COOTBETCTBYET ZKCNEPTHOMY OTUYETY
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COINMACOBAHO (MOCNEQOBATENEHOCTE 00086)

MWHWUCTEPCTBOM 3[1PABOOXPAHEHWA

o e N 1 6?]5 LA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITIPEITAPATA

MOCNEAOBATENIbHOCTH 0011

1. HAUMEHOBAHMUE JIJEKAPCTBEHHOTI O IIPEITAPATA

Buno6un dopre, 80 Mr, Karcysbl.

2. KAYUECTBEHHBII 1 KOJTUYECTBEHHBII COCTAB
AKTHBHBII KOMITIOHEHT: THHKT'O JIBYJIOMACTHOTO JINCTHEB KCTPAKT.
Kaxnas kamncyma cogepkut 80 MI' THHKIO JBYJIONACTHOTO JIMCTHEB OJKCTPakTa (THHKIO
JIBYJIOTIACTHOTO JINCTHEB 3KCTPAKT CyXO0ii*)
* 'HHKTO JIBYJIOTIACTHOTO JINCTBEB HKCTPAKT CyXoi u3 I'mHKro ABynonacTHoro nucteeB (Ginkgo
biloba L., cemeiicTBa ['mnkroseix (Ginkgoaceae), folium).
CooTHolIeHNe KOJIMYECTBA JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPhS K KOJMWYECTBY HCXOJHOTO
sKkcTpakTa: (35-67) : 1. DKkcTpareHT — aleToH/Boja.
BcenomorarensHbie BeliecTBa, HAIMYUE KOTOPBIX HAZ0 YYUTHIBATh B COCTABE JIGKAPCTBEHHOTO
rpenapara; JeKCTpo3a JKWJIKasi, JTAKTO3bl MOHOTHAPAT, KpacuTenb azopyoun (E122) (cm. pasgen
4.4.)).

ITonubrit NEPCUCHb BCIIOMOTAaTCIIbHBIX BEUICCTB IIPUBEACH B pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Karncyner.
TBepaple xxenaTHHOBBIE Karcysbl Ne 2, KOPIyC M KpbIIlIeyKa pO30BOTI0 IIBETA.
CopmepxuMoe Karcysl — MOPOLIOK OT CBETIO-KOPHUUYHEBOTO O TEMHO-KOPUYHEBOI'O I[BETAa C

JacTuiamMu 0oJiee TEMHOTO OBECTA. JlonycxaeTcs[ HaM4re HeOOIbIINX KOMOYKOB.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHUIO
[Ipemapar buno6un hopre mokazan K MPUMEHEHUIO y B3pOCIBIX B BO3pacTe OT 18 mer.
e (CuMNTOMaTHYECKOE JIEYCHHE KOTHUTHBHBIX HApYIIEHUH Y B3pOCHbIX (yXyJIIIEHHE
MaMsTH, CHI)KEHNE KOHLIEHTPALUU BHUMAaHNUS U MHTEJUIEKTYaJIbHBIX CIIOCOOHOCTEH).
e B cocraBe KOMIUIEKCHOW Tepanuy rOJIOBOKPYKEHHSI BECTUOYIISPHOIO MPOUCXOKACHUS B
KauyeCTBE BCIIOMOTaTeIbHOIO JICYEHHSI B JOTIOJIHEHUE K BECTUOYIISIPHON peaduInTaliy.
e CumnToMaTHYECKOE JICYCHNE THHHUTYCA (3BOH WIIH IIYM B YIIIax).
4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMEHEHUs

PexxuM no3upoBaHusa

Cumnmomamuyeckoe nedeHue KOSHUMUBHBLX Hapyweﬂuﬁ Y 63pPOCIJblX
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Hprrmmess' o | kancyne 2—3 pasa B J€Hb.
Komnnexcnasa ~ mepanus — 2071080KpyoiceHusi — 8eCmubyIAPHO20 — NPOUCXOHNCOEHUS U
cumMnmomamuieckoe iedenue muHHumyca (3601 Ul Wym 6 yuiax)
B3pocnbim npunuMarte 1o 1 karcysie 2 pasa B JieHb (YyTPOM U BEYEPOM).
[TepBble IpU3HAKY Yay4IICHUST OOBIYHO MOSIBIISTIOTCS Yepe3 | mMecs.
Kypc neuenns He menee 3-x mecsieB (0COOCHHO Ui MAIMEHTOB IOXXWIOTO Bo3pacta). Ecim
yepe3 3 Mecsla yiaydllIeHHe He HACTYMWIO WIM CHMIITOMBI 3a00JI€BaHMS YCWIIMBAIOTCS, Bpay
JIOJDKEH PeLIUTh BOIPOC O 1es1eco00pa3HoCTH JanbHeimel tepanuu. [IpoBeneHre TOBTOPHOTO
Kypca BO3MOXHO MOCIIE KOHCYJIbTAIIUU C BPAYOM.
Ecnu 6b11 mpomyiieH npuem npemnapara, IociaeIyoIuil ero npueM cieAayeT MPOBOAUTD Tak, Kak
3TO yKa3aHO B JJAHHOM paszene, 6e3 Kakux-1100 U3MEeHEHUH.

