COOTBETCTEBYET 3KCNEPTHOMY OTYETY
ot 22.08.2024 N= 17538

OBIIAA XAPAKTEPUCTHUKA JTEKAPCTBEHHODOATPEHAPATA (1002)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEIIAPATA
TPOKCUMEL, 2 %, rens 115 Hapy>KHOTO IPUMEHEHUS

2. KAYECTBEHHBIN U KOJTUWYECTBEHHBIA COCTAB

JlelicTBytol1E€ BEIIECTBO: TPOKCEPYTHH.

100 r rens conepxut 2,0 r TpOKCEPYTHHA.

BcenomoratenbHble BelecTBa, HalWuMe KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npermapara: OeH3aIKoOHUS XJopu (cM. pasznen 4.4).

[TonHbIi mepedeHs BCIIOMOTraTeNbHBIX BEIIECTB MPUBEACH B paszene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
I'enb 1 Hapy’>)KHOTO IPUMEHEHUS.
OaHOPOIHBIN MPO3payYHbIN T'ellb OT KEJITOTO JI0 JKEITO-3€JIEHOr0 IBETa.

4. KNIMHUWYECKUE JJAHHBIE

4.1. Iloxa3aHusi K NPMMEHEHHUIO

JlexapctBennsii npenapar TPOKCHUME]/l nokazaH K NpPHUMEHEHHUIO y B3pOCIBIX B BO3pacTe

crapue 18 et npu:

— BApPUKO3HOM PacCUIMPEHUH BEH;

— XpPOHMYECKOW BEHO3HOH HEJOCTATOYHOCTH C TAaKUMHU TIPOSBICHHUSIMH, KaK OTEKH, OOJIH,
OLL[YILIEHUE TSHKECTU B HOTAX;

— MOBEPXHOCTHOM TpoMmbodedute, nepuduiedute, paedorpombo3e;

— HOCTTPOMOOTHYECKOM CHHAPOME;

— IOCTTPAaBMAaTUYECKOM OTEKE, FeMAaTOMaXx;

— TpodHUIAKTUKE OCI0KHEHHH NOCIIe Onepannii Ha BeHaX.

4.2. Pexum 103MpOBaHMS U CIIOCOO NPUMEHEHH S
Pexxum nosupoBanust
Jlo3a npenapara 3aBUCHUT OT ILIOIIAAN OBPEXKIAECHHON ITOBEPXHOCTH, HO HE JOJKHA IPEBBIIIATH

3 —4 cMmrens (1,5 — 2 ). Ecnu mo kakum-m00 mprYrHaM MCTIOIB30BaHHUE MperapaTa MpoIyIieHo,
MAIMEHT MOXET HAHECTH €ro B JIt000e BpeMsi, COOMI0Aast MHTEPBAI MEXKIy CeaHCaMU JICUCHHs He
Menee 10 — 12 vacos.
Kypc neuenuss — or 2 nHegens no 1 — 2 mecsaues. [lpu penuause 3aboneBaHus Kypc J€UEHUS
MOXHO NOBTOPUTH 2 — 3 paza B rol.

eru
beszonacHocts u 3¢dekTuBHOCT, Tpemapata y nered B Bospacte oT 0 go 18 jer He
YCTaHOBJICHBI.
Cnoco6 npuMeHeHus

['enp npumensieTcs HapyKHO.

['ens HAHOCAT YTPOM W BEYEPOM Ha OOJIACTH MOPAKEHUS C MOMOIMIBIO JIETKUX MAaCCHUPYIOIIUX
JBAKEHUHN CHU3Y BBEPX JI0 €0 MOJHOIO BIUTHIBAHUS B KOXKY.

[Tpu HEOOXOAUMOCTH T'ellb MOKHO HAHOCHUTD TT0JT OKKJTFO3UOHHYIO TIOBSI3KY.
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(MOCNEQOCBATENBHOCTE 0002)

4.3. IIpoTuBonmokasaHusi

— TUIEPYYBCTBUTEIBHOCTh K TPOKCEPYTHHY WM K JIIOOOMY M3 BCIOMOTATENbHBIX BEILECTB,
IIEPEUNCIIEHHBIX B pazjene 6.1;

— HapyUICHUE LEJTOCTHOCTH KOXKHBIX TIOKPOBOB;

— Oepemennocts (I Tpumectp) (cm.pasnen 4.6);

— MepHoA I'pyIHOro BCKapMiuBaHuA (cM.pasnen 4.6);

—  JIeTCKHi Bo3pacT /10 18 jeT (OnbIT KIMHUYECKOTO IPUMEHEHUS HEIOCTATOUEH).

