INOCTAHOBJIEHHUE
0 HaJ10keHuHU mTpada no aeay Ne 4-14.3-746/00-08-17
00 aIMMHNCTPATHBHOM NPABOHAPYIICHUHU
«12» mas 2017 . I. MockBa

3amecturens  pykoBogutenss — DenepalbHOW  aHTHUMOHOIOIBHOM  CITyXObI
KamesapoB A.b., paccmoTrpeB mpotokon u Matepuansl gena Ne 4-14.3-746/00-08-17 o6
aJIMUHUCTPATUBHOM TIpaBOHAPYIICHUH, BO30ykJaeHHOro B oTHomeHMH AQO «CepBbe»
(ampec: yn. Jlecnas, n. 7, . Mockga, 125047, OT'PH 1027700348961, UHH 7710149544,
KIIIT 770501001, nara peructpamuu: 23.10.2002),

YCTAHOBUJI:

Pexmama nekapctBeHHoro nmpemnapara «/lerpanekc»  pacnpocTpaHsiiach  Ha
tenekaHanax «TB-3 Poccus», «IlepBoiit kanan», «Poccus 1», «IlerepObypr — 5 kanamy,
«TB-Lentp-Mocksa» B peBpane — utosne 2016 roza.

B pexiiaMHOM poJIMKe IEMOHCTPUPYETCSI:

1) B Buneopsae ¢ 1 mo 10 cexynay — paboune OynHU JeByIIEK, MPOPeccusi KOTOPhIX
COTIpsDKEHA C UTUTENIbHON Harpy3Koi Ha HOTH (JIEKTOp, MapuKMaxep, COTPYAHHUK oduca);

2) B Bugeopsiae ¢ 11 cexkynnel mo 12 cekyHay - H300paKeHHMS HOT JIEBYIIEK C
yKa3aHHEM Ha CHUMIITOMBI, KOTOPbIE€ OHHM OIIYIIAIOT — TSKECTh, OTEK, OOJb, U CIIOCOOBI
CIIPAaBUTHCS C TAHHBIMH CUMIITOMaMH (pa3MHHKA MBI, cOpoc Tydenp);

3)B Bumeopsne ¢ 12 mo 14 cexkyHay - yIakoBKa JIEKapCTBEHHOIO CpEACTBa
«[lerpanekcy» ¢ yrBepxkaenueM «Benotonuk Ne 1 B Mupe!*», conmpoBok1a€MOM CHOCKOM.

B *cHocke ykaspiBaercs: «Ilo nanHeiM «Ail Om OC Xenc» cpeau BEHOTOHMKOB
(pnmeGoTpomHBIX TpemaparoB) CHUCTEMHOTO JCUCTBUS MO J0J€ TPOJAX B JICHE)KHOM
BBIpAKEHUU (€BpO) B TeueHHe nepporo kpaprana 2015 roga Ha rogoBoil OCHOBE HA MUPOBOM
(bapMaleBTUYECKOM PBIHKEY;

4) B Buzmeopsiae ¢ 15 mo 25 cexkyHny — rpaduueckoe M300paxKeHHe BEHO3HOTO
KJlanaHa, TaOJeTKHA, MHUKPOHU3MPOBAHHBIX KOMIIOHEHTOB «JleTpajnexca», m MeXaHH3M HUX
JIEWCTBHS HA BEHO3HBIN KJIallaH, KOTOPBIE COMMPOBOXKIAIOTCS CIIEIYIOIIMMHU CHOCKAMU:

c 19 cexynnpl mo 22 cekyHay - *bbicTpee AEHCTBYIOT — IO CpPaBHEHHIO C
HEMUKPOHU3UPOBAHHBIM JTHOCMUHOM;

c 22 cexyHnsl o 24 cexyHny - *[lo manubiM rccnenoBanus «CpaBHeHHe abcopOIuu
mukpoHusupoannoro (Hadmon 500 wmr/[derpanekc) u HemukpoHu3upoBaHHOro 14C-
JMOCMUHA TI0CJIE IEPOPANBHOIO MpreMa TallIeTOK y 3A0POBBIX JOOPOBOJIBLIEB MPY MOMOLIU
MaccC-CIeKTPOMETPUHM C YCKOPHUTENIEM M METOAA >KUIKOCTHO-CHUHTHISALMOHHOTO CYETay,
astopsl: P.K. I'apuep, JIUK.B. I'apuep C. I'peropu, M. Barram, A. Kanawm, [I. Jleonr; Canp-
XarToH, Benukoopuranus; Kyprnan @apmaneBTHUEeCKUX HaykK, Bbiyck 91, 32-49 ctp., 2002
roa,

5)B Buueopsae ¢ 25 cekyHIbl mo 27 CeKyHAy — H300paKeHHUE IIararliux C
YABIOKOH J1eBYIIICK;

6) B Bumeopsne ¢ 27 mo 29 cexkyHAy - YyIaKOBKa JIEKapCTBEHHOTO CpEACTBa
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«/lerpanekc» B conpoBoxaeHun yreepxaeHus «Benotonuk Ne 1 B mupe!* MAKCUMYM
JUISL 30pOBBSl BAILIMX HOT!» M COOTBETCTBYIOIIAs NOsACHAIOMmAs cHocka «llo maHHBIM «A#
OMm OC Xenc» cpeau BEHOTOHUKOB ((py1eOOTPOMHBIX MpenapaToB) CUCTEMHOTO JACUCTBUS T10
JI0JIe IPO/IaK B JIEHE)KHOM BBbIpayKEHUU (€BpO) B TeueHue nepsoro kpapraia 2015 rona Ha
roJI0BOM OCHOBE Ha MUPOBOM (hapMalleBTHUECKOM PBIHKEM.

