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OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O I

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Cymarpunrat, 50 mMr, TabJIeTKH NOKPBITHIE TUIEHOYHOH 000JI0UKOA.
Cymatpunrtas, 100 Mr, TabJIETKM MOKPHITHIE TNIEHOUHOH 000JI0YKOH.

2. KAYECTBEHHBII U KOJIMYECTBEHHBIN COCTAB

Cymarpurrat, 50 Mr, TabJIeTKH NOKPHIThIC IUIEHOUHOH 000I0UKOH.

Onna Taberka couepxuT cymarpuntana S0 Mr (B BUjie cyMaTpHIITaHa CyKIIMHATA).
Cymarpunrat, 100 Mr, TaOJIETKH MOKPHITHIE IIIEHOYHOH 000I0YKOMH.

Opna tabnetka comepxut cymarpuntada 100 Mr (B BUe CyMaTpUNTaHa CyKIMHATA).
BenoMorareibHble BEIIECTBA, HAIMYNUE KOTOPBIX HAJ0 YUUTHIBATHL B COCTABE JICKAPCTBEHHOIO
mpernapara: JJakTo3a MOHOTH/IpaT.

[TosHBIA NIEpeYeHb BCIIOMOTAaTEIbHBIX BEIECTB IPUBEIEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIE MJIEHOYHONH 000JI0UYKOM.

Cymatpuntat, 50 Mr, TaGIeTKH MOKPHITBIE TNIEHOYHOH 000JI0UKOM.

TabeTKy roy6oro 1BeTa, KPYIble, ¢ ABOSKOBBITYKIION TOBEPXHOCTBIO.

Cymatpuntas, 100 Mr, TaG/IeTKH MOKPBITHIE INIEHOYHOH 000JI0UKOH.

TaGneTku rony6oro 1BeTa, Kpyriible, ¢ JABOSKOBBINYKION MOBEPXHOCTBIO ¢ puckoi. Ha more-
pEYHOM paspes3e BUIHO SIPO MOYTH OEJIOoro IBETA.

Jlunus pasioma (pucka) Ha TabiaeTke J03upoBKod 100 Mr npeaHasHayeHa JIMIIb JUIS pa3jlaMbl-
BAHHS C IEJIBIO 00JIErueHys poriaTbIBaHusl, @ He JUlsl pa3/ieieHus TabIeTKU Ha PaBHbIC [I03bI.

4. KIMHUYECKHUE IAHHBIE

4.1. IloxkazaHus K NPUMEHEHHUIO

[Ipenapar CymarpuiTaH 10Ka3aH Uit OBICTPOro KyNMpPOBaHMs NMPUCTYIIOB MHIPEHH C aypoi
win 6e3 neé. Ipenapar-CymaTpunrtaH ciielyeT Ha3HadaTb TOJBKO B TOM CiIy4ae, €CliM JIMarHos -
MUIPEHH HE BBI3bIBAET COMHEHHMS.

4.2. Pe:xuM 103MPOBAHMS M CIIOCO0 NMPHMEHEHHS

Pexxum 103upoBaHus

IIpenapar CymarpuIITaH Hejlb3si IPUHAMATh B IPOQHUIAKTHICCKUX LEIsX.

He crietyeT mpeBbliath peKOMEHIyEeMYIO 103y CyMarpuiTaHa. PexomMeHyeTcst HayaTh IpUeM
npenapara CymMaTpunTad cpasy e, IPH MEPBBIX IPOSBICHUSX MPUCTYIIa MUTPEHH, IIPH STOM
Tpenapat oIMHaKoBO 3G (eKTHBEH IIPH NPUEME Ha OO0 CTa/IHH IIPUCTYIIA MUTPEHH.
B3pocibie

PexoMenIyemas j103a coctaBisieT ojHy TabieTky S0 mMr. HeKoTophIM MarueHTaM MOKET ToTpe-
6oBaThcs 6osiee Bbicokast J1o3a 100 mr.

Eciii maryeHT 1ovyBCTBOBAJ yJIydllIeH)E OCie mepBoii 10361 50 Mr npenapara CymaTpunTas,
a 3aTeM CUMITTOMBI BO30OHOBMIINCH, MOKHO ITPUHATH BTOPYIO 103y 50 Mr npenapara Cymarpwii-
TaH [PH YCIOBHH, YTO HHTEPBAIl MEXKJLY J103aMH COCTaBIIAET He MeHee 2 yacos. O0Imas cyToyHast
J103a He Jo/DKHa rpeBbimarh 300 Mr.

Ecnu maiyeHT He MOYyBCTBOBAI YIYUIIEHHM MpH MpuéMe Ha3HaueHHOM 103bl mpenapara Cy-
MATPHIITAH, HE CJIeIYET NIPUHAMATH BTOPYIO 103y JUTA 00JErdYeHus 9TOro ke npucryna. B raknx
CIyuasx MPUCTYI MOKHO CHSTH MAapaleTaMoIoM, aleTHIICATHIMIOBOM KUCIOTOR MM HECTEpO-
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UJIHBIMH [TPOTHBOBOCIIATUTEIbHBIMU IIpenapaTaMu. [Ipenapar Cymarpu
JUISL KYTTHPOBAHMS [TOCIIEAYIOIMUX ITPUCTYIIOB MUTPEHH.

€T’
D¢ddexTuBHOCTH U Oe30MacHOCTH NMpUEMa mpemnapara y jgereit B Bo3pacrte 10 10 jeT He ycTaHOB-
JeHbl. B 3TON BO3pacTHOM rpynie OTCYTCTBYIOT KIMHUYECKHE JaHHBIE.
D¢ dexkTuBHOCT, U Oe30macHOCTh MpHEMa Mpenapata y jaered B Bospacte oT 10 gpo 17 set
He OBUIH MPOJAEMOHCTPHUPOBAHBI B KJIMHUYECKUX MCIBITAHUAX, IPOBEAEHHBIX B 9TOM BO3PACTHOM
rpymme. [Tostomy npuém cymarpuntana aetsMu B Bozpacte oT 10 1o 17 et He pekoMeHyeTcs
(cm. pazzen 5.1).
Oco0ble rpynnbl NaHEHTOB
Ilayuenmul nodxcuno2o sozpacma (cmapute 65 1em)
OmnbiTa PUMEHEHHs] CyMaTpPHUIITAHA JUTS JICYCHUS MAIIUEHTOB B BO3pacTe cTapiie 65 JIeT Helo-
craTtoyHo. XOTs (hapMaKOKWHETHKa TIperapara He OTJIMYAETCsl OT TAaKOBOU Yy JIMII MOJIOJIOTO BO3-
pacTa, JIo MOJY4YeHHs JOTIOJIHUTEIbHBIX KIMHUUYECKUX JaHHBIX HE PEKOMEHIYIOT MPHUEM Tperna-
para CyMaTpuriTad y naiieHToB crapiie 65 net.
Cnocob npuMeHeHust
IIpenapat NPUHAMAIOT BHYTPb, IPOTJIAThIBas TaOJIETKY HEIMKOM U 3alHMBas BOJIOH.
4.3. [IpoTuBonoOKa3aHUsA

—  T'unep4yBCTBUTEIBHOCTH K JACHCTBYIOLIEMY BEIECTBY MIIM K JIOOOMY M3 BCIIOMOIaTe/Ib-
HBIX BEILECTB, IIEPEUUCIICHHBIX B pazjene 6.1.

