Pyrpan

PyTpam® — coBpeMeHHbIi 06e360/11MBatOLLMIA NEKAPCTBEHHbI
npenapat / npenapaT KOMBMHMPOBAHHOM Tepanun 6oau

OpaHa Tabnetka Pytpam® coaepuT paunoHanbHyto
KOMOUHaLUIO aHANbreTUKoB ™
B COYeTaHMM napauetamon 325 me + Tpamagon 37,5 me

NHbopmauna npegHasHayeHa 419 MEeAMLMHCKMX U dapmMaLeBTUYecKMx paboTHWKOB B BuAe
pa3faToyHOro maTepuana npu NpPoBeAeHUN NPOUAbHBIX MEAULUHCKUX UAKN HapMaL,EeBTUYECKMX
BbICTABOK, CEMUHAPOB, KOHOEPEHLMIM N UHBIX NOLO0BHbBIX MEPONPUATU.

* World Health Organization. Cancer pain relief. With a guide to opioid availability. 2nd ed. — Geneva, WHO. — 1996.-70 p



325 mr + 37,5 mr paM ®

®dapmakomepanesmuyeckas epynna: AHanbresupytolee cpeacTBO KOMBVHUpOBaHHOE
(aHanbresmpytoulee CcpeacTBO €O CMELaHHbIM  MeXaHU3MOM [eNCcTBUA + aHajbresupytollee
HeHapKOTUYeCKoe CPeacTBo).

[MoKasaHWA K MPUMEHEeHUI0 - CUMNTOMAaTUYecKoe seyeHne 601eBoro cMHApPoMma cpegHeit U BbICOKOM
VHTEHCUMBHOCTM Pa3NIMMHOM 3TUONOTUMM C [A03UPOBKOM, noabupaemoi no notpebHoCTM, Koraa
»KenaTtesibHO coyeTaHue BbICTPOro Havana v HONbLLIOKN NPOLOIKUTENbHOCTU aHAIbreTUYECKOoro AencTaus.
CuHepruam™*  aHanbreTM4Yeckoro [AeWcTBMA [ABYX aKTUBHbIX BELECTB 1apayemamosa+mpamadon
obecneynBaeT BbICOKYO 3GGEKTUBHOCTb KOMBMHMpPOBaHHOTrO Npenapata Pytpam®, naeT conoctaBumblii
06e360n1BatOWMI SPPEKT U COXPAHAET HOPMAZIbHOE KAYECTBO KU3HM NaLMeHTa.

Mpeumyujecmea mepanuu 604U KOM6UHUPOBAHHLIM Npenapamom 014 nayueHma:

*  bBbicTpoe peiicTBMe - aHanresus HacTynaeT ObicTpo 3a cyeT obesbonmsatowero adpdekra
napaueramona (30 MUHYT)

e  [poNOHrMPOBaHHOE aHaNbresupyioLLee AeiCTBUE — 4/IUTE/IbHOE, MY/ILTUMOAANbHOE BO3AEN-
CTBMeE 3a CYET MeA/IEHHOW abcopbLumm 1 NPOLONKUTENBHOTO NEPUOAA NOYBbIBEAEHUA TPaMa-
nona (6 — 12 yacos)

e Perynupyemas 4yactoTa e}KejHeBHOTrO NPUMEHEHMUA — B COOTBETCTBUM C YpOBHEM 6011 3a cyeT
CHUXKeHHOW GpMKCMPOBaHHOW A03bl TpaMmagona/napaveramona

