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HHCTPYKIMA

MO MEJUILIUHCKOMY IMPUMEHEHWIO JIEKAPCTBEHHOI'O ITPETIAPATA

HMerpanexc®

PerucrpauuoHHbIi HOMep:

Toprosoe HAaHMCHOBaHHE! ,[[B"[']ﬁ)aJ'.[eKC®

Me:xkayHapoaHoe HeMATEHTOBAHHOE HIIH IPYNIIHPOBOYHOEe HauMeHoBanHne: OunIeHHas
MHKpPOHH3HpOBaHHas (raBoHouHAS Ppakius (AHocMuH + (IaBOHOMIBI B IEpecYeTe Ha

reCIepUIuH)
JlekaperBennasi popma: TableTKH, MTOKPHITHIE IIIEHOYHOH 000TOUKOM.

Cocras:

Ojina Tabnerka, MOKpBITast IVIEHOYHOM 000JI0YKOH, CONEPIKUT:

Heticmeyiowee sewgecmeo: 1000 Mr oYHIEeHHOH MUKPOHH3HPOBAHHOMH (IaBOHOMIHOH Gpakiuy,
cocrosei u3 nrocmuHa 900 Mr (90 %) u ¢raBoHOHI0B, B epecyeTe Ha recrepuud 100 mr
(10 %).

Bcnomozamenvhule geujecmea: BoJa OUUIIEHHAs, )KeJIaTHH, MarHUA CTeapar, Le/UTIoo3a
MHKpOKpHUCTa/I4ecKast, KapOOKCHMETHIKpaxMall HaTpHs THII A, TajbK.

Obonouka nieHoynas: HaTpUA Jaypui cyibdat, Mmakporos 6000, npeMuKce UId IIIEHOYHOH
000JI0YKH OPaHIKEBO-PO30BOI0 IIBETA, COCTOSIIUH U3: IIHIEpOoia, MarHUs cTeapara,
rUIpoMeIno3sl, Makporona 6000, Maruus creapara, KpacuTeNs elle3a OKCHIa KpacHOro, THTaHa

JHOKCHIAa, KPaCHTCIIA XKEIIE3a OKCHOA MKEJIITOI0.

Onucanue
OsanbHble TaONETKH, MOKPHITHIE ITIEHOYHOH 000I09K0H, OpaHkeBO-PO30BOTO IBETA C PHCKOIL ¢
06enx OOKOBBIX CTOPOH.

BHJE[ TabJIETKH HA H3JIOME: OT GHC,HHO-}KCJ'ITOFO J0 KCITOrO IBETA HGOHHOPOHHOﬁ CTPYKTYPHI.

@apmakoTepaneBTHYECKAN IPyNNa

BeHOTOHHBpr}OH.lee H BEHOIIPOTCKTOPHOE CPEACTBO.

Kog ATX: C05CAS53



(I)apMaKO.TlOFH‘IBCKﬂe CBO#CTBA

®apMaKOAHHAMHKA
I[eqpanexc@’ 00;1a1a€T BEHOTOHU3UPYIOIUM H aHTHOMPOTEKTUBHEIM CBOHCTBAMH.

[TperiapaT YMEHbIIAET PACTSHKAMOCTE BCH H BEHO3HBII 3aCTOM, CHIDKAET IIPOHHUIIAEMOCTD
KaNmIIIPOB U [OBBIIIAET UX PE3HCTEHTHOCTE. Pe3ynbTarhl KIMHAYECKUX HCCIIEIOBAHUH
[OJITBEPXIAIOT (papMaKOIOrHYECKYIO aKTUBHOCTh IIperiapaTa B OTHOIIEHHH MTOKa3aTelieil BEHO3SHON
reMOJHHAMHKH.

CTaTHCTHYECKH JOCTOBEPHBIN 10303aBUCHMEIH 2 ¢deKT npenapara Jetpanexc® 6bi1
1pOIEMOHCTPUPOBAH IS CIIEYOMIMX BEHO3HBIX IUIETH3MOrpahuuecKuX napaMeTpoB: BEHO3HOU
eMKOCTH, BEHO3HOM pacTsDKMMOCTH, BpEMEHH BEHO3HOTO ONOpokHeHH. OnTHManbHOe
COOTHOIIEHHE «103a-3¢dexT» Habmoaaercs npu npueme 1000 Mr B 1eHE.