— CyMaTpunTas He Clie[lyeT Ha3Ha4yaTh MalHeHTaM, HePeHECIIMM HHPAPKT MHUOKap/Ia Hld
CTPAJAOIIMM HIIEMHYECKON GOJIE3HBIO CEp/Iia, CIa3MOM KOPOHAPHBIX COCY/IOB (CTEHO-
kapaus [IpuniMerana), 3a00/ieBaHHSAME TTepUPEPUIECKUX COCYI0B, MM MAlUCHTaM, Y
KOTOPBIX €CTh CHMIITOMBI WJIM ITIPU3HAKH, COOTBETCTBYIOIIME MINEMUYECKOH OOJse3HH
cepaua.

— CyMarpunrad He CleIyeT Ha3HayaThb MallMeHTaM ¢ HHCYJILTOM HJIM TPaH3UTOPHOH
umemuyeckoit arakoit (TUA) B anamHese.

— Cymarpunras He ciiejlyeT Ha3Ha4yaTh HalHeHTaM ¢ TKEIOoW NeYEHOYHON HE0CTaTOYHO-
CTBIO.

— Ha3naueHue cymarpunTaHa y IIQIMCHTOB C YMEPEHHOH M TDKEIOW apTepHalIbHOM
TUNepTeH3ueil W JIETKOW  HEKOHTPOJMPYEMOH  apTepHallbHOM  THIICpPTCH3HCH
IPOTHUBOIIOKA3aHO.

—  O/IHOBpEMEHHBIH MPHEM C HProOTAMHHOM HJIM €T0 HNPOM3BOJHBIMH (BKIOYASI METHCEP-
run) gmbo ¢ apyrumu TpunraHamu/aronuctamMu S-HT1-peuentopoB mpoTuBonokasaH
(cm. pazzien 4.5).

—  OJHOBpEMEHHbIH NPUEM HHIHOMTOPOB MOHOAMHHOKCHIa3bl (MMAO) u cymarpuitana
nporuBorokazan. CyMaTpUIITaH He cIelyeT NPUHUMATh B TEYCHUC JIBYX HENEIb I0CIe
npekpamenus tepanuu uMAO.

—  Jletu no 18 jer.

4.4. Oco0Oble yKka3aHus ¥ MepPbl IPEI0CTOPOKHOCTH PH NPUMEHEHHH

CyMaTpuITaH He clielyeT Ha3HAYaTh JUlsl JICUCHHS] TeMUILIETHYECKO#, 6a3uIIpHON nin ofraib-
MOIIJICTHYECKON MUTPEHHU.

[lepe/ TedeHrEM CYMaTPUIITAHOM CJIeAyeT HCKIIIOUMTh MOTEHIMATEHO CePbE3HbIE HEBPOIOTHYE-
ckue cocrosuus (manpumep, OHMK, THUA), ecau y naunueHta HaOJIOAIOTCSI HETHITMYHBIC
CUMIITOMBI MJIH €CJIM €My HE MOCTAaBJICH TOUHBIN JIMArHo3 JUls IPUMEHEHHUS CyMaTPpUIITaHa.

[N
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HOCJ’IC [IprueMa CymMarpuiTaHa MOTI'YT IOSBJIATHCS MpoOXOoaAAIUE CUMILLOMBIL

1 O0JIb B TPYAH, OHM MOTYT ObITh MHTEHCHBHBIMH M OTJaBaTh B ropjio (cM. pasaen 4.8). Eciu

€CThb OCHOBAHMA I10JIaraTh, YTO 3TU CUMIITOMBI SIBJIIIOTCA IPOSIBJICHUEM MIIEMUYECKON 00JIe3HH
cepaua, He clle/lyeT Ha3HavaTh JONOJIHUTEIbHBIE 03l CyMaTpUIITaHa, HEOOXOIUMO MPOBECTH
JarHoctTudeckoe obcenoBanue. bes mpenBapuTeibHOr0 00C/Ie0BaHUS CEPAECUHO-COCY TUCTOM
CHCTEMBbI CyMaTpHUIITaH He CJIeAyeT Ha3HAuaTh MalHeHTaM ¢ (akTopaMu pHcKa HIIEMHUYECKOM
00JIe3HU cep/ra, BKIIOYas MAaUeHTOB, KOTOPBIE SIBJISIOTCS 3asJIBIMA KypPHIbIIMKAMHU HJIH [IPH-
HUMAIOT HUKOTHHOBYIO 3aMECTUTEIIHHYIO TEPAIIUIO.

Ocoboe BHUMaHHUE CIIEAYET YACISITh )KEHIIMHAM B IOCTMEHOIIAay3e U MyxkuuHam crapiue 40 jer
C yKa3aHHbIMU (akTopaMu pucka. OHAKO U MPOBEIEHHOE 00CIE0BAaHUE HE BCET/A MO3BOJISET
BBLISBUTH 3a00JI€BaHUs CEp/Illa Y HEKOTOPBIX MAIMEHTOB, B OUYEHb PEJKUX CIIy4asx y MallMeHTOB
MOT'YT BO3HHKHYTh CEpPbE3HbBIC HEXENNaTeIbHbIE PEaKIUH CO CTOPOHBI CEPAECYHO-COCYTUCTON CH-
CTEMBI, B aHAMHE3€ KOTOPBIX HE OBUIO OTMEYEHO CEpIEYHO-COCYIUCTOM MaTOJIOTHH.
CymarpurTad ciefyeT ¢ OCTOPOXKHOCTBIO Ha3HAayaTh IALMEHTaM C KOHTPOJIMPYEMOH apTepH-
aJIbHOM TMIIEPTEH3UEH, TaK KaK B OT/EJIBHBIX CIydasX Y HeOOJBIIOH YacTH NalMeHTOB HadIio-
J1aJ10Ch TPAH3UTOPHOE TIOBBIICHHE apTEPUATBLHOIO JaBJICHUS U NEPUPEPUIECKOTO CONPOTUBIIE-
HUS COCYI0B.

