OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

PBUKOJIOH®, 64 r, HOpoIIoK /is IPUrOTOBIEHHS PACTBOpPA I HPUEMa BHYTPb

2. KAYMECTBEHHBINA U1 KOJIMYECTBEHHBINA COCTAB
HetictBytoiee BeniectBo: Makporoa 4000.
B 1 makere comepxutcst 64 T Maxporosna 4000.

BcnomorareabHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YYHUTBIBATHL B COCTABC JICKAPCTBCHHOI'O
npenapara: HaTpus cyjabpaT 0e3BOJHBIN, HATPUS THIPOKAPOOHAT, HATPUS XJIOPHUJ, Kaaus XJIOPHI,
HaTpus caxapuHar (cMm. pasaen 4.4.).

[TonnbIii mepevyeHb BCIIOMOTaTEIbHbIX BEIIECTB MPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA
[Topomok /i NpUrOTOBICHUS PACTBOPA JUIsSl IPHEMa BHYTPb.
PBUKOJIOH®, 64 r, mOpomIok 1y1s IPUroOTOBIEHHS PACTBOPA [T HPHEMa BHYTPb

[Topomok Genoro wim noytu O6enoro 1BeTa. Jlomyckaercs: HaTMYre HeOONIBIINX arJioMepaToB.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3aHusl K NPUMEHEHHUIO
ABUKOJIOH® nokasaH kK MpUMEHEHHNIO y B3pOCIBIX B BO3pAcTe oT 18 mer.
OuuIieHue TOICTON KUIIKY MPU NOJArOTOBKE NAIlMEHTA K:
— 3HJIOCKONMYECKOMY WUJIM PEHTT€HOJIOTHYECKOMY HCCIIEI0BAaHUIO TOJICTON KHIIKH,
— OIepaTHBHBIM BMEILIATEIbCTBAM, TPEOYIOIUM OTCYTCTBHSI COJIEPKUMOTO B TOJICTON KHUIIIKE.
4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU S

PexxuM o3upoBaHusa

Bspocnvie

Pexomennyemas no3a cocrasisier 1 maker / 1 i1 pactBopa Ha 15 — 20 Kr Macchl Tejia MaluueHTa Wi,
B CpeaiHeEM, OT 3 /10 4 11 TOJIy4eHHOTO pacTBOpa.



Cnocob IIPUMCHCHUA

[Ipenapat npegHa3zHaveH i IpueMa BHYTPb.
Jlist ynydieHus BKyca pacTBOP JIyUIlle MPUHUMATD OXJIAXKIECHHBIM.

PekoMeHayercss BBIMBAaTH 10 OJHOMY IOJHOMY cTakaHy (250 Mi1) MHOJIy4YyeHHOro pacTBOpa
mpenapara Kaxaple 15 MHHYT 0 MOJHOrO yHnoTpeOJjeHHs MPUIrOTOBIEHHOIO OOBbEMa pacTBOpA.
OO6b1yHO TpueM mpenaparta 3aHuMaeT 4 — 6 yacoB. OOBIYHO PEKOMEH]YETCs IMOCIETHUIN MpuemM
Ipernapara 3aBepLIUTh He M03/1Hee, YeM 3a 3 4 /10 MPOBEIeHHsI 00CIe1I0BaHNUs UM XUPYPrHUECKOrO
BMelaTenbeTBa. Ilpu ogHOKpaTHOM mpueme NOaHOHM 1036l 3 — 4 11 pacTBOpa IPUHUMAIOT BEYEPOM
HaKaHyHE Ha3HA4YE€HHOM MpoLeyphl ¢ BO3MOXKHBIM IEPEPHIBOM 1 yac mociie npueMa nepBbix 2 JI.

[Ipu BBeCHUMN HBUKOJIOH® yepes JKeNyJOUYHbIA 30H1 CKOPOCTh BBEJICHUS JOJKHA COCTABIIATh 15
— 20 M1 B MHH.

SBUKOJIOH® npesmHasHayeH il OYHMINEHHS JKETyJOYHO-KUIIEUHOTO TPAaKTa M CHOCOOCTBYET
9BaKyallu COJCPKUMOTO KUIIEYHNKA KakK 1pu auapee. [lepBolii KUAKUI CTYN JOJKEH MOSBUTHCS B
TeyeHue | — 2 yacoB moclie Hayaia npueMa npemnapara.

