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W0.02.007  UH0SENT

Ha Ne ot

Eakym(ax JIEKAPCTBEHHBIX MPenaparos ¢ |
rpyNMHPOBOYHLIM HaMEHOBaHHEM «Bakimua s

MpoHIAKTHKM KJIELeBOTO 3HLedannTan

(desiepanbHas aHTMMOHONOJBHAs CIyk0a B LenaX (OPMHUPOBAHUS —€IMHOM
MPaBONPUMEHHUTEIBHOW TPAaKTHKM AHTHMMOHOIIONBHBIX OPraHOB HANpaBlsieT B aJpec
TepPUTOPHAJIBHBIX AHTHMMOHOIIONBHBIX OPraHOB Pa3bACHEHWs MO BONMPOCY MPUMEHEHHA
3aKOHOAATEILCTBA, B TOM 4YHCJEe IO BomnpocaMm (OpMHpOBaHHMA JOKYMEHTAallMH [Jisl
3aKYIOK JIeKapCTBEHHBIX [IPENApATOB ¢ TPYNIHPOBOYHBIM HAMMEHOBaHWEM «BakiuHa Jist
NpoGUIAKTHKH KIELIEBOro JHIedantnuTay.

B coorBercTBMH ¢ myHKToM 1 crateu 4 @exmepanbHoro 3axkoHa oT 26.07.2006
No 135-@3 «O zammTe KOHKYpeHUMU» (Ianee — 3akOH O 3aLIMTe KOHKYPEHLHH) MOI
TOBapOM TMOHHUMAeTCsi O0BEKT Tpa)KJaHCKMX INpaB, IpeJHa3Ha4YeHHBIH U8 IPOJAXKH,
oOMeHa WM WHOTO BBeJIeHHUs B 00OPOT.

CornmacHo nyHkTy 3 crated 4 3akoHa O 3alldTe KOHKYPEHUHH II0[
B3aHMO3aMeHAEeMbIMH TOBApaMH [IOHUMAIOTCS TOBaphbl, KOTOpPbIe MOTYT OBITh CPaBHHUMbI
no ux (YHKUHOHAIBHOMY Ha3HAUYEHWIO, TPUMEHEHHI0, Ka4eCTBEHHBIM H TEXHWYECKHUM
XapaKTEPUCTHKaM, IleHe W JIPYTHM TapamMeTpaM TakMM o0pasom, 4TO npuobpeTaresb
NeHACTBUTENBHO 3aMEHSAET HITH FOTOB 3aMEHHUTh OJIMH TOBAp JPYTHM IPH MOTPEOIEHHH.

O6opoT NeKkapCTBEHHBIX CpeldcTB Ha TeppuTopud Poccuiickoi ®enepanuu
perynupyetcs @DenepanbHbiM 3akoHoM oT 12.04.2010 Ne 61-@3 «O6 obparuenun
JIeKapCTBEHHBIX CpeacTB» (manee — 3akoH 00 oOpallleHHH JleKapCTBEHHBIX CPECTB),
cornacHO 4actd 1 cTatbu 13 KOTOpOro JIEKApCTBEHHBIE Ipenaparbl BBOIATCS B
rpaxkaaHckuii  obopor Ha Teppuropud  PoccuitickoW — Menepauuu, €Cld  OHH
3aperuCTPUPOBaHbl  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (efilepanbHBIM — OpraHoM
HCTIONTHUTENBHOM BJIACTH. CnenoBarensHo, JeKapCTBEHHBIH npenapar,
3apErMCTPUPOBAHHBI B COOTBETCTBHH C 3aKkoHopaarenbcTBoM Poccuiickoit ®eneparvy,
ABJIAETCA TOBAPOM B KOHTEKCTE aHTUMOHOMOJIBHOTO 3aKOHO/1aTe/IbCTBA.
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CornacHo nyHkTy 2 cTathu 4 3axkoHa o0 oOpallleHHH JIeKapCTBEHHBIX CPEACTB
dapmaneBTHYeCKHe CyOCTaHLUMM SBIAKOTCA JIEKAPCTBEHHBIMU CPENCTBaMH B BHJC
NeHCTBYIONMX BELECTB OMOIOrHYeCKOro, OMOTEXHOIOrHYeCKOro, MHHEPAThHOrO I
XMMHMUECKOTO MPOMCXOXKIEHHUs, KOTOpble 00/1afaloT (papMakonornyeckod akTHBHOCTBIO H
MpeJHa3HayeHbl JUIsi [POHM3BOJACTBA, M3TOTOBIEHHS JIEKapPCTBEHHBIX MpPENaparoB H
onpeaenstor X 3PHEeKTHBHOCTS.

