COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.12.2025 N2 31274

OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO TIPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCBEHHOTI' O IIPEITAPATA:

[Tpamunekcod, 0,25 mr, TabneTKH.

[Tpamumnekcon, 1 mr, TabneTku.

2. KAUECTBEHHBIN Y KOJIMYECTBEHHBIN COCTAB:

JIeicTBYyIO1Iee BELECTBO: IIPAMUIIEKCOJI

IIpamunexkcoi, 0,25 Mr, TabIeTKH

Kaxxnas rabnerka cogepxut 0,25 Mr mpaMHIiekcoiaa TUrHIPOXJIOPHIa MOHOTHIPATA.

BemecTBa, HaTM4YMe KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOT'O IperapaTa: MaHHHTOI
(cm. paznen 4.4).

IIpamunekcoi, 1 mMr, TabaeTku

Kaxnas Tabnerka cogepkut | Mr npamMurexcosia JuruIpoxaopHuia MOHOTHIPATa.

BemecTBa, HaTM4YMe KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOT'O IperapaTa: MaHHHTOI
(cm. paznen 4.4).

[TonHbI epeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA:

TaOneTkn

IIpamunexkcoi, 0,25 Mr, TabIeTKH

Kpyribie miockonmmmHAprYecKre TabaeTKH Oeoro My MoYTH OeIoro IBeTa.

IIpamunexkcoi, 1 mMr, TabaeTku

Kpyriible miIocKOUMIMHAPUYECKHE TaOIeTKH OeJI0ro WM MOoYTH Oeoro 1Bera ¢ pUCKOW Ha OJHOU
CTOpOHE.

TaGneTky MOXXHO pa3feiUTh Ha paBHBIC J103BI.

4. KIMHUYECKHUE JAHHBIE:
4.1. IToxazaHusl K IPUMEHEHHUIO

[Ipamunekcos mokaszaH K NPUMEHEHHUIO y B3pOCIBIX B BO3pacTe oT 18 Jer.

* CUMITOMAaTHYECKOE JICYCHHE HAMONaTHYecKod Oone3Hu [lapkuHCOHA y B3pOCHBIX B BHIE
MOHOTepanuu (0e3 JIEBOIOIbI) UM B KOMOWHAIIUHU C JICBOJIOTION, T.€. HA BCEX CTAIUsAX 3a00JIeBaHMS,
B TOM YHCJIC Ha HO3I[H€ﬁ CTaguu, KOorga CHUXKacTcCAa Bq)(beKT OT MMpUcMa JICBOAOIBI NJIX OH CTAHOBUTCA
HETIOCTOSTHHBIM, U BOHHKAIOT (PIIYKTyaIluy TepaneBTUIeCKOro 3 dexra (PeHOMEH «M3HAITMBAHUS
KOHIIA 10361 1 PEHOMEH «BKJIFOUCHUS—BBIKITFOUCHUSD ).

» CUMIITOMATHYECKOE JICYCHHE UIMOMATHICCKOT0 CHHAPOMA «OECITOKOMHBIX HOT» OT YMEPEHHOH JI0
TSDKEJION cTeneHu B g03ax He 0oiee 0,54 mr ocHoBanus (0,75 mr comnm).
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4.2. Pe:kxum 103MpPOBaHUA U CIIOCO0 MPUMEHEeHM s

PexxuM no3upoBaHusa

Pacuer 103 BegeTcs o npaMuIieKcosia JUrHapoXJI0pria MOHOTHIPATY.
CyTouHYy10 103y paBHOMEPHO AEINST Ha 3 IpUema.
Cumnmomamuueckoe neyenue bonesnu Ilapkuncona:

Hauanvnas mepanus:

Kak yka3zaHo HMke, HaUallbHYI0 CyTOUHYIO 103y 0,375 Mr yBenM4YMBaIOT Kaxkable S — 7 nHeut. [us
YMEHBIIICHUS MOOOYHBIX IP(PEKTOB, 103y HEOOXOIMMO MOAOMPATH MOCTEIIEHHO 0 TOCTHXKEHUS
MaKCHUMaJIbHOTO TePareBTHIECKOTO ddeKTa.

Cxema noBbllIeHud 103b1 Npenapara [llpamunexco
Henens Jo3a (mr) [Tonnas cyrounas ngo3a (Mr)
1 3x0,125 0,375
2 3x0,25 0,75
3 3x0,5 1,5

[Tpu He0OXOAMMOCTHU JaTbHEHUIIETr0 YBEIUYCHHUS CYyTOYHOM J103bl, 100aBisAtoT 0,75 MI' B HEZeIIO 710
MaKCUMaJIbHOM 10361 4,5 MT B cyTKH. CleayeT OTMETUTD, YTO MPHU UCIOJIH30BAHUU J03 BbiIE 1,5 Mr
B CYTKHM TOBBIIIAETCS 4YaCTOTA PA3BUTHS COHJIMBOCTH.

Toooeparcusarowas mepanusi.:

NunuBuayanpHas 103a NOJDKHA HaxoauThes B mpexaenax ot 0,375 mr no 4,5 mr B cytku. Kak Ha
paHHEH, TaK ¥ Ha MO3HEN cTanuu 3a0oneBaHus npenapar Obl1 dPPeKTHBEH, HAYNHAS C CYTOYHON
no3sl 1,5 mr. [Ipu 3TOM HE UCKITIOYAETCsI, UTO y OTACNBHBIX MAalUEHTOB J03bI BHIIIE 1,5 MI' B CyTKH
MOTYT JaTh JOIMOJIHUTENbHBIA TepaneBTHUEeCKH 3¢ @dekT, 0coOeHHO Ha TMO3IHEH CcTaauu
3a00JIeBaHus, KOT/Ia TIOKa3aHO CHUKECHHE JTO3bI JICBOIOIIHI.

Ipexpawenue neuenus.

Peskoe mpekparieHue Tepanuu A0(GaMUHEPTUYECKHMMHU CPEICTBAMH MOXKET IIOBJEeYb 3a COOOMU
pa3BUTHE 3JI0KAYECTBEHHOIO0 HEMpOJeNnTuYeckoro cuuapoma. Jlo3a npenapara JOKHA CHUKAThCS
Ha 0,75 Mr B cyTKH 10 T€X MOp, IOKa CyTo4Has no3a He pocturHer 0,75 mr. Ilocae atoro nosy
cnenyet cHuxkath Ha 0,375 MI B CyTKH.

Llo3bi ons nayUeHmos, NOIY4AIOUUX 00HO08PEMEHHO MEePanuio J1€6000NO01L.

[Tpu ogHOBpEMEHHOH TEPAaITy € JICBOJIOIION, PEKOMEHIYETCsI IO MEPE YBEITUYEHUS JI03bI, a TAKXKE BO
BpeMs MOICPKUBAIOIICH Tepanuy MPaMUTIEKCOJIOM CHIKATh JI03Y JIEBOAOIBL. DTO HEOOXOIMMO BO
n30exaHne Ype3MepHOil 10HaMHUHEPTUIECKON CTUMYJISIIIIH.

Oco0ble rpynIbl MalueHTOB

Hauueﬂmbz C NOYEeYHOoU HedoCMamo4HoOCHbIO

Jlyis HadanbHOU Tepanmuu: y MalMeHTOB C KIMPEHCOM KpeaTMHWHA Bbimie 50 MI/MUH CHUXCHHE
CYTOYHOM J103bI WJIM YacTOTHI pueMa He Tpedyercs. [Ipu xkmupence kpeatununa 20 — 50 mu/muH
HavyaJIbHYI0 CyTOYHYIO 103y IIpenapaTa Ha3HavyaroT B /1Ba npuema, HaunHasi ¢ 0,125 mr 2 pasa B CyTku
(0,25 mr B cyTkm). He cnemyer mpeBbIIaTh MAaKCHMAIBHYIO CYTOUHYIO 7103y 2,25 MT PaMHUIIEKCOJIA.
[Tpu knupeHce kpeaTuHWHA MeHee 20 MJI/MHH CyTOYHYIO 103y Iperapara Ha3Ha4yaroT OAWH Pa3 B
neHb, HauumHas ¢ 0,125 mr. He crnemyer mpeBblllaTh MaKCUMAJIbHYIO CYTOYHYIO 103y 1,5 Mmr
MIpaMUIIEKCOJIa.
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IpernapaTa CHUKAKT Ha TOT )K€ IPOLEHT, HA KOTOPBIM CHUXAETCS KIMPEHC KPEaTUHHHA, T.€. €CIU
KJIMpEeHC KpeaTUHHHA cHIbKaeTcs Ha 30%, TO CyTOUHYIO 103y Mpenapara He0OX0AUMO CHU3UTH Ha
30%. CyTouHy0 103y MOXXHO JAEIUTh Ha J1Ba IPUEMA, €CIU KIUPEHC KpEeaTMHHHA HaXOJUTCS B
npeaenax 20 — 50 mi/MuH, ¥ IPUHUMATH OJIMH pa3 B CyTKH, €CIU KIIMPEHC KpeaTuHHHa MeHbIe 20
MJI/MUH.

Hauueﬂmbz C NeYeHOoYHOolU HedOCMAamo4HOCMbIO
Her H€O6XO,Z[I/IMOCTI/I CHWXXATb O03Y y NallUCHTOB C IICYCHOYHOM HEAOCTAaTOYHOCTBIO.
Cumnmomamuyeckoe Jieuenue uouonamuyecko2o cum)pozwa OecnoKouHbIX Hoe.!