Oco0nlie T'PYHIIBI TAITMEHTOB

llayuenmoi ¢ Hapywenuem QyHKkyuu novex

Heob6xoauMo cobmronaTh MPEeIOCTOPOXKHOCTH IPU HMpUEME JIaHHOrO Ipernapara y MaIHeHTOB C
M3MEHEHHOH (pyHKIMeH moyex.

Iayuenmor nodxcunozo 6o3pacma
W3menenue 103bl He TpeOyeTcsl.
eTH

BesomacHocTh ¥ 3¢dekTuBHOCT, Tpermapata DBUKOJIOH® y nereit B Bo3pacte 10 18 ner He
YCTaHOBJICHBI.

[pemapar 9BUKOJIOH® M0’KHO MpUMEHATH TOBKO Y B3POCIBIX MAIMEHTOB cTapiie 18 mer.

HNHcTpyKuuu 10 IpUrOTOBJICHHUIO JIEKAPCTBEHHOTO IMpenapara rnepej; IpuMeHEHUEM CM. B pasJiesie
6.6.

4.3. lIpoTuBoONOKA3aHUSA

— THUIEPYYBCTBUTEIBHOCTh K JCHCTBYIONIEMY BEIIECTBY WJIM K JIIOOOMY M3 BCIOMOTATEIbHBIX
BEIIECTB, IEPEUNCICHHBIX B pazzaene 6.1.;

— TsDKeJoe 00Iee COCTOSHHME TallMeHTa, HampuMmep, ACTUIpaTalus WIH TsDKenas cepiedHas
HEIOCTATOYHOCTE;

— pacmpocTpaHEHHas 3JI0KAQYeCTBEHHasi OMyXOJib WJIM Jpyroe 3a0ojeBaHUE TOJICTOM KHIIKH,
COIIPOBOXKAOIICECS OOITUPHBIM IMMOPAKEHUEM CIIM3UCTON 000JIOYKH KHIIICYHHKA,

- )KCJIYI[O‘-IHO-KI/IH_IGLIHBJI HerOXOI[I/IMOCTB;

—  OOCTpPYKILIHSA KEITyA0YHO-KUIIIEYHOTO TPAKTA;

— mepdopalys Wik puck rnepdoparuu Kerya0uHO-KAIIIEYHOTO TPAKTa,



— HapyIICHUs OMOPOKHCHHMS XKelTyIKa (B TOM YKCJIE, racTponapes);

— TOKCHYECKHUM KOJIUT WU TOKCUUYECKHI METaKOJIOH;

— ocTpas (asza BOCHATUTEIbHBIX 3a00JE€BAHUI KHUILIEYHOTO TPaKTa, BKIIouas Oonesnp Kpona u
SI3BCHHBIN KOJINT;

— pgerckuii Bo3pacT Ao 18 mer (3ddexTBHOCT, M 0E30MACHOCTH HE YCTAaHOBIEHA Yy JaHHOM
MOMYJISIIIH).

4.4. OcoOble ykazaHusi 1 MepPbl MPeI0CTOPOKHOCTH NMPH NMPUMEHEHUH

[Ipenapar coxepxkutr Maxkporon 4000 (MONMMAITUIIECHTIIMKOIB). AJIIEPTUYECKHE PEaKINH
(aHaMIaKTUYECKMH  IIOK,  AHTMOHEBPOTHUYECKUH  OTEK,  KpalMBHUIA,  CbIIIb)  ObUIK
3apEerUCTPUPOBAHbl  IOCIE  HA3HAYEHUS  IIPENaparoB, COAEPXKALUIMX  [OJUATUIICHIVIUKOIIb.
Heo6x01uMo coBIII0IaTh OCTOPOKHOCTh HpU HazHadeHuu npenapata DBUKOJIOH® nanuentam c
BOCIIAJICHUEM CIIM3UCTOM 000JI0YKM KHUILIEYHUKA, B TOM 4YHuCIe, npsMoil kumku. [Ipenapart nomken
IPUMEHATBCS C OCTOPOXKHOCTBIO M TOJIBKO MOJ HaOIIOJAEHUEM MEIUIMHCKOIo MepcoHana y
MAIMEHTOB €O CKJIOHHOCTBIO K acnupanuu, Yy JIeXKauux [alUeHTOB, Yy MalUEHTOB C
HEBPOJIOTUYECKUMHU HApyIICHUSIMU W/WIM Y TTALIMEHTOB C HAPYIICHUEM JIBUTATEIbHBIX (DYHKLINHN U3~
3a pUCKa pa3BUTHA ACMIUPALIMOHHON MHEBMOHUU. TakuM ManueHTam Ipernapar BBOJIAT B COCTOSIHUU
«CHUJS» U Yepe3 Ha30racTpalbHbIN 30HI.

