COOTBETCTBYET 3KCMEPTHOMY OTUETY
2026 Ne 3708

ot 15.05.2026

(NOCNENOBATENBHOCTR 0004)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAP12TBEHHOI'O ITPEITAPATA

Tpokcepytun BII, 2 %, reas ais HapyKHOTO IPUMEHEHHUS

2. KAYUECTBEHH24ECTBEHHBII COCTAB

JlelicTByOIIIEE BEIIECTBO: TPOKCEPYTHUH.
100 r resst copepxut 2,0 T TPOKCEpyTHHA.

BcrnomorarenbHbie BelecTBa, HAJMYME KOTOPBIX HAJO0 YYHUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: OeH3aIKOHUs XJIopua (cM. pazzaen 4.4).

[TonHbIii EpedeHb BCIOMOTaTeIbHBIX BEIIECTB MPHUBEACH B paznene 6.1.

3. JJEKAPCTBEHHAS ®OPMA

I'enw i1t HApY)KHOTO NPUMEHEHUS.

O,Z[HOpO,I[HLII\/’I HpOSpﬁ‘IHHﬁ I'CJIb OT XKCJITOT'O 40 KCJITO-3CJIICHOT'O IIBCTA.

4. KNIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHECHHUIO

JlexapcTBeHHbIM Tpenapat TpokcepyTuH Bl noka3aH K IPUMEHEHHUIO y B3pOCIIBIX B BO3PACTE CTapIe
18 ner npu:

— BApUKO3HOM pacIIMpPEHUH BEH;

— XPOHHMYECKOM BEHO3HOW HEIOCTATOYHOCTH C TAaKUMHU TMPOSIBICHHUSIMH, KaK OTEKH, OOJH,
OILIYILIEHHUE TSAKECTHU B HOraX;

— TOBEPXHOCTHOM TpoMOohaeduTe, nepuduedute, Gredorpomobo3e;
— TOCTTPOMOOTHYECKOM CHHAPOME;

— IOCTTPABMATHUYCCKOM OTCKEC, reMaToOMax;

npodunakTuKe OCI0KHEHUH MOCIIe onepalii Ha BeHax.
4.2. PexxuM 103MPOBAHMS U CIIOCO0 NPUMEHEHUS

Pexxum 1031MpoBaHus

Jlo3a npenapara 3aBUCHUT OT IJIOLIAAN MOBPEXKIEHHOW MOBEPXHOCTH, HO HE JOJHKHA MPEBBIIIATH

3—4 cmrens (1,5 -2 r). Eciu no kakuM-1m60 mpUYMHAM UCIOJIB30BaHKE IpenapaTa MpoIyIeHo,
MAIMEHT MOXET HAHECTU €ro B JII000e BpeMs, COOJII0asi MHTEPBAJ MEXAY CEaHCaMM JICUeHHs He
MeHee 10 — 12 gacos.

Kypc nmeuenuss — ot 2 Hemens nmo 1 — 2 mecsnes. [Ipu penuauBe 3a0oieBaHUs Kype JICUCHUS
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MOYKHO TTIOBTOPUTH 2 — 3 pasa B TO/l.
eTu

besonacHocth u 3ddexTuBHOCT, mpernapata y ngered B Bospacte oT 0 mo 18 mer He
YCTaQHOBJICHBI.

Cnoco0 mpuMeHeHust

['ens npuMeHsieTCs HapyKHO.

I'enr HAHOCAT YTPpOM KU BE€YECPOM HaA 001acTh IMOopaXXE€HHA C IOMOLIBIO JICTKUX MACCHPYIOMIUX
I[BI/DKGHI/II;'I CHU3Y BBCPX 0 €TO IMOJIHOI'O BIIMTBIBAHUA B KOXKY.

[Ipu HeoOXO0AUMOCTH T'ellb MOKHO HAHOCUTD 0] OKKJIFO3UOHHYIO MOBSI3KY.