HMeroTcsl 0YeHb pPeJIKKe COOOIIEH s, TOJIyYeHHbIE B Pe3yJIbTaTe MOCTMAaPKETHHIOBOTO Ha0IH0-
JIEHUs, O Pa3BUTHU CEPOTOHMHOBOTO CHHApOMA (BKJIIOYAass PacCTPOMCTBA IMCHUXUKH, BErCTaTUB-
HYIO Ta0MILHOCTh M HEPBHO-MBIIIEYHbIE HAPYILICHHU) [OC/Ie IPUEMA CeIEKTMBHOIO HHrMOUTOpa
obparnoro 3axsara ceporonusa (CMO3C) u cymarpunrana. Takxke cooOImanoch 0 pa3BUTHH
CEPOTOHMHOBOTO CHHIpOMa Ha (hOHE OTHOBPEMEHHOIO Ha3HAYEHHSI TPUIITAHOB C CEJICKTHBHBIMU
MHTHOMTOpaMH OOpaTHOro 3axsara ceporoHuHa u Hopaapenamuna (MO3CH). Ecim oxnoBpe-
mennoe seyenne cymarpuntanoM 1 CUO3C/MO3CH kiMHMYECKH ONpaBIaHo, peKOMEHIYeTCs
IIPOBOJIUTH COOTBETCTBYIOIIEE HAOIOACHHE 3a ITAlHeHTOM (cM. pasjen 4.5).

CyMaTpuITad ciaeayeT ¢ OCTOPOXKHOCTBIO Ha3HAYaTh MAlMEHTaM, Y KOTOPBIX MOI'YT CYIIECTBEH-
HO M3MEHSTHCS BCAChIBAHUE, META00JIM3M WIIH BBIBE/ICHUE JIEKAPCTBEHHBIX MPENapaTroB, HANPH-
Mep, MalMeHTam ¢ HapyenueM GpyHKIUH nedeHn ki1acca A wim B mo mkane Yaiinn — I1bro nim
nouek (cM. pazzen 5.2). [Tanuentam ¢ HapyunieHHeM QYHKIMA NEYEHH PEKOMEH/1yeTCs K Ha3Ha-
yeHuto 103a 50 mr.

CymarpunTad clieqyeT IPUHAMATh ¢ OCTOPOYKHOCTBIO y MAIMCHTOB C CYZ0POraMH B aHAMHE3€
WIA APYrUMH (aKTOpaMH PHMCKa, KOTOPbIE CHIKAIOT IOPOT CYIO0POT, TMOCKOJIBKY COOOIIANOCh
0 Cy/I0porax B CBsI3U ¢ IPEEMOM cyMaTpHunTaHa (cM. paszen 4.8).

VY NanueHTOB ¢ T'MIEPYYBCTBUTEIBHOCTBIO K Cy/Ib(aHHIaMHuIaM MOXKET Pa3sBUTHCS ajllepruye-
cKas peaklus mocyie npuéma cyMaTpurTaHa. Peaknuu MOTyT ObITh pasiv4HbIC: OT KOKHOM I'd-
IIepUYBCTBUTEILHOCTH /10 aHaduiaakcuu. JlokazareabeTBa MEPeKPECTHOM 4YYBCTBHUTEILHOCTH
OTPaHUYEHbI, OJIHAKO CIIeyeT cOOI01aTh OCTOPOKHOCTH MEpe/T MPUEMOM CyMaTpHUIITaHa Y STUX
MAIEeHTOB.

HexenaTesbHbIE PEAKIMK MOTYT ObITh 00JIee YaCTBIMH IIPU OJTHOBPEMEHHOM MPUEME TPUIITAHOB
M PAaCTHTENLHBIX TPENapaToB, CoAEPKAIIMX 3Bepoboil 00bIKHOBEHHBIH (Hypericum perforatum).
JUTMTEBHBI TPUEM 0O0r0 THIA 00€300IMBAIOIIETO [IPU T'OJIOBHBIX OOJIAX MOXKET yCYryOuTh
ux. [Ip¥ BOSHMKHOBEHHMH WJIM TOJ03PCHHUH HA TAaKylO CHTYallMIO CIIEJyeT OOpaTUTHCS 3a ME/IH-
[IMHCKON KOHCYJIbTAalMeldl M IpeKpaThTh JeUeHHe JTaHHBIM JIeKapCTBEHHBIM mNpernaparoM. [lna-
THO3 «T0JIOBHAsA 00JIb, BbI3BAHHAS YPE3MEPHBIM HCIOJIB30BAHUEM JIEKAPCTBCHHBIX MPENapaToB»
CJIEIyeT 3aroI03PUTh y TAMMEHTOB C YACTBIMHM HJIM €KEIHEBHLIMH TOJOBHBIMU OOJIAMH H3-32
PETYIISIPHOTO MCIIOJIb30BAHHS JIEKAPCTBEHHBIX TIPENApaToB OT FOIOBHOM GOIIH.

(oS)
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BcrniomorareibHbIe BCIHICCTBA

ITpenapar CymarpunTan coAep KuT JIaKTO3y MOHOTUapar. [lannentam ¢ peako BeTpeyarommeics
HACJIE/ICTBEHHOW HENEPEHOCHUMOCTBIO TajlaKTO3bl, ACHHUIIMTOM JIaKTa3bl JOHAped HUIH TITFOKO30-
rajaKkTo3HOH MaiababcopOIe He cileyeT MPUHUMATh TOT Mpernapar.

DTOT JICKapCTBEHHBIN Mpernapar coepXUT MeHee 1 Mmosb (23 Mr) HaTpus B MaKCUMaJIbHOH pa-
30Bo# 7103€ (100 Mr), TO ecTh NPAaKTHYECKH HE COJCPIKUT HATPHUS.

4.5. BzaumoaeiicTBue ¢ ApyruMu JieKapcTBEeHHbIMH MpPeNapaTaMy U JApyrue BHAbI B3aHMO-
AeHcTBUSA

WccnenoBanust y 30pPOBBIX JIFOJIEH MOKA3bIBAIOT, YTO CyMaTPUIITAH HE B3aMMOJEHCTBYET C
[POIPAHOJIOIOM, (ayHapu3uHOM, MU30TH(GEHOM HIM ajakorojeM. KMerrcs orpaHHueHHBIE
JlaHHBIE O B3aMMOJEWUCTBUM C [IpenapaTamH, COACpKALIMMH JSProTaMWMH MK ApYyrou
tpuntan/aronuct S-HT1-penentopa. Teoperudecku MHPUCYTCTBYET IOBBINIEHHBIA PHCK
KOPOHAPHOTO Ba30cma3Ma, 03TOMY OJIHOBPEMEHHBIH NPUEM IPOTHBOINIOKA3aH (cM. pasjen 4.2).
[lepuos BpeMeHH, KOTOPBIM JIOJDKEH MPOMTH MEXIy NPUEMOM CyMaTpHIITaHa ¥ 3ProTaMHUHCO-
JIeprKaluX MpenaparoB WK Jpyroro TpuntaHa/aronucra 5- HT1-penentopa, neussecten. 9t1o
Takxe OyJIeT 3aBUCETh OT 103 U CAMHUX UCIIOJIb3YEMBIX IIPENAPATOB.

