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Denepanbhas  AHTHMOHONONBHAS ¢ a accMoTpena
3A0 «BUOKAIl» ot 03.11.2015 Ne B»24&20JI§K30 mﬂl;ocy mamasm(;?:::ﬁzg:;
JICKAPCTBEHHBIX  MPEMaparoB, HMEIOMMX  MEXAYHApOAHOE  HENATeHTOBAHHOE
HauMeHoBaHHe «IJlaTHpaMepa aueTa™», B JEKAPCTBEHHOMH dopme «pacTBOp N
TO[IKOXKHOIO BBEAEHHA» C PasHBIMH O3MpOBKAMH 20 Mr/mu, 40 Mr/MI K coobuaer
cnefiyrolee.

Cornacro mynkry 1 Ionoxenus o ®enepansioli AHTHMOHONOMBHOMN cmyxbhe
YTBEPRACHHOTO moctaHomienneM [lpasuremscra Poccmiickoii  Penepaium m:
30.06.2004 Ne 331, Mepepansnas aHTHMOHONIONBHAS cmyx6a (PAC Poccun) apnsetcsa
YNOIHOMOYEHHBIM thenepansanM OpraHom HCHONHHTENLHOM BIACTH,
OCYWECTRASIONIMM (YHKUHE [0 NPHHATHIO HOPMATHBHBIX NpaBOBBIX aKTOB n’
KOHTPOIO 33 COOMOMNEHMEM aHTHMOHONONBHOTO 32KOHOJATETECTES, 3aKOHOJATeNLCTRA
B clepe J/IeATENBHOCTH CyOBEKTOB  eCTECTBEHHAIX MOHONOJNHH, B cdepe
TOCYAApCTBEHHOIO PpEryTHpoBaHUs UeH (TapudoB) ma ToBapm (ycryrh), peKaaMa,
KOHTPOJIO 34 OCYNICCTBICHHEM MHOCTPAHHBIX MHBECTHLMH B KO&RECTBEHHHé
ofImecTBa, HMEIOUIMe CTPaTerHyecKoe 3HadeHKe s obeciedeH s 06OpoHK cTpaHk! 1
6e30MacHOCTH  rocymapeTBa, KOHTpOJEO (namopy) B cdepe rocynapcteeHHOrO
ofoporHoro 3akaza, B chepe 3aKymox ToBapoB, pabor, Yeryr i obecriedeHHs
TOCYNAPCTBEHHBIX H MYHHIMNATLREIX HyI H B cdlepe 3aKymnok TOBapOB, pabot, ycuyr
OTACILHBIMH BHAAMH IOPHAMYECKHX JIHI, a TAKKe [0 COMACOBAHHMIO MpHMeHEHHs
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3aKPBITHX CIocobOR onpee/eHns MOCTABIMKOB (MOAPAITHKOB, HCITONHHTENEH ).

B cooreercteun ¢ nysxrom 1 crarsm 4 ®enepansHoro saxona o1 26.07.2006
Ne 135-®3 «O 3amure KoHKypeHUMH» (Ianee — 3aKoH O 3almIMTe KOHKYPEHLHH) 110/
TOBApOM MOHHMAaercs 00BEKT rpaKJAHCKHX NPas, NMpeJHa3HAYEHHBIA JUIS NpojaXH,
06MeHa WK MHOTO BBejieHH A B 060pOT.

Cornacio nyrkry 3 crarey 4 3akoHa © 331MTe  XOHKYPeHUMH 1101
B3aMMO3aMEHAEMBIMH  TOBADaMM TOHHMMAIOTCA TOBAphl, KOTOpBlE MOryT ORITB
CPAaBHHMBI MO HX (JyHKLUHOHANbHOMY HA3HAYEHHIO, MPUMEHEHMIO, Ka4ECTBCHHBIM W
TEXHHYeCKMM XapaKTEpPHCTHKaM, LleHe R JpYrHM NapaMerpaM Takum oOpasom, 41O
npuobperarent ACHCTBHTENLHO 32MEHAET HiM TOTOB 3aMEHHTH OIMH TOBap IpYIHM
NpH NoTpebIeHuH.