4.3. IIporuBomoka3aHus

— THIEPYYBCTBUTEIBHOCTh K TPOKCEPYTHHY WIM K JIFOOOMY M3 BCIOMOTAaTEIbHBIX BEIIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1;

— HaApYIICHHE IEIIOCTHOCTH KOKHBIX TIOKPOBOB;

— Oepemennocts (I pumectp) (cMm.paznen 4.6);

— TEepUoj IPyAHOTO BCKapMiinBaHus (cM.pasaen 4.6);

—  JeTckuii Bo3pact 10 18 sieT (OnbIT KIMHUYECKOT0 IPUMEHEHUS HEJJOCTaTOYEH).
4.4. OcoOble yka3aHusi H MepPbI NPEI0CTOPOKHOCTH NPH NPUMEHECHHH

I'ens HAHOCAT TOJBKO HA HCMMOBPCIKACHHYIO IMOBEPXHOCTD. H3beratn nomnagadnuvsd rejid Ha OTKPBITHIC
PpaHBI, 1J1a3a U CIIU3UCTBIC o6omouku! Ilocie HaHECEHUS Ipemnapara HCO6XOZ[I/IMO BBIMBITH PYKH.

[TanpeHTaM ¢ XpOHWYECKOM BEHO3HOM HEAOCTAaTOYHOCTBIO PEKOMEHIYETCs NPUMEHEHHE KaK B
HayalbHbIX, TaK U B TO3JHUX cTaaAuAx 3abosneBaHus. Ilpu cocTosSHMAX, XapaKTepU3YHOIUXCS
MOBBIIIEHHOW MPOHUIIAEMOCTBIO COCYJOB (B TOM YHCJIE MpU CKapjlaTUHE, TpUIIEe, KOpH,
AJUIEPTUYECKUX PEaKIMSIX), TPUMEHSIOT B COUETAHUN ¢ aCKOPOMHOBOM KHUCIOTOMN IS YCUIIEHUS ee

s dexra.

He cnenyer nmpeBblIaTh MaKCUMaJIbHBIE CPOKH M PEKOMEHJOBAaHHBIE JI03bl IIPU CAMOCTOSITEIbHOM
MIPUMEHEHUH TIpernapaTa naueHToM (cm.pasaen 4.2).

[Ipu npuMeHeHuu mpemnapaTa clieyeT coOM0aTh OCTOPOKHOCTD MPH MOYEYHONW HEIOCTATOYHOCTH
(mmUTEeNHEHOE UCTIONB30BAHUE).

BcnoMoraTenbHbI€ BEIIECTBA

[Ipenapat Tpoxcepytun BII comepxut GeH3aIKOHMS XJIOPUA, KOTOPBIM MOXKET BBI3BIBATH KOXKHBIE
peaKuuu.

4.5. BzaumopeilcTBUsI € JAPYIMMHM JIEKAPCTBEHHBbIMH MpenapataMM M [Jpyrue BHIbI
B3aUMO/EHCTBUSA

HccnenoBanus B3auMoI€MCTBUS HE IPOBOIUIHCH.

4.6. @epTUIBLHOCTD, 0€PEMEHHOCTD H JIAKTALHA

bepemeHHOCTH

B I tpumecTpe OepemMeHHOCTH NTpuMeHeHHe npenapaTta TpokcepyTus BII mpoTrBomnokasaHno B CBs3U
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C OTCYTCTBHEM OIbITa KIMHUYECKOro MpuMeHeHus. Bo 1w I TpumecTpax GepeMcHHOCTH
IpuMeHeHue npenapara TpokcepyTuH BII BO3MOXKHO ulIb B TOM CiIydae, €CJIM 0XKUAaeMasi oJb3a
JUISL MaTEPU MIPEBBIIIACT MOTEHIMAIBHBIN PUCK U1 IUIOAA.

JlakTamus

JlaHHbIE O NIPOHMKHOBEHWHU IIpernapaTta B TPYJHOE MOJIOKO OTCYTCTBYIOT. Tpokcepytun BII
IIPOTUBOIOKA3aH B IIEPUOJI IPYAHOIO BCKapMIIMBAHHUS.