D¢ dextbr MOryT ObITh aIUTHBHBIMA. CyMaTpUIITaH MOXXKHO Ha3Ha4yaTh HE MEHEe, YeM uepes
24 yaca mocJie MpUéMa IPenapaToB, COAEPKAIIMX HPrOTAMUH MM APYTOi TPHITAH/arOHHUCT S-
HT1-peuentopoB. I Haobopor, mpenaparel, COJAEp)Kallde SproTaMUH, MOXKHO IPUHUMATH
HE paHblie, YeM 4yepe3 6 4acoB mociie mpuéMa CyMaTpHIITaHa | He MeHee YeM 3a 24 yaca nepe
BBeJICHUEM Jipyroro tpurnrana/aronucta S-HT1-penentopa.

B03MOKHO B3aMMOJICHCTBHE MEKIY CYMAaTpPUNTAHOM M HHIMOMTOpAMH MOHOAMHUHOKCH/IA3bI
(MAO), 103TOMy HX OJHOBPEMEHHBIH MpHUEM TPOTHBONOKa3aH (cM. pasaen 4.3). Mmerorcs
OYeHb PEJIKHME COOOILIEHHUs, MMOJydYEHHbIE B pe3ysibTaTre MOCTMApKETHMHIOBOTO HaOJIIOIEHHUS,
0 Pa3BUTHH CEPOTOHMHOBOIO CHHApPOMA (BKJIIOYAs pacCTPOMCTBA ICHUXUKH, BETCTATHBHYIO
JTa0MJIBHOCTh ¥ HEPBHO-MBIIICYHBIC HApYIICHUs) B pe3yibTare COMYTCTBYIOMICIO IpUEMa
CeJIEKTUBHBIX MHTHOMTOPOB 0OpaTHOro 3axsara ceporonnHa (CMO3C) u cymarpunrana. Taroke
CO00IIAIOCh O Pa3BUTHH CEPOTOHHHOBOTO CHHApPOMa Ha (OHE OJHOBPEMEHHOTrO Ha3HAYCHHS
TPUIITAHOB C CEJIEKTUBHBIMU WHTHOUTOpPaMH 0OpaTHOrO 3axBaTa CEPOTOHHWHA U HOPA/peHAINHA
(CHO3CH) (cM. pazzen 4.4).

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTD H JAKTAUMS

bepemennocmo

MMeroTecs  MOCTMApKETHHIOBBbIE JIaHHBIE 00 HCIOJIb30BAHMM CyMaTpUIITaHa B TCUCHHE
[ tpumectpa OGonee uem y 1000 skenmmH. XOTs 5TH JIAaHHBIE COJEpXKAT HEAOCTATOYHYIO
MHPOPMAIMIO TSl OKOHYATENbHBIX BBIBOJOB, OHM HE YKa3blBAIOT HA IOBBIMICHHBIH PHUCK
BPOXKIEHHBIX 1€PEKTOB.

OnbIT Ha3Hauenus cymatpunrana Bo 11 u Il rpumectpax orpanuyen. Ouenka SKCIepUMEHTab-
HBIX MCCJICJIOBAHUM Ha JKMBOTHBIX HE YKA3bIBACT HA MPSIMOE TEPATOIEHHOE BO3JICHCTBHE HIIH
Bpe/IHOE BO3/ICHCTBHE B IPEHATAILHOM H IOCTHATAIBLHOM nepuojie. OjiHaKo, JaHHbIA npenapar
MOYKET OKa3bIBaTh BIMSHUE HA JKU3HECIIOCOOHOCTH SMOPHOHA KposIHKa (cM. pasjaen 5.3).
CymarpuITad B epro/i 0epeMeHHOCTH MOKET ObITh HA3HAYCH TOJIBKO B TOM Clly4ae, €ClIM 0XKH-
JlaeMblii TepaneBTHYECKUit 2 dEeKT AIst MaTepy MPEBBIAET MOTEHIMATBHBIN PUCK JUIS TITOJ1A.
Kopmnenue 2pyowio

BbUI0 TPOJEMOHCTPUPOBAHO, YTO MOCE I10JKOKHOIO BBEICHHUS CYMATpPHUIITAH BBIICISACTCH
C IPYAHBIM MOJIOKOM. Bo3zeifcTBue mpenapaTa Ha MIaA€HIIEB MOXKHO CBECTH K MUHUMYMY, W3-
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Oeras rpy/HOro BCKapMJIMBaHHs B TeueHue 12 yacoB mocsie npuéma npenapara (CLeKeHHOe MO-
JIOKO B TEYECHHE JJaHHOTO BPEMEHHU HE CJICIYeT JaBaTh peOEHKY).

4.7. Biusinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpPEACTBAMH M padorarh ¢
MeXaHHu3MaMH

HccnenoBannii 0 BIMSIHUM HA CIIOCOOHOCTH YIPABIISATH TPAHCHOPTHBIMU CPEACTBAMH U MeXa-
HU3MaMHU He NPOBOAUIIOCH. COHJIMBOCTH MOXKET BO3HUKHYThH KaK B pe3yJIbTaTe€ MUIPEHHU, TaK U
B pe3yJIbTaTe JICUEHHsI CyMaTPUINTAHOM, YTO MOJXKET IOBJIMSTH Ha CIHOCOOHOCTbH YIPaBIIAThH
TPAHCIIOPTHBIMH CPEJACTBAMH U MEXaHU3MAMH.

4.8. HexesraTe/ibHbIE peaKuu

HexenarenpHble peakiuu aajiee KiIacCHGUIIMPOBAHBI 10 CUCTEMaM OPraHOB U 4acTOTE: OYEHb
yacto (> 1/10), gacto (> 1/100, uo < 1/10), mewacto (> 1/1000, no < 1/100), peako (= 1/10000,
HO < 1/1000), ouenp peako (< 1/10000) u yacToTa HeM3BECTHA (HA OCHOBAaHMM MMEIOIIUXCS JIaH-
HBIX OICHUTh HEBO3MOXHO). HekoTopble M3 CHMITOMOB, O KOTOPBIX CcOOOIIaeTcs Kak
0 He)KeJIaTeJIbHBIX MOOOUYHBIX AP PEeKTax, MOTYT OBITb CBA3aHbI C CHUMITOMAMH MUTPEHH.
Knunudeckue ucciae10BaHus:

CucreMHo-

. Yacro Ouens peako
opransblii kiacc no MedDRA P

Hapyuenus co cTopoHbl HEPBHOM | 0JI0BOKpYKEHHE.