OGopoT nekapcTBeHHBIX CpelcTB Ha TepputopHH Poccuiickol Degepannu
perynipyerca ®enepanbHbiM 3akoHoM ot 12.04.2010 Ne 61-03 «O6 obpauiernu
NeKapeTBeHHBIX cpencTs» (JManee — 3akon ob obpalieHHy NEKapCTBEHHBIX CDEICTB),
cormacio 4acth | crareM 13 koToporo neKapCTBeHHBIE Npernaparkl BBOLATCA B
rpaxknadcknii  ofopor Ha Tepputopuu Poccuitickoli  @QegepaliMM, ecnid  OHH
3aperHCTPHPOBAHEL COOTBETCTBYIOLIMM YNOAHOMOYEHHEIM (elepalibHbiM OPraHOM
HCNIONKHHTENLHOH BIACTH. CrenopaTensHo, JIeKapCTBeHH b npenapar,
3apETHCTPHPOBAHHBIN B COOTBETCTBUHM € 3aKkoHoAarenscTBoM Poccuiickoit Denepaiiny,
ABIIAETCA TOBAPOM B KOHTEKCTE AHTHMOHOMONBHOTO 32KOHO/ATENLCTRA.

Cornacno nynkty 2 crarsd 4 3akona 06 ofpamieHHH JTeKapCTBEHHBIX CpelCTB
apmanenTHieckye cybCcTaHmH ABNAIOTCA NEKADCTBEHHBIMYE CPENCTBAMM B BHIC
OIHOTO WM  HECKONBKHX  00jajaommx  (apMakoJOrHYecKoW — AKTHBHOCTBEO
AeHCTBYIOUIMX BELIECTB BHE 3aBHCHMOCTH OT NPHPOIBI MPOMCXOXIEHHS, KOTOphIE
npejlHasHaYeHsl s [NPOH3BOACTBA, M3rOTORJIEHHS JIEKapCTBeHHBIX MpenapartoB H
ONPENengioT HX 3PPeKTHBHOCTS,

B cuny nyukra 16 cratbu 4 3akona 06 obpanieHHH JleKapCTBEHHBIX CPEICTR
MEXIyHapoAHOE HemareHTopaHHoe HaumeHosanme (MHH)  nexapcreenHoro
CpeACtTBa— 9TO HaMMeHOBaHWe JeficTByiolllero BemiecTBa  (apMaleBTHYeCKOH
cyBeTannuy, pexomenjosanyoe Beemypholi oprannsalune 3npapooxpasenus (BO3).

CornacHo nonoxenusm BO3 nog MHH nonumaloTes (apmalieBTiuecKue
cyOCTAHUMM HIH AKTHBHBIE (JapMalleBTHYeCKHEe HHIPEIMEHTHI, HMEIOLIHE YHHKANbHbIE
obuienpusHanHbie  HauMeHosaHus. [lockoneky MHH  orpaxaer  csoiictsa
dapmanepTHyeckoii cyGCTAHINY WIH AKTHBHOIO (apMaleBTHYECKOTO HHIPEIHEHTa,
BCE JIeKAapCTBEHHBIE CpEJCTBA, HMelomme ofnHakoBoe MHH, nomkHpr OmITh
IKBHBANIEHTHLIMH,

Cneposartensio, MHH  nexapctseHHOro  mipenapara  yKalpiBaeT  Ha
tbapManesTHYecKyio cybeTanumio (HeficTryiollee BelecTBO), KOTOpas CONEDKHTCH B
COOTBETCTBYIOLUEM JIeKapCTBEHHOM [Ipenapate ¥ onpenenseT ero 3¢deKTHBHOCTE.