B cuny nyskra 17.1 craren 4 3akoHa 00 oOpallleHHH JIEKapCTBEHHBIX CPEICTB
rPYNNUAPOBOYHOE HAWMEHOBAHWE JIEKADCTBEHHOro Ipermapata — HAaWMEHOBaHWE
NeKapCTBEHHOTO Tperapara, He HMEIOILEero MeXAYHapOJHOro HENaTeHTOBaHHOTO
HAMMEHOBAHHWs, WJIM KOMOHWHAIIMM JIEKapCTBEHHBIX MMPENapaToB, MCIOJb3YyeMOE B LENsAX
00BeIMHEHHS UX B TPYIINY 10 €HMHBIM HAHMEHOBAHMEM MCXO[s U3 OJMHAKOBOTO COCTaBa
JeHCTBYIOLIMX BELIECTB.

CornacHo nyHkTy 24 3akoHa 00 OOpalleHHH IeKapCTBEHHBIX CPEACTB IO
3¢ HeKTUBHOCTBIO JIEKAPCTBEHHOIO IMpernapara MOHUMAETCs XapaKTEPUCTHKA CTCICHH
MOJIOXKUTENBHOIO BIUAHHKS JEKaApPCTBEeHHOTO Tpernapara Ha TedeHHE, MPOIOKUTEIbHOCTD
3a0oNeBaHUA MM €ro  MpefoTBpalleHHe, peadHIWTaldio, Ha  COXPaHEHME,
MpenoTBpalleHHe WK NpepblBaHue OepeMEHHOCTH.

CornacHo CBeIEHMAM roCcyJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJICTB, BEIeHUE
KOTOpPOTO TpeAycMOTpeHo crarbeil 33 3akoHa 00 oOpallleHHH JeKapCTBEHHBIX CPEJICTB,
B HacToslIee BpeMs Ha TeppuTopin Poccuiickoi ®@enepaiuu 3apeructpuposano odonee 11
JIeKapCTBEHHBIX TMpenaparoB ¢ TPYMITHPOBOYHBIM HaWMeHOBaHWeM «BakunwHa [
NpodUIaKTUKK KJIeleBoro sHuedanura», WMEIMUX pasnuyHple ao3upoBkd (0,25
ma/moza, 0,5 Mn/no3a), pasivyHble JIEKApPCTBEHHbIE (OPMbI, B TOM YHCIE «IHOMUIM3AT
JUIs TIPUTOTOBIICHHs CYCIIEH3MM /ISl BHYTPHMBIIIEYHOTO BBENCHUSD), «CYCTEH3MA JUIs
BHYTPHMBIILIEYHOIO BBEAECHHA», Pa3NuyHble (HOPMBL BINYcKa (MEepBUYHBIE YMAKOBKH), B
TOM 4YHCJIE «aMITylbl B KOMIUIEKTE C PpAcTBOpPHUTENEM (anlOMHUHHs THAPOKCHIA Trelb
(amrrymer) 0,65 mn wny 1,2 Mi1) 1 HOKOM aMTyNBHBIM NPH HEOOXOMMMOCTHY, «aMILy/bl B
KOMILUIEKTE C HOXXOM aMITyJTBHBIM MJIM CKapU(HUKATOPOM», «IIMPHIbI OXHOPA30BBIE C
3AIUTHBIM KOJIMAYKOM», IIMPHLBI OHOPa30Bble C 3allUTHBIM KOJIIAYKOM B KOMIUIEKTE C
UIVION CTEpHIIBHOM OfHOPa30BOi (OOBIYHOH MIM 0e30macHOi)», a TakXke pa3IuYHbIe
yKa3aHus Ha BO3PACT MPHBUBAEMBIX JIULI.