HaHI/ICHTOB, HaxXoOsAmuXCsa B HOHy6eCC03HaTeHBHOM COCTOsIHHH, HCO6XO}II/IMO TIIATCIIBHO
MOHHUTOPHUPOBATE BO BPEMA IIPUMCHCHUS IIpCIiapaTta. HpI/I MOSIBJICHUH CHUMIITOMOB OOJIH WJIN B3OYyTHA
JKHUBOTa CJICAYCT YMCHBIINTE CKOPOCTb BBCACHUA IIpCIiapaTa WJIN NPUOCTAHOBUTH IMPUMCHCHHUEC N0
MOMCHTA UCYC3HOBCHUS DTUX CUMIITOMOB.

JIunam moXHUJIOro BO3pacTa, MMEIONUM cl1ab0€ COCTOSHUE 3/10pOBbs, PEKOMEHYETCs] IPUMEHSTh
Ipenapar ToJIbKO M0J] Ha0JII0JeHHEM MEeIUIIMHCKOT0 TIEpCoHaa.

Jlmapesi, BeI3BaHHAs TpueMoMm Tperapata DBUKOJIOH®, moxeT mpuBecTH K 3HAUMTETLHOMY
HapyuieHHio abcopOIUu OJHOBPEMEHHO BBOJUMBIX MPENapaToB.

Bnaromaps m3oToHMYecKoMy cocTaBy npemapara DBUKOJIOH®, y marmentoB He oxumaercs
Pa3BUTHUSA AMEKTPOJUTHOTO AucOananca mocie ero npuemMa, 3a UICKII0YeHUEM MalMeHTOB U3 TPYIIIIbI
pUCKa paccTpoicTBa BOJHO-3JEKTPONUTHOTO OanaHca. [lanueHtamMm ¢ HapyleHUSIMH BOJHO-
JIEKTPOJIUTHOTO OajlaHca HEOOXOJUMO MTPOBECTH COOTBETCTBYIOIIYIO TEPAUIO JJISl UX YCTPAaHEHHUs
nepex IPOBENCHUEM IPOLENYphl OYMINEHUs KullleyHuka. [Ipemapar crnexyer NpUMEHATH ¢
OCTOPOKHOCTBIO Y MAIMEHTOB, CKIOHHBIX K PAa3BUTHIO BOJHO-3JIEKTPOJIUTHOIO aucOananca, Wid y
MAlUEHTOB, MPUHUMAIOIIKUX COIYTCTBYIOIIUE JIEKAPCTBEHHBIE IpENapaThl, KOTOPHIE IMOBBIMIAIOT
PUCK BO3HUKHOBEHUS HAapyIICHHS BOJHO-3JIEKTPOJUTHOrO OajlaHCa, BKJIKOYAsi TMIOHATPUEMUIO U
THIOKAIIMEMUIO, a TAK)Ke y MAIMEHTOB, Y KOTOPBIX PHUCK Pa3BUTHS MOOOYHBIX () (ekToB BhImE (Y
MAlMEHTOB C HapyUIEHHON (YHKIMEH MOoYeK, ¢ CepJeUYHON HEeJO0CTaTOYHOCThIO WM Y TAI[MEHTOB C
COIYTCTBYIOIIEH MOuYeroHHoW Tepamnueit). [IpumeHeHune mnpemapaTa y TakuX MAlMEHTOB HY>KHO
TIIATEIbHO MOHUTOPUPOBATh.