CHCTEMBI COHIUBOCTE.

Hapyimenuss 4yBCTBHUTEIBLHOCTH,
BKJIIOYAsl MMApPECTe3UH U THUIECTE-
3HIO

Hapymienus co cropoHs! cocyoB |[Ipexonsinee NOBBIIIEHHE apTe-
PHATIBHOIO JaBJeHUs (BCKOpE I10-
ciie mpuéMa mpernapara).
[IpunuBsl

Hapymienust co cTOpoHBI fbIxa-/Opblka
TEJIbHOW CHCTEMBbI, OPTaHOB TPY-
HOM KJIETKH U CPEJOCTEHHUS

Hapymenuss co CTOpoHbI Xkeiy-|TomHora.
JIOYHO-KMIIIEYHOI'0 TpaKTa PBora (nmpu4uHHO-CIEACTBEHHAS
CBSI3b HE JIOKa3aHa)

Hapy1ieHust co CTOPOHBI KOCTHO-|UyBCTBO TsKeCTH (OOBIYHO Ipe-
MBIIIEYHON CHCTEMBbI M COEIMHM- XOJSIIee, MOXKET ObITh MHTEHCUB-
TEJIbHOU TKaHU HBIM U BO3HHUKATH B JIIOOOH HacTH
Tela, BKIIOYasi TPYJHYIO KIETKY
U TOPJI0).
Muasrus

OOmme HapylmieHHsT W peakluu bolieBble OIyIIEHHUS.

B MECTE BBE/ICHUS YyBCTBO X0JI0/1a WJIM jKapa, 4yB-
CTBO JABJICHHUS WJM CTATMBaHUs
(OOBIYHO  TIpEXOJAIIME, MOIYT
ObITb MHTECHCUBHBIMU M BO3HH-
KaTh B JIOOOH 4acTH TeJla, BKIIIO-
qast IPYAHYIO KIETKY U TOpJIO).
Cnaboctb, yTromyiseMocTs (00bI4-
'HO ¢J1a00 WM YMEPEHHO BBIPaKe-
'HBL, IPEXOAIINE) '

I
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CucremHo- q o
N acto q
opraHHbii Kjaacc no MedDRA R PR

Bnusinue Ha pesyibTarsl gabopa- HesHauuTeabHbIE OTKIIO-
TOPHBIX W HWHCTPYMEHTAJIbHBIX HEHHUs T[0Ka3aTese 1e-
HCCJIe/IOBAHU I YEHOYHBIX MPOO
[TocTmMapkeTHHIOBOE HAOIIOICHHE

CucremHo- YacroTa HeunsBectHo

opranHblii kji1ace no MedDRA

HapymeHna CO CTOPOHbBI UMMYH- HewnspectHo Peakuuu THNCPIYBCTBUTCIIBHOCTH, BKIIHOYasA
HOH CHCTEMBI KOXXHBIE IIPOSBJICHUA, a TaKXKe aHa(bnnaK-
CHIO

Hapymenus co cropons! HepBHO#| HensBectHo  |CynoposkHble NpHUNAAKU (B psizie Cllydaes
CUCTEMBI HaOJTIOJaBIIMeCs] Y MAIMEHTOB C CYAOPOXK-
HBIMH MIPUCTYIIAMU B aHAMHE3€ WIIH IIPU CO-
MyTCTBYIOIIMX COCTOSIHMSIX, Ipeapaciosia-
raloIUX K BO3HUKHOBEHHIO CYAOpOr; y Ha-
CTH TIALIMECHTOB (HAaKTOPOB pPHCKa HE OBUIO
BBISIBJICHO), TPEMOp, JUCTOHHUS, HUCTarMm,
CKOTOMA

TpeBora

Hapymenust co croponsl opraHa/HeussectHo — |Menbkanue, QMIIONKS, CHUKEHHE OCTPOTHI
3peHus 3penus. [loTepst 3peHus, BKIO4as cooOIe-
HHS O MOCTOSHHBIX JiehekTax. OaHako, pac-
CTpPOMCTBA 3peHHsI MOTYT OBITH 00yCIIOBIIE-
HBI COOCTBEHHO MPUCTYIIOM MUTI'PEHU

Hapymenwust co croponsl cepana |HeuszBectHo — |bpanukapiausi, Taxukapiaus, TpeleTaHue,
apUTMHM, TPAH3UTOPHBIE HW3MEHEHMs Ha
OKI', xopoHapHbId Ba3ocnasM, CTEHOKap-
Jsi, “H(apKT MUOKapaa,

Hapyienus co ctopons! cocynos [HeuspectHo  |['unorensus, cunapom Peiino

Hapymenust co crtoponsl >xeny- HeussectHo — |MimmeMu4ecKuii KOJIHT.
JIOYHO-KUIIIEYHOI'0 TPAKTa Jlucdarusi.

Juapes

Hapymenust co croponsl koxxu| Heussectno ['uneprunpos
W IOJIKOYKHBIX TKaHEH

HapyrieHust co ctopoHsl KocTHO- Henmspectno  |Puruanocts mien.
MBIIIIEYHOW CHUCTEMBL U COCIUHU- Aptpanrus
TEJILHOW TKaHU

O6mme nHapymenuss ¥ peakinun HenszectHo — |Bo30OHOBIeHHME OO0JEBBIX CHHIAPOMOB OT
B MECTE BBEJCHUS paHee TMOJIy4eHHBIX TpaBM, a TaKke 00y-
CJIOBJIEHHBIX BOCTIAJIMTEIILHBIM I1PO1IECCOM

Coo0111eHHE 0 110I03PEBACMBIX HEKEIATECIbHbBIX PEAKITUAX
Baxno coobimarh o IOJI03PEBACMbIX HEKEJIATECIIBHBIX PEAKIUAX II0CJIC PErucTpalun JeKap-

CTBECHHOTO TIpfliapaTta C UICJIbIO o0OecricueHuUs HECIIPEPBIBHOTO MOHUTOPUHIA COOTHONIICHUS
«I10JIb3a — PUCK» JICKAPCTBEHHOI'O IIpeliapara. MeMIMHCKUM paGOTHHKaM PEKOMECHIAYETCS CO-
001aTh 0O J0BIX [10/I03PEBACMbBIX HEIKCJIATC/IbHBIX PCAKINAX, BOSHUKAIONIUX TP IPUMCHCHUHA

6
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Pecnybavkw Benapycs
JICKApCTBCHHOT'O IIpfIiapaTta, 4€pe3 HallMOHAJIBHBIC CUCTECMbI COO6LHCHI/I}I O HCXKCJIATCJIIbHBIX pE-

AKIUAX TOCYJApCTB — WICHOB EBpa3I/II>'ICKOFO SKOHOMHYECKOI'O COro3a.