®

Jlerpanekc® MOBbIIIAET BEHO3HEIH TOHYC: C IOMOIIBIO BEHO3HOH OKKIIFO3HOHHOMN ILIETH3MOrpaduy

6BITO TOKA3aHO YMEHBIICHHE BPEMEHH BEHO3HOTO OTIOPOIKHEHHS. Y IAIMEHTOR C IIPU3HAKAMH
BEIPXKEHHOTO HApYIIEHH MUKPOLMPKYJIAIHH, TIOCTIE TEPAIHHU [TPENapaToM Jerpanexc®
oTMeuaeTcs (CTATHCTHYECKH JIOCTOBEPHOE, TI0 CPABHEHHUIO C MIanedo), MOBLIICHUE KAHUIAPHOR
PEe3UCTEHTHOCTH, OLIEHEHHOH METOJIOM aHIHOCTEPEOMETPHH.

Jlokasana TepanepTHYecKas 3 dexTHBHOCTS npenapata Jletpanexc® npy JTeveHH: XPOHHYECKHX

3a00/1€BaHUH BEH HH)KHHX KOHEYHOCTEMH, a TaKyKe IIPH JIEYEHUH TEMOPPOs.

DapMaKoKHHETHKA

OcHoBHOE BBIZIEJIEHHE IIPEIapara MPOUCXOUT ¢ KanoM. C MOUOii B CpeJHEM BBIBOJMTCS OKOJIO
14 % npuHATOTO KONMUYECTBA IIpEnapara.

[lepron monyseiBeneHus cocrapnser 11 gacos.

[Tpenapar noasepraercst ak THBHOMY MeTab0IM3MY, YTO HOATBEPIKAACTCS IIPHCYTCTBHEM

q)eHOJIOBBIX KHCJIOT B MOYE.

[oxazanns k npuMeneHnO

® NnokazaH Juis TepalMyl CAMIITOMOB XPOHHYECKHX 3a00/IeBaHuil BeH (YCTPAaHEHHS

Herpanexc
00nerueHns CAMITOMOB).
Tepanus cumnTOMOB BeHO3HO-TMM(ATHIECKON HEAOCTATOYHOCTH:
- 0oms;
- CYIOpOrH HW)XHUX KOHEYHOCTEH;
- OIIyIIEHHE TSHKECTH M PaClMpaHus B HOrax;
= «yCTaJIOCTB» HOT.

Tepanns npossnennii BeHo3HO-TMMbaTHYECKOH HENOCTATOTHOCTH:

= OTCKH HHXHHX KOHC‘IHOCTeﬁ;




TpO@H‘IﬁCKHe H3MEHEeHHS KOXH H II0IKO0XHOMN KJICTYaTKH,

-

BCHO3HBIC TpOd)I/I‘-ICCKI/Ie A3BBI.

CHMIITOMaTI/I‘{eCKaH TEpanKuA OCTPOTO U XPOHUYECKOT O reMOoppos.

[IpoTHBOMOKA3AHHS
[foBBUIEHHAS YyBCTBUTEILHOCTD K AKTUBHBIM KOMIIOHEHTAM HIIM K BCIIOMOTaTe/IbHBIM BEIECTBAM,
xOAIIMM B COCTAB Iperiapara.

pepeMEHHOCTD M IIEPHO/| IPY/IHOTO BCKApPMIIMBAHHS (ONBIT IPUMEHEHHUS OTPaHHYCH HIIH

OTCYTCTBYET).
Jlerckuit Bo3pacT 10 18 et (OmbIT IPHMEHEHHs OTCYTCTBYET).

[IpuMeHeHHe NpU GepeMEHHOCTH U B IEPHOJ IPYJHOr0 BCKAPMIIHBAHHS

bepemenHOCHb

JlanHbBIE O TPIMEHEHUH OYHIIEHHOH MUKPOHU3HPOBAHHOH (JIABOHOM/IHOH ¢bpakuuu y OepeMeHHBIX
#EHIIHH OTCYTCTBYIOT MJIH OTPaHHYEHBL.

HccmeoBaHus HA >XKUBOTHBIX HE BBISIBUIIH pero,I[YKTI/IBHOﬁ TOKCHYHOCTH.

®

B xauectBe npenynpe,unrenbﬂoﬁ MEPHBI NIPEANOYTHTENBEHO HE NIPUMEHATH ITIpEnapar I[eipanercc BO

BpeMs. OepeMEHHOCTH.

Ilepuoo 2pyonozo eckapmaueanus

Heu3BecTHO, IPOHHKAET JIH OYHIIEHHAS MHKPOHH3NPOBaHHAS G1aBoOHOKIHAS (PpaKuus
(MeTaboUTEI) B IpyAHOE MOJIOKO YEIOBEKA.