Hauanvnas mepanus:

PexoMennoBanHast HayayibHas CyTo4YHas 103a cocrasiseT 0,125 mr, 3a 2 — 3 yaca nepen cHoM. Ecnu
IMalrnecHTaM TpGGyGTC}I JOIIOJIHUTCIBbHOC CHMXXCHUC CHMIITOMATHKU, ,Z[03y MOXKHO yBe.HI/I‘-II/IBaTI:
Kakple 4 — 7 qHel 10 MakcuMainbHOU 10361 0,75 Mr B IeHb (KaK IPEICTaBICHO B TAOJIUIIE HIKE).

Cxema noBblleHus 10361 npenapara [lpamunexcosa

Hlaru yBenuueHus Jlo3a 115t mpuema oJiuH pa3 B IEHb, BeUepoM (M)
1 0,125
2% 0,25
3* 0,50

* Ipu HEOOXOIMMOCTH

Toooeporcusarowas mepanus.:

NunuBuayanbHast Ao3a JOJDKHA HaxonuTbess B mpenenax ot 0,125 mr go 0,75 Mr B CyTkw.
TepaneBTHYECKUI OTBET MAlMEHTa CIIEAYEeT OLICHUTh CIYCTS TPU MecsIa MPOBEICHUS JICUCHUS,
MOCIIE YeTO PACCMOTPETh HEOOXOMMOCTh B MTPOIOJIKEHHH Tepanuu. B cirydae npepbiBaHUs JICUCHUS
Oojiee 4eM Ha HECKOJIbKO JHEW MpHEeM JIEKapCTBEHHOIO IIpenapara JO0JDKEH BO300HOBIISTHCS
MOCPEJICTBOM MOCTENEHHOTO MOBBIIIEHUS 103bl, KaK YKa3aHO BBIIIIE.

Ilpexpawenue neuenus.

JleueHre MOXKHO IPEKPATHTDH O€3 MOCTEIIEHHOT'O CHUKEHUS J03bI.

B knuHMueckux uccienoBaHusAX TOJIbKO y 10% MalmeHToB OTMEYAIUCh MPU3HAKUA YTSKEICHUS
CUMITOMATUKH TIOCJE PE3KOTO MPEKpAIleHUs JICUCHUs, TaHHBIA 3PPEKT MPOSBISICS MPH OO0
o3€.

Oco0ble rpynibl MalueHTOB

Hauueﬂmbz C NOYEeYHOoU HedoCMamo4HOCHbIO

BbIB@I[eHI/Ie MMpaMHUIICKCOJIa 3aBUCUT OT (1)yHK]_II/II/I MOYCK U HAIPAMYIKO COOTHOCHUTCA C KIIMPCHCOM
KpeaTuHnHa. Ha ocHoOBaHWM (apMaKOKMHETHUECKHX MCCICIOBAHUM Yy JIMIl C TOYCHYHOU
HEI0CTaTOYHOCTBIO, AJIS HAIUEHTOB C KIIMPEHCOM KpeaTHHHUHA Oosiee 20 MJI/MUH CHUKEHUE JTHEBHOM
no3bl He Tpedyercs. [IpuMeHeHne npaMunekcosia y NaueHTOB C CUHAPOMOM OECIOKOWHBIX HOT,
CTPa/IaloNINX MOYEUHON HEJOCTATOYHOCTHIO, HE N3Y4aJIOCh.

Hauueﬂmbz C NeYeHOYHOoU HedOCMAamo4HOCMbIO

HGOGXOI[I/IMOCTB CHMXXCHUA O03bl Yy TMAalUCHTOB C Ee4YCHOYHOMI HEAOCTAaTOYHOCTHKO HE
paccmatpuBaeTcs, MOCKOIbKY npuodau3uTenbHo 90% adbcopOupoBaHHOTO JIEKAPCTBEHHOTO CPE/ICTBA
BBIBOJAUTCA ITIOUYKaMMH.
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€TH

bezonacHocTh 1 3 (EKTUBHOCTH MPAaMHIIEKCONIa y IETe U MOJPOCTKOB B Bo3pacTte 10 18 mer He
yCTaHOBJIEHBI. /laHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BHyTpB, BHE 3aBUCHMOCTH OT ITpHEMa ITHIIH, 3aITUBasi BOJOH.
4.3. [IporuBOoNOKAa3aHUs

* I'mnepuyBCTBUTENBHOCT K IPAMHUIIEKCONY WM K JIIOOOMY M3 BCHOMOTATENIFHBIX BEIIECTB,
IIEPEUUCIICHHBIX B pazzene 6.1.

* Jletu o 18 ner.
4.4. OcoOble yka3aHHs U MepPbl PeI0CTOPOKHOCTH NPH PUMEHeHUH

C OCTOPOKHOCTBIO

[Toueynasi HEZOCTATOYHOCTh, CEPACYHO-COCYIAHUCThIE 3a00JIeBaHUS, apTepHUanbHAs THUIOTCH3HS,
OJTHOBPEMEHHBIM MpHEeM aHTaroHUCTOB J10(aMUHOBBIX PELENTOPOB, CENAaTUBHBIX IPENapaToB,
JTaHoJjA.

Toueunas neoocmamounocme

VY nanueHToB ¢ TOYeYHON HETOCTaTOYHOCTHIO PEKOMEHIyETCsl CHUKEHHE JI03bI IIPAMHIIEKCOIa (CM.
paznmen 4.2.).

Fajwiouunauuu Uu cnymarHoCcmb CO3HAHUA

lammronuHaMu U CIYTAHHOCTh CO3HAHUSA - M3BECTHBIE MMOOOYHBIE 3(PQEKThl MpU JICYCHUH
aroHucTamu Jo(aMuHa U JI€BOIOMON.

lammronuHanyy yamie HabMIOJAIOTCS MPH JICYEHUH TPAMUIIEKCOJIOM B KOMOMHALIUY C JIEBOJOMON Y
MAIMEeHTOB C pa3BepHYTON craauel Oonesnu [lapkuHCOHA, YeM NMPU MOHOTEPANMH MAIMEHTOB C
6one3nbplo [lapkuHcoHa Ha paHHEH cTaauu 3abosieBanus. [laruenToB crneayetr mpouHPoOpMUPOBATH
O TOM, YTO MOTYT pPa3BHUBATbCA TAJUIIOLUHALMM (IPEUMYILIECTBEHHO 3pUTENbHbIE). [lanmeHTsl
JOJKHBI OBITH MPEAYHIPEXKACHBI O TOM, YTO MOTYT HaOMIOAAThCA TaJUTIOIMHALIMM, BIMSIOIIME Ha
CIOCOOHOCTH K BOXK/ICHUIO.

Hapywenus nosedenus (asnsarowuecs ompajxceHuem cUMNMOMO8 pacCmpoiucmea KOHmpOJisi Hao
nOOYHCOSHUAMU U KOMNYIbCUBHO20 NOBEOEHUSL)

[TarueHTH! U MUIA, KOTOPBIE O HUX 3a00TATCS, NOJKHBI ObITH TPOMH(GOPMUPOBAHBI O TOM, YTO B
CBSI3W C JIGYCHUEM MAIMEHTOB JO0()aMUHEPrMYECKMMH CpPEACTBaMH BO3MOKHO BO3HHKHOBEHHE
MPU3HAKOB aHOMAJILHOTO MOBEACHUS (CHMIITOMOB MMITYJIbCUBHBIX U KOMITYJIbCUBHBIX JCHCTBHIA),
TaKOr0 KaK CKJIOHHOCTbh K MEPEeIaHMI0, HABSI3UYMBOE KEJIaHUE JeNaTh MOKYNKU (MaTOJIOTUYECKUM
HIOIIIMHT ), TIOBBIIIEHUE JTUOUI0, TUIIEPCEKCYaTbHOCTh M MATOJOTHYECKasl TATa K a3apTHBIM UTpaM.
B Takux ciydasx JOMKHO OBITh pPAacCMOTPEHO PEUICHHE O CHIDKEHUU J[03BI/TIOCTETICHHOM
MPEKPALEHUH JICUCHHUS.

Manus u oenupuil

3a manueHTaMH CleayeT HMPOBOAMUTH DPETYyJsipHOE HAOMIOACHHE Ha MpeIMET Pa3BUTHS MaHUU U
nenvpus. [TallueHTs U JIWIA, OCYIIECTBIISIONINE YXO 32 HUMH, JOJDKHBI OBITh OCBEIOMIICHBI, YTO
MaHUSl U JETUPUA MOTYT BO3HUKHYTH y NAIlMEHTOB, NMPUHUMAIONIMX Mpamumexkcoil. B ciydasx
pa3BUTUS MOAOOHBIX CUMIITOMOB CJIEIyET PEIIMTh BOMPOC O CHUIKCHHH JIO3BI Mpernapara Ui ero
OTMEHE.
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Y manueHTOB C TCUXOTHYECKHMMH pPAaCCTPONCTBAMHU HazHaueHHE A0()aMUHOBBIX AaroHHUCTOB B
COYETaHUH C MPAMHUIIEKCOJIOM BO3MOXKHO TOJBKO IMOCIE MPEABAPUTEIBHON OIEHKH BO3MOXKHOTO
pucka-nonb3bl. OIHOBPEMEHHBIH MPUEM MPAMHIICEKCONIAa W AHTUIICHXOTUYECKHX CPEACTB HE
PEKOMEHIyeTCsl, HalpuMep, €CIM BO3MOXEH J10(haMHH-aHTarOHUCTHYEeCKUui 3Pdext (cMm.
paznen 4.5.).

Opmanvmonocuueckuii MOHUMOPUHS

PexoMeHyeTcsl IpOBEPAThH 3pEHUE YepE3 ONPEIEICHHbIE HHTEPBAJIbl BDEMEHH WM JKE€ Cpas3y MOCIe
Ha3HA4eHUs Mpenapara Ipyu HAIMYUU HapyIIECHUN 3pEHHUS.

