OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

CJIABUITPOKT, 9 mr/mi + 90 mr/mi + 625 Mr/mi1, pacTBOp peKTaJIbHBIM.

2. KAMECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JeiicTByromue BelecTBa: HaTpus JIaypuiCyab(oaleTar, HaTpyus IUTPaT, COPOUTOI.

1 mu pactBopa conepxkut 12,9 mr Hatpus naypuicynbdoarerata 70 % (coorBerctByet 9,0 MT B
nepecyere Ha HaTpus Jaypuicynbdoarerart); 90,0 mr Hatpus nurpata (coorBerctByer 90,0 mMr B
nepecyere Ha 0Oe3BoaHOE BemecTBOo); 893,0 Mr copbuTona KHIKOIO KPHUCTAJUIU3YIOIIErocs
(cootBercTBYeT 625,0 MI B Iepecuere Ha copOUTOII).

BcemomorarenbHbpie BelecTBa, HATMYKME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: copormHoBasi KuciioTa (cMm. pasaen 4.4.).

[TonHbIif epedeHb BCIOMOTaTeIbHBIX BEIIECTB MIPUBEACH B pazzene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOp pexTanbHbIi.

Ot Genoro 10 moutu Oeroro wid OEIoro C KENTOBATHIM MM JKEITOBATO-KOPUYHEBATHIM HIIU
KOPUYHEBAThIM OTTEHKOM I[BETa BSI3KHUI1 pacTBOP.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpemapat npumeHsieTcs y B3pOCIBIX U eTel B Bo3pacTe oT 0 MecsleB U cTaplie mpu:

. 3arope, B T. 4. C SHKOIPE30M,;

o MOJrOTOBKE K  JHJOCKONMUYECKOMY  (PEKTOCKONHS) U PEHTI€HOJOTHYECKOMY
HCCJICTOBAHMIO JKEITYJOUHO-KHUIIIEYHOTO TPAKTA.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 MPUMeEHEHHUs

Pestcum 0o3uposanus

B3pocnvie u 0oemu cmapuwe 3 nem

BBoauTh Bee coniepKUMOe 0THOM MUKPOKIIU3MBI (5 MIT) PEKTaIbHO, BCTABIISIS HAKOHEYHHUK Ha BCIO
JuaHy (cM. puc. 1).

Hosopooicoennvie u demu 0o 3 niem

BBoauTh Bce conepKUMOe OJHOW MHKPOKJIM3MEI (5 MIJI) pEeKTallbHO, BCTaBIIsIsi HAKOHEYHUK Ha
MIOJIOBHHY JUTMHBI (CM. OTMETKY Ha HaKOHEYHHKE, CM. pHC. 1).

Pucynox 1:
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Jus neret 10 3 neT TakkKe BO3MOXHO MCIIOJIB30BAaHME MHUKPOKIM3MBI C YKOPOYEHHBIM
HAaKOHEYHHMKOM (CM. PUCYHOK 2). B Takom ciyyae HEOOXOIMMO BBECTH BCE COAEPKUMOE OJHOM
MUKPOKJIU3MBI (5 MIT) pEKTajIbHO, BCTaBJIsIsl HAKOHEYHUK HA BCIO JUIMHY.

Pucynoxk 2:

Cnocoo6 npumenenusn

OtnomuTte mnomMOy Ha HAKOHEYHUKE TIOOWKA.

Cnerka HajaBuTe Ha TIOOMK Tak, YyTOOBI KaIljis MpermapaTa cMasaja KOHYMK KJIM3MBI, — 3TO
00JIETYUT MPOIIECC BBECHUS.

CnapnuBasi TIOOMK, BBIJJABUTE TTOJTHOCTBIO €T0 COJIEPKIUMOE.

W3BrieknTe HAKOHEUHUK, MO-TIPEKHEMY CIIETKa CIaBIUBas TIOOUK.

4.3. IlpoTuBONOKAa3aHUS

1. I'unep4yyBCTBUTENBHOCTD K HATPUS JIAYpUICYIIb(doareraty, HaTpus IUTPaTy, COpOUTOIY W/UIn
K JTI000OMY M3 BCIIOMOTATENbHBIX BEIIECTB, IEPEUNCICHHBIX B pazjene 6.1.

2. KumeuHast HempoxoJuMOCTb.

4.4. OcoOble yKka3aHUs M MepPbl NPEI0CTOPOKHOCTH NPH NPUMEHEHUH

Ecnu cumnToMbl coXpaHstoTCs, H30eraiTe IIUTEIHHOTO MPUMEHEHHS U O0pPaTUTECh K Bpady.
Bcnomozamenvhvie eeujecmea

[Ipemapar coaepUT COPOMHOBYIO KHCIOTY, KOTOpas MOXET BBI3bIBATH MECTHBIE KOXKHBIC
peakiuu (Harpumep, KOHTAKTHBIA JepPMaTHT).