He uckirouen puck s HOBOPOXKICHHBIX U JieTel rpyHoro Bo3pacra. Heo6xoauMo NpUHATE
perenve b0 O MPeKpalleHuy IPyIHOr0 BCKapMIUBaHus, TH00 06 OTMEHe TepanuH IpenapaToMm
Herpanexc®, npuHuMas Bo BHUMaHUE MOE3y TPYIHOTO BCKApMIIHBAHHUS IS peOeHKa | [0JIb3y
Tepanuu JUIS JKEHIUHEL

Brusnue na penpodyxmuenyio gynxyuio

Uccnenosanus penpoyKTHBHON TOKCHYHOCTH HE TOKA3aIM BIMAHKS HA PEIPOLYKTHBHYIO

byrkmIIo Y KpBIC 060€T0 MOTA.

Cnoco6 npumeHeHHs H 10351

Bayrps.

Pexomen ryemas 103a npu BeHO3HO-THM(ATHIECKOH HEIOCTATOYHOCTH — 1 TabIeTKa B CYTKH
IPEeNMOYTUTENILHO YTPOM, BO BpeMs IipHeMa MUY, TablIeTKH clelyeT IporiaThBaTh, 3alBas
Bonoii.

Pucka ma TaGneTke npenHazHaYeHa HCKITIOUMTENBHO TS JEEHHS C IETBIO 0GIeryeHus

HUpornaTeiBaHms.



[IpONOIDKHTEIBHOCTE KypPea JIeYEH s MOXKET COCTABIISATh HECKOIBKO MECSNEB (BILIOTH 10

12 mecAneB). B cinydae moBTOPHOr0 BOSHUKHOBEHMS CHMIITOMOB, 110 PEKOMEHIAIlAH Bpayda, Kypc
jledeHHA MOXKET OBITH IOBTOPEH.

PexoMEH/IyeMas J103a IIPH OCTPOM reMoppoe — 3 TabieTKH B CYTKH (110 1 TabiieTke yTpoMm, IHEM U
gedepoM) B TeueHHue 4 JHeM, 3areM 110 2 TabieTKu B CyTKH (10 1 TabineTke yTpoM H BEYEPOM) B
reyeHre MOCIENYIOMMX 3 THEH.

PexoMeHIyeMas 1jo3a IPH XpPOHHYECKOM reMoppoe — 1 TabieTka B CyTKH.

[MoGouHOE AcHCTBHE

[To60unble 2 dekTs mpenapara Jerpanexc®, HabmogaeMele B X0e KITHHHYECKUX HCCTIeT0BaHHi,
GBUTH JIETKOH cTeneHH TspKecTH. [IpeHMyIecTBEeHHO OTMEYATUCH HAPYIIIEHHS CO CTOPOHBI
JeJyJOYHO-KUIIEYHOTO TpaKTa (Juapes, JUCIeICUs, TOLIHOTa, pBOTA).

Bo BpeMs NpHema npenapata Jlerpanexc® coobImanocs o cieayromux no609HbX ¢ dexTax B BUjE
ciemyroleii rpaganuu: o4ens yacto (>1/10); wacto (>1/100, <1/10); Hewacto (>1/1 000, <1/100);
penxo (>1/10 000, <1/1 000); xpaitne penko (<1/10 000), HeyToUHEHHOM YaCTOTHI (4aCTOTA HE
MOXKET OBITh MOACYHTAHA 10 JOCTYIHBIM JIaHHBIM).

Hapyuienus co cmoponbl HepE8HOU CUCTEMbL.

Penxo: ronmoBokpyxenue, ronosHas 00b, 001Iee HETOMOTaHHE.

/Kenyoouno-xuuieunvie HAPYUEHU:

Yacto: nuapes, mUcHencHs, TOUHOTA, PBOTA.

Heuacrto: xomur.

Hey [OYHEHHOM YaCTOTEI: 0OITb B JKHBOTE.

Hapywenus co cmoponvl ko u nOOKOICHBIX MKAHEL.

Penko: xoxHas chilb, KOXKHBIH 3y/1, KpAIIMBHHIIA.

Heytounennoil 4acTOTEI: H30MMPOBAHHEIN OTEK THIIA, Iy, BeK. B HCKMOUHTENBHBIX CTydasx
AHTHOHEBPOTHYECKHHA OTEK.

Hughopmupyiime spava o nossnenuu y 6ac niobolx, 8 MOM HUCIe He YAOMAHYMbIX 6 OAHHOT
UHCIMPYKYuY, HexcelameNbHbIX PeaKyull U OwyWeHutl, a maxkxice 00 usmexHenuu 1a00pamopHuIX

Nokazameneti na gpone mepanuu.