BI/II[eOp}II[ PCKIaMbl KOMMCHTHUPYCTCA OT UMCHH I'CPOUHDB POJIMKA U JUKTOpaA:

«Bce Bpemss Ha Horax? He mnpucsny. BsikiageiBatoce no makcumymy. llpu
npobiemMax ¢ BeHaMU HaM HY>KHO CPEJICTBO Takke padoTaroliee no-Makcumymy. BeHoToHNK
Ne 1 B mupe! [erpanexc. Ilpuunna npoGieM ¢ BEeHaMH — CHUXKEHHME BEHO3HOIO TOHYCA,
IOpUBOJALIEe K HapylIEHUIO PadOThl BEHO3HBIX KJIAMaHOB W 3aCTOI0 KpoBU. bmaromaps
MUKpPOHHM3allMu 5 KOMIIOHEHTOB JleTpajnekca ObICTpee NEHCTBYIOT Ha MPUYMHY, MOBBIIIAS
BEHO3HBIII TOHYC, CHOCOOCTBYS CHSTHIO OTE€Ka, OOJIM W TsKecTH B Horax. Jlerpaniekc.
MakcuMyM JU1s 310pOBbs BalllUX HOT!».

B cootBercTBUM ¢ peructpanuoHHbM yrmoctoBepeHueM II Ne 011469/01 ot
26.06.2009 «/lerpanekcy 3aperucTpUpoBaH B Kau€CTBE JIEKaPCTBEHHOI'O Iperapara.

Hcnons3oBaHHOE B pekname yTeepxkaeHue « Benoronuk Ne 1 B mupe!» B oTHOmIeHUM
JIEKapCTBEHHOro Impenapara «JleTpanexkc» yka3plBaeT Ha IPEBOCXOACTBO JAaHHOIO
npenapara B CPaBHEHUH C APYTMMH BEHOTOHUKAMHU, TOCKOIbKY «Ne 1» mozmpa3zymeBaert, uro
peKIaMUpyeMblid Mpenapar sBISETCS NEPBbIM M3 YHUCIAa JIPYTUX OAHOPOIHBIX TOBAPOB,
oOnanas 6osee BBICOKMMH JOCTOMHCTBAMHU U IIPEUMYIIECTBOM IE€PE HUMHU.

[Ipu wucnonb30BaHMM B peKiIaMe KaKUX-TUOO CPaBHUTEIbHBIX XapaKTEPUCTUK,
KOTOPBIE YKa3bIBAalOT Ha IPEBOCXOACTBO TOBApa IEPE] TOBAPAMU HMHBIX IPOU3BOAUTEICH
(«ryummii», «Nel» u mp.), JOJIKHBI ObITH YKa3aHbl KPUTEPHUH, 110 KOTOPBIM OCYLIECTBIISIETCS
CpPaBHEHHUE U KOTOpPble 000CHOBBIBAIOT JAHHOE YTBEPKJICHHE.

B pexname ytBepxknenue «Benoronuk Ne 1 B Mmupe!*» nosicHsieTcsi CHOCKon™*:

«ITo narapM «Ail OM DC Xernc» cpenu BEHOTOHUKOB ((h1e0OTPONHBIX MPEnaparon)
CHUCTEMHOTO JICUCTBUS IO J0JI€ MPOJaX B ICHEKHOM BbIpaKEHUU (€BPO) B TEUCHHUE NIEPBOTO
kBaptaia 2015 roga Ha rogoBoi OCHOBE Ha MUPOBOM (hapMalieBTUUECKOM PHIHKEY.

Bmecte ¢ TeM TEKCT CHOCKHM BBIMIOJHEH MEJIKUM MIPUEGTOM, pas3MeIleH Ha
1/30 mutomiam kaapa v JAEMOHCTPUPYETCS B PEKJIaMEe JIBAXK/IbI B TEUCHUE TPEX CEKYH/I.

dopma U yclOBHSA pa3MEUIEHHUs B PEKJIaM€ TEKCTa JAaHHOW CHOCKHM HE MO3BOJISAIOT
NOTpeOUTENIM BOCHPUHATH (MPOYUTATh) TEKCT C KPUTEPHUSIMHU, OOOCHOBBIBAIOIIUMU
yTBepkaeHue Ne 1, BBHAy Menkoro mpu@ra U KpaTkoro BPEMEHH I0Ka3a, B OTIMYHE
oT nH(OpPMaLIUU O TMEPBEHCTBE BEHOTOHMKA «JleTpanekc» B MHpe, KOTopas B peKiiaMme
MPUBOIUTCS KPYITHBIM MIPUGPTOM B HA KOTOPOH (PUKCHPYETCs BHUMAaHHUE OTPeOnTENeH.

@dopManbHOE NPUCYTCTBUE B pEKIAME KPUTEPHs, IO KOTOPOMY IPOBOIMIIOCH
CpPaBHEHHE BEHOTOHUKOB, HE TO3BOJSET MOTPEOUTENI0 BOCHPUHUMATH MOSCHSIOLINE
PEKJIAMHOE YTBEpXKJCHHUE CBEIECHHUS M HE MOMKET paccMarpuBaThbCsl KaK MX HaJIW4MeE,
COOTBETCTBEHHO (PAKTUYECKU NOTPEOUTENN JAHHYIO HH(DOPMALIMIO HE MOy Yallu.

Bmecte ¢ Tem wuH(poOpMmalus O KPUTEPUSX CpPaBHEHHS BEHOTOHHKOB SIBIISETCS
CYILIECTBEHHOM ISl paCKpBITHs CMbICIa yTBepkaeHUsT « Benoronuk Ne 1 B mupe!», ogHako
dbopMa TPETOCTABICHHSI JAHHBIX CBEJACHWN TaKOBa, YTO OHW HE BOCIPHHUMAIOTCS
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noTpeOuTeNsIMU U (PaKTUYECKH B peKJIaMe OTCYTCTBYIOT.

B cnywae, korga ycioBus, SBISIOIMIMECS CYIIECTBEHHOW WHGpOpMaren s
norpeOuTenei, 0TCyTCTBUE KOTOPOH CIIOCOOHO 0OMaHyTh UX OKUIAHHs, C(HOPMHUPOBAHHBIE
pexsamMol, (GopMarabHO HPUCYTCTBOBAJIM B peKiIaMe, OAHAKO (opma mpeacTaBICHUS
CBEJICHUI TaKoBa, YTO JaHHAas MH(OpMAIMsi HE MOXKET OBITh BOCHPUHSATA MOTPEOUTEISIMH,
ClleflyeT TpHU3HaBaTh, YTO JAHHBIC CBEACHUS HE OBUIM JTOBEACHBI JJIS HEONpPEAETIEHHOTO
Kpyra JIMIl HaJUIe)KalluM 00pa3oM, B CBS3H C YeM MOTPeOUTENs (HaKTUIECKH HE TOyUIT
TaKylo CYIIECTBEHHYIO HH(POpMAIIHIO.