4.4. OcoOble ykazaHusl 1 Mepbl MPeI0CTOPOKHOCTH NP NIPUMeEHeHUH
Oco0ble yka3aHus

'enb HAHOCAT TONBKO HA HEMOBPEXKACHHYIO MOBEpXHOCTh. M30eraTh momajaHus Treis Ha
OTKPBITBIC paHbI, INa3a W ciausucTeie obonouku! [locne HaHeceHHs mpemapaTa HEOOXOIUMO
BBIMBITh PYKHU.

[TanrienTaM ¢ XpPOHMYECKOW BEHO3HOW HEJOCTATOYHOCTBIO PEKOMEHIYETCS MPUMEHEHUE KaK B
HAYyalbHbIX, TaK U B MO3AHMUX CTaausX 3aboneBaHus. [Ipu coOCTOSHUAX, XapaKTepU3YIOLIUXCS
MOBBIIIEHHOW TPOHUIIAEMOCTBIO COCYZOB (B TOM 4YHCJIE€ NpU CKapiaTUHE, TpHUIIle, KOpH,
AIIEPTUYECKUX PEAKINAX ), TPUMEHSIOT B COUCTAHUH C aCKOPOMHOBOM KHUCIIOTOM ISl YCUJICHUS €€
s dexra.

He cnenyer npeBbliaTh MakCUMajbHbIE CPOKU U PEKOMEHIOBAHHBIE JTO3bI IPU CAMOCTOATEIHLHOM
PUMEHEHHH TIpernapaTa mauueHToM (cMm.paszen 4.2).

C OCTOPOKHOCTBIO

JlekapctBennsiii mpenapar TPOKCUME]] cnenyer Ha3HauaTh ¢ OCTOPOKHOCTBIO MPHU MOYEUHOMU

HEJIOCTAaTOYHOCTH (JTUTEIIHHOE UCIIOTh30BAHHUE).
BcenomMorarenbHble BeniecTsa
[Ipenapar TPOKCUME]] conepUT OSH3aIKOHUS XJIOPUI, KOTOPHIA MOXKET BBI3BIBATH KOXKHBIC

peaxkuuu.

4.5. B3aumoaeiicTBUSl € JAPYTHMH JIEKAPCTBEHHBIMH IpenaparaMd W Jpyrue BHbI
B3aMMOJACHCTBUSA
UccnenoBanus B3auMoACHCTBUS HE IPOBOJIUIIUCH.

4.6. PepTUIBHOCTH, 0€PEMEHHOCTDb U JIAKTALUS

bepeMeHHOCTD

B I rpumectpe 6epemennoctu npumenenne npenapara TPOKCHUME]] npoTtuBomnokazaHo B CBS3H
C OTCYTCTBMEM ombITa KinHM4Yeckoro mnpuMeHeHus. Bo II u III Tpumectpax OGepemeHHOCTH
npumenenue npenapara TPOKCHUME]] BO3MOKHO JUIIb B TOM CIIydae, €CIIM OKUAAeMasl 1oJib3a
JUIS Marepy MPeBbIIIaeT NOTEHIIUAIbHBIN PUCK VIS TUIOAA.

Jlakranys

JlaHHBIE O TIPOHMKHOBEHUM TIpenapara B TIpyaHoe Moioko orcyrcrBytoT. TPOKCHUME/L
MIPOTUBOMNOKA3aH B MEPHOJ] IPYIHOTO BCKApMIMBAHHUSI.

4.7. BausiHme Ha CIIOCOOHOCTDH YupaBJsiTb TPAHCIIOPTHBIMHU CpEACTBAMHU M paGOTaTL C
MEXaHU3MaMH
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TPOKCUME]] He oka3bIBaeT BIUSHUS Ha CIIOCOOHOCTH | [HiipaBiEafE FhaneiioprHbMi-cpeactBamu

1 paboTaTh ¢ MEXaHU3MaMH.