e  CHMXKeHHbIW PUCK BOSHUKHOBEHMUA NO60UHbIX 3P HEKTOB — 3a CHET CHUKEHHOW [03bl ONMOMAA
B CPaBHEHMM C MOHOMNpenapaTamm

dapmakoanHammyeckmii npodunb™ ** npenapaTa onpesenseTcs Cymmol CBOMCTB ero KomrnoHeHToB. O6a
KOMMOHEHTa npenapaTa WMPOKO NPUMEHAIOTCA B MOHOTepanuu 6011 pasanyHoro reHesa. B cpaBHeHUn
C NPUHATbIMM A03aMU OTAENbHO B3ATbIX MOHOMpPenapaToB (ogHa Kancyna Tpamagona - 50 mr, ogHa
TabneTka napaueramona - 500 mr) cogepaHue Kaxaoro aHasbreTMka B KOMBMHMPOBaHHOM Npenaparte
PyTpam® cyllecTBEHHO HWKe, 4TO 06YyC/laBNMBAET XOPOLUYD MEePEHOCMMOCTb, MEHbLUYH YacToTy
nob0oYHbIX 3PHEKTOB, CHUMKEHHYIO CTeMNeHb NMPUBbIKAHWUA.
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*%* Ananbesa /.M. PaumoHanbHan Tepanus 6011 — KOMBUHALMA aHaNbIreTUKOB
PYCCKMIt MeaUUMHCKMIA XKypHan, 6 mapTta 2004 1., Tom 12, Ne 5

e KomnnemeHTapHas dapmakoknHeTnKa obesbonveaHus
Schnitzer TJ. The new analgesic combination tramadol/acetaminophen. Eur J Anaesthesiol Suppl 2003;28:13-17



®apmakomepanus 6oau

CunbHasa 6onb CunbHble onuounabl
o +/-

B Knaccuueckon cxeme dapmakoTepanuu Bonb He npoxoaut /- HeonuonaHbie

WUAN HapacTaeT AHaNIbreTukun
6onesoro cMHApOMa KombuHauus +/- aAbIOBaHTbI
napayemamon+mpamaocosn ABnAeTca
aHanbretukom Il ctyneHn npu nevyeHuu YmepeHHas 6onb CunbHble onMonabl
601 no Knaccuoukaumm  BcemupHoi bonb He npoxoanT +/- HeonnonaHole

WU HapacTaeTt aHaNbreTukun

opraHvsaumm 3apaBooxpaHeHua (BO3) +/- apbloBaHTbI

Nno CTeneHn BbICOKOro aHasibreTM4yeckoro

noTeHuMana OTHOCUTENIbHO HapacTatowein Cna6as Heonuounptbie
aHaNbreTUKu

MHTEHCUBHOCTM  6ONEBOTO  CUHAPOMA.  Gonb 1 +/- AIBIOBAHTHI

JlecmHuya mepanuu 6oau (BO3)

KombuHMpoBaHHbIV npenapaTt Bnepsble 3apernctpuposaH B8 CLUA B8 2000 r 1 ycnewHo nNpumeHseTcs
B TedyeHue 20 net B CLLA n cTpaHax EBponbl.

B psafe Beaylwmx eBpONEWCKMX CTPaH NpMMeHeHWe KOMOMHMPOBAHHOro npenapata napaueramon +
TPamago/ B HECKO/IbKO pa3 npeobnapaeT Hag NpUMeHeHemM MOHOMpPeNapaToB Tpamazona (No AaHHbIM
IMS Health 3a 2018-2019 rr).

OdhopmneHue peyenma npu Ha3Ha4eHuu Pytpam®

[lns BbINMCKM peuenTa Ha npenapaTt PyTpam® yctaHoBAEHbI 06LLeA0CTYMHbIE U IETKOPEANN3yEMbIe
Ha npaktuke TpebosaHua (Mpukas MuHucTepcTBa 3apaBooxpaHeHua Poccuiickoit Pepepauum
o7 24.11.2021 N 1094H).