CoOOTBETCTBEHHO, MOTPEOUTENM HE TMOJIYy4YaloT MHPOpPMAIMI0 O KpPUTEPHSX
CpPaBHEHHUS, Ha OCHOBAHHWU KOTOPBIX YTBEPXKIAETCA O TMPEBOCXOACTBE JEKAPCTBEHHOI'O
npemnapara «Jlerpanekc» HaJ IPyrMMH BEHOTOHHKAMH, YTO MCKAXKACT CMBICT pEKJaMbl H
BBOJUT NOTpeOuTeNeH B 320y KIeHNE.

Opnako, asg mpuoOpeTeHus: KakuM-In0o ToBapoM craryca «Nely» HeoOXxoaumo
HaJM4M€ OCHOBAaHWM, IMO3BOJSAIONIMX CYIUTh O TakoM craryce. K TakuM OCHOBAaHMSIM,
MOKHO OTHECTH, HallpUMep Toj] BbIXoJa IpernapaTa Ha PBIHOK, JaTy TrOCydapCTBEHHOMN
perucTpanuu npenapara u mp.

B pekname sekapcTBeHHOro mnpenapara «Jlerpanexc» B BUAY HEBO3MOKHOCTH
BOCIIPUATHS TOSICHAIOIIEH CHOCKM OTCYTCTBYET YKa3aHWE Ha KPUTEpUN, Ha OCHOBAHUH
KOTOpOro cjemnaHo yTBepxkaeHue «Benotonuk Ne 1 B mwmpe!», COOTBETCTBEHHO,
HEBO3MO)KHO YCTAHOBUTH OOOCHOBAaHHOCTb TOIO, 4YTO JIEKAPCTBEHHBI Impenapar
«/lerpanekc» nencTBuUTENbHO SABISIETCS «Ne 1)» Ha pBIHKE JIEKapCTBEHHBIX IIPENapaToB —
BEHOTOHUKOB.

Hcnonbs3oBaHne CpaBHUTEIBHOM XapakTepucTUKH «Benoronuk Ne 1 B mwupe!» B
pekiame 6e3 yka3aHusi KOHKPETHOTO KpUTEpus, 0 KOTOPOMY OCYIIECTBISIETCSI CPABHEHHUE,
03Ha4YaeT BO3MOXHOCTh MPOBEICHUS TAKOTO CPABHEHHUS IO JTF0OOMY KPUTEPHIO.

Tak, commacHO naHHbIM [OCymapCTBEHHOrO peecTpa JIEKAPCTBEHHBIX CPEACTB HA
PBIHKE CYLIECTBYET P APYTMX BEHOTOHUKOB, 3APETUCTPUPOBAHHBIX PaHEE JIEKAPCTBEHHOIO
npenapara «Jlerpanexcy:

JIEKapCTBEHHBIN Npenapar «BeHapyc» 3aperucTpupoBaH B KaueCTBE JIEKAPCTBEHHOTO
npemnapara 01.04.2008 3a nomepom JICP-002282/08;

JeKapcTBeHHBIN npemapar « TpokceBazuny - 25.03.2008 Ne [T N012713/01;

JIEKapCTBEHHBIN mpenapar « AHTuctakey - 23.03.2009 Ne [T NO15635/01;

nexapcTBeHHbIN npenapar « TpokcepyTus 3entuBay - 13.08.2008 Ne IT NO15161/01.

COOTBETCTBEHHO MO JaT€ PErucTpaluu Ipenapara B KayeCTBE JIEKAPCTBEHHOI'O
JIeKapCTBEHHBIN Tpenapar «JleTpanekc» He obnamaer ctarycom Nel Ha peIHKE BEHOTOHUKOB.

[Ipy paHHBIX OOCTOATENBCTBAX YKa3aHHME HA MPEBOCXOACTBO JIEKAPCTBEHHOTO
npenapata «Jlerpanekc» HaJ MHBIMH HAXOASIIUMHCS B 000pOTE BEHOTOHHWKAMM SIBIISIETCS
HEKOPPEKTHBIM ¥ BBOJUT TMOTpeOUTENe B 3a0lyXKI€HHE OTHOCUTEIBHO TaKOTO
IIPEBOCXO/ICTBA.

B cootBercTBuu ¢ nmynkrom | yactu 2 crateu 5 ®enepanbHoro 3akona «O pexaame»
HEZ00POCOBECTHON NpU3HAETCS pPEKJIaMa, KOTOpasl COACPKUT HEKOPPEKTHBIE CpaBHEHUS
PEKJIAMUPYEMOTO TOBapa C HAXOASIIMMHUCS B 000OpOTE TOBAapamH, KOTOPhIE MPOU3BEIACHBI
JPYTUMU U3TOTOBUTEIISIMU WIH PEATU3YIOTCS APYTUMHU TIPOAABIIAMH.
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B cootrBerctBuu c wacteto 7 cratbu 5 denepanbHoro 3akoHa «O pekiiame» He
JIOMYCKaeTCs peKiiaMa, B KOTOPOW OTCYTCTBYeT 4YacTh CYIIECTBEHHON WH(pOpMaluu O
pEKIaMUpPYyEMOM TOBape, 00 YCIOBHSIX €ro MPHOOPETEeHUs WM WCTOIb30BaHUS, €CIU MPU
ATOM UCKAXXAETCsl CMBICT MHGOPMAIIMH M BBOASTCS B 3a0TyK/I€HNE TOTPEOUTENIN PEKIIaMBI.

Takum oOpazom, B pekjame JIEKapCTBEHHOro mpemapara «/lerpanexcy,
pacnipocTpansBiielics B ¢eBpane — wutone 2016 roma B adupe TtenmekananoB «TB-3
Poccusy, «llepsbiit kanam», «Poccus 1», «IlerepOypr — 5 kanam», « TB-Llentp-Mocksay,
HapyleHbl IyHKT 1 wactm 2 cratem S5, 4acte 7 crareu 5 @PenepalbHOrO 3aKOHA
«O pekitamey.