eTH
besomacuocts U 3¢ dexkTuBHOCTL y jaerel B BozpacTe oT 0 g0 18 jJer Ha JaHHBIH MOMEHT HE
YCTaHOBJIEHBI. JlaHHbIE OTCYTCTBYIOT.

Crioco6 mpruMeHeHus

Buytps. Karcynsl ciemyer mporiaTeiBaTh HMEIUKOM, 3aliBasi HEOOJIBIIMM KOJIHYECTBOM BOJIBI,
HE3aBUCUMO OT BPEMEHH ITpHeMa THIIIH.

4.3. [IpoTuBONOKA3aAHUSA

['unep4yBCTBUTENFHOCT, K THHKIO JBYJIONACTHOTO JIMCTHEB OKCTPAKTy WU JIOOOMY U3
BCIIOMOTATEJIbHBIX BELIECTB, MEPEUYHCICHHBIX B pasznene 6.1.; MOHMKEHHAsh CBEPTHIBAEMOCTD
KPOBH; DOPO3HUBHBIM TacTpUT B CTagud OOOCTpeHUs; s3BEeHHass OOJie3Hb JKemyAKa H
JBEHA/ILATUNEPCTHON KUIIKK B CTaAMU OOOCTPEHHUS; OCTpble HapyUIeHHs MO3TOBOTO
KpOBOOOpAIIeHHS; OCTPIN HHPAPKT MUOKap/a; 6epeMeHHOCTh (cM. paszzen 4.6.).

4.4. Oco0Oble ykazaHus U Mepbl MPEAOCTOPO:KHOCTH NMPU NMPUMEHEHUHN

C 0CTOPOKHOCTBIO IPUMEHSIETCS Y NALIMEHTOB C SMWIEIICUEH, apTepHaabHON THITOTEH3HEH.

He cnemyer npeBblaTh peKOMEHI0BaHHBIE J103bI penapara bumobun gopre.

[Ipn pa3BUTUM peakIi THIEPUIYBCTBUTEIHLHOCTH MPUMEHEHHE TMpernapaTa HEoOXOIHMO
MIPEKPATHUTD.

[Ipemapatbl, comep)kKamipe SKCTPAKT JUCTHEB THHKTO JIBYJIOMACTHOTO, MOTYT IOBBIIIATH
CKJIOHHOCTh K KPOBOTE€UEHHsIM. B kadecTBe Mephl IpeIOoCTOPOKHOCTH MPUMEHEHHE TpernapaTa
bunobun ¢opre cienyer mpexkpatuth 3a 3—4 IHS 10 XUPYPrUUYECKOro BMEIIATeNbCTBA. BaxkHO,
YTOOBI MAIIMEHTHI, KOTOPHIM IPEICTOUT XUPYPrHUECKOe BMEIIATEeNbCTBO, MPOMH(YOPMHUPOBATIU
Bpaya 0 NPUMEHEHUH JaHHOTO Ipenapara.

[Ipy yacTo BO3HMKAIOIIUX OILIYHIEHUAX TOJIOBOKPY)KEHUS M IIymMa B ylIaX HEOO0XOAMMO

oOpatuthcsi K Bpauy. B ciydae BHe3amHOro yxXyJIIEHUS WIM HOTEPU CIyXxa HYXKHO
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HOSAMOAAHFCIIPHO 00paTuThcs K Bpady. llanmeHTaM ¢ DHAaTONOTMYECKH MOBBIIIEHHOM
CKJIOHHOCTBIO K KPOBOTEYEHHSM (TeMOpparuueckuil quare3) W MaluueHTaM € COIyTCTBYIOLIEH
AaHTUKOATyJSIHTHOM M aHTUTpoMOoIMTapHOH Tepanuel mpenapat bunobun ¢opte cinexyer
INPUMEHATH TOJIBKO I10CIE KOHCYJIBTAllUU C BPAYOM.