Traorcenvle cepdeuno-cocyoucmole 3a001€6aHUs

Heo6x01uM0 MposIBIIATE OCTOPOKHOCTH IIPH HATHYHH Y OOJIBLHOTO TAXKEIOTO CEPACIHO-COCYAUCTOTO
3a0osneBaHusa. B CBA3M ¢ PHCKOM pa3BUTHUS OPTOCTATMYECKOW THIIOTEH3MH MpPU MPOBEACHUU
n0(haMUHEPTHYCCKONH TEpamul  PEKOMEHIYETCS KOHTPOJIMPOBATh apTEepHajIbHOE JaBICHHE,
0COOEHHO B HAaYaJIe JICYEHHUSL.

Juckunesust

[Ipy mpuMeHEeHMH NpaMHUIEKCOJa B KOMOWHAIMM C JIEBOJOMON Ha MO3IHUX CTagusX OOJe3HU
[TapkuHCOHA, HAa HauyaJIBHOM OJTane MOoAOOpa 03Bl MOXKET Pa3BUThCS TUCKUHE3Ms, B Cllydyae
MOSIBIICHUS] KOTOPOH 103y JI€BOOIBI HEOOXOAUMO YMEHBIUIHTb.

Jucmonust

VY nanuenToB ¢ 6ose3Hbio IlapkuHCOHA MOXKET HaONIOJAThCA TaKOe HApYLICHHE, KaK aKCHalbHas
JUCTOHMS B BHUJE AHTEKOJUINCA, KaMITOKOPMHM WIM IUIEBPOTOTOHyca (cuHAapoma «lIu3aHckoit
Oamany»). TlomydeHsl eIWHUYHBIE COOOIICHHS O Pa3BUTHHM JMCTOHHUU IIOCIE Hayaja JICYCHHS
aroHMCTaMM 1O0(QaMHUHOBBIX PELENTOPOB, B TOM YUCIIE MPAMUIIEKCOJIOM, OJTHAKO HAJIMYUE YETKOU
IIPUYMHHON CBSI3M MEXIYy TEpalnueld U 3TUM HapylIEHHEM HE YCTaHOBJIEHO. JIMCTOHUS MOXKET
pa3BUBATBCA TAKXKE M CIIyCTS HECKOJIBKO MECSLEB IIOCIIEC HA4yala JICUYEHUS BbIINICYKAa3aHHBIMU
IpernapaTamMy WM U3MEHEHHs PEKMMa MX J103UpoBaHusA. B ciyudae pa3BUTHsI JUCTOHUM CIENYET
HEPEeCMOTPETh PEXHUM HPUMEHEHHMsS A0(GaMHUHEPTHYECKUX IpenapaToB M IMpPH HEOOXOAUMOCTH
CKOPPEKTUPOBATH €TO.

Breszannoe 3acvinanue u connugocmow

[TaneHTOB CcreayeT MpenynpexaaTb O BO3MOKHOM ceAaaTuBHOM 3¢ dekre mpenapara, BKIOYas
COHJIMBOCTh M BHE3aITHOE 3achlllaHMe BO BpeMsi THEBHOW nesrenbHOCTH. Cilydau 3achlllaHUs BO
BpeMs ITOBCETHEBHOM JEATENbHOCTH, MHOTAA 0e3 KaKMX-THOO NpEeAlIeCTBYIOMIUX IPU3HAKOB,
oTMeyanu Hedacto. llammentam crnenyer oOBSCHUTH, YTO B Cy4yae MOSBICHHS MOBBILICHHON
COHJIMBOCTH WJIM 3IIM30/0B BHE3AIMHOI'O 3aChIIAHNS BO BPEMsI THEBHOM aKTUBHOCTH (HaIlpUMep, pu
pasroBope, MpreMe MUIIH U T.J.), KOTOpbIe MOTYT CIyUUThCS B J1It000€ BpeMs BO BpeMs JI€UeHUsI, UM
HENb3s YIPaBIATh TPAHCIOPTHBIMU CPEJICTBAMU WIIM YIaCTBOBAThH B IOTEHIIMAIBHO OMACHBIX BUAX
NeSITeNIbHOCTH, U CIeAyeT MPOKOHCYIbTHPOBAThCs ¢ BpauoM. Heobxonumo paccMoTpeTs Bompoc 00
YMEHBIICHUHU J103bI HJIM MIPEKPALICHUU TEPAUH MPENapaToM.

W3-3a BO3BMOXKHOCTH pa3BUTHS aJAUTUBHOTO 3P deKkTa He0OXOAUMO C OCTOPOKHOCTHIO MPUHUMATD
OJIHOBPEMEHHO C IPAMUIIEKCOJIOM JPYTUE CEAATHUBHBIE JIEKAPCTBEHHBIE MPENapaThl UK aJIKOTrOJIb.

Cunopom ommenvl a20HUCIO8 OOPAMUHOBBIX PEYEenmopos

3aperucTpupoBaHbl CIy4yau pa3BUTHS CUHIPOMa OTMEHBI JIEKAPCTBEHHOTO NIpenapaTa BO BpeMs WIH
1ocJje NpeKpaleHus IprueMa aroHMCTOB J0(h)aMUHOBBIX PELIENTOPOB, B TOM 4Kcie mpamunexcona. K
(dakTOopaM pUCKAa MOXET OTHOCHUTHCS BBICOKAs KYMYJISTHBHAsI SKCIO3UIMS J0(PaMHUHEPTUUECKUX
npenapatoB. CUMITOMBI OTMEHBI HE OTBEYAIOT HA MPUMEHEHHE JeBOAONBI. OHM MOTYT BKIIIOYaTh
arnaTuio, TPEBOXKHOCTH, JENPECCHI0, YTOMIISIEMOCTb, MOTIMBOCTh U 00Jb. [Ipexae yem manueHt
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CUMIITOMOB OTMCHBI. CHGI[yGT MMpOBOAUTDH TI_I_IaTeJ'IbHBII/I MOHUTOPHHT COCTOSAHUSA MALUCHTA BO BPEMA
¥ TIOCJIe OTMEHBI TIpenapaTta. B cirydae pa3BUTHS TSHKEIIBIX CHMIITOMOB OTMEHBI MOYKHO PaCCMOTPETh
BO3MOXHOCTb BPCMCHHOI'O BO306HOBH€HI/I}I TCpalli aroHucCTamMu I[O(baMI/IHOBBIX PCUCIITOPOB B
MUHHMaJTbHOU 3(DPEKTUBHOM J103€.

Menanoma

ONuaeMHOJIOTHYECKIE HCCIEA0BaHUs IOKa3alu, 4TO Yy MaluueHToB c Oone3Hbio [lapkuHcoHa
MUMeeTCsl BBICOKH pUCK (0T 2 710, MPUOIU3UTENBHO, 6 pa3 BBIIIE) pa3BUTHS MEITAHOMBI, YeM Y O0IIei
MOMYJISAIMH. SIBIsSeTCs M 3TOT NOBBIIIEHHBIN PHUCK ciencTBUeM Oomne3nu [lapkruHcoHa, Uiu cBS3aH
C ApyruMu (QakTopaMu, TaKMUMU KakK IPHEM JIEKApCTB, KOTOpbIE HCIOJB3YIOTCS MPH OOJE3HU
[TapkuHCOHA, HEU3BECTHO.

BcenenctBue npuyuuH, TPUBEIEHHBIX BBIIIE, MAIIMEHTHI U JUIA, KOTOPBIE O HUX 3a00TATCS, TOJKHBI
ObITh MPOMH(POPMUPOBAHBI O TOM, 4YTO B TMEPUOJ TMpHUEeMa MpaMUIIEKCOoNa WIH APYTUX
noaMHUHEPTHUECKUX JIEKAPCTB HEOOXOAMMO BHUMATEIHHO OTHOCHUTHCS K BO3MOXXHOMY Pa3BUTHIO
MEJIaHOMBI.

3noxauecmeenublii HelipoLIenMu4ecKull CUHOPOM

HmeroTcst cooOIeH sl O TOM, YTO TPW BHE3aITHOM MpPEKpaIleHUH Tepanuu A0(haMUHEPTUICCKHUMU
npenaparamMmu MOryT Ha6JHOI[aTI>C$I CHUMIITOMBI 3JIOKQ4YE€CTBCHHOI'O HeﬁpOHeHTHHGCKOFO CUHApOMa
(cm. pasznmen 4.2.).

Ycunenue cunopoma becnoxouinvix Hoe

CooOuienust B IUTEpAType CBUICTENBCTBYIOT O TOM, YTO JICUEHHWE CHHAPOMA OECHOKOWHBIX HOT
nohaMUHEPTUYECKIUMHU TIpenapaTaMi MOKET IIPUBECTHU K €r0 YCUIICHHIO.

JlanHOE ycHWJIeHHE NpEeACTaBIsIo coboi Oosiee paHHEE HAYalo MPOSBICHUS CHMIITOMOB BEUYEPOM
(w1 naxke BO BTOPYIO TOJOBUHY [IHS), YCHJIGHHE STOM CUMITOMAaTUKU U PacHpoCTpaHEHUE
CUMIITOMOB Ha JIpyTHie KOHEYHOCTH.

JleyeHne npaMuIIeKCcoIOM ClIeyeT HaUMHATh C pEKOMEH10BaHHOM 71036l 0,125 Mr 1 yBenuuuBath ee
0 MaKCUMaJbHOM pEeKOMEHJOBaHHOW 103kl 0,75 Mr TOJIBKO B cCiydyae HEOOXOJAMMOCTH
JOTIOJTHUTEIBHOTO OOJIETYeHUsl CUMIITOMOB (cM. paszen 4.2). Ilepen HauanaoMm JieueHUs MaUECHTOB
clieyeT MpOMH(POPMHUPOBATE O BO3MOXKHOCTH YCyryOneHus cUMITOMOB. OHHM JOJDKHBI PETYJISIPHO
HaXOAUThCS TOJ HaOJIOJeHHEM Ha mpeaMeT ycyryOnenus cumnTomoB. [lpu ycyryGnenuu
CHUMIITOMOB CIIE[yeT IEpPEeCMOTPETh JOCTATOYHOCTh JIEUYEHMs IPAMUIEKCOJIOM M PacCMOTPETh
BO3MO>XHOCTb KOPPEKLIUHU J03bl WIIN IPEKPALEHNS] TEPAITUH.