Hepemompomca

Cuvinmomu

Hannzre o Cllydasix IepeZio3upoBKH npenapara Jlerpanexkc® orpanundensl. Haubonee yacteiMu
HeKenaTenpHpIME peakIMAMY B CITydasX Nepeo3UPOBKH OBLIM XKeTyJ09HO-KHIEYHbIE HapyIIEeH s

()IHapea, TOIIHOTA, OOJb B XKUBOTE) M KOKHBIC peakIuu (3y[I, CHIIb).

Teveyye



[ToMOIIb IIPH NEPENO3HPOBKE A0JDKHA 3aKIIIOYaThCA B YCTPAHCHHH KIIHHUYECKHX CHMIITOMOB.

HpH NEPETO3IUPOBKE IIPETIapaTa HE0OXO0IMMO HEMEJIEHHO OﬁpaTPITLCH K Bpaudy.

BBaﬂMﬂﬂeﬁCTBﬂe C APYIrUMH JEKAPCTBEHHLIMH CPEACTBAMH

KnuHAYECKUX HCCIIeI0BAHUN 110 H3YUCHHIO B3aMMO/JICHCTBUA JIEKApCTBECHHOT' O Tpenapara
ﬂeTpBJICKC‘E C IPYTUMH JIEKapCTBEHHBIMH CPEACTBAMHA HE MPOBOIHUIIOCE. I[O HaCTOAIIECTO BPCMEHH

HE c000IIAIOCE O BBIABICHHBIX cnyvyadax JIEKapCTBEHHOT O B3aHUMOJICHCTBHS.

Oco0ble yKazaHusd

- Tlepen Tem, Kak Ha4aTh IPHHEMATH Npenapat JeTpanekc®, pekoMeHayeTcs
TIPOKOHCYJIBTHPOBATHCS C BPAYOM.

- Tlpu nedeHnn reMopposi HasHaueHue penapata Jletpanekc® He 3amMeHsET crenHHYECKOrO
JIeYCHHs APYTHX 3aD0JIeBaHMi IPAMOM KHIIKY U aHATBHOTO KaHana. [Ipu camocToaTebHOM
IIpPEMEHEHHH IIperapaTa He MPEeBhIaiTe MaKCUMalbHbIE CPOKH M PEKOMEHIOBAaHHEIE 03EL,
ykazaHHble B paznene «Crnocob npuMeHeHus U 103b1». B ToM ciaydae, eciid CHMIITOMBI
reMOppost COXPaHSIOTCS [TOCTIe PEKOMEHIYEMOT0 Kypca TepanuHt, cleyeT MPOHTH OCMOTp y
IIPOKTOJIOTa, KOTOPBIH Moa0epeT JaIbHEHIIYIO TEPAIIHIO.

- Ilpu HanMUUHK HapyLIEHHH BEHO3HOTO KPOBOOOpaILeH s MaKCHMANBHEIH 2 dexT neuenus
o0ecreYnBaeTest COYETAHHEM TEPAITHH C TOTOJHHUETIHHBIMHE 1e9e0HO-TPOQUIaKTHIECKHMHU
MEpONPHATHAMHE/3I0POBEIM (cOaTaHCHPOBAHHBIM) 00pa30M JKH3HU: KeNaTellbHO H30erarth
JONroro IMpeObIBaHMs Ha CONHILE, AJUTENLHOTO MPeOBIBAHMS Ha HOTAX, a TAKKe
PEKOMEHIYETCSI CHHKeHHE W30bITOUHOM Macchl Tena. 1lemue nporynku H, B HEKOTOPBIX
Cilydasix, HOIIEHHE CIENHATBHBIX 9yJI0K, CIOCOOCTBYET YIYUIIEHUIO HUPKYISALMH KPOBH.

Hesamemmutensno oGpaTuTech K Bpady, €Cid, B IPOLECCE JEYEHHS, Ballle COCTOSHUE YXYAIIHIOCH

HIIA yMEHBINCHUA CHMIITOMOB HE HAaCTYIIHJIO.

Binsinme na enocoGHOCTH yNpaBIaTL TPAHCIOPTHLIMH CPEICTBAMH, MEXAHH3MAMH
Kinuyaeckux uceneioBanmii o M3y4eHMIO BIMSHES TeKapcTBEHHOro mpenapata Jetpanekc® na
CIOCOOHOCTE YIPaBIATE ABTOMOOHIIEM U BHIOIHATH pabOTHI, TPEOYIOIIHE BRICOKOH CKOPOCTH
ICHxyYyecKnX B GU3HYECKUX peakiuit, He MPOBOAMIOCh. OIHAKO HA OCHOBaHMHM JOCTYIHEIX JaHHBIX

®

110 6630H&CHOCTI/I, MOJXXHO CIOE€IaThk BEIBOJ, YTO I[eTpEU'IEKC HE BIIHACT (He HMCET 3HAYUMOI'0

BIMSHAUS) HA 3TH [POLECCHI.