N3 pexnamMHOrO poJIMKAa CIEAyeT, 4TO Mpodeccuss U pPEeKUM pabdoThl JIEBYIIEK
COTIPSDKEHBI C UIMTENBHOM HAarpy3Koil Ha HOTH, M JEBYIIKH BCJIEJCTBHE IMPOOIEM C BEHaMU
UCTIBITHIBAIOT HEMPHUATHBIE CUMIOTOMBI: TSKECTh, OTEK, 0ojb B Horax. Jlamee ciemyer
YTBEP)KIEHUE, YTO NpH IMpoliieMax C BEHaMHU HYKHO CpEACTBO, paboraroliee Io-
MaKCHUMyMy, @ MIMEHHO BeHOTOHHMK Ne 1 B Mupe — JleTpanekc. 3areM IpOMCXOAUT ONUCAHUE
OPUYMH BO3HUKHOBEHHS MpOOJIIeM C BEHAMHU M MeEXaHW3Ma JICUCTBUS KOMIIOHEHTOB
JIEKapCTBEHHOI'O Mpenapara ¢ yKa3aHUEM Ha TO, YTO «5 KOMIIOHEHTOB JleTpasnekca ObicTpee
JeMCTBYIOT Ha NMpUuMHYy». Pekiama 3aBepiuaercss n300pakeHHEM SHEPTUYHO IIararouinx
reporHb PEKJIAMHOIO POJIMKA CO 37A0pPOBBIMM Horamu, U (paszoii «/lerpanexc. Makcumym
JUIS1 37TOPOBbsSI BAIIUX HOT!».

B pexname BHuMMaHue mnorpebOuteneil ¢ukcupyercs Ha ToM, 4To «Jlerpanexcy
ABIISIETCA CPEICTBOM, pPAOOTAIOMIMM I0-MAKCUMYyMY, KOMIIOHEHThI KOTOpPOTO ObIcTpee
JICMCTBYIOT Ha MPUYUHY MPOOJEM C BeHaMHu Onarogaps X MHKPOHH3AIMH, YTO TO3BOJISIET
CZeJIaTh MAaKCUMYM JUISl BO3BPALLEHUSI HOraM 3/I0POBBSI.

JlanHble  YTBEpXKAECHHUS  TapaHTUPYyeT OBICTpOE  MOJIOKUTEIbHOE  JEHCTBHE
JeKapCTBEHHOIro mpenapara «Jlerpajekc» Ha NpUYMHY HpoOiIeM ¢ BEHaAMM U €ro
3(pPEKTUBHOCTD B NOBBIIIEHUU BEHO3HOTO TOHYCA, CHATUH OTeKa, 00N U TSHKECTH B HOTaX.

CommacHo TonkoBOMy C€J0Bapro0 KHBOIO BEJIUKOpYcCKOro si3pika B. [lans cimoBo
rapaHTHs O3HAYaeT pPydaresbCTBO, MOPYUYUTENBCTBO, IOPYyKa, OOECIEYEHbE, 3aBEPEHUE,
CJIOBO TapaHTUPOBATh - B 3HAUEHUHM FapaHTUPOBATh YTO, OOECIEUUTh, PyUaThCsl, 3aBEPUTH,
00€30MacuTh, MOPYIUTHCS.

CormacHo cioBapio (E¢pemosa T. @. Hoswiii crosape pyccrkoeo sazvika. Tonkoeo-
cnosoobpazosamenvhuiti. — M.: Pycckuti sazwvix, 2000) rapantuss — 5T0 oOecreueHue
OCYIIECTBJICHHS, HUCIOJHEHUS  Yero-i.; TMOPYyYUTEIbCTBO, TO, YTO MOATBEPXKIACT
OCYIIIECTBJIEHUE, UCTIOTHEHUE YEero-JI.

CnoBO OBICTPO B PYCCKOM SI3BIKE MOYKET HMCIIOIH30BAThCSI B 3HAYCHUH MPEANKATHBA,
TO €CTh 4acTH peuu, UCIIONIb3yeMOM B KauecTBe CKa3yeMoro u
0003Ha4aoIIeH MPOIIECC, COCTOSHUE WM KaYeCTBO, BOCIPUHHMAEMOE KaK COCTOSIHHUE.
CHUHOHUM MPETUKATHUBA - KATETOPUS COCTOSTHUSA.

CnoBo «ObICTPO» B 3HAYEHHUH NPEIUKATUBA MPUMEHUTENBHO K ACHCTBUIO Mpenapara
«/leTpasniekc» Ha MpUYMHY MpPOOJIEM C BEHAMH SIBISIETCSI KQYECTBEHHOM XapaKTepUCTUKOU
JecTBUA Mpernapara Kak ObICTPOTo.

COOTBETCTBEHHO YTBEPXkKACHUE «...5 KOMIOHEHTOB JleTpasiekca ObicTpee NEeHCTBYIOT
Ha MPUYMHY...» 3aBEPSET NOTPeOUTENEH B TOM, YTO JEWCTBUE JIEKAPCTBEHHOTO Ipernapara
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«/leTpasiekc» HacTymuT OBICTPO, TEM CaMbIM TapaHTHPYS TOJOKHUTEIBHOE JCHCTBHUC
npemnapata u ero 3p(GEeKTUBHOCTD B JICHCTBUU Ha MPUYUHY MTPOOJIEM C BEHAMU.

CornacHo nyHkTy 8 yactu 1 crarbu 24 ®enepanbHoro 3akoHa «O pekiame) pekjiama
JIEKapCTBEHHBIX CPEACTB HE JIOJKHA TapaHTUPOBATH IOJOXKHUTENIbHOE JEWCTBHE OOBEKTa
pEeKIaMUpPOBaHUs, €ro 6€30MacCHOCTh, 3(P(PEKTUBHOCTH U OTCYTCTBHE NOOOYHBIX JEHCTBHM.