4.7. BiausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMHU CPeACTBAMHM M PadoTATH C
MeXaHU3MaMu

Tpoxkcepytun BII He oka3bIBaeT BIMSIHUS HA CIOCOOHOCTH YIPABIISATH TPAHCIIOPTHBIME CPEICTBAMU
1 paboTaTh ¢ MEXaHU3MaMHU.

4.8. HexenarelbHble peakmuun

Pe3romMe HexenaTteabHbIX PEaKIMi

HesxenarenbHble peakiMd CHCTEMAaTH3MPOBAaHbI B coOoTBeTCcTBUM ¢ Kitaccudukanueir BeemupHoii
opram3anuu 3apaBooxpanenus (BO3): odens uwacro (>1/10); gacro (>1/100, <1/10); HewacTo
(>1/1000, <1/100); peaxo (>1/10 000, <1/1 000); ouens peako (<1/10 000); yactora Hen3BecTHA (HA
OCHOBaHUH UMCIOIIMXCS JJAHHBIX OIICHUTh HEBO3MOXKHO).

MecTHEIEC peakIiuu

Hapymeﬁu}z CO CMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHEl

YacTroTa HEW3BECTHA - IMNOKPACHCHUEC KOXHBIX ITOKPOBOB, KO>KHBIN 3YHA, KOXHasA CbIllb, 3K3€Ma,
KOHTaKTHBII ACPMATUT, KpaliuBHUIIA.

OTH CHMIITOMBI 6HCTpO IMPOXOIAT IOCJIC MMPCKPAIICHUA JICUCHUS.

Coo011eHne 0 TOI03PEBAEMBIX HEXKENATEILHBIX PEAKIINAX

Baxno COO6H_[aTB 0 MOA03PCBACMBIX HCIKCIIATCIIbHBIX PCAKIUAX ITOCIIC PETUCTpALUHA IIpCliapaTta C
OCJIbIO obecreyeHus HCIMPEPBIBHOTO MOHUTOPUHTA COOTHOIICHUSA «I10JIb3a — PHUCK» JICKAPCTBECHHOT'O
Ipemnapara. MC,Z[I/II_II/IHCKI/IM pa6OTHI/IKaM PECKOMCHAYCTCA COO6H_IaTL 0 JIFOOBIX IMoAO3pEBACMBIX
HCKECIATCIbHBIX PEAKIUAX JICKAPCTBECHHOTO NIp€riapara 4€pe3 HAIMOHAJIbHBIC CUCTCMbI COO6HICHI/I$I
0 HCXKCIIATCIIbHBIX PCAKIUAX IT'OCYyAapCTB — YJIICHOB EBpa3HﬁCKOFO OKOHOMHUYCCKOI'o COro3a.

Poccuiickas ®@enepanust

denepanbHas ciryk0a Mo Haa30py B cepe 3paBOOXPAHCHHUS

Anpec: 109012, r. MockBa, CnaBstHcKast miiomanis, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03

OnekTpoHHas moura: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit B UH(POPMAIMOHHO-TEIIEKOMMYHHUKAITHOHHOM CeTH «HTepHeTY:!
https://www.roszdravnadzor.gov.ru/

Pecniy6niuka ApmeHust

«Hayunbrii LleHTp sKcCnepTH3bl JEKAPCTB W MEIUIMHCKUX TEXHOJIOTMM HMMEHM akKaJeMuka O.
I'abpuensua» AO3T

Anpec: 0051, r. Epesan, nip. Komutaca, 49/5

Tenedonsr: +374 60 83 00 73, +374 10 23 08 96, +374 10 23 16 82

OnekTpoHHas movra: admin@pharm.am

CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKAMOHHON ceTh «MHTepHeT»: www.pharm.am

Pecny6nuka benapych
Pecnmybnukanckoe yHutapHoe npeanpusatiue «L{eHTp SKcmepTH3 U UCTIBITaH|H B 31PaBOOXPAHECHU
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Anpec: 220037, r. Munck, ToBapuiieckuii nep. 2a
Tenedon: +375 17 231 85 14

@axc: +375 17 252 53 58

OnexktpoHHas noura: repl@rceth.by

Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOM ceTn « THTepHeT»: www.rceth.by