Oco0yr0 OCTOPOKHOCTh HEOOXOJMMO COOJIOATh Yy TMAIlMEeHTOB C CEPJACYHOM W TMOYEYHOU
HEIOCTaTOYHOCTBIO, TaK KaK B CBS3H C MIEPErPY3KON KHUIKOCTHIO Y HUX CYIIECTBYET PUCK PAa3BUTHUS
ocTporo oreka Jerkux. OmbIT METUITMHCKOTO MPUMEHEHHUSI TIperapaTa y MalueHTOB ¢ HapyIIeHUsIMU
(GYHKIHN TOYEK OTpaHHYCH.



HpI/I HaJIMYUKU OAHOI'0 M3 IMNECPCUUCIICHHBIX BBILIC 3a00/1€BaHUHA WM COCTOSHMI nepea nmpueMom
Ipernapara 00s13aTENILHO HYXXHO ITPOKOHCYJIbTHPOBATHCA C Bpa41OM.

Hy>xHo n3berats nmpuema TBEpI0i MUILH, 110 KpaliHel Mepe, 3a JBa yaca A0 IPUMEHEHUs Ipernapara
DBUKOJIOH® u 10 okonuanus o6cnenosanus. JJonyckaercs HpueM TaKHX HAIUTKOB, KaK Yaii, kode
(6e3 Mo0Ka) U IPYTUX 0€3aTKOTOIBHBIX HATUTKOB.

yHOTpe6J'IeHI/I€ AJIKOI'0JIA HEC PCKOMCHAYCTCS, IMOCKOJIbKY OH MOXKCET HCHPCIACKA3yCMbIM 06pa30M
NIOMCUIATh KOHTPOJIIO apTCPUAIBHOTO JABJICHUA U (I)yHKI_II/II/I ITOYCK.

Hwemuueckuii koaum

Coo0manocs 0 3aperuCTPUpPOBAaHHBIX B PAMKAX IOCTPETUCTPALMOHHOIO IIepuoja Ciaydasx
HIIEMUYECKOrO KOJIMTA, B TOM YHUCIE CEPbE3HBIX, y NALUECHTOB, IOJYYaBIIMX MAaKpOTOJ IJIs
IIOATOTOBKHM KHIIEYHHKA. Makporoa ciaenayer HOPUMEHSTb € OCTOPOKHOCTBIO ITallUEHTaM C
U3BECTHBIMU (PAKTOpPAMHU PUCKA MIIEMHUYECKOr0 KOJIWTA MM B CIy4ae OJHOBPEMEHHOIO MpHeMa
CTUMYJIUPYIOIIMX CIAaOUTENBHBIX (TaKUX KaK OMCAKOIMI WM MUKOCYJIb(aT HaTpus). [lanueHTs! ¢
BHE3alTHOW OOJNBI0 B KHBOTE, PEKTAJbHBIM KPOBOTCUCHHEM WM JPYTMMU CHMIITOMAaMHU
UIIEMUYECKOT0 KOJUTA JOJDKHBI OBITh HEMEIJICHHO 00CIIeI0BAHBI.

BcnomoraTenbsHbI€ BEleCTBa

DBUKOJIOH® comepxut 1,967 T HaTpus B OHOM HaKeTe B BUJE HATpHsA CyibhaTa Ge3BOIHOIO,
HaTpusl THApOKapOOHaTa, HATPUs XJIOPUAA M HATpUs caxapuHaTa. ITO HEOOXOAMMO YYHMTHIBATH
NalueHTaM, HaXOJAIIMMCs Ha JUETE C OTPAHUYEHUEM ITOCTYIIJICHUS HATPUSL.

ABUKOJIOH® conepxkut 0,394 r kanusi B OJHOM MMaKeTe B BUJE Kalus XJIopuaa. IT0 HE0OX0AUMO
YUUTHIBATh MAIIMEHTAM CO CHHKEHHOW (DYHKIMEH MOYeK W MaIlMeHTaM, HaXOSIIUMCS Ha JHETe C
OTPAHHYEHUEM TIOCTYTUICHUS KaJIHsI.

CTH

DddexTuBHOCTH U OGezomacHocTh mpemapata DBUKOJIOH® y nereit B Bo3pacte g0 18 mer He
yCTaHOBJICHA.