Cornacro nyHxty 24 ¢rated 4 3akona o6 ofpauieHud NexkapcTBEHHBIX CPeAcTs
nol  3QEeKTHBHOCTLIO NekapcTBEHHONO Npenapara MOHUMAETCH XapaKTepHCTHKA
CTENeHH MNONOKHTEeNLHONO BIHSAHHA JeKapCTBEHHOIO Mperiapata Ha  TedeHHE,
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NPOJOMKHTENBHOCTE 3a6oneBaHua WM €ro npeloTBPallleHHE, peabuiMTalHIO, Ha
COXpaHEHHE, NPENOTEPANEHIE HIH Apepbipatne bepeMeHHOCTH.

Takum  obpaszom, MHH nexapcTBeHHoro mpenapara ABIAETCA €00
(yHKUMOHANLHON XapaKTepHCTHKOH K onpejeseT noTpefHOCTE 3aKa3uHKa.

3aka3yMK IIpH OMHCaHMKH OOBEKTa 3aKyNMKH JIO/KEH pYyKOBOACTBOBATHCH
®egepanbibiM 3axonom ot 05.04.2013 Ne 44-03 «O koHTpaKTHO# cucTeMe B cihepe
JaKyNOK TOpapoB, pabor, yeuyr jmis  obecneyeHHs TOCyIapcTBEHHBIX M
MYHHLMNANBHEIX HY®I» (Jajee — 3aKOH 0 KOHTPAKTHOH CHCTEME), COTITACHO NYHKTY |
yacTH 1 cTaren 33 koToporo onucanHe oOBeKTa 3aKyNku JODKHO HOCHTB
00bEeKTHBHBIA XapakTep M BIJIIOYATh (YHKIMOHANBHBIE, TEXHHIECKHE H KaYECTBEHHBIE
XapaKTepHCTHKH, 4 TAKWKE IKCIUTYATAIIHOHHBIE XapaKTEPUCTHKH 06beKTa 3aKyNKH (mpH
neobxoarMocTH). B onucanue 06beKTa 3aKyTIKH He OIKHBI BKII0YaThCs TpeboBaHHA
WIH YKa3aHH% B OTHOLIEHHH TOBAapHBIX 3HAKOB, 3HAKOB OGCHYXHBaHHA, QHPMEHHBIX
HAMMEHOBAHWiH, [4TCHTOB, MOJIe3HHIX Mofened,, NpOMbILUIEHHBX 06pasiios,
HAWMEHOBAHHE MECTa NPOHCXOXKJICHMA TOBapa WM HaBMEHOBAHHE NMPOM3BOJMTENS, a
TaiKe Tpebogamwa Kk ToBapaM, MuGopMauuH, paboTaM, YCIYram NpH YCIOBHH, YTO
TaKne TpeGoRaHuA BIEKYT 3a coboH orpaHHYeHHE KONMUYECTBA YYACTHHKOB 32KYIIKH, 3a
HCKJTIOUEHHEM CIIyYaes, eclii He HMeeTcs apyroro crnocoba, obecneunsarniero Gonee
TOYHOE W 4YeTKOe ONHMCAHHe XapakTepHcTHK obbekTa 3akynku. Ilpu  stom
obsi3aTeNbHBIM yCIOBHEM SBIAETCS BKIOYEHHEe B OMHCaHMe OObexTa 3aKynkd CIIOB
«WJIM 3KBHBANIEHTY, 32 HCKIIFOYEHHEM ClIy4aeB HeCOBMECTHMOCTH TOBapOR, HA KOTOPBIX
pa3MelllalOTCs  JApyrHe ToBapHele 3HakM, MW  HeobXomumoctu — obfecnedenus
B3aHMOJIEHCTBHA TAaKHX TOBAPOB C TOBAPAMH, MCHOJB3YEMBIMH 3aKa34YHKOM, a Takke
cIydaeB 3aKyMoOK 3allacHBIX 4acTefl W pacxomHblX MAaTePHANOB K MalllMHaM M
000pYI0BaHHIO, HCMOJL3YEMbBIM 3aKa3d4MKOM, B COOTBETCTBHH C TeXHHUYECKOH
NOKyMEHTAllMell Ha yKajaHHBle MammHel ¥ obopynosanne. B cinyuae, ecnn obbnexrom
3aKyTIKH ABIHIOTCSA JIeKapCTBeHHBIE CPEICTBA, B COOTBETCTBHH ¢ MyHKTOM 6 Hactu |
cratbd 33 3axkoHa O KOHTPAaKTHOH CHMCTeMe J[OKYMEHTALHA o 3aKynke [0JiKHA
couepkath yKaszaHHe Ha MENKAYHAPOJHble HENaTeHTOBAHHbIE HAWMEHOBaHHA
NEKAPCTBEHHLIX CPeACTB MM [PH OTCYTCTBHH TAaKMX HaWMEHOBAHHMI XHMHYECKHe,
rPYNIHPOBOYHEIE HAHMEHOBAHHSA, 38 HCKIIOUYEHHEM 3aKYIKH JIEKAPCTBEHHBIX CPEJICTB,
BXO/IAILIMX B [epedeHb JIeKapCTBeHHBIX CPEACTB, 3aKYIIKa KOTOPhIX OCYILECTBISETCH B
COOTBETCTBHH C MX TOProBbHIMH HAHMEHOBAaHHAMH JIHOO TPy OCYMIeCTRICHHH 33Ky
NeKapCTBEHHLIX MpenapaToB, KOTOpble HeOOXOMHMBI JUIS Ha3HEMeHHS NalMeHTy [pH
HATHYMH  MEIHUMHCKHX TOKa3aHHH (MHIMBHIYalbHAas HENEPeHOCHMOCTh, [0
JH3HEHHBIM ITOKA3aHHAM) 110 PEIIeHHIO BpaieOHOH KOMHCCHH.