4.8. HexenarejbHble peakuuu
PestoMe HexenaTeabHbIX peaklii

B penxux cnydasx HaOMIOZAIOTCS aJJIEPTHYECKUE peakIiu (MOKPACHEHHE KOKHBIX MMOKPOBOB, 3V,
CBIlb, DK3€Ma, JEPMATUT, KPAIMBHHUIIA). DTU CUMIITOMBI OBICTPO MPOXOJAT MOCIE MpEeKpalleHus
JICUYEHUS.

CooO11eHue o mMo103peBaeMbIX HEKEIATEIbHbIX PEaKIUIX

BaxxHo coo01aTh 0 1mo/103peBaeMbIX HEXeNaTeNbHBIX PEaKIUsIX MOCIe PErUCTpalliy Mpenapara ¢

HeNpl0  oOecreueHuss HEMPEepPhIBHOTO MOHUTOPUHTA  COOTHOUICHHS — «IIOJIb3a —  PUCK»
JIEKapCTBEHHOr0 mpenapara. MeauIMHCKUM pa0OTHUKAM PEKOMEHAYEeTCs cooOlaTh O JHOOBIX
MOJI03PEBAEMBIX HEXKEIATENbHBIX PEAKIUIX JIEKapCTBEHHOIO IMperapara 4epe3 HaIMOHAIbHBIE
CHCTEMBI COOOIIEHHUS] O HEeXKeJIaTelIbHbIX pPEaKIHUsIX TOCYIapcTB — uieHOB EBpasmiickoro
SKOHOMHYECKOT'0 COH03a.

Poccuiickas ®@eneparnust

OdenepasibHas cayx0a 1o Hamopy B chepe 3apaBooxpanenus (Pocsmpasramzop) 109012, .
Mocksa, CnaBsHcKas miomaisp, 1. 4, crp. 1.

Tenedon: 8 (800) 550 99 03

daxkc: 8 (800) 550 99 03

E-mail: npr@roszdravnadzor.gov.ru; info@roszdravnadzor.gov.ru Caiir B uHpOpMaIMOHHO-
TeJIeKOMMYHUKaIMOHHOU cet «HTepHeT»: www.roszdravnadzor.gov.ru

4.9. IlepenosupoBka

CHMIOTOMBI

Cinyyan niepefO3MpOBKM TIpU MECTHOM MPUMEHEHUM He omnucansl. [lpu ciyyaitHoM
MPOTJaThIBAHUU TIpenapara BO3MOXHBI OIIYIICHUS >OKEHHS B TOJIOCTH PTa, CIIOHOTECUYEHUE,
TOUIHOTA, PBOTA.

JleucHue

B »TOoM ciydyae moOKa3aHO MPOMBIBAHWE TIOJOCTH pTa, XKEIyAKa, NPH HEOOXOJUMOCTH —
CHMIITOMAaTHYECKOC JICUCHHE.

5. ®APMAKOJIOTMYECKHWE CBOMCTBA
5.1. dapmakoguHAMUYECKHE CBOMCTBA
dapmakoTeparieBTHYECKasi — rpymmna:  aHTHOMPOTEKTOPHI;  KaMWIAPOCTAaOMIU3apYIOIIUEe  CPEICTBa;

O6rod1aBOHOU/IBI.