Dopma Brimycka

TaGnerk, HOKpBITHIE IIIEHOUHOH 0060m04Ko#H, 1000 mr.



[Ipu npoussoocmee «Jlabopamopuu Cepeve Hnoacmpuy, Ppanyus

ITo 10 ta6bnetok B 6muctepe (ITBX/An). Ilo 3 mim 6 OIMCTEPOB ¢ HHCTPYKIMEH 110 MEJUIIHHCKOMY
[IPEMEHEHHIO B [AYKy KapTOHHYIO, C KOHTPOJIEM NIEPBOT0O BCKPHITHS (IIPU HEOOXOIMMOCTH).

[To 9 Tabnerok B 6aucrepe ([IBX/Am). ITo 2 wm 3 6imcTepa ¢ HHCTPYKIMER 110 METUIIMHCKOMY

IPHMEHEHUIO B MMAYKY KapTOHHYHO, C KOHTPOJIEM IEPBOTO BCKPLITHSA (l'IpI/I HCOSXOJII{MOCTH).

Ipu npouseoocmee OO0 « CEPBBE PYC», Poccus

[To 10 Tabnerok B 6muctepe (TIBX/Amn). [lo 3 unu 6 61mucTepoB ¢ HHCTPYKUHUEH O MEAUIIMHCKOMY
IIPUMEHEHHIO B AUKy KapTOHHYIO, C KOHTPOJIEM IIEPBOT0 BCKPBITHS (IIPH HEOOXOAUMOCTH).

ITo 9 Tabrerok B 6mucrepe (IIBX/Amn). ITo 2 unu 3 61ucTepa ¢ HHCTPYKIHEH IO METUIIMHCKOMY

IIPHMEHEHHIO B AUKy KapTOHHYIO, ¢ KOHTPOJIEM IIEPBOTO BCKPHITHSA (IIPH HEOOXOAUMOCTH).

VYeaoBus XpaHeHHS
Xpauuts nipu temneparype He Boime 30 °C.

XpaHHTb B HEJJOCTYITHBIX UL JETEH MECTax.

Cpok roaHocTH
4 ropa.

He NPHMEHSATH IIOCTIC HCTEYEHHS CPOKa r'OJHOCTH, YKa3aHHOI'0 Ha YIIaKOBKE.

YeaoBus ormycka

OtmyckaroT 6e3 penenTa.

Ipu npouseoocmee «JIabopamopuu Cepeve Hnoacmpuy, Cpanyus
PerucTpanuonHoe yaocroBepenne Boiiano «JIabopatopun Cepebe», PpanHius
IIpousBeneHo:

«JTa6opartopun CepBbe UnnacTpu», @panuus

905, mocce Capan, 45520 XKum, @pannus/905, route de Saran, 45520 Gidy, France

Ilo Bcem Bompocam obpamathes B [IpeacraBurenbcreo AO «JlaGoparopun Cepeben:
125196, r. Mockea, yi. Jlecuas, nom 7
Ten.: +7(495) 937 07 00, daxc: +7(495) 937 07 01

Ha uncmpyxyusx, 6104CeHHbIX 8 NAUKY, YKA3bIBAEMCs ramunuyeti nozomun «J/labopamopuu

Cepgvey.

1Ipu npouzeoocmee OO0 « CEPBBE PYC», Poccus

PemCTpaHHOHH(Ie ynocTosepenne Bbinano «Jlabopatopun Cepsbe», OpaHIHs



IIpousseneno:

000 «CEPBBE PYC», Poccus

108828, r. Mocksa, nocenenre Kpacnomaxopckoe, kBapran 158, pnanenue 2, cp. 1.
Ten.: (495) 225-8010, daxc: (495) 225-8011

Ilo Bcem Bonpocam obpamartbes B [IpencrasureaberBo AO «JlaGopaTtopun CepBben:
125196, r. Mockaa, yi. Jlecnast, nom 7
Ten.: (495) 937-0700, dakc: (495) 937-0701

Ha uncmpyKkyusx, 610JICeHHbIX 8 NAUKY, YKaA3bIBaemcs 1amunuyei no2omun «Jlabopamopuu

Cepebe .

Crapimuii CeIHaINCT IO PETUCTPALHH

JICKAPCTBCHHBIX CPEACTB
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