Bcnomoeamenvuwie seuecmea

[Tpenapat [IpamMunekcon coaepUT MaHHUTOJI. MOXKET OKa3bIBaTh c1aboe claduTeabHOe IeHCTBHE.

4.5. BzaumoneiictBue ¢ JpPYrdMHM JIeKAPCTBEHHBIMM TpernaparamMm W Jpyrue BHbI
B3aMMOJeHCTBHS

Cas3pIBaHME ¢ OCIKAMHU I11a3MBI KpOBHU

[Tpamumnexkcon B He3HAUUTENBbHOU cTeneHu (<20%) cBsA3bIBaeTCS ¢ OeMKaMU TTa3Mbl U TOABEpracTcs
ouorpancopmanyu. I[loaToMy B3auMOAEHCTBHS C JAPYTMMHU CPEICTBAMH, BIUSIOIIUMH Ha
CBsI3bIBAaHME C O€lKaMH TUIa3Mbl WM BBIBEJICHHE 3a CUeT OMOTpaHCHOpMAIUU, MaJOBEPOSITHEIL.
B3anMozeicTBre ¢ aHTUXOJIMHEPTHYECKMMH CPEACTBAMU HE M3ydaloch. (OJHAKO, IOCKOJBKY
AQHTUXOJIMHEPTMYECKUE  JIEKAPCTBEHHBIE  CPEJICTBA B OCHOBHOM  BBIBOASTCS  IIyTEM
O6uorpancopmalii, TMOTEHIUAIBHOE B3aUMOJCHCTBHE C TMPAMUIEKCOIIOM MaJOBEPOSITHO.
DapMaKOKMHETUYECKOTO B3aUMOJICUCTBUS C CEJIETHJIMHOM WM JIEBOJOIION HET.
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[umeTnauH COKpallaeT MOYeuHbId KIMPEHC MpaMuUIieKcosia npuMepHo Ha 34%, BEpOsSTHO, IyTeM
YIrHETEHHUS! KaTUOHHOW CEKPETOPHOW TPAHCIOPTHOW CHUCTEMBI TMOYEYHBIX KaHajibleB. [loaTomy
JICKapCTBEHHBIE CPENICTBA, KOTOpHIC SBISIOTCS HMHTUOMTOPAMH 3TOTO METaOOIMYECKOTO IyTH
aKTUBHOTO BBIJCJICHUSl Mpernapara MOYKaMH, JUOO BBIBOASIIMECS O3THUM IyTeM, TaKue Kak
UMMETHUJIMH, aMaHTaJIuH, MEKCUJIETUH, 3UJIOBYAWH, LMUCIUIATUH, XUHUH U MNPOKAMHAMHJ, MOTYT
B3aMMOJICHCTBOBATh C TMPAMHUIIEKCOJIOM, YTO MOXXET TPHUBECTH K CHHXKEHHIO KJIMpEeHca
npamunekcona. Creayer y4uThIBaTh BO3MOXKHOCTb CHMIKEHHUSI J103bl IIPaMHIIEKCOIa MpPU MpUeMe
9THUX JIEKAPCTBEHHBIX CPEJICTB OJTHOBPEMEHHO C IIPAMHUIIEKCOJIOM.

Coueranue ¢ JIEBOIOIOHN

[Ipu npuMeHeHnu MpaMHUIeKcoia B KOMOWHAIIUY C JIEBOJONON U YBETMUYEHUHU 03Bl IPaMUIIEKCOoIIa
y TaIMeHToB ¢ 0oyie3Hpl0 [lapKHCOHA PEKOMEHTyeTCS CHIYKEHUE 03Bl JICBOJIOMBI, TIPU 3TOM 103y
JIPYTUX MPOTHBONAPKMHCOHUYECKUX JIEKAPCTBEHHBIX CPEJICTB HEOOXOIMMO MOJJEpKUBATh Ha
MOCTOSIHHOM YPOBHE.

BcenenctBue BO3MOXKHBIX IUTUBHBIX A((PEKTOB, MalueHTaM CJIeAyeT PEKOMEH0BATh MPOSBIITh
OCTOPOKHOCTh TpPH TMpUEME APYIHMX CEAAaTUBHBIX JIEKAPCTBEHHBIX CPEJACTB WJIM aJKOrojisi B
COYETAaHUH C MTPAMHUIICKCOJIOM.

AHTHUIICUXOTHYECKHE JICKAPCTBCHHBIC MPECIIapaThl

OnHOBpEMEHHBII NpHEM aHTUIICUXOTHMUYECKUX JIEKAPCTBEHHBIX CPEICTB M IpaMHUIIEKcoja He
pexomenayetrcst (cMm. pasnen 4.4.), Hampumep, €CId BO3MOXEH I0(paMHUH-aHTarOHUCTUYECKUN

¢ dexr.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMSA

bepemeHHOCTH

Baushaue Ha 6€p€MeHHOCTB 1 JIAKTAIUIO Y YCJIOBCKA HC UCCIICOBAHO.

Bo3moxHOe BO3aelicTBHE MpaMUIIEKCOJIa HAa PENPONYyKTUBHYIO (DYHKIHIO HCCIEIOBAIOCh B
HKCIIEPUMEHTAX Ha >KUBOTHBIX. [Ipamumnexkcon He NpOsBISIET TEPATOTEHHOCTH Ha KpbIicaX U
KpOJIMKAX, OJJHAKO B J103aX, TOKCUYHBIX I OEpEMEHHBIX CaMOK, ObLIT SMOPHUOTOKCUYHBIM Y KPBIC.

Bo BpeMA 6epeMeHHOCTI/I npemnapar CJICAYCT Ha3HA4YaTh TOJIBKO B TOM CJIy4dac, €CJIM IMOTCHIUAIbHAA
ImoJib3a AJid MaTe€pu IMPEBLIIIACT HOTCHHI/IaJ'IBHHﬁ PUCK IJId 11J1044a.

JlakTaius

BriBenneHne npemnapara ¢ rpyIHbIM MOJIOKOM Y KEHIIMH HE U3y4asiock. KoHIleHTpanus npenapara B
MOJIOKE€ KpbIC OblIa BbIIIE, 4eM B Iuia3Me. [1oCKONbKY NpaMHIIEKCON WHTHOMPYET CEKPEIHIo
MIPOJIAKTHHA, MOYKHO MPEAIOIIOKUTh, YTO OH TAKXKE MOJABISAET JaKTALHIO.

ITosTOMy mpenapar He ciefyeT IPUHUMATh B IIEPUOL KOPMIICHHUS IPY IBIO.

DepTUILHOCTD

BrnusHus Ha QepTUIBHOCTh Yy 4YENOBEKa HE H3ydalauch. B HCCIeNOBaHUSX HA KHUBOTHBIX
MIPaMUTICKCOJ OKa3bIBAJI BIMSHUAE Ha JCTPAIBHBIA LUK W CHW)XKal (EPTHIBLHOCTh Y CaMOK, YTO
OKHJaeMO JIJIsl aroHKCTa qodamMuHa. Pe3ynbraTel Hccne 0BaHUM, MPOBOIUBIINXCS HA )KUBOTHBIX, HE
YKa3bIBAIOT HAa HAJWYUE TPSMBIX WJIA KOCBEHHBIX NPU3HAKOB HEOIArONMPHUATHBIX BIHMSHUN Ha
(bepTUIBLHOCTD y CaMIIOB.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CpeACcTBAaMM W PadoTarb C
MeXaHNU3MaMu
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CpeacTBaMu U paGOTaTB C MCXaHHU3MaMU. MOFYT BO3HHMKATh raJllltOuHan U COHJIUBOCTbD.

[TaneHThl, MPUHUMAIOIIKE TPAMUIIEKCOJI, Y KOTOPBIX Pa3BUBAIOTCS COHJIMBOCTb W/WIIM BHE3AITHBIE
MPUCTYTIBI CHA, TOJDKHBI OBITh MH(OPMUPOBAHBI O HEOOXOIUMOCTH BO3JIEPHKAThCA OT YNpPaBIICHUS
TPAHCHOPTHBIMHM CPEICTBAMM WM 3aHATHH J€ATENbHOCTBIO, IPU KOTOPOH M3-3a OcCialieHHON
OIUTENTFHOCTH OHU MOTYT MOJBEPraTh ce0sl HJIM APYTUX OMACHOCTHU MOJyYSHHS CEPhe3HON TPaBMBI
WIHA CMEPTH (Hampumep, pu padoTe ¢ MEXaHU3MaMH) 10 UCUE3HOBEHMSI yKa3aHHBIX CUMIITOMOB.

4.8. He:xxennaTesibHbIE peaKIUuu

Pesrome mpoduirst 0e30aCHOCTH.

Ha ocHOBaHuu aHanm3a 00beIMHEHHBIX JTAHHBIX, TOJYYEHHBIX B PAMKaX IJIAIE00KOHTPOIHPYEMBIX
UCCIIEIOBaHUN ¢ ydactueM 1923 manueHTOB, MPUHUMABIIMX MpaMUIeKcod, U 1354 manueHTos,
NPUHUMABIIUX IuTanebo, B o0eux rpynmnax 3apUKCHpOBaHBI HEXenarenbHble peakuuu. Y 63%
MAIMEHTOB, IPUHUMABILINX MPAMUIIEKCOIL, Uy 52% MalnKueHToB, NoJy4YaBIINX I1ane0o0, HabmoaaIu
HE MEHEE OJIHOM pEaKLMH Ha JIEKAPCTBEHHBIM IIpernapar.