4.5. BzaumojeiicTBue ¢ IPyruMu JieKAPpCTBEHHbIMH MpenapaTaMu | Apyrue BUAbI
B3alMMOJAEHCTBUSA

Bpau, masHauarommii mpemapar DBUKOJIOH®, nomkeH O6bITh NMpoHHGOPMHpPOBAaH 000 BCEX
OJTHOBPEMEHHO NMPHHHUMAEMbIX MAIMEHTOM Ipernaparax nepopaibHo. M3-3a neiicTBus mpenapara
SBUKOJIOH® npyrue mepopanpHble TpemapaTsl MOTYT He aOCOpOMpOBaTHCS M JIOTKHBI
IPUHUMATBCS MAllIEHTOM GOMbIle, YeM 3a 2 4aca 0 TpueMa pacTBopa npenapata DBUKOJIOH®.
Crienyet u3beraTh mpueMa nepopaibHbIX IIPeHapaToB 10 1 ocjie npuema npenapata JBUKOJIOH®,
MOKa HE 3aBEPIINTCS MeIUIIMHCKOoe o0cienoBanue. DPGEKTUBHOCTD MPENapaToB, UMEIOINX Y3KHN
TEPaNeBTUYECKNUN UHAEKC UM KOPOTKUI MEpUO]T IOJTYBBIBEICHUS, MOXKET ObITh CHUKEHA.



4.6. @epTUIBLHOCTD, 0EPEMEHHOCTD M JIAKTALHSA

bepemeHHOCTh

Oneir npumeHenus: Makporosia 4000 y OepeMeHHBIX OrpaHudeH. JlaHHbBIE NOKIMHUYECKHUX
UCCIIEZIOBAaHUM PENPOIYKTUBHOM TOKCHMYHOCTH HeJOocTaTouHbl. IlpemapaT mMoxeT npuUMEHSThCS B
nepuoJi 6epeMeHHOCTH TOJIBKO IIOCIIE THIATENbHOM OLIEHKH COOTHOIIEHUS PUCKA [T IJI0Ja U TI0JIb3bI
JUISL MaTEpH.

JlakTanus

OmneiT npumeHenust makporosa 4000 B nepruoja rpyJHOT0 BCKapMIIMBaHUs orpaHnyeH. HeusBecTHo,
npoHukaer jau wmakporon 4000 B rTpyaHoe Moioko. Hemnmp3s  HCKIIOYNTH  PHUCK IS
HOBOPOXK/IEHHOTI'0/MJIaICHLIA.

[Ipenapat MOXET IMPUMEHATHCS B MEPHOJ IPYJHOTO BCKAPMIIMBAHUS TOJBKO B TOM Cllydae, €CIU
IIOJIy4€HHAs 10J1b3a JUI MaTEePH NIPEBBIIIACT BO3MOXKHBIA PUCK U1 MIIaJCHIIA.

DdepTiibHOCTH

Hannbpix o Biusann Makporoia 4000 Ha GpepTUIBHOCTD HET.

4.7. BiusiHue HA CIOCOOHOCTH YIPABJISITh TPAHCIIOPTHBIMM CPeACTBAMH U padoTaTh ¢
MeXaHM3MaMH

He ycranosneHo.

OnHako, y4uThiBas (apMaKoJIOTHUECKOE JEHCTBHE TMpernapaTa W BO3MOXKHOCTH MPOSIBICHHUS
HEKENIATeTbHBIX PEaKInii, ClienyeT coOM0aaTh OCTOPOKHOCTD MPH YIPABICHUH aBTOMOOHIEM H
paboTe ¢ MexaHU3MaMHU.

4.8. HexenaTebHbIE PeaKIUU

[Tomo6HO BceM nekapcTBeHHBIM npemapataM DBUKOJIOH® MmoxeT BBI3BAaTh HeXKenaTeIbHBIC
peakuuu (HP), omHako OHM BO3HUKAIOT HE y BCEX.

Pesrome npoduig Oe3omacHoCTH

Haub6onee ceppesnbimu HP siBnsitoTCs peakiimy runepuyBCTBUTENBHOCTH (aHA(PUIAKTUYECKUH HIOK,
AHTMOHEBPOTHYECKHI oTek). YacToTa MX IO JAHHBIM IOCTPETUCTPALMOHHOIO HAOJNIONEHUS He
YCTaHOBJICHA.