Taxum obpasom, ykasanue (1) MHH unu mpH ero oTcyTcTBHH XHMHYECKOTO
b0  TPYNIHPOBOYHOINO  HAMMEHOBAHMA  JIEKAPDCTBEHHOrO  mpenapara, (2)
AeKapcTBEHHOR ¢opmel o (3} L03HPOBKH (C yKasaHHEM BO3MOMCHOCTH [TOCTABKH
IKBHBAlIEHTA) ABIAETCS HEOOGXOAWMEIM H JIOCTATOYMHBIM YCJIOBHEM HAEHTHOUKALMHK
NeKapCTReHHOro npenapara (3a WCKMOYEHHeM TMpEnaparoB, 3aKynka KOTODHIX B
COOTBETCTBHH C WX TOPrOBBIMH HAaUMEHOBAaHMAMH JIONYCKaeTCs 3akoHOM O
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KOHTPAaKTHOH cHCTeMe).

DAC Poccuu OpHIEPKHBAETCA MOIHIHH, 9TO DPAUIHYHBIE [JOIHPOBKH
JIEKAPCTBEHHBIX PENAapaToB ceNyeT CYHTATh B3aHMO3aMEHAeMBIMH, €CIIH CYILEeCTBYET
BO3MOXHOCTE HX KPaTHOTO conocraeneHHs. PasHble NeKapcTBeHHbie (OPMbI MOTYT
¥MEeTh OAMHAKOBbIE IIYTH BBEICHHA H OBITH CONOCTABUMBIMH MO TEPANEBTHYECKOMY

addexry.
Takum ofpaszom, nexkapcTBeHHble mpenapathl ¢ omwHakoBeiMd MHH,
B3aHMO3aMeHAEMBIMH NIeKApCTBEHHBIMH dopmamu, B3aHMO3aMEHACMEBIMH

NO3MPOBKAMH M Pa3HLIMHM TOPrOBLIMH HAHMEHOBaHUAMM IJIA LejieH rocyapcTBeHHBIX
33aKyTNOK CllelyeT OTHOCHTD K B3aHMO3aMeHAEMbIM JIEKAPCTBEHHBIM [IpenapaTam.

