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NeKapCTBEHHOTO npenapara
ATpunna

depfepanbHas cnyx6a Mo Haalopy B Ccdepe 34paBOOXpaHEHMSI B paMKax
MCMONHEHUA TOCYAAPCTBEHHOW DYHKLMM MO MOHUTOPUHIY 6e30MacHOCTM IEKAPCTBEHHbIX
npenapaToB, HaxofsLMXCA B obpalleHUn Ha TeppuTopum Poccuiickoii degepaunn,
[NOBOAUT A0 CBefleHUs1 CyOBLEKTOB 00palleHUss NeKapCcTBeHHbIX cpeacTB nucbMo OOO
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MNHpopmaLMOHHOE MUCBMO

ATpunna, TabsieTKN, NOKPbITbIE MIEHOYHON 060/104KOWA
(TeHohoBMpa gusonpokcun gymapat 300 mr

(B nepecuyeTe Ha TeHOo(OBMPaA AMU30MPOKCUN 245 Mr),
amMTpuumTabmH 200 mr, aaBupeHs 600 mr)

YBaXKaeMble KONNErn.

HacTtodawwmm Komnanusa [uneag vHMOOPMMPYET O HOBOW MHMOpMaLWuK, CBA3aHHOW C 6e30MacHOCTbIO
NnekapcTBeHHOro npenapata (J1M) Atpunna, TabneTkn, NOKPbITble NAEHOYHON 0060104KOW (TeHOGOBMpa
amsonpokeun gymapat 300 mr (B nepecyeTe Ha TeHOMOBMpa AM30NPOKCKMA 245 Mmr), amMTpuymMTabuH
200 wr, acpaBupeH3 600 mr), (PY JIM-003743 ot 19.07.2016 r.).

OG6HOB/EHNE MH(OpPMaL UK Mo 6e30MacHOCTN NPeLCTaBNEHO HUXE:

*  Bkw4eHne nHpopmMaLunm, cBA3aHHOM C B3anMOLeCTBMEM C JIEKapCTBEHHbIMWU npenapaTtamm
MapsoHn wu CoBanban - [llepeyvyeHb OCHOBHbLIX [JaHHbIX O JIeKAPCTBEHHOM rMpenapare
Jep)aTtensa perncrpaunoHHoro ygoctosepenus, NOAJ/IC (company core data sheet (CCDS)),
Bepcua 9

Pasgen «B3anmogencTBaye ¢ Apyrumun nekapcTBEHHbIMU CPeLCTBamum»

CoBMmecTHOe npumeHeHue JIIN FapeoHn (negmnaceup/coocoysup) ¢ SN ATpunna® npneoauT K
nosbiweHnto AUC, Crax W Omin TeHooBupa npubnnsmtensHo Ha 98 %, 79 % wun 163 %,
COOTBETCTBEHHO, MO CPaBHEHWUIO C NpuMeHeHuem TonbKo JIMT Atpunna®. Koppekuna gossl J1I1
ATpunna® nnum FapBoHU He TpebyeTtca. MauneHTobl, nonyyarouime SN FapBoOHWM OLHOBPEMEHHO C
NN ATtpunna®, [OMKHbI HaxOAUTLCA MNOL HabNAeHWEM [AN1F BbIABMEHUA HeXenaTeNbHbIX
peakLnii, cBs3aHHbIX C TEHO(OBMPA AM30NPOKCHUNa ymapaTom.

CoBmecTHOe npumeHeHne J1M  Cosanbgn (cotocbysup) c¢ JIM Atpunna® npueBoauT K
nosbiweHnto Crax TeHOo(oBMpPa NpuUbAN3NTENLHO Ha 25 %, NO CPaBHEHUK C NPUMEHEHMWEM
Tonbko JIM Atpunna®. AUC wun Omin TeHogoBMpa npv COBMECTHOM MPUMEHEHUN C
copocbyBMpoM He u3MeHATCA. Koppekuuun pos3uposku J1M Atpunna® wnm CoBanbiun He
TpebyeTcs.
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BkoueHe MHpopmMaLmMmn o npenaparax, cojepxawmx reHoposupa anapeHamug, - MOANC,
Bepcua 11

Pasgen «BsaumogeiicTBe ¢ ApyriMn NeKapCTBEHHbIMU CPeACTBaMU»

Mpenapat Atpunna® copepXuT 3dasupeHs, aMTpUUUTabUH U TeHo(oOBMpPa AU3ONPOKCUN
(hymapart, nostomy ntobble B3aMMOLECTBMA, KOTOpble HabNofanncb C COOTBETCTBYHOLL UMM
MOHOKOMMOHEHTHbIMW MNpenapataMy, MOTyT BO3HUKAaTb TakXe W MpuU NPUMeEHeHUW npenapara
Atpunna . WccnepgoBaHnsa NeKapCTBEHHbIX B3aUMOLENCTBUI ANA 3TUX BELLECTB NPOBOAWUIUCH
TO/IbKO Y B3POC/bIX.

Mockonbky ATpunna® SBNSETCA KOMOMHMPOBaHHbIM  MNpenapatoM C  (UKCMPOBAHHbLIMYU
[03MPOBKaMN  KOMIMOHEHTOB, €ro He cnegyet TMpUHMMaTb OLHOBPEMEHHO C APYrUumu
NeKapCTBEHHbIMM CPeACcTBaMu, COAepXKawumMu SMTPULMTAOUH WM TeHO(OoBMPA LU30MPOKCUI
(ymapatr. [Npenapat ATpunna® He cnegyer nNpUHMMaTb OAHOBPEMEHHO C ApPYyruMu
NeKapcTBeHHbIMU CpeAcTBamMu, CofepXKaliumm athaBupeHs, KpoMe Tex cyvaeB, Korpga Tpebyetcs
KOppeKuusa [03bl, HarnpuMmep, Npy OAHOBPEMEHHOM MpUEME C puamMnuuumHom (CMm. pasgen
«Cnoco6 NpMMEHEHNSA 1 [03bI»).