C yuyeToM U3I0KEHHOIO B pEKJIaMe JIEKApCTBEHHOIo Ipemnapara «JleTpanekcy,
pactipocTpansBiielics B ¢eBpane — wutoiae 2016 roma B adupe TtemekananoB «TB-3
Poccus», «llepsbiit kanam», «Poccus 1», «IlerepOypr — 5 kanam», « TB-LlenTp-Mocksay,
HapyleH yHKT 8 yacTtu 1 crareu 24 denepanpHoro 3akoHa «O peknamey.

B aymuopsine pexnamHoro ponmka cooOmiaercsi: «bmarogapsi MHUKpOHU3aUHA S
KOMITOHEHTOB [[eTpaiiekca ObicTpee AEMCTBYIOT HA MPUUUHY» (npuUM. - BEHO3HBIN TOHYC).

[Tpu 3TOM BHIEOPSIT CONPOBOKIAETCS CHOCKAMMU:

c 19 cexkynmpl mo 22 cekyHay - *beicTpee AEHCTBYIOT — IO CpPaBHEHHUIO C
HEMUKPOHHU3UPOBAHHBIM JITUOCMUHOM;

c 22 cexyHzsbl o 24 cexyHny - *[lo manubiM rccnenoBanus «CpaBHeHHe abcopOIuu
MukponusupoBaHHoro (Hadmon 500 wmr/llerpanekc) u HeMmMuKpoHU3MpoBaHHOTO 14C-
JIMOCMHHA TIOCJIE TIEPOPATHLHOTO MpreMa TaOJIETOK Y 3I0POBBIX JOOPOBOJIBIIEB ITPH TOMOIIX
MacC-CIIEKTPOMETPUU C YCKOPUTENIEM KU METOMAA >KUJIKOCTHO-CUUHTUIISIIUOHHOTO CUETay,
aBtopel: P.K. TI'apuep, JIJK.B. I'apuep C. I'peropu, M. Barram, A. Kanawm, [I. Jleour; Cannu-
XarrtoH, BenukoOpurtanus; XXypuan @apmaiieBTHUeCKUX HayK, BeITyck 91, 32-49 ctp., 2002
TOI.

B cBoux o6OwsacHenusx AQO «CepBbe» yKas3blBaeT, YTO MHKPOHU3HPOBAHHBIC
KOMIIOHEHTBhl JMOCMHHA JIEUCTBYIOT OBICTpEE B CpPaBHEHMH C HEMHKPOHU3UPOBAHHBIM
JTMOCMHUHOM CO CCBUIKOM Ha uccienoBanne «CpaBHEHHE a0COpPOLMH MUKPOHU3HPOBAHHOTO
(dadnon 500 mr) u HemMukpoHU3upoBaHHOTO C-TUOCMHUHA TOCIE MEPOPATHHOTO MpHeMa
Ta0JIETOK Yy 370POBBIX JTOOPOBOJIBIEB MPU TTOMOIIH MACC-CIIEKTPOMETPHH C YCKOPUTEIEM U
MEeTOAA >KUKOCTHO-CUMHTUIUISIMMOHHOTO cuetay, aBropel P.K. I'apuep, /I2K. B. I'apuep, C.
I'peropu, M. Barram, A. Kanam, n. Jleonr, Cann-XartoH, BemukoOputanusa, XypHan
dapMmaneBTHUECKUX HayK, BoITyck 91, 32-40 ctp., 2002 rox.

AO «CepBbe» yKa3plBaeT, 4YTO COMIACHO BBIBOJAM JIAHHOTO HCCJICIOBAHUS
YMCHBIIICHHE pPa3MEpPOB YACTHUI], JOCTHTAeMOE B TIPOIECCE MHKPOHU3AIMH, YITydIIaeT
abcopOuu0 JTUOCMHHA U CIYXUT (apMaKOKMHETUYECKUM OOBSICHEHHEM  JTyuIlei
KIuHUYecKkod A (GeKTUBHOCTU (npum. TO CPaBHEHHIO C HEMHUKPOHU3UPOBAHHBIM
JTMOCMHUHOM).

OcHoBbIBassiCh Ha JaHHBIX BbIBOJaX AO «CepBbe» 3aKIIOUACT, YTO YMCHBIICHHUEC
pasMepOB YaCTHII, JOCTHracMO€ B IMPOIECCe MHUKPOHHU3AIIMH, YIYYIIaeT BCACHIBAEMOCTH
npernapara, 4To CBHCTEIbCTBYeT O OoJjiee OBICTpOM JCHCTBHMM Nperapara Ha MPHUUHY
3a00J1€BaHU.

Taxxe B cBoux o0bsicHeHUsIX AO «CepBbe» yKa3blBaeT, YTO COIIACHO UCCIIEI0BAHUIO
«DapmakoIMHAMUUYECKHE CBOMCTBA M TepamneBTHueckas sddexkruBHocTh Jlerpanekca 500
mr», aBtopel P. bapbe, M. Amuens; CepaeuHO-COCYAUCTBIA U IYJbMOHOJIOTUYECKUIL
rocriutans Jlyu [panens, Jluon, ®@panuus,Phlebology Suppl., Beimyck 2, 41-44 ctp., 1992
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roJl «IEepBbIil MpueM pazoBoil 103wl 2 Tabmetku Jlerpanekca 500 Mr JOCTOBEPHO YCHIIWI
BEHO3HBIII TOHYC K KOHIly NMEPBOI0 4Yaca M Ha MPOTSHKEHMM NOCIEAYIOIUX 4 4acoB», UTO
MOATBEPKIAET BHICOKYIO CKOPOCTh HACTYIUIEHUS TepaneBTUYecKoro 3 dexra.

Onnako mpencrasiennbie AO «CepBbe» HCCIEIOBAHUS HE MOTYT OBITh IMPUHSTHI B
KauecTBE JI0Ka3aTeNbCTB OBICTPOTHI AeiicTBUs mpemnapata «/lerpanekcy, mockosnbky AO
«CepBbe» HE NPENOCTABUIO JOKYMEHTAJIBHOIO IOATBEPXKJIEHUS TOTO, YTO JAHHBIE
uccienoBaHus 0100peHsl MHUHHMCTEPCTBOM 37ApaBooxpaHeHus Poccuiickoil ®enepanuu, a
TAaKKe pe3ylbTaTbl JAHHBIX HCCIEAOBaHUM, Ha Kotopble ccbuiaeTcss AO «CepBbe» He
OTpa)kCHbI B MHCTPYKLIMHU 10 IPUMEHEHHUIO Npenapara «Jlerpanekc.