He pexomenayercst mpumeHsTh npenapat bunodun gopte BMecTe ¢ ankoronem.

Ha ¢one mnpuMeHeHMs TNpemapaToB TMHKIO JBYJIONACTHOIO Y MAIMEHTOB C SIMJIETCHEH
BO3MO>KHO IOSIBJICHUE 3MMIENTHYECKUX NTPUCTYIIOB.

BcnomMmorarensHble BenecTsa

Jlakmo3svl monocudpam u oexcmposa

[TauventaM ¢ penko BeTpevarolleiicss HACIEACTBEHHOM HENEPEHOCHUMOCThIO TallaKTO3bl,
JePUIIMTOM JIaKTa3bl WIK TITIOKO30-TaIAKTO3HON MajbabcopOIuel He cieyeT NPUHUMATh 3TOT
npemnapar.

1 xancyna npenapata bunodun ¢opre comepkur 196 Mr ycBosieMbIX yrieBOJOB — JEKCTPO3a,
JAKTO3a, KpaxMman KyKypy3HbI (cM. pazgen 6.1.), uro cootrBerctByeT 0,0163 xneOGHBIM
equaunam (XE); MakcumainbHas cyrouHas jo3a (3 kamncynsl) coorBerctByeT 0,049 XE.
Kpacumens azopyoun (E122)

[Tpenapatr buno6un dopre comepkut kpacutens azopyons (E122), KoTOpbIii MOXKET BBI3bIBATH
pa3BUTHE AJUIEPTUIECKUX PEaKIIUH.

4.5. B3aumojgeiicTBMe ¢ JAPYrMMHM JIEKAPCTBEHHBIMH HpenapataMd M JApyrue BHAbI
B3aUMO/IeiicTBUSA

OpHOBpeMeHHbI mpueMm mnpenapata buinobun ¢opre ¢ aHTUKOAryasHTamMu (B TOM YHCIE
(¢eHnpokymMoH, BapdapuH) WM  aHTHAarperaHtaMd (B TOM  4YHCJIE€  KIIOMUJIOTpe,
aleTUICATMIIIOBAsT KHUCJIOTa), a TaKkKe C HECTEPOUJTHBIMU IPOTUBOBOCHAINUTEIbHBIMU
npernaparaMd MOKET OKa3blBaTh BIMSHME Ha JEHCTBHE yKa3aHHBIX IMPENapaToB, MO3TOMY HX
OJTHOBpPEMEHHBI NIpueM He pekomeHiyercs. OIHOBpPEMEHHOE NPHUMEHEHHE C TUa3UIAHBIMHU
JUYpETUKaMHU, TPULUKINYECKUMHU aHTHJENPECCAaHTAMU, IPOTHUBOCYIOPOKHBIMU IpernapaTaMy,
TeHTaMHUIIMHOM TaKXe HE PEeKOMEH/TYeTCsl.

Bo3MOXHBI €MHUYHBIE CIy4Yad KPOBOTCUCHHS Yy TAIMEHTOB, OJHOBPEMEHHO NMPUHUMAIOIINX
JIEKapCTBEHHBIC CPENICTBA, CHIKAIOIINE CBEPTHIBAEMOCTh KpOBU. [IpHYMHHO-CIIeCTBEHHAsS
CBS3b JAHHBIX KPOBOTEUYEHHWH C TPUEMOM IIPEraparoB THUHKIO JABYJIOMNACTHOTO He
noJATBepKAeHa. B ciydae, ecim OJHOBpPEMEHHOE TNpPUMEHEHHE C Bap(haprHHOM SBISETCS
HEOOXOAMMBIM, PEKOMEHIYeTCsl aIeKBATHBII MOHUTOPHUHI MTOKa3aTesiell CBEPTHIBAEMOCTH KPOBH
B Hayajle Tepamnuu mpemnaparoM bunoOuin ¢opre, npu U3MEHEHMM [03bl, MPH 3aBEPILICHUH
Tepanuu npenapatoM bunobun goprte, a TakKe NpU CMEHE IMpenapara, CoAepKaIero 3KCTPaKT