MMOCKONbKY 3aMTpULMUTabUH fBNAETCA aHanoroMm UMTuAauHa, npenapat Atpunia® He cnefyet
npMHUMaTL OAHOBPEMEHHO C APYrMMW aHasoramm UUTUAMHE, TaKUMWU KakK flaMUBYAWH.
Mpenapat ATpunna® He cnegyeT NpPUHUMAaTL OAHOBPEMEHHO C afedoBupa AUNMUBOKCUIOM WA
NeKapCTBEHHbIMW CpefCcTBamMu, CoOAep KalmmMy TEHOoBMpPa anaeHamug,.

Pasgen «Ocobble ykazaHus»

OfHOBpPEMeHHOE NMPUMEHEHME C APYTUMU NIEKapCTBEHHBIMU CPeaCcTBamm

MockonbKy npenapat ATpunia® fsnseTcs KOMOUHUPOBaHHBLIM NpenapaTtom C (PMKCUPOBAHHbLIMU
[LO3MPOBKaMUN TpeX akKTUBHbIX KOMIMOHEHTOB, €ro He cfiegyeT MNpPUHUMaTb O4HOBPEMEHHO C
APYTMMUN  NIeKapCTBEHHbIMW CpPeACcTBamMu, COAepXalwuMmu Te e aKTUBHble KOMMOHEHTHI,
amMTpuumMTabuH wnnm TeHooBMpa Ausonpokcun ¢ymapat. lNpenapat ATpunna® He cnepyert
NpUHMMaTb OLHOBPEMEHHO C APYrMMW  fleKapCTBEHHbIMW  CpPeAcTBamu, cofepXxawumu
ahaBMpEH3, KpOMe Tex C/yvaeB, Korfga TpebyeTcd KOppeKkuusa [03bl, Harnpumep, C
puamnuumHom (cMm. pasgen «Cnocob NpUMEHeHUs 1 A03bI»).

MMOCKONbKY 3MTpuLMTabuH ABMAETCA aHanoroM UMTWaMHa, npenapat Atpunna® He cnegyet
NPpYHUMaTb OLHOBPEMEHHO C APYrUMMW aHanoramum UUTUAMHA, TaKUMUK, KakK NamuByAuH (CM.
pasgen «B3anmopgeincTene ¢ Apyrumm nekapcTBEHHbIMU cpeacTBaMu»). Mpenapat ATpunia® He
cnegyeT NpUHMMAaTb OLHOBPEMEHHO C afedoBupa AUMUBOKCMAOM WU JIEKAPCTBEHHbLIMU
cpefcTBaMu, cogepxkalimmm TeHohoBUpa anageHamug,.

BkntoyeHue nHopmauum o Bammogencteum ¢ J1MN ankniosa - MO4J1C, Bepcua 12

Pasgen «B3aumopgencTBme ¢ ApyrumMm neKapcTBEHHbIMU CPeACcTBamm»

CoBMmecTHOe npumeHeHne J1MN 2nknw3a (Bennatacemp/coocoysup) ¢ /1M Atpunna® npneoant
K nosbiweHnto AUC, Crax n Omin TeHotoBupa npmubnansmtensHo Ha 81 %, 77 % wn 121 %,
COOTBETCTBEHHO, NO CPaBHEHUIO C NpuMMeHeHueMm Tonbko JIM Atpunna®, a Takxe NpuUBOAUT K
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cHmwkeHnto AUC, Crax WM Omin BennaTEcBupa npubnunsntensHo Ha 53 %, 47 % wn 57 %,
COOTBETCTBEHHO, MO CpPaBHEHMIO C TMpuMeHeHuem TonbkKo JIIT 3nknwos3a. CoBMeCcTHOe
npumMeHeHune JI Atpunna® 1 3nkK03a He peKoOMeHAyeTcs.

Pa3gen «Ocobble yKkaszaHus»
CoBMecTHOe npumeHeHWe Bennartaceupa/coocbysupa ¢ JIN ATtpunna® He peKoMeHAyeTcs, Tak
KaK KOHLEeHTpauuu Bennaracsvpa B nnasme, rnociae COBMECTHOrO NPUMEHeHUs ¢ 3¢aBUpPEH30M,

NMOHUXaeTcA, 4To npuBoauT K CHUXEHUIO TepaneBTUYECKOIO adexTa
Bennataceupa/cogocbyBnpa (CM. pasgen «Bsaumogenctsme ¢ APYrUMU  NTIEKAPCTBEHHbIMU
CpeacTBaMm»).

Mpy BO3HUKHOBEHUWN JOMONHUTE/bHLIX BOMPOCOB OTHOCUTENIbLHO MH(OPMAaLUN, BKIKOUYEHHOW B AaHHOe
nucbMo, noxkanyiicta, HanpaensiiTe nx B OO0 «[uneag CaileHcu3 Pawax», ucnonb3ys cnegytouine

KOHTaKTHble faHHbIEe:
00O «runeap CalieHcus Pawa»
115035 Poccus, MockBsa, yn. CafoBHuYeckas, 82/2, BusHec-napk «Aspopa»

Ten.: +7 (495) 641 18 04
E-mail: drussafetv.russia(®.2ilead.coT

C yBaxkeHunemM.

CTaplumnii MeHefXep Mo perncTpaumm nekapcTBeHHbIX CPEACTB,

OmuTtpuin KOLWwKoB