Mexny Ttem «@PapMakOKMHETUKa» M3y4yaeT KHUHETUYECKHE 3aKOHOMEPHOCTH
IIPOLECCOB, MPOUCXOAAIIMX C JIEKAPCTBEHHBIM IIpenaparoM B opraHusme. JlaHHble
IPOLIECCHl MOTYT OBITh OIMCAHbI C IOMOIIBIO Psiia MapaMeTPOB, KOTOPbIE XapaKTEPU3YIOT
CKOPOCTh MCYE3HOBEHHs Ipenapara U3 OpraHuzMa IyTeM OuoTpaHchopMalud U
BBIBE/ICHMSI, CKOPOCTb MTOCTYIIJIEHUS €r0 U3 MECTa BBE/ICHUS B KPOBb M CKOPOCTb BBIBEACHUS
C MOYOH, KajoM, CIIOHOM W Jp. Ha ocHoBaHmM MaHHBIX O (DapMAaKOKMHETHKE TOTO WU
MHOI'O Tpernapara OINpeleNsioT J103bl, ONTUMAJIbHBIM MyTh BBEJIEHUS, PEKUM MPUMEHEHUS
npenapara v MpoJOJIKUTEIbHOCTD JICYEHUS.

CornacHO bBOJBIIOMY TOJIKOBOMY CIIOBAapiO COBPEMEHHOro pycckoro s3bika JI.H,
VYmakoa ABCOPBILUSA (wnmu ABCOPIILA), abcopOuun, scen. (nam. Absorptio) (ecm.) -
IONIOIIEHHE, BCACBIBAHUE, PACTBOPEHUE.

BcackiBanue - 3T0 mpouecc MOCTYIUIEHHs JIEKApPCTBEHHOIO BEIIeCTBa M3 MecTa
BBEJICHUS B KPOBb U, Hapsi/ly C paclpeiesieHueM, METab0IM3MOM U BBIBEJEHUEM, OTHOCUTCS
K OCHOBHBIM (hapMAaKOKMHETUYECKUM IpOLEcCaM, IPOUCXOIAUIUM C JIEKapCTBEHHBIM
IpernapaToM B OpraHu3Me. BcacblBaHME XapaKTEpU3yeTCsl CKOPOCTBIO U CTENEHBIO
BcachlBaHus (OMOAOCTYNMHOCTHIO). CTeneHb BCACHIBAHHUS - KOJIMUYECTBO JIEKAPCTBEHHOTO
BeuiectBa (B % WM B J0JISX), KOTOPOE MONAAAaeT B KPOBb IMPHU PA3NMUYHBIX CIOCO0AX
BBEJICHUSI.

Takum 00pa3oM, CKOpPOCTh M CTCIICHb BCACHIBAaHUS JICKAPCTBEHHOI'O BEIIECTBA
SIBJISTFOTCSI OTHUMU M3 TTOKa3aTee OMOXUMHUYECKON TpaHC(hOopMaIii MOJICKYI JeKapCcTBa B
OpraHu3Me W HE CBHJCTEIBCTBYET O OBICTPOTE JEHCTBUS TIpermapara Ha MPUYHHY
3a00J1€BaHu.

COOTBETCTBEHHO  IIOKa3aTeId  BCAChIBAEMOCTH  JICKAPCTBEHHOIO  Mpenapara
«/leTpasiekc» He MOTYT CIYXHT OCHOBAaHHMEM [UISI YTBEPXKICHUS O OBICTPOTE
TEpANEeBTUYECKOTO JIEUCTBUS HA BEHO3HBI TOHYC.

B wuHCTpyKIIMM 1O NPUMEHEHMIO JIEKapCTBEHHOTO Tipemnapara «J/lerpanekc» B
nojapaszesne «DapmMaKkoIMHAMUKA» CKa3aHo, 4qTo «JleTpanekc oOnagaer
BCHOTOHU3UPYIOIIUM U  aHTHONPOTEKTUBHBIM CBoWcTBamu. llpemapar ymeHblIaeT
PACTSKUMOCTh KalWJUISIPOB U TOBBIIIAET UX PE3UCTEHTHOCTh. Pe3ynbTarhl KIMHUYECKHUX
MCCIIEIOBAHUH TOATBEPKIAAIOT (PapMaKOIOTHYECKy0 aKTUBHOCTh IIpernapara B OTHOIIICHUH
MoKa3arejied BEHO3HOM reMoguHaMuku. CTaTUCTUYECKH JOCTOBEPHBIA J10303aBUCHUMBII
abdext mnpemapara JleTpanekc ObUT MPOIEMOHCTPUPOBAH IS CICAYIOIIMX BEHO3HBIX
MJIETU3MOTPAPUIECKUX TapaMeTPOB: BEHO3HOW €MKOCTH, BEHO3HOM pacTIKUMOCTH,
BPEMEHU  BEHO3HOTO  OMOpOKHEHWs. OnTUManbHOE  COOTHOIICHUS  J103a-dPdeKT
HaOoMaeTcs npu npueme 2 TabieTok. JleTpanekc MoBbIMIAST BEHO3HBIA TOHYC: C TTIOMOIIIBIO
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BEHO3HON OKKIIIO3MOHHOW MieTu3Morpaduu ObUIO TOKa3aHO YMEHBLIEHHE BpEMEHU
BEHO3HOTO ONOPOXXHEHUS. Y TMALMEHTOB C TPU3HAKAMHU BBIPA)KEHHOIO HapyLICHUS
MUKPOLMPKYJISALMY, MOCIE Tepanuu npenaparoM /lerpanekc ormedaercs (CTaTUCTUYECKU
JIOCTOBEPHOE, 10 CPaBHEHMIO C IUIale0o0), MOBBIIIEHHE KaNWUISPHOW pPE3UCTEHTHOCTH,
OLICHEHHOW METOZOM aHruocrepeomeTpuu. JlokazaHa TtepamneBTHUecKas 3(PPEeKTUBHOCTH
npenapara JleTpajiekc npu JeUeHUH XPOHUYECKUX 3a00JIeBaHUI BEH HUKHUX KOHEUHOCTEH,
a TaKXe MpH JICUEHUH FEMOPPOs».