B Tabnuuax 1 u 2 npuBeneHbl CBEACHUS O MOOOYHBIX peakiusix, KoTopsle BcTpeyanuch y 0,1 % u
60.]'[66 ManucHTOB, MPUHUMABIINX MPAMUIICKCOJ B ClIydac, €CJIU PCAKIHUIO CUHHUTAJIU KIMHUYCCKHU
3HAYUMOU. BOoIbMHUHCTBO MOOOYHBIX 3P (HEKTOB ObUIM JISTKUMH WJIM CpelaHer TspkecTH. OOBIYHO
no0OYHBIE PeaKIMK MOSBISUIMCH B Ha4Yajle Kypca Tepaliy U McYe3alid P MPOJOKEHUH MTpreMa
npernapara.

VY mauueHToB ¢ 60se3Hbl0 [lapkMHCOHA MPH JIEYEHUH TPAMHUIIEKCOIOM 110 CPaBHEHHIO C IJanedo
YacThIMU HEXeJaTeldbHbIMM peakuusMu (= 5%) ObUIM TOLIHOTA, JUCKUHE3Ms, CHUXKEHUE
apTepUaNIbHOTO JIABJICHUS, TOJIOBOKPYKEHHE, COHJIMBOCTb, OECCOHHHUIIA, 3arop, TaJLTIOIUHALINSA,
rojoBHas 00iyib U cnabocTh. YacToTa BOZHUKHOBEHHUS COHJIIMBOCTH MOBBIIIANACH IIPU IPUMEHEHUU
no3 Beine 1,5 mr/cyr. Camoil yacToil HexenaTenbHOW peakuueil mpu npueMe B KOMOWHAIMU C
aeBoAonon Obula nuckuHe3us. CHUKEHHUE apTepUalIbHOTO JABJICHHSI MOXKET BO3HUKHYTh B Hayase
JeueHHst, 0cOOEHHO €CITU J103a MPAMUIIEKCOJIa TUTPYETCS CIUIIKOM OBICTPO.

TaOnuyHOE pe3roMe HEXKENAaTeIbHbIX DEAKIINNA

YacTora moOOYHBIX peakifii, KOTOpble MOTYT BO3HUKATh BO BpEeMs TepamuH, IMPUBEACHA B BUJC
crienyrmel rpaganuu: o4eHp yacto (>1/10); gacto (>1/100, <1/10); meuacto (=1/1000, <1/100);
peako (>1/10000, <1/1000); ouenp penko (<1/10000); wacrora Hew3BecTHa (HAa OCHOBAaHUU
UMEIOIINXCS JAHHBIX OICHUTH HEBO3MOXKHO).

Ta6muua 1. bonesns [Tapkuncona

Cucrema opraHoB Yacrora IMoGounasi peakuust
BO3HUKHOBEHUS
WNudexnynn u naBa3un Heuacto ITreBMOHUA
DHJAOKPUHHbBIC HAPYIICHUS Heuacto Hapymenue CEeKpeluu

aHTUIMYPETHYECKOrO FTOpMOHa'

[Tcuxudeckue HapyLIeHUS Yacto AHOManbHOE TIOBEACHUE (CHMITTOMBI
HUMITYJIbLCUBHBIX )41 KOMITYJIbCUBHBIX
JEHUCTBUI), aHOMAaJIbHBIE CHOBHJICHUSI,
CIIyTAaHHOCTb CO3HAaHH:, raJUIFOLMHAIINU,

OeccoHHMIA

Heuacro CKJIIOHHOCTH K Tepeeanuio’,
MMaTOJIOTUYECKUH HIOMITHHT, open,
runepdarus’, TUIIEPCEKCYAIBHOCTD,
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TUOUI0, TOHWKEHUE JIMOUTO), TTapaHOMs,
IIaToOJIOIrN4YECKas Tira K a3apTHBIM I/II‘paM,
OECTIOKOMCTBO, ETUPHIA

OpraHOB TIPYJHOM KIETKM U
CPENOCTEHUs

Penxo Manus
Hapymenuss co  cTOpoHBI OueHb YacTo lNonoBokpyxeHue, JTUCKUHE3UA,
HEPBHOW CUCTEMBI COHJIMBOCTb
Yacro ['onoBuas 601
Heuwacro AMHE3Ms, TUIIEPKUHE3Us, BHE3AIIHOE
3achlllaHue, 0OMOPOK
Yacrora AHTekommc*
HeM3BeCTHa’
Hapymenuss co  cTOpoHBI Yacto Yxyaumenue 3peHUs (BKITFOUAS
Oprasa 3peHus JUIUIONHIO, CHUKEHUE OCTPOTHI 3pEHUs U
YETKOCTH BOCIIPHUSTHS)
Hapymwiennst co  cTOpoHBI Heuacro CepredHast HeJI0CTATOYHOCT'
cepana
Hapymwiennst co  cTOpoHBI Yacto CHukeHmne apTepruaIbHOro JaBJICHUS
COCYZIOB
Hapymwiennst co  cTOpoHBI Heuacro Opplmika, UKOTa
JBIXaTEIbHOMN CUCTEMBI,

Hapymwiennst co  cTOpoHBI
XKEIIy JOYHO-KHAIIEYHOT O

OueHb 4acTo

TomaoTa

Yacto 3amnop, pBoTa

TpakTa
Hapymenust co cTopoHbl KOXXH Heuacto Peakumu runep4yBCTBUTEIBHOCTH, 3Y/I,
Y TIOJAKOXKHBIX TKaHE! CBIITb
Hapymenust co  cTOpoHBI Penxo CnoHTaHHas 3peKLUs
PENpOIYKTUBHOM CHUCTEMBI U
MOJIOYHBIX XKeJe3
OO6mmme HapyIIeHUS U peaKIuu Yacto YromnsiemocTs, nepudepudeckie OTeKu
B MECTE BBEACHUS

Yacrorta Cunapom OTMEHBI aroHHUCTOB

HEN3BECTHA N0(paMUHOBBIX PELIETITOPOB

Jlaboparopubie 51 Yacro CHmkeHre Macchl  Tella,  BKJIOYas
WHCTPYMEHTAJIbHBIEC JAHHBIE CHU)KEHUE allleTuTa

Heuacro YBenuueHue Maccol Telia

! anubiii m06OUHBIA >(dexT ObUI 3aUKCUPOBAH B TOCTPErMCTPALMOHHBIX HaOmonaeHusx. C BeposSTHOCTBIO 95%
KaTerOpHs YaCTOTHI HE MPEBBIIIACT KHEYACTO», HO MOXKET ObITh HIKE. TOUHas OlleHKa KaTeropuy 4acTOThl HEBO3MOJKHA,
MIOCKOJIbKY JIaHHAs MM0OOYHAs peakuus He 3aMKCHpoBaHa B 0a3e NaHHBIX KIMHUYECKUX MCCIIEAOBaHUM, copepKamien
nHpopmanuio o 2762 nauuenram ¢ 6ose3Hpl0 [lapkrHCOHA, TPUHUMABIINX PAMHUIIEKCOJL.

2[larnble mo60UHBIE 2PPEKTH He COOOIMANNCH B KIMHAIECKAX HCCIEI0BAHMAX KaK HEKEIATENBHOE SBICHHE, TO3TOMY

YacTOTa HE MOXKET OBITh YCTaHOBJICHA.

*MedDRA LLT
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HaubGonee uacto (> 5%) peructpupyemble MOOOUYHBIE pEAKIUU y TAIMEHTOB C CHHIPOMOM
0€CIOKONHBIX HOT, OJYYaBIIMX MPaMHUIIEKCOJI, ObUIH TOLIHOTA, TOJIOBHAs 00JIb, TOJIOBOKPYKEHUE U
yTOMJISIEMOCTh. TOIIHOTA M yTOMJISIEMOCTh 0OJI€€ 9acTO OTMEYAIUCh Y JKCHIUH, IMOJYYaBIIUX
npamunekcon (20,8% u 10,5% coOTBETCTBEHHO) MO CpaBHEHHUIO ¢ MyxuuHamu (6,7% u 7,3%
COOTBETCTBEHHO).

Ta6muma 2. Cuaapom 0eCIOKOWHBIX HOT

Cucrema opraHoB Yacrora IHoGounas peakuus
BO3HUKHOBEHUS

Nudexnnn u nHBa3zun Heuacto [MTHeBMOHMs!