PyTpam® HasHauaeTcsa Neyawmm Bpayom pasvyHOW cneuvanusauuv npu 6onesom cuHapome
no ¢popme peuentypHoro 61aHKa Ne 148-1/y-88. Peuent aeictButesieH B TedeHne 15 aHein. Hopma
OTMyCKa He orpaHuyeHa. PyTtpam® noanexut npegMeTHO-KO/MYECTBEHHOMY Y4yeTy Kak
KoMbuHauusa Tpamadon 37,5 me + [Mapayemamon (pasgen |l Mpukasa M3 PO N 183H), HO
He OTHOCUTCA K cnuckam CunbHoAencTByoWmMX U A40BUTbIX Beltects ans uenen ctaton 234 YK PO,
a TakXe K nepeyHto HapkoTuyeckux Cpepcts, [cuxoTponHbix BeliecTB M ux MNpekypcopos,
noAsiexkalmx KoHTpoto B PP; cooTBeTCTBYIOWMNE OFPaHUYUTE/IbHbIE MEPbl U Mepbl YT0/I0BHOTO
B3bICKaHMA K obpauieHuto npenapata Pytpam® He npumeHsitorca. KoHTponb 3a obpalieHnem
npenapata Pytpam® ocyliecTBaAeTca UCKAUUTENbHO Poc3apaBHaA30pOM.

®opma Bbinycka Pytpam® - [ =
mab6nemkKu, NoKpeimole naeHo4Hol l |
|

obono4koli, 325 me + 37,5 me

Ne 10, 30, 60 uau 90.
IpynnMpoBoYHOE HaMMeHOBaHMe:
napayemamon + mpamadon

B rpade Rp peLenTa yKasbiBatoT:

Paracetamoli 325 mg

Tramadoli hydrochloridi 37,5 mg J Gyckaror o peuenTy
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[o3y noabupatoT MHAMBUAYANbHO B 3aBMCMMOCTM OT BbIPaXKEHHOCTU 60/JEBOro CMHApPOMA M oTBeTa
nauMeHTa Ha NPoBOAMMYIO Tepanuio. PekomeHayemas HavyanbHasa Ao3a — 2 Tab. MakcumanbHas CyTOYHasA
[o3a - 8 Tab. UHTepBan mexay npuemamu - He meHee 6 u.
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MNMpowusseaeHo B EBponerickom Cotose no craHgapTy GMP.
CootBeTcTBYeT TpeboBaHuAM «[paBui Hagsexalleil Npou3BOACTBEHHOM NpaKkTUKWM» EBpasuiickoro
3KOHOMMYecKoro cotosa (GMP ceptudmkat MutHnpomrtopra PO).

MpoussoanTens: apmauesTnyeckunii 3asog «Monbdapmar» A.O., Monblua.

Bnageneu, perucTpaumoHHOro ya0CTOBEPEHNA U OpraHu3aLms, NPUHMMaloLWasn npeTeHsmMm notpebutenei:
000 «PuHpapm», Poccus

Appec: 119435, r. Mocksa, bonblioli CaBBUHCKUI nep., 4. 11, noabespg, 2, stax 4

TenedoH/dakc: 8 (495) 933-03-85;

dneKTpoHHan noyTa: drugsafety@rinpharm.com

KpaTkas uHpopmauma o nekapctBeHHOM npenaparte Pytpam®

Per.yaocrosepenue Ne: J1M-Ne(008836)-(Pr-RU).

ToproBoe HaumeHoBaHue: PyTpam®.

FpynnupoBoYHOe HaumeHoBaHWe npenapara: Mapauetamon + Tpamazon.

dopma Bbinycka: TabaeTKu, NOKPbITblE MNAEHOUYHOM 060104KOM, 325 mr + 37,5 mr no 10, 30, 60, 90 TabneTok.
Cocras: 1 TabsieTka coaepuT: Mapauetamon — 325 mr 1 Tpamagon — 37,5 mr u BcnomoraTe/ibHble BeLLecTsa.
MoKkasaHuA K NpUMeHeHuI0: boaeBol CUHAPOM CpeAHel U BbICOKOI MHTEHCUBHOCTU Pa3IMYHOW STUONOTUN.