B nogapasnene «®apmakoKHMHETHKa» COOOIIAETCS O MOPSIIKE BBIBEICHUS Mpernapara
13 OpraHu3Ma.

B paznene «Crnoco6 npuMeHeHHs U J103bD» YKa3aHO, YTO MPOAOKUTEILHOCTh Kypca
JICYCHUS MOXKET COCTABJIATh HECKOJBKO MECsIIEeB (BILUIOTH /10 12 MecsIeB).

Takum oOpa3oM, yKa3aHHbIE B HMHCTPYKLUHMHU IO NPUMEHEHHUIO JIEKaPCTBEHHOTO
npenapara «Jlerpanekc» JTaHHbIE HE SBISIOTCA IHOATBEP)KIECHUEM OBICTPOTHI JIEHCTBUS
[penapara Ha CHU)KEHHE BEHO3HOI'O TOHYCA.

[Tpu 3TOM HazeneHue JEKapCTBEHHOTO IMperapara CBOWCTBOM OBICTPOTO JAEHCTBUS U
3¢ (HEeKTUBHOCTH HE OCHOBAHO Ha MPUHIUIIAX JIOKA3aTEIbHON MEAUIIMHBI.

COOTBETCTBEHHO B pEKJIaM€ JIEKAPCTBEHHOIO Ipemnapara «Jlerpanekc» conmepxarcs
HE COOTBETCTBYIOIIME JEHCTBUTEIBHOCTU CBEICHHUS O OBICTpOTE NEHCTBUS Mpemnapara Ha
BEHO3HBIM TOHYC, TAKXKE KAK M O IPEUMYIIIECTBE CBOMCTB MUKPOHU3UPOBAHHOIO IIperapara
«/lerpanekc» (ero KOMIOHEHTOB) 110 CPAaBHEHUIO ¢ HEMUKPOHU3UPOBAHHBIMU ITpernapaTaMu
10 OBICTPOMY JEMCTBHIO Ha BEHO3HBIN TOHYC.

B coorBeTcTBuM ¢ nyHkTOM 2 yactu 3 ctarbu 5 denepanbHoro 3akoHa «O pekname»
HEIOCTOBEPHOM IIPU3HAETCS peKllaMa, KOTopas COACPKHUT HE COOTBETCTBYIOLIUE
JEMCTBUTENBHOCTH CBEIECHUS O JIOOBIX XapaKTepUCTUKaX TOBapa, B TOM YHCIE O €ro
npupozie, cocTaBe, crnoco0e U Jare W3rOTOBJIEHMs, Ha3HAYE€HUH, HOTPEOUTENIbCKUX
CBOICTBaxX, 00 YyCJIOBHUAX NPUMEHEHHS TOBapa, O MECTE €ro IPOUCXOKICHUS, HAIUYUU
cepruuKaTa COOTBETCTBUS WM JCKJIAPAllMd O COOTBETCTBUHM, 3HAKOB COOTBETCTBHS H
3HAKOB 00pallleHusl Ha PhIHKE, CPOKAX CIIy>KOBbI, CPOKAX TOJHOCTH TOBapa.

B coorBercTBuu ¢ nynkrom | wactu 3 crareu 5 @enepanbHoro 3akona «O pexiaame»
HEJOCTOBEPHOM MPHU3HAETCS peKjIamMa, KOTopas COAEPKUT HE COOTBETCTBYIOLIUE
JEUCTBUTEIPHOCTH CBEACHUS O TMPEUMYIIECTBAX pEKIaMHPyeMOTO ToBapa Tiepea
HAXOJALIUMUCS B 000pOTE€ TOBapamH, KOTOpPbHIE MPOU3BEACHBI JAPYTUMHU HM3TOTOBHUTEISIMU
WJIN peaI3yIOTCS IPYTUMU MTPOJaBIIaMHU.

CornmacHo yactu 6 crarbu 24 ®enepanbHoro 3akoHa «O pekiname» COOOIIEHHE B
peKJiaMe O CBOMCTBAX M XapaKTEPUCTHKAX, B TOM YHCIE O CIMOCO0ax NPUMEHEHHUS U
UCMOJIb30BaHUs, JIEKAPCTBEHHBIX IPENapaTtoB M MEIULUHCKUX W3JEIUNA JIOMyCKaeTCs
TOJABKO B IMIpeleNax IIOKa3aHUil, COAEpKAIIUXCS B YTBEPKACHHBIX B YCTaHOBJIEHHOM
NOpSAKE HMHCTPYKIMAX TIO TNPUMEHEHHWI0O H  HCIOIB30BAaHHIO TaKUX  OOBEKTOB
PEKIaMHUPOBaHUSI.

C yuyeToM WH3I0KEHHOIO B pEKJIaMe JIEKapCTBEHHOro Impemnapara «Jlerpaiekc»
pacnpocTpansiBielics Ha TenekaHanax «TB-3 Poccus», «IlepBwiit kanam», «Poccust 1»,
«IlerepOypr — 5 kanam», «TB-Llentp-MockBa» B eBpasie — utone 2016 rona Hapy1ieHbl
NyHKTHI 1, 2 yactu 3 crateu 5, yacth 6 cratbu 24 denepanbHoro 3akoHa «O pexnamey.
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B coorBercTtBUM ¢ yacTthio 6 crarbu 38 DenepanbHOro 3akoHa «O pekiaMmey
peKIamMoJareNlb HECeT OTBETCTBEHHOCTh 3a HApyIICHHE TPEOOBaHMIA, YCTAaHOBIECHHBIX
yacTsMu 2-8 crarbu 5, yactamu 1, 6 crarbu 24, denepanbHoro 3akoHa «O pekaamer.