THUHKTO ABYJIOIIACTHOTIO.
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Hpf——mpHMEHEHMM C  TUIOTEH3UBHBIMM  CpPEACTBAMU  BO3MOXXHO  IOTEHLIMPOBAaHUE
rUNoTeH3uBHOro s3¢dexra. OgHO HccaelOBaHME B3aUMOJEHCTBHS IOKa3ajo, YTO T'HHKIO
JIBYJIONIACTHOTO JIUCTBEB SKCTPAKT MOXKET YBEIMYMBATh MAaKCHUMAaJbHYK) KOHLEHTpALUIO B
wiasMe KpoBu HupenunuHa. Y HEKOTOPHIX YYaCTHHUKOB HCCIEAOBAaHHMS HAOII0IAIOCH
YBEJIMYEHHE MAKCHUMalbHOW KOHUeHTpauuu A0 100 %, Yro nNpuUBOAMIO K Pa3BUTHIO
TOJIOBOKPYKCHHS U YCHUIJICHUIO TSKECTH TTPHUITUBOB.

He pexomenayercs oTHOBpeMEHHOE TPUMEHEHHUE ¢ H(aBUPEH30M, TaK KaK BO3MOKHO CHUKCHHE
€ro KOHILIEHTpAallMM B IUIa3Me KpoBU BcieacTtBue uHAykuuu u3odepmenta CYP3A4 mon
BJIMSTHHEM JKCTPAKTa THHKTO JIBYJIOMACTHOTO.

UccnenoBanue B3aUMOJCHCTBHA C TaJMHOJIONIOM IOKa3bIBA€T, YTO OJKCTPAKT T'HHKTO
JIBYJIONIACTHOI'O MOKET MHTMOMPOBATH KUIIEUHBbIE P-TIMKONpPOTENHBI. ITO MOXKET YBEIMYUBATh
BO3/IEMCTBHE YYBCTBUTENbHBIX K P-TIMKONpPOTEHHY JE€KapCTBEHHBIX CPEJICTB B KHUIIEYHHKE,
TaKuX Kak JaburatpaH, B CBA3M C 4Y€M INPU HUX OJHOBPEMEHHOM IPUMEHEHHH HEO0OXOAMMO
co0JII01aTh OCTOPOKHOCTb.

4.6. @epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUA

bepemMeHHOCTh

DKCTPaKT THHKTO JBYJOMACTHOTO MOXKET YXYALIUTH CIIOCOOHOCTh TPOMOOIIMTOB K arperaium,
YTO MOKET TIOBBICHTH CKIIOHHOCTh K KPOBOTCUCHHSIM. Pe3ybTaToB MCCIIeIOBaHMiA HA )KUBOTHBIX
HEJIOCTATOYHO JJISi OLIEHKH PENpOAYKTUBHOW TOKCHMYHOCTU. [IprMeHeHme mpu OGepeMeHHOCTH
MPOTHBOIIOKA3aHO.

JlakTanus

HeusBectHo, BBIIENAIOTCA M METAOOMUTHI 3KCTPAKTa JHCTbEB TMHKIO JBYJOMACTHOIO C
TPYAHBIM MOJIOKOM, YTO HE€ MO3BOJISIET HCKJIIOYUTH PHUCK JUI HOBOPOKICHHBIX/MJIa/ICHIEB.
[IpymeHeHue B mepuo/] rpyAHOT0 BCKapMJIMBAaHUS HE PEKOMEHYETCS.

DepTUIBLHOCTD

HccnenoBanuss Aisi OLEHKM BIUSHHUA Ha (QEPTHIBHOCTh JIIOJEH HE MNPOBOAWINCH. B
WCCIICZIOBAaHUY HA CAaMKaX MBIIIEH ObUTO OTMEUEHO BIMSIHHE Ha (PePTHIILHOCTS.

4.7. Bausinue Ha CMOCOOHOCTH YNPABJSATHL TPAHCHOPTHBIMH CpPeICTBAMH M PadoTaTh C
MeXaHu3MaMH

B mnepwon npuema mnpenapara bwioown dopre creayer coOM0aaTh OCTOPOKHOCTH TIPH
BBIMIOJITHEHUU TIOTEHIMAJIbHO OMACHBIX BHJOB JCSITEIbHOCTH, TPEOYIOIMX TOBBIIIEHHOM
KOHIIGHTpAllUd BHHUMaHUS W OBICTPOTHl TCHUXOMOTOPHBIX peakuuid (B TOM 4YHUCIIE IMIpH
yOpaBJICHUN TPAHCIOPTHBIMU CpPEACTBaMU W MexaHu3mamu). [Ipu pa3BUTHM HeKeIaTeabHBIX
peakiuii, B TOM 4YHCJIE TOJOBOKPYXEHHs, HEOOXOIUMO BO3AEPKATHCS OT YIpPaBICHUS