Pecnyb.mnka beaapycen

220037, r. MuHck, nep. ToBapuimeckutii 2a,

VII «llenTp 2KCIIEpTU3 U UCIIBITAHUN B 3IPABOOXPAHEHUHN .

Tenedon otnena papmaronamzopa: +375(17) 242-00-29, daxc: +375(17) 242-00-29.
DnextporHas noyra: repl@rceth.by, receth@rceth.by

Caiit: http://www.rceth.by».

Pecny6smmka Apmenns

0051, Epesan, np. Komuraca 49/5

«Hay4Hblii LIEHTP SKCIEPTU3HI JIEKAPCTB ¥ MEIUIIMHCKAX TEXHOJIOTUH uM. akajneMuka 3. ['abpu-
emstHay AO3T

Tenedon: +374(10)231682, 230896, 234732, 232091

Caiit: https://www.pharm.am

4.9. Ilepeno3upoBka

[Ipuém mnpenapara Cymarpurnran BHYTps B 03¢ Oosee 400 M He BBI3BIBAN KaKHX-THOO
HEXKeJIaTENbHBIX ~PEaKklWi, IOMHMO TICPEYHCICHHBIX Bble. B ciydae mepeno3upoBKH
npenapatoM CyMaTpHIITaH cielyeT HaOIo1aTh 32 COCTOSHIEM NalueHToB He MeHee 10 4acos u
IpH HEOOXOJMMOCTH IPOBOIUTH CHMITOMATHYECKYIO Tepanuio. Her MaHHBIX O BIMSHUH
reMo/InaIu3a Ui IEPUTOHEATLHOTO Inalli3a Ha KOHLEHTPAIUIO CYMaTPpUIITaHa B ILIa3Me.

5. ®APMAKOJIOTMYECKHE CBOVCTBA

5.1 ®apmakoIMHAMHYECKHE CBOMCTBA

®dapmakoTepaneBTuuecKas rpynna: IIpenapatsl s jiedenns Murpenu. CeleKTHBHbIC aro-
HHUCTHI cepoTOHUHOBBIX (SHT1)-penentopos.

Kox ATX: N02CCO1.

CymarpunTal — crnennpuyIecKuii-CeIeKTHBHbIH arOHACT 5-THAPOKCUTPUIITAMUHA- | -pelenTopoB
(3HT1D), me Biuster Ha apyrue moxrunsl SHT-penentopos (5-HT2-5-HT7). Penentopst 5-
HT1D naxoasTcs MPEHMYIIECTBEHHO B KpaHHAILHBIX KPOBEHOCHBIX COCYaX T'OJIOBHOTO MO3ra,
M MX CTHMYJISIIIUSI TIPUBOIUT K CYXKEHHIO 3THX COCYIOB.

V JKHBOTHBIX CyMaTPHITaH H30MPATENbHO JEHCTBYET Ha BA3OKOHCTPUKIIMIO BETBEH COHHOH ap-
TepHH, HE BIUSA Ha KPOBOTOK B COCY/AX ToJ0BHOr0 Mo3ra. CocyancThlit OacceiiH COHHOM apTe-
pun obecreunBaeT KpoBOCHAOKEHHE YKCTPAKPAHHATBHBIX U HHTPAKPAHHATbHBIX TKaHEH (B TOM
upcile MEHMHTeaIbHbIX 000I04YEK), U CUMTAETCS, YTO PACIIHPEHHE YTHX COCY0B M/UIIH OTEK UX
CTEHOK SIBJISE€TCS OCHOBHBIM MEXaHHU3MOM BO3HUKHOBEHHUS MUTPEHH Y Y€JIOBEKA.

Kpome Toro, sKCrepuMeHTaIbHbIE JaHHBIE MO3BOJISIOT CYIUTh O TOM, UTO CyMATPHUIITaH CHHXKa-
eT YyBCTBHMTEILHOCTH TpoiiHuuHOro Hepsa. Ob6a 31u >ddexra (CyKeHHEe COCYJ0B TOIOBHOTO
MO3Ta M MHIHOMPOBaHME AKTHBHOCTH TPOMHMYHOIO HEpBA) MOTYT JIEKATh B OCHOBE MPOTHBO-
MHIPEHO3HOTO JEHCTBUSI CyMaTpPUIITaHa y YeIOBeKa.

Cymarpuntan  siBasieTcss  S(QQeKTUBHBIM  IpernapaTtoM IpH  JICUCHHUH  MEHCTpYaibHO-
ACCOLMMUPOBAHHON MUTPEHH. TO €CTh MUIPEHH 0e3 aypbl, KOTOpas He IPOXOIHUT B TeUCHHE OT 3
70 5 aueii mocse Havana MeHcTpyarnpi. CymMaTpunTaH caelyeT NpUHUMATh KaKk MOKHO CKOPEE B

cavyae MOSBICHUS MPHUCTYIOB MHIPCHH. Krnuuanueckuii ')(1)(1\61\"1' OTMEYALTCsT MPUMEPHO Yepe3
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30 MuHYT mocse nepopanpHoOro npuéma mpemnapara B go3e 100 mr. XoTs pekomenayemas 103a
IPU TEPOPAILHOM IPUEME cyMaTpunTaHa coctasisier S0 Mr, ciieZlyeT YUUThIBATh, YTO TPHUCTY-

16l MUTPEHH OJTHOTO M TOT'O JK€ MALMEHTA U Y Pa3HBIX MALMEHTOB MOTYT pa3nyarhCs 10 CTere-
i TsoKecTH. J1o3bl 25—100 Mr nokaszanu 0oabiryio 3G QEeKTUBHOCTD M0 CPaBHEHHIO ¢ TUIanedo
B KJIMHMYECKUX HCCAEAOBAHUSAX, HO /1032 25 MI' CTaTUCTUYECKH 3HAYUTEHLHO MeHee Y(PpeKTun-
Ha, yeM 50 mr u 100 mr.