OsxungaembiM >bdextom npumenenns DBUKOJIOH® ssnsercs auapes. OueHb 9acTo M 4YacTo
BcTpevatorcss HP co cTOpoHBI JKeTyJOUHO-KUIIEYHOI0 TPAaKTa: TOIIHOTA, 0OJb B )KUBOTE, B3AYTHE
KUBOTA, PBOTA.

Tabauunoe pPE3IOME HEXKENATEIbHBIX PeaKIIHi

B Hauane npuema mpemnapara MOTYT Pa3BUThCS TOIIHOTA M PBOTA, KOTOPHIE OOBIYHO MPEKPAIIAIOTCS
MpU TPOJOJDKEHUU TpueMa mpenapara. B Tabmuie Hmwke 0000meHsl Haunbosiee yacteie HP,
3apErHCTPUPOBAHHBIC B X0/ KIIMHMYECKUAX MCCIICAOBAHUN U TIOCTPETUCTPAIIMOHHOTO HAOIIOICHUSI.



Yacrora HP ompenensiach COOTBETCTBEHHO CICHYOIIEH Ipajamnuu: o4eHb dacTto (>1/10); wacto
(>1/100, <1/10); meuacto (>1/1000, <1/100), penxo (>1/10000, <1/1000), ouens peaxo (<1/10000,
BKJIIOUasl €AMHWYHBIC CIy4yaW), 4acTOTa HE YCTAaHOBIEHAa (OICHUTH IO HMCIOIIMMCS JTaHHBIM

HEBO3MOKHO).
CucremHo-oprannbiii | Yacrora Onucanne HP
KJ1ace
Hapymenwus co YacToTa HE yCTaHOBJICHA Peakiiuy runepuyBCTBUTEIIBHOCTH
CTOPOHBI UMMYHHO# | (ITOCTpEerrCcTpaliOHHbIC (aHaduakTUYECKUH 1IOK,
CHUCTEMBI JTaHHbBIE) AQHTMOHEBPOTUYECKHUM OTEK, KpallMBHULIA,
CBIIIb, 3Y)
Kenynouno- Ouensp yacTo TomHoTa
KUILIEYHBIE boub B xuBOTE
HapyILICHUS B3nytue xxuBota
Yacro PBota

Coo011eHune 0 mMoa03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo cooOmare 0O TMOAO3pEBAaEMBIX HEKENATENbHBIX pPEaKIHsIX T0CIEe  PETHCTPAIiH
JIEKapCTBEHHOTO TIpemnapara ¢ IeJIbl0 00ecreueHuss HEMpPEePhIBHOTO MOHUTOPUHTA COOTHOIICHHMS
«TIOJTb3a-PUCK» JICKAPCTBEHHOTO Mpenapara. MeuIMHCKUM pabOTHUKaM PEKOMEHIYETCsl COOOIIATh
0 JIIOOBIX TIOJIO3PEBAEMbBIX HEXKEJIATeIbHBIX PEeaKIUAX JICKapCTBEHHOTO Tmpemapara B LleHTp
9KCIEPTHU3bI JIEKAPCTB M MEIUIIMHCKUAX TexHojormi M3 PA mo cceuike Www.pharm.am wmm
MO3BOHUTH 110 HOMepY ropsueii muaun: (+374 10) 20 05 05 u (+374 96) 22 05 05.

4.9. Ilepeno3upoBka
He 6b110 co00MICHMIT O TIEpET03UPOBKE.

Tem He MeHee, MOXKHO 0XHJIaTh TOIIHOTY, PBOTY, AMApPE0 U HapyLIEHHs] BOJHO-3JIEKTPOIUTHOIO
Oamanca. [Ing jedeHus CUMNITOMOB MEPEAO3UPOBKU PEKOMEHIYETCS Ha3HAUMTh MEPOPaAbHYIO
peruapaTtaliioHHyI0 Tepanuio. B penkux ciydasx nepeno3upoBKH, COTPOBOKAAIOIIEHCS TSKEITbBIMU
HapyUICHUsIMH B OOMEHE BEIECTB, PEKOMEHAyeTCs MPOBEICHNE BHYTPUBEHHOM peruipaTaiuu.