TPAHCIIOPTHBIMU CPCACTBAMU U MCXaHU3MAMU.
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Pestome HexenaTenbHBIX PEAKIINi

Knaccudukanuss 4acToThl pa3BUTHS HEXKeNaTeIbHBIX PEAKLUUH COTJacHO PEKOMEHIALUSIM
Bcemuproii opranuzamuu 3apaBooxpaneHust (BO3): odenp wacro (> 1/10), gacrto (ot > 1/100
1o < 1/10), neyacro (ot > 1/1000 no < 1/100), penko (ot > 1/10000 mo < 1/1000), ouens penko
(< 1/10000, BkIrOYas OTAEIbHBIC COOOICHMS), YaCTOTAa HEUM3BECTHA (MCXOIS M3 HMMEIOIIUXCS
JIAHHBIX YaCTOTY BOSHUKHOBEHHS OTPEICIINTh HEBO3MOXKHO). B Kax10# TpyImime HexenaTebHbIe
peaKkuy TpeCTaBIeHBl B MOPSIKE YMEHBIICHHS MX CEPhe3HOCTH. HekemaTenbHbIe peakiiuu
CTPYIIIUPOBAHBl B COOTBETCTBUU C TIOPSIKOM Ha OCHOBaHMHM CHCTEMHO-OPTaHHBIX KIIACCOB
(COK).

Hapywenus co cmoponsl kpou u tumgpamuyeckoli cucmembl.

OYEHb PEIKO — CHUIKEHUE CBEPTHIBAEMOCTH KPOBHU. MIMeroTCst cOOOIIeHNs 0 BOSHUKHOBEHHUHU TTPH
JUTATEIbHOM TPUMEHEHHUH MPETapaToB THHKIO JBYJOMACTHOTO KPOBOTEUEHUH (KPOBOM3IIMSHUE
B TIJIa3; HOCOBOE, ILepeOpajbHOe, >KEIYJA0YHO-KUIIEYHOE KPOBOTEUEHHE) Yy MAIHEeHTOB,
OJTHOBPEMEHHO MPUHUMABIIUX CPE/ICTBA, CHUKAIOIINE CBEPTHIBAEMOCTh KPOBH.

Hapywenus co cmopoHsl umMmyHHOU cucmemsi:

94acTOTa HEU3BECTHA — PEAKIIUH TMIIEPYYBCTBUTEILHOCTH, B TOM YHCIIe aHAPHIAKTHYECKHUH IIIOK.
Hapywenus co cmoponul nepnotl cucmemvi:

OYEHb PEJIKO — IrOJIOBHAsE 00JIb, TOJIOBOKPY)KEHHUE, OECCOHHMIIA.

Hapywenus co cmoponul opeana ciyxa u 1aoupunma:

94acTOTa HEN3BECTHA — HAPYILICHHE CITyXa.

Kenyoouno-kuweunvie napyuienus:

OYeHb PEIKO — TOIIHOTA, PBOTA, AUAPEs], OOJIb B )KUBOTE.

Hapywenus co cmoponsl Kodicu 1 ROOKOHCHOU MKAHU:

OUYCHb PEAKO — aJUIEPTUYECKHE KOXKHBIE peakiuu (THIEepeMHs, OTeK, KOXKHBIA 3y, KOXKHas
CBITIb).

B ciyuae BO3HHMKHOBEHUSI KaKUX-JIMOO HEKEIATENbHBIX PEAKIWH MPHUEM Iperapara CleayeT
MPEKPATUTh U 0OPATUTHCS K JIeUalleMy Bpady.

COO6HICHI/IG O IMTOAO03PEBACMBIX HCKECIATCIbHBIX PCAKITNAX

Baxmno COOGHL’:ITI: 0 TIMOAO3PE€BACMBIX HECXKCIIATCIBHBIX PCAKIUAX IIOCJIE PpEerucTpaluu
JICKApCTBCHHOI'O Ipfrapara ¢ b0 obecrieyeHust HEIMIPEPBIBHOI'O MOHHUTOPHHI'a COOTHOIICHUSA
«I10JIb3a — PUCK» JICKAPCTBCHHOI'O IIpCliapara. MenuiuacKkum pa60THI/IKaM PECKOMCHAYCTCA
COO6HIaTB 0 II00BIX IMOJAO3PEBAEMBIX HEKEIATCIbHBIX PCAKIUAX JICKAPCTBEHHOI'O IIperiapara
4Yepe3 HALIMOHAJIbHBIC CUCTEMBbL COO6HI€HI/I$I 0 HEXKCIIATCJIbHBIX PCAKIUAX TOCYAapCTB — YJICHOB

EBpazniickoro 3KOHOMHYECKOT0 CO03a.