OnucaHo HECKOIBKO II1aned0-KOHTPOIUPYEMBIX KIMHUYECKHX HCCIIE0BAaHUH, B KOTOPBIX
olleHUBAIU PPEKTUBHOCTH U 0€30MacCHOCTh TAOJIETOK CyMaTpUITaHa B CTAHAApPTHOH 103€e MpH
npuéme y 6osee yem 650 gereit 1 moapocTkoB B Bo3pacte 10—17 €T, cTpagaronmxX MUTPEHBIO.
JlanHble MccleI0BaHusl HE MOKa3ail CYIECTBEHHBIX PA3IMYMil B KyIMPOBAaHUM I'OJOBHOHN 00U
B TE€UEHHUE 2 4acoB MEXKIY TPYIIOH 1ianedo u rpyninoi, IpUHUMaBILIEH CyMaTpUIITaH B JIIOOOH
noze. ITpodguib HexkemaTenbHBIX peakifidi IpU NepopabHOM NpUEMe CyMaTpUIITaHa y AeTed u
MOAPOCTKOB B Bo3pacte 10—17 et ObLT CXOK € TAKOBBIM MPHU MPOBEICHUU HCCIICIOBAHHUM
Y B3pOCIIOrO HaceIeHHUs.

5.2 ®apMakoOKHHEeTHYECKHE CBOHCTBA

Abcopbuus

AbcopOiiust cymaTpHITana mnocie npuéma BHyTpb TpoUCcXoauT ObICTPO, 70 % Chpax CymaTpunra-
Ha B IUIa3Me KpoBH jocturaercs depe3 45 mun. [locne npuéma npenapara B 1o3e 100 mr makcu-
MaJlbHasi KOHIICHTpaIMs B IUia3Me KpoBH coctaBisieT 54 Hr/mil. CpeaHsiss OMOA0CTYIIHOCTD CY-
MaTpHIITaHa MPH HepopaibHOM MpuéMe coctamiseT 14 %, yacTHyHO 3a cuéT MeTaboiM3Ma, a
YaCTUYHO 3a CUET HETOJIHOTO BCACHIBAHMS.

Pacnipenenenue

B He3HauWTeILHOW CTENEHH CyMAaTPUIITaH CBsI3bIBAacTCS ¢ Oeskamu Ia3Mel Kposu (14-21 %).
Cpennuii 066éM pacnpezenenus cocrabiasier 170 1. Cpeauii oOmuMi MIa3sMEHHBIA KIMPEHC —
1160 MI/MHH, a CpeIHUI MOYSUHBIA KIUPEHC — 0K0I0 260 MJI/MHH.

BoiBesienue

Ty, cymarpunTada W3 IJ1a3Mbl KPOBH COCTaBIISIET OKOJO 2 4acoOB, XOTsd €CTh NPU3HAaKU Oojee
JUIMTEIbHOW TEPMHHAIBHOM (a3pl. BHemoweuHblid NyTh BBIBEACHMs IIperiapata COCTaBJISACT
okosto 80 % ob6mero kmupenca. CymarpunrtaH MeTaOOJHA3ZHPYETCS IPEMMYLIECTBEHHO IpH
YYaCTUM  MOHOAMHMHOKCHIa3bl A.  OCHOBHOH  MeTabONMT —  WHJIOJYKCYCHBIH  aHajor
CyMaTpHWIiTaHa — BBIBOAUTCS C MOYOH B BHAE CBOOOJHOM KHCIOTBI M TJIFOKYPOHHJIHOIO
KOHBIOraTta. JTOT MEeTa0OJIUT He o0nagaeT akTuBHOCTHIO 1o otHomeHuio k S-HT; u 5-HT;
CEpOTOHMHOBBIM perentopam. MeTaOoauThl, 00pa3yroIIUECss B MEHBIIEM KOJIMYECTBE, HE
YCTAHOBJEHBIL. [[PUCTYII MUTPEHH HE OKa3bIBACT 3HAYMTEIBHOIO BIMAHMS Ha (GAapMaKOKHHETUKY
CymMaTpWiiTaHa Tociie  repopadbHoro  npuéma. B mmiaoTtHOM  MCcieoBaHMM - B
(dapMaKOKHHETHUYECKMX  MapaMeTpax MexJay [OXWIBIMA M MOJIOJBbIMH  3/I0POBBIMH
J00pOBOJIBIIAMH HE OBIIO 0OOHAPYKEHO CYILECTBEHHBIX Pa3JIMYHM.

Dapmaxkokunemura y ocoowlx 2pynn nayueHmos

dapMaKOKHHETHKA CyMaTpUIITaHa Iocie 03bl 50 MI, NPHHATOH NEpOpabHO, W JIO3bI 6 MT,
BBEJIEHHONM MMOJKOXHO, Oblla M3ydeHa y 8 MAIMEHTOB C JIETKOW M YMEPEHHOH IEYEHOYHOM
HEI0CTATOYHOCTBIO. DTHUX MAIMEHTOB COMOCTABJUIN 10 MOy, BO3PACTy M BeCy C 8 3/I0pPOBBIMH
CyOBeKTaMu.

[Tocne mpuéma BHYTpb KoHueHTpaims cymarpuntada B miasMe KpoBu (AUC u Cpg) mouru
yaBouaach (yBeauurniach npuMepHo Ha 80%) y MalMEHTOB C JIETKON ¥ yMEPEHHON MEeYEHOIHOM
HEJIOCTATOYHOCTBIO 110 CPAaBHEHHIO CO 3/0POBBIMH IAlMEHTAMHM M3 KOHTPOJIBHBIX TPYIIL.
He Obul0 HUKaKOW pa3HUIBI MEXKIy TallMEHTAaMH C IEYEHOYHOW HEAOCTATOYHOCTBIO H
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340POBbIMUA MAIMEHTAMH H3 KOHTPOJIBHBIX TIPYIHIl IIOCJIC BBEACHHUS JI03bI IIOJKOXXHO. JTO

yKa3bIBaCT Ha TO, YTO JIErKas MM YMEpEHHas Ney€HOUHas HEAOCTAaTOYHOCTh CHOCOOCTBYET
CHHJKCHHUIO IIPECUCTEMHOI0 KJIMPEHCA, YBEIMYMBAET OHMOJOCTYIIHOCTH M  BO3JICHCTBHE
CyMaTpuITaHa 110 CPAaBHEHMIO €O 3J0POBBIMH MallMEHTaMH M3 Tpymnmbl KoHTpossi. [locie
[IEPOPAJIILHOIO IpHEMA Yy MAlMEHTOB C JETKOH M yMEpEeHHOU MEeuEHOYHOM HEeA0CTaTOYHOCTHIO
CHMIKAETCsl IPECUCTEMHBIHM KIIUPEHC, @ CHCTEMHOE BO3/ACHCTBHE IIOYTH y/IBaHBACTCS.
dapMaKOKMHETHKA y MAIUEHTOB € TSKEIONW MEUEHOYHOM HEJOCTAaTOYHOCTBIO HE U3ydaslach
(cMm. paznen 4.4).