Kox ATX: CO5CA04
MexaausM aercTeus U papMakoaruHaMmuyeckue dhheKTol

TpokcepyTuH mnpezcTaBisger co0oil mpousBogHoe pyTuHa (¢inaBoHoua), obnamaer P-
BUTaMHHHOM aAKTUBHOCTBIO; OKa3bIBaET BEHOTOHU3UPYIOIIEE, aHTHOIPOTEKTOPHOE,
MPOTHBOOTEYHOE, AHTHOKCHIAHTHOE U MPOTHBOBOCHIAJIHMTEIbHOE JAEHCTBHE. TpOKCepyTHH
y4acTBYeT B OKHUCJIMTEIbHO-BOCCTAHOBUTEIbHBIX IpOLECCaX, OJOKUPYeT TI'HalypOHHUAA3y,
CTaOMIIM3UPYET THATYPOHOBYIO KHCIOTY KJIETOYHBIX MEMOpaH M YMEHbBIIACT MPOHUIIAEMOCTb U
JIOMKOCTh KaIlWJUJISIPOB, YBEJIMYMBACT UX TOHYC. YBEJIWYMBAET IJIOTHOCTh COCYAMCTOW CTEHKH,
YMEHBIIAET FKCCYAIMIO KHUJIKON YacTH MJIa3Mbl U AHUarezie3 KIeToK KpoBU. CHMXKAeT BOCTaJIeHNe
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5.2. dapMakOKHHeTHYECKHE CBOHCTBA

[Ipy HaHeceHWM TeJsd Ha KOXKYy TPOKCEPYTHH OBICTPO MPOHHKAET 4epe3 smuaepMuc, depes 30
MUHYT OOHapy)XMBaeTcsi B JepMe, a uepe3 2 — 5 4acoB — B IOJKOKHOM KMPOBOHM KJeTyaTKe.
Cucremnas abcopOuus KpaitHe HU3Kasl.

6. ®PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeyenb BcnoMoOraTebHbIX BelIECTB
Kap6omep (xkap6ormon 940)

TpomamuH

JluHaTpus 3aeTat

benzankonus xnopug

Bona ounmennas

6.2. HecoBMecTHMOCTHL
He npumenumo.

6.3. Cpok romHocTu (Cpok XpaHeHus1)
5 ner.

6.4. OcoOble MepbI NPeIOCTOPOKHOCTH NIPH XPAHECHUH
XpaHUTb IIpenapaT npu TeMmnepaType He Boie 25 °C.

6.5. Xapakrep u coaep;kaHue EPBHYHOH YIIAKOBKH

I[To 30 1,40 v wmm 50 r B amOMUHHUEBBIE TYOBl, C BHYTPEHHUM JIAKOBBIM MOKPBITHEM,
auTorpaUpOBAHHON HAPY)KHOM TOBEPXHOCTHIO, MEMOpPaHOW | YIUIOTHSIOIIMM KOJBIIOM, C
NOJMATUICHOBOW 3aBUHUYMBAIOIIEHCS Kpblkod. Kaxmyro TyOy BMmecTe ¢ MHCTPYKIHMEH IO
IPUMEHEHHUIO NTOMEIIAIOT B NAYKy KAPTOHHYIO

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH MNPU  YHHUYTOKEHHHM  HMCIOJb30BAHHOIO
JIeKAPCTBEHHOI'0  INpenapara WJIM  OTX0A0B, TOJYYEHHBIX [MOCJe IPHUMEHEeHUs
JIEKAPCTBEHHOI'0 Npenapara, 1 pyrue MaHUNyJIsIMHU C IPenapaTroM

Hert oco0bix TpeOoBaHuU K yTHIM3ALINN.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUA
AO «JIOMNUHAHTA-CEPBUC», Poccus

142100, MockoBckas oomacts, T. [Tomonsck, yin. Komcomonbckas, a. 1, ctp. 49, nom. 1, kom. 223.

7.1. TlpeacraBuTesb JepiKaTessi PperHCTPAIMOHHOTO YI0CTOBEPEHHS

IIperen3un moTpeOUTEIEN HAIPABIATE ITO aAPECY:

Poccuiickas ®enepanyst

AO «IOMUHAHTA-CEPBUC»
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Ten.: +7 (495) 580 30 60

E—mail: sekretar@dn—serv.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUAA

9. JIATA NEPBUYHOM PEIMCTPAILIAW (IIOJATBEPXKIEHHSI PETHUCTPAIIWH,
MNEPEPET'UCTPALIUN)
Jlata nepBoil perucTparyu:

10. JATA HEPECMOTPA TEKCTA

O6Omass  xapaktepucThka JekapctBeHHoro mpemapara TPOKCUME]] nocrynHa Ha
uHpOpMaIMOHHOM mopTayie EBpa3sMiCKOro 3KOHOMHYECKOro cor3a B HH(DOPMAIUOHHO-
TEJIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»: http://eec.eacunion.org.
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