUCTPALIUN)

Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO611as XapakTepUCTHKA JeKapcTBeHHoro npenapata JUHUMEHT BAJIb3AMWYECKHWH (mo
BumineBckoMy) J0CTymHa Ha WH(QOPMAIMOHHOM MopTaie EBpa3suiickoro 3KOHOMHYECKOTO

COI03a B MH(OPMAIIMOHHO- KOMMYHUKAIIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org.
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