B cOOTBETCTBHMM € WHCTPYKUMEH MO MPUMEHEHHUIO JIEKAPCTBEHHBIX IPEnaparoB C
rpYNMMUPOBOYHEIM  HaMMEHOBaHHeM  «BakuuHa Juid  MPO(QHIAKTHKH  KJIELIEBOIro
sHUe(ANUTa», YyKasaHHble TIpernapaTbl MNPHMEHSAIOTCS B LEJNsX  ClelHpHYECKOH
NpoQHIAKTHKH KJIEILEBOro sHLedanuTa (BolpaboTKH crnelrdruecKkuX aHTHTENl K BHPYCY
KJIEIeBOT0 3HIIe(aanuTa) y pa3HblX BO3PACTHBIX I'PYINN MallHEHTOB.

Takum 00pa3oM, JekapcTBEHHbIE TNpenapathl ¢ FPYNIHPOBOYHEIM HAUMEHOBAHHEM
«BakupHa s npoMIIAKTHKH — KJELeBOro  sHIedanura»  MOXKHO  CUMTATh
SKBUBAJEHTHBIMH IO JIOCTHKEHMIO CTENEHH HeOOXOOMMOTO TepareBTHYecKoro s¢pdexra,
a MMEHHO 110 BbIpaloTKe Y MPHBHBAEMOIO NAallMEHTa MMMYHHTETA K BUPYCYy KIELIEBOTO

sHIedamuTa.
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®AC Poccuy Takxe OTMEYaeT, 4To JeKapCcTBeHHBIe (JOPMBI, IIpeIHa3HauYeHHbIe NI
MapeHTEpabHOTO  BBEJGHHs  (BHYTPHUBEHHOIO, BHYTPHMBILIEYHOTO, TOAKOKHOTO):
«IHOGHIH3aT), «IMO(QHUIM3AT Ul [PUTOTOBNEHHS DPACTBOPA», IHOGUIM3NPOBAHHBIA
OPOLIOK», IOPOIIOK», IIOPOMIOK JJs NPHUIOTOBIEHHS PacTBOPa», «KOHLUEHTPAT s
IPUTOTOBJIEHHS pAacTBOpa», <«JIMOMDHIM3AT JUIA TPUTOTOBJIEHHA KOHLEHTpaTa Juist
TIPUTOTOBJIEHUS. PACTBOPaA», «IHO(UIN3AT JUISl MPUTOTOBICHHS CYCIEH3MH», (IIOPOIIOK
JUIs TIPMIOTOBJEHHS CYCTIEH3MH», «CYCTEH3Hs», «IMYIbCHsD, «pacTBOp» H T.II. TIpH
[IPOYMX PaBHBIX YCIOBHSX (IIOKA3aHMSX, MPOTHBOMOKAa3aHUSX, MOOOYHBIX NEeHCTBUSIX)
JO/DKHBl TMPH3HABATLCA OKBHBAICHTHBIMH, IOCKOJBKY JHOGUIN3ATEI, TMOPOIIKH U
KOHIIEHTpAThl TpeGyloT MpeaBapUTEebHOIO pa3BeeHUsl pacTBopuTeneM. B opranusm
YenoBeKa MApeHTepaIbHBIM MyTeM BBOLMTCS He JTHO(GUIH3AT (IIOPOLIOK, KOHLEHTPAT), a
pacTBOp (CyCIeH3Ms1), pasiHuusi TakKWX JEKapCTBEHHbIX (OPM He OTpaXkaloTcs Ha
TepaneBTHYeCKOM BO3/IEHCTBUE M CMoco0e BBEICHHA JIEKapCTBEHHBIX IpENnaparos B
OpraHu3M narieHTa.

Kpome TOro, comiacHo myHKTy 6.11 CaHHTapHO-INHACMHONIOTHYECKHX NpaBHIl
CIT3.1.3.2352-08, yTBepKAEHHBIX IIOCTAHOBIEHHWEM [JIABHOTO  rOCYAapCTBEHHOTO
caHuTapHOoro Bpada Poccuiickoit ~®enepamum ot 07.03.2008  Ne 19, Bce
NpOTHBOKJEIIEeBble BAKIHHbLI B3aMMO3aMeHsieMbl, TTPH CMEHE OJHOro Ipernapara Ha
Npyroil MHTEpBal MeXIy BaKIHMHALMEH W peBaKUMHALMEH, a TAKXKe MEK1y NPUBUBKAMH
MpU peBaKLMHALMKM J[OJDKEH COOTBETCTBOBATh CPOKY, YKa3aHHOMY B HHCTPYKLHH
npernapara, KOTOPbIM IPOBe/ieHa IOCIeIHs TPUBUBKA.