5. DPAPMAKOJIOTHYECKHE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOiicTBA
dapmakoTeparneBTHUECKas TPYIIA: OCMOTHYECKOE CITA0UTEITHHO CPEICTBO.
Kox ATX: AO6AD65

SBUKOJIOH® npencrasnser coboif 0CMOTHYECKOE CIAOHTENBHOE CPECTBO, B COCTAB KOTOPOTO
BxoasaT Makporos 4000 (TTOJMATUIICHTIIUKOIB) M SJIEKTPOJIUTHI (HATPUH, KaJdui, THApOKapOOHAT U
XJIOPHUBI).

Bricokomonekymsipuoe coenuHenne Maxkporon 4000 mpeactaBisieT coOOM IMHHBIE JTUHEHHBIC
MOJINMEPBI, KOTOPHIE C MOMOUIbIO BOJOPOAHBIX CBA3€H CIIOCOOHBI yIEPKUBATH MOJIEKYJbl BOJIBI.
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[locne mnpuema BHYTph HpenapaT YBEIMYUBACT OO0BEM JKUIKOCTH B KuuieyHuke. OO0beM
HeaOcopOMpPOBaHHOW cojepKalleiics B KHUIIEYHHKE KMIKOCTH O0ecreyuBaeT clIabuTesbHOe
JIefiCTBUE pacTBOpa Ipernapara.

Bxopagmue B cocTaB npenapara 3JIeKTpOJIMThl 00eCIIeYnBat0T MOAJIEpKaHUE COCTaBa I1a3Mbl KPOBH.
KoHIeHTpalus 51eKTpoauToB B pacTBope npenapata IBUKOJIOH® takopa, 4To 51MeKTPOIUTHbIIA
00MEH MEeX1y COACP)KUMBIM KHIIECYHUKA U TUIA3MOW KPOBH MPAKTHUYECKU CBOJIUTCS K HYII0. Takum
06pa3oM, MpUCYTCTBHE 3MeKTponuToB B mpemapate DBUKOJIOH® mpensrctByer mx motepe us3
OpraHu3Ma IpHU NPOXOXKJIEHUU OOJIBLIOTO0 KOJMYECTBA >KMJIKOCTH Ye€pe3 >KEIyJ0YHO-KUIIEYHBIN
TPakT Ha (hOHE MPUMEHEHUS Mpenapara.

5.2. dapmaKkoKHHETHYECKHE CBOHCTBA

PactBOp, mpuroToBiieHHBIM NHpu pacTBopeHuMH | makera mnpemapata B 1 J1 BOJBIL, 10 COCTaBY
QJICKTPOJMUTOB U30TOHHUYCH U U300OCMOTHYCH COACPKUMOMY TOJICTOM KUIIIKH.

PesynbTarel (papMakOKMHETHYECKMX MCCIEAOBaHUN IOATBEPKAAIOT OTCYTCTBHE abcopOuuu u
ouotpanchopmaruu Makporomna 4000 mocie nmpuema BHYTPb.

5.3. JlaHHbBI€e JOKJIMHUYECKOI 0€30IacHOCTH

B noknMHMYECKHMX JaHHBIX, TOJYYEHHBIX [0 pe3yJbTaTaM CTaHJApTHBIX HCCIEIOBaHUM
(dapMakoIorn4eckoii ~ 0e30MacHOCTH,  TOKCMYHOCTH NP MHOTOKPAaTHOM  BBEJCHMH,
TCHOTOKCUYHOCTH, KAHOCPOICHHOI'O0 IOTCHIHAIAa U perOI[YKTHBHOﬁ M OHTOTCHETHYECKOM
TOKCHUYHOCTH, 0COOBINI BpCa Mg 4€JIOBCKa HEC BBISABJICH.

6. PAPMAIIEBTUYECKHUE CBOVMCTBA
6.1. IlepeueHb BcoMoraTeibHbIX BelIeCTB

Hartpus cynbdat 6€3B0aHbBIH
Hatpus ruapokapOoHat
Hatpus xnopun

Kanus xnopug

Hatpust caxapunar

6.2. HecoBMecTUMOCTH

JlaHHBIN JIeKapCTBEHHBIM MpemapaT HE CleQyeT CMENHMBaTh C JPYTUMH JIEKapCTBEHHBIMU
npernapaTamu.