OHJOKPHUHHBIE HAPYILLIEHUS Heuacro Hapymenue ceKkpenuu
aHTHINYPETHYECKOTO TOPMOHa'

[lcuxuyeckue HapylIeHUs Yacrto AHOMaJIbHBIE CHOBUJICHUS, OECCOHHUIIA

Heuacrto Hapymenue MOBEICHUSA (CUMTITOMBI

HMITYJIbCUBHBIX u KOMITYJIbCUBHBIX

NEUCTBUIM), TaKOoe KaK KOMITYyJIbCHBHOE
nepeeaHue, HaBSI3YMBOC JKEIAHUE JeTaTh
TOKYTIKH, open’, runepdarns’,
TUIEPCEKCYabHOCTD, CIIyTaHHOCTH
CO3HaHUs, TAJUTIOIMHAIMK, pPacCTPOWCTBA
Tuoua0 (IMOBBIIICHUE JTHOMIO, TTOHMKCHUE
nMOKI0), TIapaHois', maTogornyeckas TAra
K a3apTHBIM MTpaM', GecIOKOICTBO, MaHu,

JIeIupui
Hapymwenust co  cTOpoHBI Ouenb yacto YcyrybneHue CUMOTOMOB IIPH CHHAPOME
HEPBHOM CHUCTEMBI OCCTIOKOMHBIX HOT
Yacro ['onoBokpysxeHue, roJIOBHAsI 001J1b,
COHJIMBOCTD
Heuacto AMHE3Usl, JUCKWUHE3Us, TUIEPKUHE3US,

BHE3AITHOE 3aChITaHue, 0OMOPOK

Hapymenuss co  cTopoHbI Heuacrto Hapymenus 3penus, BKIrO4as AUILIONUIO,
opraHa 3peHus CHUKEHUE OCTPOTHl 3PEHHUS U YETKOCTH
BOCIIPUATHS
Hapymienust co  cTOpoHBI Heuacro CepredHast HeJI0CTATOUHOCTD'
cepaua
Hapymienust co  cTOpoHBI Yacro CHukeHue apTepruaIbHOro JaBJICHUS
COCyZI0B
Hapymienust co  cTOpoHBI Heuacro Opplmika, UKOTa
JBIXaTEIbHON CUCTEMBI,
OpPraHoB TPYAHOM KIETKH H
CPENOCTEHUs
Hapymienust co  cTOpoHBI Ouenb yacto TommHoTa
XKEIIy JOYHO-KHAIIEYHOT O
YA Yacrto 3anop, pBoTa
TpakTa

10
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Hapyienust co CTOpoHBI KOXKHU Heuacro Comp i =Sy BT Gt oM
Y TTOJAKOXXHBIX TKaHEN TUIIEPYYBCTBUTEIBHOCTH
Hapymienust co  cTOpoHBI Penxo CrionTanHast spexuus
pPENpPONYKTUBHOM CHUCTEMBI H
MOJIOYHBIX XKEJIE3
OO6mme HapymIeHUsI U peaKIuu Yacro YTomiisieMmocThb
B MECTE BBEICHHUS
A Heuwacro [epudepuueckue oreku
YacTora Cungpom OTMEHEI arOHHCTOB
HEU3BECTHA n0(aMUHOBBIX ~ PELENTOPOB,  BKJIIOYas
anaTuio, TPEBOTY, JEIPECCHIO,
YTOMJIIEMOCTb, TIOTJIMBOCTH U 00JIh
Jlaboparopubie u Heuacrto YMeHbIIIEHHE MAacChl Tela, CHUKEHUE
WHCTPYMEHTAJIbHBIEC JAHHbIE anmeTuTa, yBeIMYEHNE MacChl Tena

! lanubiii m06OuHBIA >(dexT ObUT 3aUKCMPOBAH B TOCTPErMCTPALMOHHBIX HaOmonaeHusx. C BeposSTHOCTBIO 95%
KaTeropHs YaCTOTHI HE MPEBBIIIACT «HEYACTO», HO MOXKET ObITh HMKE. TOUHas OlleHKa KaTeropuH 4acTOThl HEBO3MOJKHA,
TIOCKOJIbKY JIaHHAs 1M0OOYHAs peakuus He 3aMKCHpoBaHa B 0a3e NaHHBIX KIMHHYECKUX HCCIEAOBaHUM, copepKamien
nHdopmanuio o 1395 nannentam ¢ CHHIPOMOM OECIIOKOMHBIX HOT, IPHHUMABIIMX MPAMHIIEKCOL.

Onucanue OTAEILHEIX HEXKETaTEIbHBIX PEAKIINNI

Couaueocmo

[IpuMeHeHHe MpaMHIIEKCoNia YacTO CBS3aHO C COHJIMBOCTBIO M HEYACTO — C Ype3MEepHOU
COHJIMBOCTBIO B JHCBHOC BpPCMA U ClIydasdMH BHC3AIIHOI'O 3aCbIlIaHUA (CM. pasaci ((OCOGBIG
yKa3aHUs»).

Paccmpoticmea 1ubuoo

Ha ¢one npuema npamunekcona HEYacTo MOTYT HAOJII01aThCsl HAPYIIEHUS TMOUI0 (TTOBBITIICHUE UITH
CHIDKCHHE).

Cumnmombwi UMNYTTbCUBHBIX U KOMNYIbCUBHbBIX Oeticmeuil

Y ManuCcHTOB, MOJYYalolIuX TCEpanud aroHuCTaMu I[O(baMI/IHa, BKJIFOYasl IMPAaMUIICKCOJI, MOKCT
HAOJIOAAThCS  MMATOJIOTMYECKash CTPacTh K  a3apTHBIM  WIrpaM, I[OBBIIICHWE JHOWIO,
THICPCCKCYAIIbHOCTD, HABA3YMUBOC KCIAHUC TPATUTH JCHBI'Y WKW ACJIATh NOKYIIKH, KOMITYJIbCHUBHOC
nepeenanue (cM. paszuen 4.4.).

B MeXrpynmoBoM, pPeTpPOCHEKTHBHOM CKPHHUHTOBOM HCCJIEIOBAHUM METOJOM «Cllydail —
KOHTpOJIbY, BKItouaBiieM 3090 nanuenToB ¢ 6ose3nbio [lapkuacona, y 13,6% u3 Bcex MamueHToB,
MOJyYaBIIUX J0(PaMUHEPTHYECKYI0 WIM HeJ0(paMUHEPrHUECKyl0 Tepamnuio, HaOII0JAINCh
CHMITOMBI PACCTPOMCTB KOHTPOJISI HAJl TOOYKACHUSMH HA POTSHKEHUH ITOCIICTHIX IIECTH MECSIIEB.
HaGnromaeMble posiBIEHUS BKJIIOYAIN NATOJIOTHYECKYIO CTPAcTh K a3apTHBIM UTpaM, HaBsI3UMBOE
’KeJaHue JeJIaTh MOKYIKH, KOMITYJIbCHBHOE TTepeeIaHie 1 KOMITYJIbCHBHOE CEKCYaIbHOE ITOBEICHNE
(runepcexcyaibHOCTB).

Bo3MoskHbIe He3aBHCHMBIE (DAaKTOPBI PUCKA PA3BUTHS PACCTPOMCTB KOHTPOJS HAJ MOOYKICHUSIMU
BKIIIOYATH JO(PaMHHEPTHUECKYIO TEepanmuio U OoJjiee BBICOKHE MI03bI MpH J0(QaMHHEPTHUSCKON
Tepanuu, 0oee MOJIOJ0M Bo3pacT (< 65 ner), HenpeObIBaHNe B Opake W HAIMYHE B CEMbE CITy4acB
MATOJIOTUYECKOTO BICUCHHSI K a3aPTHBIM UTPaM, O KOTOPBIX COOOIAN MAIMEHT.

Cepoeunas nedocmamouHocms

B X0J€ KIMHHUYCCKUX I/ICC.HGI[OBaHI/II\/'I U 3a BpPEMs MNOCTPCTUCTPALMOHHOIO OIIbITa MPUMCHCHUA
oTMCHaJIaCh CEpACYHAsA HCAOCTATOYHOCTH Yy MAaMCHTOB, ITOJTYy4YaBIIHUX IIPAMHIICKCOJI. B Xoae
(bapMaKOE)HI/I,Z[GMI/IOJIOFI/I‘-IeCKOI‘O HCCIICAOBaHNA NPUMCHCHHUC TIIPAMHUIICKCOJIA OBLIO CBSI3aHO C
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

(mabnromaBiieecs: cooTHomeHue puckon 1,86; 95 % 1A, 1,21 — 2,85).

COO6I.HGHI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxHo coolmiathk 0 mogo3peBaeMbIX HEKENATEIbHBIX PEAKLUAX MOCIe PEerucTpaluy IpenapaTa ¢
IeNTbI0 00ECTIeYeHUS HEPEPHIBHOTO MOHUTOPHHTA COOTHOIICHUS «I10JIb3a — PHCK» JIEKAPCTBEHHOTO
npernapara. MeIUIIMHCKUM paOOTHHUKAM PEKOMEHAYETCs COoOoO0IIaTh O JIOOBIX MOA03pPEBACMBIX
HE)KeNaTeIbHBIX PEaKIMAX JIEKAPCTBEHHOTO MIpenapara 4epe3 HallOHAIbHbBIE CHCTEMBI COOOIICHHS
0 HEXKEJATENbHBIX PEeaKIUAX TOCYJapCTB — YWICHOB EBpa3znuiickoro 5KOHOMHUYECKOTO CO03a.

Poccutickas ®@edepayus

denepanbHas ciryx0a mo Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Anpec: 109012, r. MockBa, CnaBstHCKas Tj101aab, a. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

OnekTpoHHas movra: pharm@roszdravnadzor.gov.ru uim npr@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMaIIMOHHO-TEIEKOMMYHUKAMOHHON ceTn «HTepHeT»: http://roszdravnadzor.gov.ru
4.9 Ilepeno3upoBka

Cnydan BeIpaKE€HHOM MEepe1I03UPOBKHU HE OMKCAHBI.
CUMIOTOMBI

[IpennonaraemMple CHMIITOMBI, CBOWCTBEHHbIE (hapMaKOJAMHAMHUYECKOMY MPOQUII0 aroHHUCTOB
n0(paMMHOBBIX PELENTOPOB: TOILIHOTA, PBOTA, TUIEPKUHE3Us, TAJUTIOLMUHAIMKN, BO30YXKACHUE U
CHIDKEHHE apTEPUAJIBHOTO 1aBJICHUS.

JleyeHune

VY CTaHOBJIEHHOTO AaHTUIOTA HE CYIIECTBYET, MPHU MEPEAO3UPOBKE PEKOMEHIYETCS] IMPOMbBIBAHHE
JKeMyJlKa, MPUEeM aKTHBHUPOBAHHOTO YIJIsl, CHMIITOMAaTUUYECKasl Teparivsi, BHYTPUBEHHOE BBEJICHHE
KUJIKOCTU, KOHTpOJb DKI'.