5.3 /laHHbIe TOKJIMHUYECKOH 0€30MacHOCTH

B cucremax in vitro u B McclieIOBaHUSX Ha )KMUBOTHBIX CyMaTpHIITaH HE 00J1a7all TeHOTOKCUYHO-
CTBIO M KaHIIEPOI'€HHOCTBIO.

B uccenoBaHusX penpoayKTHBHON TOKCHYHOCTH IIPU NE€POPATBHOM BBEJICHUH CyMaTpUIITaHa
KpbICaM ypOBEHb CyMaTpUITaHa B IUIa3Me KpoBH HpubiusutenbHo B 200 pa3 mnpesbial
YPOBEHb CyMaTpuliTaHa B IUIa3Me KPOBH Yy 4eloBeKa Ipu mnepopaibHoM mnpuéme 100 mr
cymarpunrana. Takas KOHIEHTpAIMsi CyMaTpUNTaHa MPUBOANIA K CHUKEHHIO CIIOCOOHOCTH K
OILJIOJJOTBOPEHHIO.

Jlanubli 3¢ dexT He HaOIoaNCs MPH MOJKOKHOM BBEJICHHUU CyMAaTpMIITaHa, I€ MaKCHMMallb-
HBIA YPOBEHB B IUIa3Me KpOBH ObUT MpUOIM3UTEIbHO B 150 pas Bblle, 4eM y 4YeJIOBEKa MPH Iie-
POPAIILHOM IIpUEME.

[Ipr U3yyeHHH SMOPUOTOKCHYHOCTH Y KPOJIMKOB He HAOJIIOAAaI0Ch BBIPAXKEHHBIX TEPATOrCHHBIX
nedeKkToB. 3HAYMMOCTD JIAHHBIX Pe3yJIbTATOB Ul YeJI0BEKa HE yCTAHOBJICHA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcnomMoraTe/IbHbIX BeleCTB

Tanpk

KpockapMmersuio3a HaTpus

KpeMHHUSs THOKCU KOJUIOUIHBIH O€3BOIHBIH

Maruus creapar

[lesumrom03a MUKPOKpUCTAIITMYECKAs

JlakTo3a MOHOTHIpaT

Omnanpait 11 (rony6oit):

CrupT NOJMBUHUIOBBIA YaCTUUHO TH/POJIN30BAHHBIN
Tanbk

Makporoa 3350

Turana auokcun E 171

AJTIOMMHHMEBBIN JTaK Ha OCHOBE HHIUTroKapMuHa E 132
AJIIOMMHHUEBBIN JIaK Ha OCHOBE J&nToro xuHosumHoBoro E 104
6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok roaHocTH (CpoK XpaHeHHusi)

2 roja.

JlaTa M3rOTOBIICHUS M CPOK I'OJIHOCTH yKa3aHbl HA YITAKOBKE.
6.4. OcoObie MepbI IPEI0CTOPOKHOCTH IPH XPAHEHHH
XpaHuTh B OPUTHHAIBHOM YITAaKOBKE ([1auKa KapTOHHAs ) JUIs 3alMThI OT CBETA TP TEMIIEPAType
He Boime 25 °C.
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6.5. XapakTep u coep:KkaHHe MEPBUHYHON YIAKOBKH
Cymatpunras, 50 Mr, TabJIETKH MMOKPBITIC TIEHOYHOH 000I0UKOA.

Cymarpunran, 100 Mr, TaOneTKy MOKPHITBIE MIIEHOYHOH 000JI0UYKOA.

2 TabeTK B KOHTYPHOH stuelikoBoi ynakoBke u3 iéHku [I1BX u omnbru.

1, 2 win 3 KOHTYpHBIE STYECHKOBBIEC YITAKOBKU BMECTE C JIMCTKOM-BKJIA/IBIIIEM ITOMEIIAIOT B TAYKy
u3 kapToHa No 2x1, No 2x2, Ne 2x3,

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH YHHYTOKEHHH HCI0JIb30BAHHOIO JIEKADPCTBEH-
HOI'0 Npenapara WJIH 0TXO0J0B, MOJYYEHHBIX MOc/1¢ NPUMEHEHHUs! JIEKAPCTBEHHOI0 Mperna-
paTta uiM padoThl ¢ HUM

JIroOoi HEeWCroIb30BAHHBIM JICKAPCTBEHHBIN Mpenapar WX OTXO/bI JOIKHBI ObITh YTHIU3HPO-
BaHbI B COOTBETCTBUU C MECTHBIMU TPEOOBAHUSIMH.

7. JAEPKATEJIBPEI'MCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Pecny6iiuka benapycs

OTKpBITOE aKIIMOHEPHOE 00111ecTBO «bOpHCOBCKHUIT 3aBO MEAMLIMHCKUX IIPEIIapaTOB»
222518, Musckas 0611, r. bopucos, yi. Hanaesa, 64

ten/dbaxc +375 (177) 73-56-12, 4375 (177) 73-11-56

http://www.borimed.com

7.1. IlpeacTraBUTe]b A€pPiKATE/ISI PErHCTPANUOHHOIO YI0CTOBEPEHH
IIperen3un norpeduTe/Iei HANPABJIATH MO aJApecy:

Pecniy6ika benapyce

OTKpBITOE aKIIHOHEPHOE 001ecTBO «bOPHCOBCKHUI 3aBO MEAMIIMHCKHUX IIPENapaToBy
222518, Munckas o01., r. bopucos, yi. Yanaesa, 64

ten/dake +375 (177) 73-56-12, +375 (177) 73-11-56

5. moyra: market@borimed.com

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
21/08/2618 :

9. JTATA IIEPBUYHOM PEIMCTPALIMU (IIOJATBEPKIAEHUSI PETHCTPAIIMH,
INEPEPEI'MCTPAIIUHN

Jlata niepBoit peructpanuu: 07.09.2016

Jlata nnocieanero noarsepskaeHus perucrpanuu: 10.08.2021

10. JATA IIEPECMOTPA TEKCTA
10.2022

O6miasi XapakTepUCTUKA JIEKAPCTBEHHOTO TIperapara J0CTylHa Ha MH(POPMAIMOHHOM IOpTalie
EBpa3sniickoro 5KOHOMHYECKOTO CO03a B HH(POPMAIMOHHO-KOMMYHUKAIMOHHOH ceTh HTepHeT
https://eec.eacunion.org.