6.3. Cpok roaHocTH (CPOK XpaHeHHs )
3 roza.

PaCTBOp TOTOBAT HCMOCPCACTBCHHO NEPECI NPUMCHCHHUEM U HEC XPAHAT.

6.4. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH



XpaHUTh B OPUTMHAIBHOM yIakoBKe (IaKEeThI ¢ MOPOLIKOM B ITAUKe) MPHU TEMIEpaType He BBIIIE
25°C.

He HpHMeHHﬁTC npemnapar, €CJjIu Bre1 3amerunu MOBPCIKACHUEC IIaKCTa U3 KOM6I/IHI/IpOBaHHOFO
MaTepuaia.

6.5. XapakTep u conepkaHue NePBUYHON YIAKOBKHU

ITo 73,69 r nmpenapara B makeThl TEPMOCBApPUBAEMbIE U3 MaTepuaia, KOMOMHUPOBAHHOTO HA OCHOBE
amoMuHueBo  (Gonbru  (ymakoBka THOKas b/®D/I1D) wunm wmartepuana KOMOWHHUPOBAHHOTO
Amonamunar (byden) (JramuHaThl HA OCHOBE ()OJIBIH, OyMaru, OJIUMEPOB).

[TakeTh ¢ mopomkoM 1o 4 makeTa (4 OTACNBHBIX MaKeTa WU 2 CABOCHHBIX MAKeTa, pa3JeIICHHBIX
MeXay coboii mnepdopanumerd wim 4 Takera, pa3leieHHBIX MeXAy coboii mepdoparueii)
YIIAaKOBBIBAIOTCS BO BTOPHYHYIO YIIAKOBKY B Ia4Ky W3 KapTOHA JUIsi MOTPEOUTEIHCKOW Taphl
MOATPYII XPOMOBBIH UM XPOM-3p3all.

6.6. OcoOble MepblI MPEIOCTOPOKHOCTH NIPH YHUUYTOKEHUHU UCII0JIH30BAHHOTO JIEKAPCTBEHHOT 0
npenapara WM OTXOJ0B, IOJYYECHHBIX IOCJe NMPUMEHEHHs JEKAPCTBEHHOr0 Npenapara, u
Apyrue MaHUIYJSIIUU ¢ IPenapaTomM

Het ocoOb1x TpeboBaHmii.

[IpuroroBneHne pacTBopa mpermapara: CoAep>KUMOe OJTHOTO TTAKETa BBICHINATE B 1 J1 BOJBI K XOPOIIIO
pasMeniaTh J0 TMOJHOTO pacTBopeHHs. [lomydeHHBIH pacTBOp MOJKEH OBITH MPO3PayHBIM U
OcCIIBETHBIM. AHAJIOTMYHBIM 00pa3oM TOTOBAT HEOOXOAMMOE KOJWYeCTBO pactBopa (3 — 4 n),
UCHOJb3Yys TOJIBKO Lienble (Hepa3opBaHHbIE) makerTsl. [l mosydeHus 4 51 pacTBopa Impernapara
DBUKOJIOH® Heo6x0auM0 pacTBOPUTH COIEPKUMOE 4 TTaKeTOB B 4 J1 BOJIBL.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

00O «I'ura ®apmy,

Pecriybnuka Apmenus,

3101, r. I'tompwu, yi1. I'orynma 3/5,

Ten.: +374 94 000 264, +7 989 633 57 59
Anpec >neKTpoHHO mouThl: gig.am@mail.ru

7.1. [IpencraBuTeib Aep:KaTessi PErHCTPAIMOHHOIO YA0CTOBEPEHUS

[IpereH3un moTpedbuTenel HaPaBIsATh MO aJIPECy:

00O «I'ura ®apmy,

Pecniy6mka ApmeHus,

3101, r. I'tompwu, yi1. I'orynma 3/5,

Ten.: +374 94 000 264, +7 989 633 57 59, +374 77 05 42 61
Anpec snekTpoHHO# mouTkl: pharmacovigilance@agigafarm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUS


mailto:gig.am@mail.ru
mailto:pharmacovigilance@gigafarm.ru

9. IATA IEPBUYHOM PETUCTPALIUHA

10. JATA IEPECMOTPA TEKCTA