O} deKTUBHOCTH TPOBEICHUS TeMOINAIN3a HE YCTAaHOBJICHA.

ITpu npusnakax Bo3Oy>xxaenust LIHC BO3MOXXHO Ha3HAUeHUE HEHPOJICTITUKOB.

5. DPAPMAKOJIOTMYECKUE CBOMCBA
5.1. ®apmakoanHaMHYecKHe CBOICTBA

dapMakoTepareBTUYecKasi Ipymmna: MPOTUBONAPKMHCOHUYECKHE CPEICTBa; o(aMHHEpruyecKue
CpeACTBa; arOHUCTHI JO0(AMHUHOBBIX PEIIETITOPOB
Kox ATX: N04BC05

MexaHu3M OelCTBUSA

[Mpamunekcon - aroHWCT JO0(GaMHUHOBBIX pPEIENTOPOB, C BBICOKOH CEIEKTUBHOCTHIO H
CHEIM(PUIHOCTHIO CBSI3BIBACTCA C JAO0(GaMHHOBBEIMH pPELENTOpaMu MOArpymmbl Dy, U3 KOTOPBIX
obOnmamaeTr HamOoJiee BBIPAXEHHBIM CpPOACTBOM K D3 penentopam. YMeHbIIaeT AePHUIIAT
JBUTATEIHLHOW aKTUBHOCTU MpHu Oomne3nu [lapkuHCOHA 3a CYET CTUMYNIHPOBAHHS JAO()AMHUHOBBIX
perenTopoB B mojiocaToM Tene. IIpamumnexkcon MHruOMpyeT CHHTE3, BBICBOOOXKIEHHE M 00OpOT
nopamuna. Ilpamurnekcon in vitro 3amumaer podaMHUHOBBIE HEHPOHBI OT JETeHepaluy,
BO3HUKAIOIICH B OTBET HA MIIEMHIO MM METaM(ETaMUHOBYIO HEUPOTOKCHYHOCTb.
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COOTBETCTEYET 3
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(CMEPTHOMY OTUETY

BpeMs He u3BecTeH. HecMoTps Ha TO, 4TO maTopu3u0I0THs CHHApOMa OECITOKOMHBIX HOT 0 KOHIIA
HEe M3y4YCHa, MMEIOTCSl HeHpOo(hapMaKoJIOTHIECKHE CBEICHUSI O TICPBUYHOM BOBJICUYCHHUHU B TPOIIECC
,Z[O(i)aMI/IHepI‘I/I‘IeCKOI\/'I CUCTCMBI. I/ICCJIG,Z[OBaHI/I}I, BBIITOJIHCHHBIC € HCIIOJIB30BAHUCM IMO3UTPOHHO-
smuccuonHoi Tomorpaduu (I19T), mokazanu, 4To B MaTOreHe3 CUHAPOMA OSCTIOKOMHBIX HOT MOYKET
OBITH BOBJIEUEHA yMEpEHHasl MpecHHaNTU4ecKas aopaMUHEpruueckas NUCOYHKIHS B MOJIOCATOM
Tene.

Knunuueckas s¢gppexmusnocme u bezonacnocme npu aevenuu oonesnu Ilapkuncona

VY mnanmueHTOB MpPaMMIIEKCOJI OOJerdyaeT NpPHU3HAKKM W CHUMIITOMBI HIMOMATHYECKOW O0JIe3HU
[TapkuHcoHna. B mmarne6o-KOHTPOTUPYEMBIX HCCIEAOBAHUSX MPAMUIIEKCONA MPUHUMAIINA ydacTHE
npuom3utenbHo 1800 mamumenToB ¢ [ — V cragusamu 3aboneBanust nmo XEéH u Spy. U3 HuX
npubmumsutenbHo 1000 TanMeHTOB HAXOMWIMCh HA TO3JHUX JTanax 3a0oJeBaHHs, HWMEITH
JIBUTATEIHHBIC HAPYIICHHS U TIOyYaii COMYTCTBYIONIYIO TEPAITUIO JICBOIOTIOMN.

Kak Ha paHHHX, TaK W Ha MO3AHUX cTaausax Oone3Hu IlapkuHcoHa, 3PPEKTUBHOCTh MPAMHUIIEKCOIIA
COXPaHsIAaCh HA MPOTSDKEHUH MPHOIM3UTENBHO MIECTH MECALEB KOHTPOIMPYEMBIX KIMHUYECKHX
uccnenoBaHnii. Ha OTKpBITBIX 3Tanmax HMcCiIeqoBaHUM, MPONOJKUTEIBHOCTBIO Oosiee Tpex JeT, He
OBLJI0O OTMEUYEHO MPU3HAKOB CHIKEHUS 3P PEKTUBHOCTH Mperapara.

B KoHTponupyeMoM JBOMTHOM CJIENIOM KJIMHUYECKOM MCCIIEJOBAHUH IPOAOKUTEIBHOCTBIO 2 ToAa
IIEPBUYHASA TEpANUs IPAMUIIEKCOJIOM 3HAUYNUTENBHO 3aMEIISIA PA3BUTHE IBUTATEIbHBIX HAPYIIEHUN
Y CHUXKaJla 4aCTOTY UX BO3HUKHOBEHMS B CPABHEHUU C IIEPBUYHOM Tepanuen aesononon. Hecmorps
Ha TO, YTO IPH MCIOJB30BAHUM IPAMUIIEKCOJIA ITPOUCXOIUT OTCPOYKA PA3BUTHUS JBUTATEIBHBIX
HapylIeHUH, TNPUMEHEHHE JIEBOJAOMBI CHOCOOCTBYEeT Oojiee BBIPAKECHHOMY  YIYULICHHIO
JIBUTATENHHOW (yHKIMH (M3MeHeHHue cpenHero 3HadeHus mo mkaie UPDRS [Yaudunmuposannas
peiTuHroBas mkana oneHku 6oneznu [lapkuHcoHa]), mo3ToMy cienyer coOaroaaTh 6alaHe MEXIY
CBOWCTBaMM 3TUX IpenapaTo. O0Ias yacTOTa BOSHUKHOBEHUS IMAJUIIOLIMHALIMHA U COHIIMBOCTH ObLiIa
B 11€JI0M BBIIIIE HA HTArle MOBBIIICHHUS 1036 B TPYIIIE prueMa paMuIexcona. Tem He MeHee, He ObLIO
OTMEYEHO 3HAYUMBIX pa3IMuyuil Ha JTane NOLJEepKUBAIOLIEH Tepanmuu. OTH (DAKTHI Cleayer
YUUTBIBATh MPU MEPBUYHOM Ha3HAUYEHUH [IPAMUIIEKCOTIA MAUeHTaM ¢ 6ose3Hbio [lapkuHCcoHa.

Knunuuecxas sgppexmusnocmo u OezonacHocms npu UCNOIL308AHUU Ol JeHeHUs CUHOPOMA
0ecnoKolHbIX HO2

Ornenka 3(ppeKTUBHOCTH TTpaMUIIeKcoJia OblIa MPOBEACHA B YETHIPEX IUIAae00 KOHTPOIUPYEMBIX
KIMHUYECKUX MCCIIEIOBAHUAX, B KOTOPBIX MPUHUMANIHN yyacTue npuoausutenabHo 1000 nanueHTos ¢
UAMONATUYECKUM CHHIPOMOM OECIIOKOMHBIX HOI OT YMEPEHHOHM /10 OYEeHb TSDKENOH CTEeleHU
TSKECTH.

B kadecTBe mepBUYHBIX KOHEYHBIX TOYEK A(P(PEKTUBHOCTH HMCMOIb30BAINUCH 3HAUEHUS CPEIHErO
W3MEHEHHUS 10 CPABHEHHIO C MCXOJHBIM YPOBHEM IO IIKaJle OLEHKH CHHAPOMA OECIIOKOWHBIX HOT
(IRLS, Restless Legs Syndrome Rating Scale) u o mikane o01iero KIMHHYECKOTO BIeUaTIeHUs 00
yiyumiennu (CGI-I, Clinical Global Impressionlmprovement). J{ist o6enx mepBUYHBIX KOHEYHBIX
TOYEK ObUIM OTMEYEHBbI CTATUCTUYECKU 3HAYUMBIE pa3jivuus IS TPYMI MMpuemMa IpaMuIieKcosia B
noze 0,25 mr, 0,5 mr u 0,75 Mr comu mpaMuIiekcoia B cpaBHeHUU ¢ Tuianebo. Croycts 12 Henenb
nedeHus pe3ynaprar no mkane IRLS ymyuammuncs ¢ 23,5 no 14,1 6anna B cnyuae mramne6o u ¢ 23,4 1o
9,4 6anna s npamurekcona (00beIMHEHHBIE TaHHBIE BCEX BAPHAHTOB 103). CKOPPEKTUPOBAHHOE
pasnuuue CpeIHMX 3HadyeHuil coctaBimsuio -4,3 Oamma (AU 95%: -6,4; -2,1 6amma, p<0,0001).
[TokazaTenu 4acTOTHI MOJIOKUTEIBHOTO OTBETa Ha JiedeHHe B cooTBeTcTBUM co mmkamoi CGI-1
(ynayuiieHue, 3HayuTeNlbHOE YyiyulieHue) coctaBimsuim 51,2% wu 72,0% pana nnanebo u
MpaMHIIeKCoNa, CoOoTBeTCTBeHHO (paszmmuue 20% AU 95%: 8,1%; 31,8%, p<0,0005).
DddekTuBHOCTH ObUTa OTMEUEHA TIPH KCIIOIh30BaHUM CyTOUHOUM 10361 0,088 Mr ocHoBanus (0,125
MT COJIH) TIOCTIE TIEPBOM HEJIEIH JICUCHUSI.
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noc i C 0003y
B pamkax ranedo KOHTPOJUPYEMOI'0 HCCICIOBAHUA c-rl'ronnl% (ﬁ/ﬂ{léa(t)ﬂ TO'U:EHKOI/I

COOTBETCTBYET : -'I'I'_EF'TH JMY OTUETY

COCTOsIHMA TIAIIUCHTA Ha MPOTAKCHHUN 3 HCACIIb TMMPUCM MPaMHUIICKCOJIa 3HAYUTCIBHO CHU3UII
KOJMYCCTBO NCPUOUICCKUX I[BI/I}KCHI/Iﬁ KOHEYHOCTEH 3a BpEMs, ITPOBCACHHOC B ITOCTCIIN.