CornacHO CBeNEeHMSAM DOCY[AapPCTBEHHOTO PEECTPA NeKapCTBEHHEIX CPENCTE,
BeJIeHHe KOTOPOTO MpejycMoTpeHo crarheil 33 3akoHa 06 obpaleHHn NeKapcTBEHHBIX
cpencre, nog MHH «InatHpamepa aueTaT» 3aperMCTPHpPOBAHbI JIEKaPCTBEHHBIH
Npemnapar ¢ TOProBeIM HauMeHoBanWeM «Konakcon-TeBa» (Tesa @apmatieBTHYECKHE
Ipennpustis JItn., Mspauns) B nexkapcTBeHHOH (OPME «pacTBOp Ui MOILKOKHOTO
BBElieHMs» W Josuposke 20 Mr/MI M nexapCTBeHHBIH TpenapaT C TOPrOBBIM
HaumenopanneM «Komaxcon 40» (Tesa ®apmanestudeckue Ilpeanpustus., JIto.,
W3pauns) B nekapcTBeHHOH (opMe «pacTBOp IS TIOAKOKHOIO BBEJSHHD: H I03UPOBKE
40 mr/mn.

Takum obpaszoM, mexapcTBeHHBIH npenapat «Konakcon-Tepa» W eKapcTBeHHbIR
npenapar «Konakcon 40» umetor oannaxosele MHH, oamnakoBsie nexapcTBeHHBIE
(OPMEI, COMOCTABHMBI IO COCTaBY BCTIOMOTATelbHBIX BElIECTB, HO PA3lIH4YHBl MO
KOJIHYECTRY aKTMBHOTO BEIleCTBa, colepkamerocs B 1 MA pacTeopa.

BMmecte ¢ TeM CpaBHHTENbHbIH aHAIM3 IBYX HHCTPYKUMH [0 [pHMEHEHHIO
NIeKapCTBEHHBIX TIPENapaToB 1A MeAHIIMHCKONO NMPHMEHEHUS [I0Ka3all Cleyiowiee.

JlexapcTeennble  npenaparkt  «Konakcon-Tesa» u «Konmakcon  40»
NpelHa3HaqeHsl 8 JIe4eHHs PelHIHBHDPYIOUIE-PEMHTTHPYIOIIEIO pPAacCesHHOIo
CKi€po3a (anf  yMeHBINEHHA 4acTOThl o0DOCTpeHMH, 3aMeNNeHHA pa3BUTHA
HHBATHAH3HPYIOLLHMX OCTOXHEHHH).

Tpu atom nexapcTeenHniit npenapar «Konakcon-Tesa» BBOAWTCA OJHH pa3s B
CYTKH exe/IHEBHO, B TO BpeM# Kak NlekapcTBeHHbIH npenapat «Konakcon 40» BBOAMTCH
3 pasa B Henemo. OIHOBpPeMEHHO B HHCTPYKLMM MO IPUMEHEHHIO JIeKapCTBEHHOTO
npenapara «Konakcon 40» B paznene «hapMakoTHHAMHMKa» YKa3aHO, 4TO «IpAMOM
cpaBHMTENbHEI aHATH3 3(h(heKTHBHOCTH H Ge3omnacHOCTH npenapara B mose 20 Mr/mn
(npH exenHeBHOM BBeaeHHH) B 40 Mr/mi (mpH 3-X KpaTHOM exeHeIenBHOM BBEJCHHUHM)
B paMKax persHcTpPalHOHHOIO KIHHHYECKOID HCCIEIOBAHHS He TIPOBOJIHIICS ).

CnenoBatenkHo, PH pellHIMBHPYIONIE-PEMHUTTHPYIOMIEM pacCeAHHOM CKIEpo3e
TNOKA3aH Kak JexapcTseHHblll npenapar «Konakcon-Tepa» B gosuposke 20 Mr/ma npu
€Ke/JHeBHOM IpPHMEHeHHH (OfIMH pa3 B CYTKH), Tak M JeKapCTBEHHBIH Mpernapar
«Konaxcon 40» B gosupoeke 40 Mr/MI1 npH NPMMEHEHHH TPH pasa B HENENO C
MHHHMa/IEHEIM HHTEPBANIOM MeX Iy HHBEeKIHAMH — 48 uacos.

[pu stom peskumbl gosupoBanus (20 mr exenxeBro, 40 Mr 3 pasa B Heleno)
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