4.5. B3auMojeilicTBMe C JAPYrHMH JIeKAPCTBEHHBIMH TipenapaTamMy W JApPyrue BHJbI
B3aMMo/1eiicTBUS

CymiecTByeT PpHCK pa3BUTHS HEKpO3a TOJCTOTO KHUIIEYHUKA TPU  OJHOBPEMEHHOM
NepOpaTbHOM/PEKTAIbHOM TPUMEHEHUU HATpus TMOJUCTUPOICYIbdoHaTa U COpOUTOINA,
BXO/JISIIIETO B COCTaB Mpernapara.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALUSA

Depmunvruocms

Hccnenoanuii He MPOBOAUIIOCK.



bepemennocmo

AJIEKBaTHBIX U CTPOTO KOHTPOJIMPYEMBIX HUCCIEAOBAaHUMN C ydacTUeM OEpEeMEHHBIX JKCHILIUH HE
MpOBOJMIIOCE. Tak Kak 3TOT Mpenapar, BEPOSTHO, BCACHIBACTCS B CHUCTEMHBIH KPOBOTOK B
HE3HAYUTENbHOM CTENeHU, IIPU ero MPUMEHEHUH B COOTBETCTBUU C PEKOMEHJIAIUSIMU BO BpeMsI
OepeMEeHHOCTH HE OXKHUAAETCS Pa3BUTHUS HEXeNIaTeNbHbIX 3 (EKTOB AJis IUI0AA.

Jlaxkmayus

AJIEKBAaTHBIX U CTPOTO KOHTPOJHMPYEMBIX HCCICIOBAHUUN C y4yacTHEM OEpPEMEHHBIX KEHIIUH He
npoBOAWIOCh. Tak Kak ATOT Mpemnapar, BEPOATHO, BCACBIBAETCS B CUCTEMHBIH KPOBOTOK B
HE3HAYUTENIbHOM CTENeHH, MPU ero MPUMEHEHUU B COOTBETCTBHH C PEKOMEHAALUSIMU B MEPUOJT
TPYJHOTO BCKapMJIMBAHHUSI HE OXKUJAETCS Pa3BUTHS HEXeNaTeIbHbIX 3()(EKTOB Isi TPYIHOTO
pebenka.

4.7. Bausinue HAa CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMU CpeACTBAMH M padoTath ¢
MeXaHU3MaMH

[Ipumenenue npemnapaTa HE OKa3bIBAET BIMSHUS HA CIIOCOOHOCTD K BBIMOJHEHUIO TOTCHIIHAIIBHO
OTaCHBIX BUJIOB JACSITEIBHOCTU, TPEOYIOIIMX MOBBIIEHHON KOHIIEHTPAIIMM BHUMAHUS 1 OBICTPOTHI
MICUXOMOTOPHBIX peakiuil (ynpaBieHHe TPAHCIIOPTHBIMHU CPEACTBAMHU, pad0Ta C IBHKYIIUMUCS
MeXaHU3MaMHu, paboTa JucneTyepa, onepaTopa).

4.8. HexenaTejibHbIE peaKINU

PesroMme HexxenaTeabHbBIX PEAKIINT

YactoTta MOOOYHBIX peakiMi, KOTOpble ObUIM OTMEYEHBl BO BpeMs Tepanuu MpernapaToM
CJIABUITPOKT, npuBeneHa B BU/E CIACIYIOIIEH Mpajaliiu: o4eHb yacto (> 1/10), gacro (> 1/100,
< 1/10), meuacro (> 1/1000, < 1/100), peaxo (> 1/10000, < 1/1000), ouenp peaxo (< 1/10000),
4acTOTa HEM3BECTHA (Ha OCHOBAHWHU MMEIOIINXCS TAaHHBIX OIICHUTh HEBO3MOKHO).

Hapywenusa co cmoponst UMMYHHOU cucmembl

Ouenb pedxo: ajmyiepruueckue peakuy (Hanpumep, KpanuBHULIA).

Kenyoouno-kuuieunvie napyuienus

Ouenwb peoko. 601b B 00JIaCTH )KUBOTA (BKJIIOYas a0 IOMUHANIbHBIN TUCKOM(OPT, 00JIb B BEPXHUX
oTJenax KHUBOTA); AMCKOM(POPT B aHOPEKTAIbHON 00JIaCTH, KHUJIKUN CTYII.

COO6U.ICHI/IC 0 TOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxxHo coo01ath 0 mo/103peBaeMbIX HEXKENaTeIbHBIX PEAKIUAX OCIIE PErUCTpalMy ITpernapara ¢
LeNbl0 O0ecleyeHus HENpPEepPhIBHOIO MOHUTOPUHIA COOTHOLIEHHUS «I0JIb3a — PUCK»
JICKapCTBEHHOTO Tpernapara. MeauIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOIaTh O JFOOBIX
MO/I03PEBACMbBIX HEXKENIATENbHBIX PEaKIUAX JIEKAPCTBEHHOTO Mperapara 4yepe3 HallMOHAIbHbIE
CHUCTEMBbl COOOIIEHUS O HEXeNaTeIbHBIX pEeaKIHsIX TIoCyAapcTB-uieHOB EBpasuiickoro

OKOHOMHUYECCKOI'O COrO34a.