Pexnamonarenem ykazanHoi pexnambl siisietcss AO «CepBbe» (ampec: yi. Jlecnas,
n. 7, . Mocksa, 125047, OI'PH 1027700348961, UHH 7710149544, KIIIT 770501001, nara
peructparuu: 23.10.2002).

B cootBerctBum ¢ wacteto 5 crareu 14.3 Komekca 00 aaMUHUCTPATUBHBIX
MPABOHAPYILLICHUAX Poccuiickon Oenepanuu HApYILLICHUE YCTaHOBJICHHBIX
3aKOHOJATENIbCTBOM O peKJlaMe TpeOOBaHMM K pekiiaMe JICKapCTBEHHBIX CPEJCTB,
MEIUIIMHCKUX HU3ACIUN U MEAUIMHCKUX YCIYT, B TOM YHCJIE METOJOB JICUCHMs, a TaK¥Ke
OMOJIOTMYECKN aKTUBHBIX JT00ABOK BIICYET HAJOKEHUE aJMHUHHCTPATHBHOTO mTpada Ha
IOPUANYECKUX JIUI] OT ABYXCOT THICSY JIO0 MATUCOT ThICSY pyOIIeH.

AO  «Cepsbe» UMEJIO  BO3MOXHOCTh JUig  COOMIoneHus  TpeOoBaHUM
3akoHomarenscTBa Poccuiickoit ®Denepanuu o pexiname, ogHako OOmECTBOM HE ObLIH
IPUHSITHI MEPBI IO COOJIOCHUIO €r0 TPEOOBAHUM.

Takum oOpazom, ycranosieHa BuHa AO «CepBbe» B HapylICHUU 3aKOHOJATEIHLCTBA
Poccuiickoit ®@enepanyu O pekilaMe INPU PacCHpOCTPAHEHUM PEKJIAMBI JIEKAPCTBEHHOIO
npenapara «Jlerpaiiekc» pacnpocTpaHsiiach Ha TenekaHanax «TB-3 Poccus», «llepsbiii
kaHam», «Poccus 1», «IletepOypr — 5 kanan», «TB-Llentp-MockBa» B ¢eBpane — utoje
2016 rona.

PykoBozacTBysick myHkToM 1 wactu 2 crareu 5, nmyHkrtamu 1, 2 yactu 3 crartbu 5,
4acThio 6 cTaTbu 24, 4acThio 7 CTaTbU S, MyHKTOM 8 4yacTu 1 crareu 24, yacThio 6 ctatbu 38
@enepanbHoro 3akoHa or 13.03.2006 Ne38-d3 «O pekmname», 4dactbto 5 cratbu 14.3
Konekca Poccuiickoit @enepanyn 00 aIMUHUCTPATUBHBIX MPAaBOHAPYILIEHUSIX.

IHOCTAHOBWUJI:

1. IIpumenuts k AO «CepBbe» MEpbl aIMUHUCTPATUBHON OTBETCTBEHHOCTH B BHUJIE
mTpada 3a HapylIIeHHe 3aKOHOIaTeIbCTBa 0 pekiiame B pazmepe 200 000 pyoset.

2. Cymmy mtpada HaJIeKUT YIUIATUTh 110 CJIEAYIOIMIUM PEKBU3UTAM:

[Tonyyarens: Y®OK mno r. Mocke (DdeaepanbHas aHTUMOHONOJNbHAS CIyx0a

1/c 04731001610)

bank nomyyarens: ['Y banka Poccuu no [IOO

WNHH 7703516539

KIIIT 770301001

BHK 044525000

Pacuetnsiii cuetr 40101810045250010041

KBK 161 1 1626000016000140

OKTMO 4538 0000

Cornacio mnyHkty 1 crateu 32.2 Komekca Poccuiickoit ®enepanuu 00
aJMUHUCTPATUBHBIX TIPABOHAPYIIICHUSAX aJIMUHACTPATUBHBIN MTpad J0JDKEH ObITh yIUTaYeH
JIUIOM, TIPUBJICYEHHBIM K aIMUHUCTPATUBHONW OTBETCTBEHHOCTH, HE TMO3/IHEE IIECTUIECITH
JHEW CO JTHA BCTYIUICHHUSI TTOCTAHOBJICHUS O HAJIOKCHHHM aJMUHUCTPATUBHOTO mTpada B
3aKOHHYIO CHJIy JH00 CO JHS KCTCUCHHS CpPOKa OTCPOYKH HJIM CpOKa pPacCpPOUKH,
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npeaycmoTpeHHbix cratbedt 31.5 Koaekca Poccutickoit deneparuu 06 aIMUHUCTPATUBHBIX
MIpaBOHAPYILIEHUSAX.

B TpéxnHeBHBII CpOK CcO JHA ymiuarel mTpada mpockda TMpPeACTaBUTH B
®denepalibHYI0 AaHTUMOHOMNOJBHYIO CHyXO0y HaajiexaluM o0pa3oM 3aBEepeHHbIE KOIMUHU
MIaTEXHBIX JOKYMEHTOB (110 3JeKTPOHHO#i mo4dte sirazutdinova@fas.gov.ru, delo@

fas.gov.ru).

B coorBerctBun ¢ nmynkrtom 1 crarbu 30.3 Konmekca Poccuiickoit denepauun 00
aJIMUHUCTPATUBHBIX MPABOHAPYLICHUAX MOCTAHOBIEHUE MO Jielny 00 aIMUHHCTPaTHBHOM
IIPaBOHAPYILIEHUH MOXXET OBITh 00)KaJIOBaHO B TEUEHHE JI€CATU CYTOK CO JHS BPYUEHUS WU
NOJly4Y€HUs KONMU TMocTraHoBieHus. JKamoba Ha TMOCTAaHOBIEHHWE 1O Jiedy 00
aIMAHUCTPATHBHOM TIPAaBOHAPYIICHUH TOMAETCS BBIMIECTOANIEMY JODKHOCTHOMY JIHILY
1100 B ¢yl B mopsiake, mpexycMoTpeHHoM miaBoid 30 KoAIl POD.

3aMeCcTUTeNb PyKOBOIUTEINS A.b. KameBapon
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