Pecrryonuka Kazaxcran

«HaruoHanbHbII TEHTP IKCIEPTU3HI JISKAPCTBEHHBIX CPEACTB U METUIIMHCKHUX H3enuii» Komurera
MEIULMHCKOTO U (papManeBTUYECKOTO KOHTPOJIsT MMHHUCTEpPCTBa 3ApaBooxpaHeHus PecmyOnuku
Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonslp, yi. A. maHoBa, 13

Tenedon: +7 7172 23 51 35

OnexrponHas nouta: farm@dari.kz

CaiiT B nH(pOpPMAIIMOHHO-TEJICKOMMYHUKAMOHHOM ceTn «MHTepHeT: www.ndda.kz

4.9. Ilepeno3upoBka

CHUMIITOMBI

Cﬂyan/I NEPCAO3UPOBKH IPU MCCTHOM INPUMCHCHHUU HC OIIMCAHBI. HpI/I CJIy‘IB.fIHOM IIporjiaTeIBAHUN
Ipernapara BO3MOKHbBI OIIYIICHUA KIKCHHA B IIOJIOCTHU pTa, CJIFOHOTCUCHUC, TOIIHOTA, pPBOTA.

Jleuenue

B »sTom CJIydac IIOKa3aHO IIPOMBIBAHUC IIOJIOCTH pPTa, KEIyAdKa, IIpUu HeO6XO,Z[I/IMOCTI/I -
CUMIITOMAaTHYCCKOC JICUCHUC.

5. ®PAPMAKOJIOTHYECKUE CBOVCTBA

5.1. ®apmakoguHAMUYECKHE CBOMCTBA

dapMakoTepaneBTUYeCKass TPyMNna: aHTMOMPOTEKTOPHI; KaMMISAPOCTAOMIN3UPYIOIINE CPEICTBA;
O01Oo(IaBOHOU/TBI.
Kon ATX: CO5CA04

MexaHu3M aerctsud U papmakoguHamMudeckue dOheKTh

Tpokcepytun mpencrasisier coboil  mpousBogHoe pyTuHa  ((prmaBonHomn), obnamaer P-
BUTaMUHHOM AKTUBHOCTHIO; OKa3bIBaeT BEHOTOHU3HPYIOIIIEE, aHTHOIPOTEKTOPHOE,
IIPOTUBOOTEYHOE, aHTUOKCUIAHTHOE Y TPOTUBOBOCTIAJIUTENBHOE AeicTBHE. TPOKCEPYTHH yUacCTBYET
B OKHCIIUTEIbHO-BOCCTAHOBUTENBHBIX IIpoleccaX, OJOKHpPYeT THalypOHHMIa3y, CTaOMIN3HpYET
TMaJypOHOBYIO KHUCIIOTY KJIETOYHBIX MeMOpaH M yMEHbIIaeT NPOHUIIAeMOCTb M JIOMKOCTb
KaWUISIPOB, YBEITMYMBAET UX TOHYC. YBEIMUYMBAET IUIOTHOCTh COCYIMCTOM CTEHKH, YMEHBIIAeT
9KCCYNALMIO XKUIKOW YacCTH IJIa3Mbl U TMaIezie3 KIETOK KpoBU. CHUKAET BOCHIAJIEHUE B COCY IUCTON
CTEHKE, OrpaHUYMBast a/Ir€3UI0 TPOMOOLIUTOB K €€ MOBEPXHOCTH.

5.2. dapmakokuHeTHYeCKHe CBOIiCTBA

[Ipn HaHeceHWW Tes HAa KOXY TPOKCEPYTHH OBICTPO MPOHHKAET 4epe3 smuuepmuc, depes 30
MUHYT OOHapy>XHMBaeTcsi B JiepMe, a 4depe3 2 — 5 4acoB — B IMOJAKOXXHOH KMPOBOHM KIIETUYaTKe.
Cucremnas abcopOrus KpaitHe HU3KasI.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA
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6.1. IlepedyeHb BCIOMOraTeIbHbBIX BelIECTB

Kap6omep 940
Tponamuu
HuHarpus snerar
benzankonus xjaopua

Bopna ountiennas

6.2. HecoBmecTMOCTH

He nmpumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHS)

5 ner.