ЛП ГП СОГЛАСОВАНО


TIN-N2000187-TTI-BY TR T TR ET R JE——
COIMACOBAHO COOTBETCTEYET IKCNEPTHOMY OTUYET:

B3 40 N ke T -
MWHUCTEPCTBOM 3[JPABOOXPAHEHUSA oT £2 1,.-.;'3&:: 'J- i1 -]ﬁl:'

o Ov 17 02 2025 N (MOCNEOCBATENBHOCTE 0006)

nPUKA3OM oT 17.02.2025 Ne 164

I'IOCJ'IE,D,OBATEJ'II:;HOCh 0011 « De depauuﬂ

109012, r. Mocksa, CnaBsitackast mi., 1. 4, ctp. 1

DdenepanbHas cayx0a 1o HaA30py B cdepe 3ApaBOOXpaHEHHUS

Temn.: +7 (800) 550 99 03

Anpec 1. moutsl: pharm@roszdravnadzor.gov.ru

Be0-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa benapyco

220037, r. Munck, ToBapuiieckuii niep., 1. 2a

PecniyOnukanckoe  ynutapHoe mpenanpustue «LleHTp IKcmepTM3 W HCHOBITAaHUH B
3/IpaBOOXPaHEHUN

Ten.: +375 (17) 242 00 29

Anpec a1. mouTtsl: repl@rceth.by

Be6-caiiT: www.rceth.by

Pecnybnuxa Kazaxcman

010000, paiion baiikonsip, r. Actana, yin. A. manosa, 1. 13, BL] «Hypcaynet 2»

PI'TI na IIXB «HanmoHanpHBIN LEHTP DKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEAULMHCKUX
m3nenuiny Komurera MemWIMHCKOTO ¥ (apMaleBTHUECKOTO KOHTPOIs MUHHUCTEPCTBA
3npaBooxpanenus Pecnyonukn Kazaxcran

Ten.: + 77172 235 135

Anpec an. moursl: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. Epesan, np. Komuraca, a. 49/5

«Hay4HbIif TIEHTp SKCHEpPTH3bl JIEKAPCTB M MEAUIMHCKUX TEXHOJOTHH HMMEHH aKaJeMHKa
3. INabpuensiHa»

Ten.: + 374 60 83 00 73

Anpec a11. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be6-caiit: http://www.pharm.am

Kuvipevisckaa Pecnyonuxa

720044, Uyiickas o0yacth, T. bumikek, yi. 3-s Jluaws, 1. 25

JlemapTamMeHT JIeKapCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3/1CTHIA

Ten.: +996 (312) 21 92 86

Anpec s11. noutsl: dlsmi@pharm.kg

Be6-caiiT: www.pharm.kg

4.9. Ilepeno3upoBka
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MOCEOBATE/IbHOC T 0011
—ﬁe—ﬂeemmero BpEMCHH O Ciy4dadaxX IIE€peaO3UPOBKH IIp€rapara bunobun (bOpTe HE

COO6H_[3.J'IOCL. B CJIydac pa3BUTUA ICPEAO3UPOBKHU JICUCHUC CUMIITOMATHYCCKOC.

5. ®APMAKOJIOTMYECKHUE CBOVCTBA
5.1. ®apmakoguHaMHYecKHe CBOIiCTBA
CDapMaKOTepaneBTqucxaﬁ rpymmna: HCHUXOAHAJICHTUKH, CPEACTBA JIA JICUCHUA JEMCHIUU,
JpyTUE CPEACTBA IJIsI JICUSHHSI IEMEHITHH
Kon ATX: N06DX02

MexaHu3M AeicTBUA U (PapMaKOIHHAMHYECKHE CBOMCTBA

[Ipenmapar bwiobun ¢opTe pacTUTETBLHOIO MNPOUCXOXKIACHHs. I[lOBBIIAET YCTOWYMBOCTH
OpraHM3Ma K THIIOKCUH, OCOOEHHO TKaHe ToJoBHOro Mosra. TOpMO3UT pa3BUTHE
TPaBMAaTUYECKOTO0 MJM TOKCHYECKOr0 OTeKa TOJIOBHOIO MO3ra, YIy4IIaeT MO3roBO€ U
nepudeprueckoe KpoBooOpallleHue, yaydIIaeT peoIorndeckie CBOiCTBa KPOBH.