OmneHka A0JrOCpoYHOM 3(PPEKTUBHOCTH NPOBOAMIACH B paMKax IUIale00 KOHTPOJIUPYEMOTO
KJIIMHUYecKoro uccinenoBanus. Crnycrsa 26 Henenb Tepanuu ObLJI0O OTMEYEHO CKOPPEKTHPOBAHHOE
CHIDKEHHE CPEIHET0 3HaueHus o01ero pezynprara no mkane IRLS wa 13,7 u 11,1 Ganna B rpynmnax
MIpaMUIIeKCoJIa U I1anebo, COOTBETCTBEHHO, MPHU cTaTUCTHYeCKO# 3HaunmocTH (p= 0,008) cpeanero
pasnuuus MEXIy BapuaHTamu Tepanuu 2,6. Ilokasarenn 4acToThl MOJOXKHUTEIHHOTO OTBETA Ha
nedeHue B cooTBeTcTBUU co mkaino CGI-I (ymyurneHue, 3Ha4NTEILHOE YIYUIIEHNUE) COCTABIISUIH
coorBercTBeHHO 50,3% (80/159) 1 68,5% (111/162) B ciiydae minanedo u npamunekcoina, (p=0,001),
YTO COOTBETCTBYET IOKA3aTeNl0 YMCia MPOJICYEHHBIX OONBbHBIX Ha ogHOro usiedeHHoro (NNT,
number needed to treat) 6 manuentoB (95%/1U1: 3,5; 13.4).

[Tpamuriekcod in vitro 3amuniaeT HEHPOHBI OT HEUPOTOKCUIHOCTHU JIEBOIOIIHI.
CHMXKaeT ceKpeLuo MpolakTUHa (J0303aBUCUMO).

[Ipu mmurensHOM npuMeHeHUW (Oonee 3-X JIeT) MPaMUIIEKCOJIAa Yy TAIMEHTOB C OO0JIE3HBIO
[TapkuHCOHA, MPU3HAKOB CHUKEHUS YPPEKTUBHOCTU HE OBLIO.

[Tpn npuMeHeHnN MPaMHIIEKCOoIa Y alMeHTOB C CHHIPOMOM OECIIOKOWHBIX HOT B TeueHHe | rona,
3¢ HEKTUBHOCTH Mpenapara COXpaHsIach.

5.2. ®apmMakoKHHEeTHYECKHE CBOMCTBA

AOGcopOrms

[Ipamunexkcon mocie MpuemMa BHYTPh BCAachlBaeTCsi OBICTPO M MOJHOCTBHIO. AOCOMIOTHAsS
OMOIOCTYIHOCTh cocTaBisier Oosee 90%, MakcUManbHas KOHIGHTpaluss B IJla3Me€ KpPOBH
JocTuraercs B mHTepBaie 1 — 3 yaca nocne npuema npenapara. OTHOBPEMEHHbBIA MTPUEM C MUIIEH
HE CHMKaJ CTENEHb BCAChIBaHUS IIPAMUIIEKCOJA, OJHAKO OH CHWXall €€ CKopocThb. Jlis
IIpaMUIIEKCOIa XapaKTepHa JIMHEHHas KUHETMKAa U OTHOCUTEIbHO HeOOJbIIas BapuaOelbHOCTh
KOHIIEHTpALUH B IUIa3Me KPOBU MEKIY MallUEHTaMH.

Pacopenenenune

VY yenoBeka MPaMUIIEKCON CBS3BIBAETCS ¢ OelKaMu B OY€Hb HE3HauMTeNbHOU crereHu (<20%) u
uMeeT OombIoi 00beM pactipeaenenus (400 ). YV kpbic HAOIIOTATMCh BRICOKUE KOHIICHTPAILUU B
TKaHSIX TOJIOBHOTO MO3Ta (MPUOJIM3UTENHHO B § pa3 BhIIIE KOHIIEHTPALUN B TUIa3Me KPOBH).

Buorpancdopmariis

V yenoBeka IMMPaAMHUIICKCOJI MOABCPIracTCA MeTa6OJII/13My JIMIIb B HE3HAUYUTEIILHOM CTEIICHU.

OIMMUHALIMS

BriBenieHne mouykamMu HEM3MEHEHHOTO IPaMMIIEKCOJIa SIBISETCS OCHOBHBIM ITYTEM BBIBEJCHMUS.
[pu6nusurensro 90% “C-meueHoit 10361 BHIBOAUTCS MOUKaMH, MeHee 2% OOHAPYKHBAETCS B KaJle.
OOumii KIMpEeHC MpaMHIIEKCoIa COCTaBIsAeT NPUOIM3UTENbHO 500 MII/MUH, a MOYEUHBIH KIUPEHC
coctapisieT npubauzutensbHo 400 mu/muH. [lepuon momyBeiBeneHus (t12) BApbUPYET OT 8 YaCOB Y
JIMI] MOJIOJOTO BO3pacTa U 0 12 4acoB y MOXKUIIOTO.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcmoMoOraTeibHbIX BelIECTB

- MauuuTon
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- Kpaxman kykypy3HbIi

- Marnus creapar
- Kpemuust quokcu KOJTOuaHBIA 0€3BOTHBIN

- IloBupon K-30

6.2. HecoBmecTHMOCTD

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPU XPAHEHUU

XpaHUTh U TemIepatype He Boiiie 25 °C B OpUrHHAIbHON yIaKoBKe (MTAUKe) U1 3alUTHl OT CBETA.
6.5. XapakTep u coaepkaHue YNaKOBKH

ITo 10 TabneTok B KOHTYpHYIO SYEHKOBYIO YIIAKOBKY M3 IJICHKH NOJMBHHUIXJIOPUIHON U (OJIBIU
ATIOMUHUEBOU NT€YaTHOMN JTaKUPOBAHHOM.

3 win 10 KOHTYpHBIX STYEHKOBBIX YIIAKOBOK BMECTE C JIMCTKOM-BKJIA/IbIIIEM ITIOMEIIAIOT B MAYKy U3
KapTOHa.

ITo 30 mnu 100 TabneTok B GaHKY MOJIMMEPHYIO U3 MOJIUITHIIEHA HU3KOTO JAABJICHUS C KPBILIKOU C
KOHTPOJIEM MIEPBOT0 BCKPBITHS U3 NOIUITUIIEHA HU3KOTO 1aBICHHUS.

Ha GaHKy HakJIeMBalOT STUKETKY M3 CAMOKJIEAIIET0Cs MaTepHrara.
banky nonuMepHyio BMecTe ¢ IMCTKOM-BKJIa IBIIIEM IIOMEIIAIOT B MTAYKy U3 KapTOHA.
6.6 Oco0Oble MepbI NMPEIOCTOPOKHOCTH NMPH YTHIN3ALUH HCIOJIB30BAHHOIO JIEKAPCTBEHHOI 0

npenapara WIM OTXOI0B, MNOJY4YEeHHBIX [Iocjie TpPHMeHeHHMsl Mpenapara, H Jpyrue
MAHHUIYJISIIUH ¢ IPenapaTom

Bech ocraBimiics nekapcTBEHHBIN Mpenapar U OTXOJbl CIEAYeT YHHUYTOXKUTH (YTHIU3UPOBAThH) B
YCTaHOBJICHHOM TOPSIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

Poccuiickas @enepanus

000 «DapmKoHnienT»

171261, Teepckast 0011., paiton Konakosckuii, nrt Penkuno, yi. 3aBoackas, 1. 1b
ten./gakc: +7 (499) 703-51-15

azapec 3nekTpoHHo# mouTtkl: redkino@pharmconcept.ru
7.1. llpencraBuTeb AepKaTesis PeruCTPANMOHHOTO YA0CTOBEPEeHUA

[Iperen3uu noTpeduTeneil HaIPaBIATH 110 ATPECY:
Poccuiickas @enepanus

000 «PapmKonnent»
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
0161220252 31274
171261, Teepckas o61., paiion Konakosckuii, rt Pejkuno, VWE‘QB%E‘EH’%H bHOCTE 0003)

ten./pakc: +7 (499) 703-51-15

aapec anekTpoHHo nmouTel: redkino@pharmconcept.ru
8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBEHHBIN IpenapaT OTHOCUTCS K KaTErOpUH OTIIyCKa 110 PEeLEenTy.

OO0mas XxapakTepuCTUKa JIGKAPCTBEHHOTO MpemapaTta [IpamMumekcon JocTynmHa B €AHHOM peecTpe
3apETUCTPUPOBAHHBIX JICKAPCTBECHHBIX CPeACTB EBpa3sMiicKOro 3KOHOMHYECKOTO COI03a W Ha
opUITATEHOM caiite YIOJTHOMOYEHHOTO oprana (axcnepTHOM OpTaHHU3aIIH)
(https://lIk.regmed.ru/Register/EAEU SmPC).
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