6.4. Oco0Obie Mepbl IPEIOCTOPOKHOCTH NIPH XPAHEHUH
XpaHuTb Ipenapat npu remieparype He Boie 25 °C.

6.5. Xapaxrep u coaep;kaHNe NEPBUYHON YIIAKOBKH

[Mo30r40r,50r,60Tr, 70T, 80 T, 90 r Wwutnt 100 T B afOMUHUEBBIC TYOBI, C BHYTPEHHUM JIAKOBBIM
MOKPBITHEM, JHUTOrpaUpOBaHHONW HApYKHOH MMOBEPXHOCTbIO, MEMOpPaHOW M YIJIOTHSIOIIUM
KOJIBIIOM, C TMOJM3TUJICHOBOM 3aBHHUMBarolIeicss Kpblmkod. Kaxnayro TyOy BMecTe ¢ JIMCTKOM-
BKJIAJBIILIEM ITIOMEIIAIOT B IMAYKy KaPTOHHYIO.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YHUYTOKEHUM  HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara UM 0TX0/10B, MOJY4eHHBIX MOcJIe MPUMEeHEeHHs JIeKAPCTBEHHOI0
npenapara, ¥ Ipyrue MaHUuMyJsIUU ¢ PenapaTom

Het oco6bIx TpeOoBaHMil K yTUIM3ALUY.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHU S

Pecny6nuka bonrapus

BETIIPOM A

2400 r. Pagomup, yn. Oren Ilaucuii, Ne 26
Tenedon: +3592 451 93 00

e—mail: office@danhson.com

7.1. TlpeacraBuTeb JepKaTessi peruCTPALMOHHOIO YA0CTOBEPEeHUs!

IIperen3un HOTDC6HTGJ’ICI>1 HamnpasJIATD 1O aAPECY.

Poccuiickas ®enepanus

AO «IOMNHAHTA-CEPBUC»

142100, MockoBckas oomactb, . [lomonsck, yin. Komcomonbckas, a. 1, ctpoenue 49, momerieHue
1, xomHara 223

Tenedon: +7 (495) 580 30 60

OnexktpoHHas noura: sekretar@dn—serv.ru
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Pecry6nika Apmenus

000 «®APM TPACT»

Anpec: 0014, r. EpeBan, yin. MamukonsiHii, 48
Tenedon/dakc: +374 10 20 34 14
DnekTpoHHas rmoyra: asan-jalalyan@yandex.ru

Pecrrybnuka benapych

[TpencraButensctBo AO « IOMNUHAHTA-CEPBUC) (Poccutickas deneparus)
B Pecriybnuke benapych

Anpec: 220126, . Musnck, nip. [To6enureneit, 1.31, kopmyc 1, mom. 418.
Tenedon: +375 17 270 77 55

OnektponHas nmoyura: hulaknatalya@gmail.com

Pecrryonuka Kazaxcran

000 «JIAHCOH-bI'»

Anpec: 050026, r. Anmartsl, yi. Alituena, 46-18
Tenedon: +7 727 395 91 13.

OnexrponHas noyra: laykal6@mail.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUAA

JITT-Ne(006714)-(PT'-RU), nata peructparuu 29.08.2024

9. KATEI'OPHUS OTITYCKA JJEKAPCTBEHHOI'O ITPEITAPATA)
JlekapCTBEHHBIH IpenapaTa OTHOCUTCS K KaTeropuu OTIycKa 0e3 pelernTa.
OOm1ast xapakTepUCTHKa JIeKapCcTBEeHHOro npenapara TpokcepyTus BII noctynHa B equHOM peectpe

3aperHCTPUPOBAHHBIX JIEKAPCTBCHHBIX CpEACTB EBpa3sMHCKOro SKOHOMHUYECKOTO CO3a U Ha
o(unmanbHOM caiiTe yIoJIHOMOYEHHOT0 OpraHa (3KcrnepTHoM opranusaiun) http://eec.eaeunion.org.
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