Oxa3bIBaeT J10303aBUCHMOE PETYIHPYIOLIEe BIUSHUE HA COCYAMCTYIO CTEHKY, pacIIupsieT
MEJIKUE apTepuH, OBBIIIAET TOHYC BEH.

[IpemsitcTByeT 00pa30BaHWIO CBOOOIHBIX PANUKAJIOB W IEPEKUCHOMY OKHCICHHIO JIHITHIIOB
KJIETOYHBIX MeMOpaH. Hopmanmsyer BBICBOOOXICHUE, MTOBTOPHOE IOTJIONICHHE M KaTaOOJIM3M
HeHpoMeanaTopoB (HOpIuHEDPHH, 10(haMUH, allETHIXOJIUH) U UX CITIOCOOHOCTh K COSMHEHUIO
C perneniTtopaMu. YiydiaeT oOMEH BEIIECTB B OpraHax M TKaHSX, CIIOCOOCTBYET HAKOIUICHUIO B
KJIETKaX MAaKpOdpProB, MOBBIIMICHUIO YTHIM3ALUU KHUCIOPOJAa M TIIOKO3bI, HOpMalu3alluu
MEIUATOPHBIX MIPOLIECCOB B LIEHTPAJIbHON HEPBHON CUCTEME.

5.2. ®apMakoKMHeTHYECKHE CBOIiCTBA

AOGcopOrus

[locne npuema BHYTph OMOJOCTYNHOCTH TEPIEHJIAKTOHOB (IMHKroyiug A, ruHKroaua B u
omnobamua) cocraBusier 80 % ans ruaKronuma A, 88 % s runkromuga B u 79 % pns
omnobanma.

Pacnpenenenme

IIpy mnpmeme BHYTPh MUK IUIA3MEHHON KOHIIGHTPAIMM COCTAaBIsLT 1622 Hr/mn  ans
ruakroiauga A, 8—10 ar/mn g rusakronauaa B u 27-54 ur/min g 6unobanuga. CBs3pIBaHHE C
Oenkamu 11a3Mbl KpoBH coctaBisieT 43 % s runkronuaa A, 47 % nns ruakromuga B u 67 %
I OmmoOanuaa.

OIUMHUHAITHAS

Ilepuon monyBwiBeAeHus — 3,9 waca ang ruHKronuga A, 4—6 dacoB s TuHKronuaa B u 2—
3 yaca gy Omnodanua.

5.3. /laHHbI€e JOKJIMHHYECKOH 0e30IacCHOCTH
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Q)apMaKOHOI‘I/I‘ICCKOI\/'I 6630HaCHOCTI/I, TOKCHUYHOCTHU npu MHOT'OKpaTHOM BBCICHUMU,
TCHOTOKCHUYHOCTH, KaHUCPOTCHHOI'0 IIOTCHIMAJIA, perOHYKTHBHOﬁ U OHTOIrCHETHYECKOMU

TOKCHYHOCTH, 0COOBIH BpEa JId 4CJIOBCKA HC BBIABJICH.

6. ®PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeyeHnb BCIOMOTraTe/IbHbIX BELIECTB
JlexcTpo3a sxxumkas [ IeKCTpo3a, OJIUTO- U TIOIUCaXapHIbI |
JlakT03BI MOHOTHIPAT
Kpaxman kykypy3Hblii
Tanpk
Kpemuusa nuokcu KOO THBII
Maruus cteapat
Kpacurens xenesa okcup uepHsiii (E172)
Kpacurens xxenesa okcup kpacHsiii (E172)
Turana muokcuna (E171)
Kpacurens azopyoun (E122)
Kenatun
6.2. HecoBMecTUMOCTD
Henpumenumo.
6.3. Cpok romHoCTH (CPOK XpaHEeHHS )
3 roxa.
6.4. OcoObie MepbI MPEIOCTOPOKHOCTH MPU XPAHEHUH
XpaHuTh TIpH TeMiiepaTtype He Boilie 25 °C, B OpUrnHaibHOM yrmakoBke (OnmcTep).
6.5. XapaxkTep U cofep:kaHue NePBUYHONH YIAKOBKH
I[To 10 kamcyn B Omucrepe u3 kKomOmHHMpoBaHHOro Matepuana [IBX/TIBJAX wu donbru
AJTIOMUHUEBOU.
[To 2 uym 6 GIUCTEpOB BMECTE C JTMCTKOM-BKJIQIBIIIIEM TIOMEIIAIOT B TTAYKY KapTOHHYIO.
He Bce pa3Mepsl ynakoBOK MOTYT OBITH JOCTYITHBI JJISI PEeaT3alliH.
6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUUTOKEHHMH  MCIOJb30BAHHOTO
JIeKApCTBEHHOI0 mpenapata WIM  OTXO0A0B, MOJYYEHHBIX MoOCJe TpUMeHEeHHs
JIEKApCTBEHHOTI'0 Npenapara, i Apyrue MaHUNyJIs MM ¢ penapaToM