Poccuiickas @enepanus

OdenepanibHas ciryx0a 1Mo Ha3opy B cdhepe 3apaBooxpanenus (Poc3apaBaanazop)
109012, r. Mocksa, CnaBsiHCKas II0MAAb, 1. 4, cTp. 1

«l"opsiuasg nuaus» PocsapaBHaazopa: +7 800 550 99 03

e-mail: info@roszdravnadzor.gov.ru

Caiit: https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

Jlo HacToAIIIero BpeMEeHHU CiIy4aeB Mepe03UPOBKU HE 3aPETUCTPUPOBAHO.
5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOlicTBA

dapmakoTeparneBTHUECKas TpyIa: cIabuTelbHOE CPEACTBO.

Kon ATX: AOBAG11.

MexaHu3M ASHCTBUS

CJIABUITPOKT — KOMOMHHMpOBaHHBIA IIperapar, OKa3bIBAIOUINI CIIAOUTENBHOE JICHCTBHE.
D¢ ekt HacTymaer yepes 5—15 muHyT. B coctaB npemnapara BXOIAT HATpUS HUTPAT (TIETITH3ATOD,
KOTOPBIIl BBITECHSET CBSI3aHHYIO BOJY, COJEP)KAIIylOCs B KaJOBbIX Maccax), HaTpus
naypuicynbdoanerar (pazkmkaeT COAEPKUMOE KHUIIEYHHKA) U COpOMTON (yCHIIMBAeT
clabuTeNnbHOE AEMCTBHE IyTEM CTHUMYJISLUU MOCTYIUIEHUS BOJbl B KUIIEUHUK). YBEIMUEHUE
KOJIMYECTBA BOJIbI 32 CUET NENTU3ALUH 1 Pa3KUKEHUS CIOCOOCTBYET Pa3MATUEHUIO KAJIOBBIX Macc
U 00JIeryaeT ornopoKHEHHE KUIIEYHHKA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

Bopga ounmmennas,

TJIALIEPOI,

COpOMHOBAs KHCIOTA.

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHUs )

2 roza.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuth npu Temneparype Huxe 25 °C.

6.5. XapakTep U coaep:kaHHe MEPBUYHOI YIAKOBKH

[To 5 Ma1 B MuUKpokIu3My (TMONMATHICHOBYIO TyOy [UIsi OJHOKPAaTHOTO NPUMEHEHHUs C
YKOPOUYEHHBIM WJIM YHHBEPCAJIbHBIM HAKOHEYHHUKOM W3 MOJMITHICHA U OTPHIBHOW IIOMOOH M3

MOJIUATUIICHA).


https://roszdravnadzor.gov.ru/

[To 4 umu 12 MuKpokIu3M (TIOJMATUIICHOBBIX TyO € YKOPOUEHHBIM HWJIM yHHBEPCAIbHBIM
HAKOHEYHHKOM) BMECTE C JINCTKOM-BKJIAIBIIIIEM B KAPTOHHOM MayKe.

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH TPH YHHUYTOKEHHHM  HCIOJH30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPUMEHEHUs:
JIEKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHUIyJsIUU C PenapaTomM

Ecnu nexapcTBeHHOE Cpe/ICTBO MPHUIILIIO B HETOJJHOCTh WJIM UCTEK CPOK FOJIHOCTH — HE BBUIMBANTE
€ro B CTOYHBIC BOJIbI I HE BRIOpACKIBaiiTe Ha ynuily. [lomecTuTe TeKapcTBEHHOE CPEICTBO B TTAKET
U TI0JIOKUTE B MYCOPHBIM KOHTEHHEP. DT MEPHI IOMOTYT 3aIIUTUTh OKPYKAIOIIYIO CPELyY.

7. AEPKATEJIb PETUCTPAIHUMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

[Iy6bnuunoe akuuoHepHoe oOmIeCTBO «AKuuoHepHoe Kypranckoe OOIIECTBO METUIIMHCKHUX
npenapatoB u uzgenuii «Cunte3» (ITAO «Cuntesy)

640008, Kypranckas o6:., 1. Kypran, npocnexkt Konctutyuuu, a. 7

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

7.1. IlpeacTaBUTENb A€PsKATE/Is] PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3uu HOTD66I/ITCJ'I€I71 HAaITpaBJIATh 110 aApPECy.

Poccniickas @enepanns

[TybnudHoe akimoHepHOe 00mecTBO «AkuuoHepHoe KypraHckoe o0IIecTBO MEIMIIMHCKHX
npenapatoB u uzgenuii «Cunte3» (ITAO «Cuntesy)

640008, Kyprauckas 0o6:1., r. Kypran, npocniekt Koncruryuuu, 1. 7

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. TATA NMEPBHYHOW PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPAIIN)
JlaTa niepBoi perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

O6mass xapaktepuctuka JekapctBeHHoro mnpemnapara CJIABUITPOKT pgoctynHa Ha
UHPOPMALIMOHHOM TopTasie EBpa3uiickoro SKOHOMHYECKOTO0 C€Or03a B HMH()OPMALMOHHO -

KOMMYHUKaIMOHHOM cetn «HTepHeT http://eec.eaeunion.org/.