3aKa3yMK TpH ONMHCAaHWM O00BeKTa 3aKyNKH JODKEH PyKOBOACTBOBATHCH
@enepanbHEIM 3akoHoM oT 05.04.2013 Ne 44-@3 «O KoHTpakTHOH cucTeme B cdepe
3aKyTIOK TOBapoOB, paboT, yCIyr mis oOecreyeHus roCyAapCTBEHHBIX M MYHHIHITAJIBHBIX
HYXI» (nanee — 3aKOH O KOHTPAKTHOH CHCTeMe), COracHO MyHKTy | uactu 1 cTatbn 33
KOTOPOro  ONHcaHMe OObeKTa 3aKyNKW JOMKHO HOCHTh OOBeKTHBHBIH Xapakrep. B
ONMMCcaHUH O0O0BEeKTa 3aKyNKH YKa3bIBAlOTCS  (YHKUUOHAJIBHBIE, TEXHHYECKHE H
KaueCTBEHHBIE XapPAKTEPHCTHKH, 3KCIUTyaTaLlHOHHBIE XapaKTEPHCTHKH O0BEKTa 3aKyIKH
(npu HeoOxomumocTH). B onucanwe oObekTa 3aKyNKH He JOJKHBI BKIIFOUATBCA
TpeGOBaHMA WJM YKa3aHus B OTHOLICHHM TOBAPHBIX 3HAKOB, 3HAKOB OOCITY)XXHBaHMS,
(QUpPMEHHBIX HaWMEHOBAHMIi, IATEHTOB, MOJNE3HBIX MOJe/e, NPOMBILIJIEHHBIX 00pa3LoB,
HalMEeHOBaHHE MECTA MPOMCXMKJCHHs ToBapa MM HaMMEHOBaHHWE TMPOU3BOAMTEN, a
Takxe TpeGoBaHUs K ToBapaM, WH(pOpMaUuHy, padoram, yCIyraM NpH YCIOBHUH, YTO TaKHe
TpeGoBaHHs BIEKYT 3a CODOH OrpaHUYeHHEe KOJMYECTBA YIACTHUKOB 3aKyITKH.

Takum o6pazom, PAC Poccum cuMTaeT, 4TO 3aKyIKa MPOTHBOKIEIIEBLIX BaKLMH
JIOJDKHA MPOBOJAMTECSA C YYE€TOM BO3MOKHOCTH y4YacTHsl B TOprax BCEX MPOHU3BOAHTENEH
B3aMMO3aMeHseMBIX BakiuH. [IpH 3TOM ykazaHue IpyHIIHPOBAHHOTO HAaHMEHOBAHMS H
BO3PACTHOM IPYMNMbl NPUBUBAEMBIX (€ YKa3aHMEM BO3MOXKHOCTH IOCTABKH 3KBHUBAJIEHTA)
SBJISeTCS HEOOXOAMMBIM M JOCTATOYHBIM YCJIOBHEM HMACHTH(MKALMH JIEKAPCTBEHHOIO
npenapara.

Hononaurensio ®AC Poccun obpaliaer BHUMaHHE, 4YTO B COOTBETCTBHH C
nopyueHueM ot 26.08.2016 Ne 11IA/58910/16 paszpscHenud, nanpasnsiembie ®AC Poccuu,
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qensiores  obuuMansHOH  mosuimelt  MenepanbHOM  aHTHMOHONONBHOW  CIYKOBI M

oGs13aTeNbHBI JUld IpUMeHen s TeppuTopuanbHbiMU opranaM MAC Poccun.

B oToif CBA3M pyKOBOAMTENsiM TeppHTOpHanbHbIX opraHoB ®AC Poccun
HeoOXOAUMO KOHTPOJIMPOBATh HCIONHeHHe BeeX pasbiacHenuit GAC Poccun n npecexars
BONBHEIE TpakToBkW paszbsicHeHHH (DAC Poccum ¢o  CTOPOHBI  COTPYIHHMKOB
TepputopHanbHeix opranoB ®AC Poccuu.

N.IO. ApreMeeB

S1.H. Kyzunenora, 8(499)755-23-23, 106. 088-201
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