Oco0bie TpeOOBaHUs OTCYTCTBYIOT.
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[OCNEABATENEHOCTE 003 L e PHKATEJIb PETUCTPALIMOHHOI'O Y IOCTOBEPEHUS
CnoBenus
AO «KPKA, n.1., HoBo mectoy, IlImapsemnika necra 6, 8501 HoBo mecto
Ten.: +386 7 331 21 11
daxc: +386 7332 15 37
Anpec 371. moutsl: info@krka.biz
7.1. llpencraBuTenb aepakaressi pericCTPALMOHHOIO Y10CTOBepeHUs!

IIperen3un HOTDGGI/ITCJ'IGI‘/’I HaIIpaBJIATh 11O aJApECy:

Poccuiickas @edepayus

000 «KPKA-PYC»

143500, MockoBckas o60i., T. Uctpa, yi. MockoBckas, 1. 50

Ten.: +7 (495) 994-70-70

®axkc: +7 (495) 994-70-78

Anpec s11. moutsl: krka-rus@krka.biz

Be6-caiit: www .krka.biz

Pecnybnuxa berapyco

[IpeacraButensctBo AkiuonepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnyonuka CnoBenusi) B PecriyOnnke benapych

220114, r. MuHck, yn. @unumonosa, 1. 2517, oduc 315

Ten.: 8 740 740 9230

dakc: 8 740 740 9230

Anpec 311, moutsl: info.by@krka.biz

Be6-caiiT: www.krka.by

Pecnybnuxa Kasaxcman

TOO «KPKA Kazaxcran»

050059, r. Anmmarel, rip. Anb-®apadwu, 1. 19, oduc 207

Ten.: +7(727) 311 08 09

®axc: + 7 (727) 311 08 12

Anpec s11. nmoutsl: info.kz@krka.biz

Beb6-caiit: www .krka.biz

Pecnybnuxa Apmenus

[IpencraButensctBo «Kpka, 1.1., HoBo Mmecto» B PecnyOinke ApmeHust
0001, r. EpeBan, yn. Hanbaungss, 1. 106/1 («CAAT-HOBA» BU3HEC-LIEHTP), oduc 103
Ten.: +374 11 560011

Anpec 311. moutsl: info.am@krka.biz
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Kuipevizckas Pecnybnuxa

IIpencraButensctBo AO «KPKA, ToBapHa 3apasui, a.1., HoBo mecto» B Kbipreizctane
720040, Yyiickast 061acTh, . buikek, OynbpBap DpKUHIUK, A. 71, 610K A

Tein.: +996 (312) 66 22 50

Anpec a1 moutsl: info.kg@krka.biz

Beo6-caiit: www.krka.biz

8. HOMEP PETMCTPAIIMOHHOTI'O YIOCTOBEPEHMS
JITI-Ne(000187)-(PT-RU)

9. JATA NEPBUYHOM PETUCTPAIIMHA (ITIOJATBEPKJIEHUS PETUCTPALINN,
HEPEPEI'NICTPALINN)

[ara nepBoit peructpanuu: 2 anpens 2021 r.

10. TATA IEPECMOTPA TEKCTA

OOmas XapakTepUCTHKa JIEKapCTBEHHOro Ipemnapara buiobun ¢opre nocrtynmHa Ha
UHPOpPMAIIMOHHOM mopTaie EBpa3uiickoro H»KOHOMHYECKOTO COr03a B HH()OPMALMOHHO-

KOMMYHUKallMOHHOM cetu « HTepHeT» https://eec.eaeunion.org.
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