Cnocob npumeHeHUA U A03bl: BHYTPb, HE3aBUCUMO OT Npuema nuwmn. Tabnetky He pa3nambiBaTb, MPOrOTUTH
LeANKOM, 3anuBan AOCTAaTOYHbIM KoauyectBom BoAbl. [lo3y noabupatoT uHAMBMAyanbHO. MakcumanbHas
CyTO4Han f03a - 8 TabneTok. MHTepBan mexay npuemamu npenaparta Pytpam® - He meHee 6 Yacos.

Pexcum 003uposaHus: B3pocnble u noApocTkM (0T 12 neT M cTaplue) - pekomeHAyemas HavanbHaa Ao03a
cocTasnifeT 2 TabneTku (3KBMBANEHTHO 75 mr Tpamagona 1 650 mr napaueramona).

Mo6ouHble aeiictBuA. bosee uem y 10% nNaumMeHToB Npu HazHaYeHWM KOMBMHaLMM Tpamagona 1 napauetamona
OTMEYAIOTCA TOLWHOTA, FOI0BOKPYIKEHME Y COHAMBOCTb.

MpoTMBONOKa3aHUA: MOBbILEHHANA TMNEepPYyBCTBUTENBHOCTL K 060OMY M3 KOMMOHEHTOB Npenaparta; ocTpas
WMHTOKCUKaUUMA aJIKkorosnem, CHOTBOPHbIMWU npenapatamun, HaAapPKOTUYECKMMMU aHalbretTMkamum, onmouaamum u
NCMXOTPOMHbIM M NpenapaTtamu; 04HOBPEMEHHOE MPUMEHEHME UHIMBUTOPOB MOHOaMMHOKcMAasbl (MAO) u 8
TeyeHve [ABYyX HeAenb MOCAe WX OTMEHbl; TAesnad NevyéHoYHaA HeLOoCTaTOYHOCTb; TAXeNaa no4vevyHas
HeA0CTaTOYHOCTb (KAMpeHc KpeaTuHuHa (KK) <10 mn/muH); aeTckuii BospacT Ao 12 neT (cneuuwanbHbIx
nccnepoBaHunii no oueHke ahdEKTUBHOCTU M 6€30MacHOCTM B AAaHHOW BO3PaCTHOM rpynne He NpPOBOAMIOCDH);
6epemMeHHOCTb; Neproa, rpyAHOro BCKapMAMBaHWA; MUENCUS, HE KOHTPOIMPYEMAn IEYEHNEM.

C OCTOPOXHOCTbIO MaLMeHTaM C OMWOWMAHOM 33aBUCUMOCTbIO, C YepenHO-MO3roBOWM TPaBMOW, MauMeHTam
CK/IOHHbBIM K CyZlOPOXKHOMY CUHAPOMY, C 3a60/1€BaHUAMM KeNueBblBOAALLMX MyTei, naumeHTam B COCTOAHUM
LLIOKa, yrHeTeHMeM CO3HaHWA HeACHOTO reHesa, C HapyLleHUeM AbIXaHUsA UAN YTHETEHUEM AbIXaTe/IbHOro LLeHTpa,
C BHYTPUYEpenHoin runepTeHsvein; Bo Bpema obuieit aHecTesun 3HOAYPaHOM WM AUHUTPOreHa OKCUAOM;
MauyMeHTam C asIKoro/ibHbIM MOPaXKEHMEeM MeyeHu; MauueHTam, CKAOHHbIM K BO3HWMKHOBEHWIO Cy[Opor wau
NPUHYMAIOLWMM [pyrue NeKapcTBEHHbIe Mpenapatbl, MOHUKaloWMe MOpor CyLOPOXHOW FOTOBHOCTM; Mpu
OZIHOBPEeMeHHOM NPUMeHEHWe ONMUOUAHbIX arOHUCTOB-aHTAroHUCTOB (HanbyduH, BynpeHopdUH, NeHTasoLmH).

CpoK rogHoctu: 3 roga.
MonHasa nHpopmauma nsnoxkeHa B UHCTPYKLMUM NO MeSULMHCKOMY NMPUMEHEHUIO, @ TaK)Ke Ha caiTe
www.rutram.ru



