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006 ycTaHOBJIeHUH TpeOOBaHUHN 3aKa39NKOB
K (hopMe BBIITYCKa JIEKAPCTBEHHBIX MPENAapaTOB

MdenepaibHas  aHTHUMOHOMOJNBHAas  ciyxba  paccMoTpena  obpalieHue
000 «Menukan au3uHr-KoHcanTuHr» ot 09.12.2015 Ne 578 mo  Bompocy
yCTaHOBJIEHHS TpeOOBaHHUS 3aKka3unka K (opMe BBIIYCKa JIEKapCTBEHHBIX MIPENaparoB C

MEXIyHApOAHEIM  HEMaTeHTOBAaHHEIM  HauMeHoBanmeM (masee —  MHH)
«MoxkcuGoKcalH» B JIEKapCTBEHHOM (opMe «pacTBop Ui UHQY3ui» U coobIuaer
clIeyroLIee.

B cootBeTcTBHHE cO cTartheil 4 DemepanpHoro 3akoHa ot 26.07.2006 Ne 135-@3
«O 3amuTe KOHKYpeHIuu» (nanee — 3aKOH O 3alUTe KOHKYPEHIHH):

— ToBap — OOBEKT IpaJaHCKUX MpaB (B TOM 4Hciie paboTa, yciyra, BKIKOYas
(GbHUHAHCOBYIO YCIYyTY), MpeIHAa3HAYEHHBIA ISl MPONaXK<H, OOMeHa MM WHOTO BBEACHHS
B 060poT;

— B3aMMO3aMeHsIeMbIe TOBaphl — TOBaphl, KOTOPbIE MOT'YT OBITh CPaBHHUMBI IO MX
GYHKIIMOHAJIBHOMY Ha3Hau€HUIO, MPUMEHEHHUIO0, KAYECTBEHHBIM M TEXHUYECKHUM
XapaKTepUCTUKaM, IIeHe W JPyTUM IapaMeTpaM TakuM oOpa3oM, 4To MpHoOpeTarenb
IEHCTBUTENFHO 3aMEHsIET WJIM TOTOB 3aMEHUTh OIMH TOBap IPYIMM NpU INOTPEOICHHUH
(B TOM 4HCIIEe TPU NOTPEOIEHNH B IPOU3BOACTBEHHBIX IENSX);

— TOBapHBI pPBIHOK — cdepa obOpaiieHuss ToBapa (B TOM UYHCJIE ToBapa
MHOCTPAHHOTO NPOU3BOACTBA), KOTOPBIA HE MOXET OBITh 3aMEHEH IPYTrUM TOBapOM,
WA B3aIMO3aMEHSIEMBIX TOBapOB, B FPaHUIIaX KOTOPOH (B TOM 4HCIIe reorpaduyuecKux)
WCXOOd U3 OKOHOMHYECKOW, TEXHHYEeCKOW WM WHOH BO3MOXHOCTA JHOO
1esecooOpa3HOCTH MpHOOpeTaTeNib MOXET MpuoOpecTd ToBap, U Takas BO3MOXXHOCTb
1100 1enecoo6pa3HOCTh OTCYTCTBYET 3a €€ IpeAesiaMiu.

O6opoT nexapCTBEHHBIX IpenapaTtoB Ha TeppuTopuu Poccuiickoit @eneparnuu
perynupyetcs @enepanbHbiM 3akoHOM OT 12.04.2010 Ne 61-®@3 «O6 obpamenuu
JICKapCTBEHHBIX CpPeACTB» (Aajiee — 3akoH 00 OOpallleHWH JIEKapCTBEHHBIX CPENCTB),
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comiacHO 4YacTh 1 cratbu 13 KOTOpOro JeKapCTBEHHBIE IIpenaparbl BBOIATCS B
rpaxmaHckuii obopor Ha Tepputopuu Poccuiickoit @enepanuu, €ClId OHHU
3apeTHCTPUPOBAaHBl COOTBETCTBYIOIIUM YIOJHOMOUYEHHBIM (eAepalbHbIM OpraHOM
U CIIOJIHUTEIEHOM BJIACTH. CrnenoBatenbHO, JIeKapCTBEHHBIN npemnapar,
3aperuCTpUpPOBaHHBIN B COOTBETCTBHH C 3aKOHOHarenbCcTBOM Poccuiickon Denepanuu,
SIBJIIETCS TOBAPOM B KOHTEKCTE aHTUMOHOIIOJIBHOIO 3aKOHOAATEIIBLCTBA.

B cootBeTcTBHH C MyHKTOM 5 cTaThi 4 3akoHa 006 oOpalleHHH JeKapCTBEHHBIX
CpPEICTB MOJ JieKapcTBeHHO#H ¢opMOH IOHMMAETCs COCTOSIHHE JIEKAapCTBEHHOIO
npenapara, COOTBETCIByWOIlee crmocobaM ero BBEACHHS U INPUMEHEHUs W
obecneynBaloinee J0CTH:KeHHE HeoOXomuMoro jJeuedHoro 3¢pdexra.

@®AC Poccum otmeuaer, uyto (opma BBIMycKa JIEKApCTBEHHOrO Ipenapara
(ymakoBka) He CBsi3aHa C €ro JieKapCTBeHHO#H (opMoii U He BIUSET Ha NOCTUKEHHE
Heo0XomuMoro JiedeOHoro ¢ dekTa.

B cBsi3u ¢ TeM, 4YTO MMEHHO (¢apMaleBTHYeCKHEe CBOWCTBA JIEKApPCTBEHHOTO
nperapara SIBISIIOTCS €ro Ka4eCTBEHHBIMH XapaKTEPHCTHKAMH H OIPENENSIOT BEIOOD
notpeburens, aHajmormuable o MHH, mexapcTBeHHON ¢opMe W TO3WPOBKE
JeKapCTBEHHbIE Mpenaparbl, BHE 3aBHCHUMOCTH OT WX (OPMBI BBINYCKA, SIBJISIOTCS
B3aMMO3aMEHsEMBIM JIEKAPCTBEHHBIM IIpemaparaMd HM oO0pa3yloT OAWH TOBApHBIN
PBIHOK.

JlexapctBenHrie mnpenaparel ¢ MHH «Mokcudmnokcanuay B JeKapCTBEHHBIX
(bopMax «Kaluld IT1a3HbIeY, «PacTBOP sl HHY3Hi», « TAOJIETKH, TOKPHITEIE JIEHOYHOM
obomoukoi» BxomaT B llepedyeHp JKU3HEHHO HEOOXOAMMEIX ¥  BaKHEWIIUX
JEKapCTBEHHBIX IIpenaparoB [Iisd MeOWNWHCKoro mnpuMeneHus Ha 2015 rog,
YTBEPXKIEHHBI  pacnopsbkeHueMm  IIpaButenbctBa  Poccuiickoit ~ ®@enmepanuu
o1 30.12.2014 Ne 2782-p.

ComacHo cBemeHusaM IocymapcTBeHHOro peecTpa JIeKapCTBEHHBIX CPEICTB,
BEJIEHUE KOTOPOro ImpeaycMoTpeHo craTheit 33 3akoHa 00 oOpaleHnu JieKapCTBEHHBIX
cpencTs, Ha TeppuTopun Poccuiickoit @enepaiiun 3aperucTpupoBaHo 4 JIeKapCTBEHHBIX
npenapatra ¢ MHH «Mokcubaokcanus» B JieKapcTBeHHOH (opMe «pacTBoOp st
UHQY3ui» ¢ OJMHAKOBO#H [03MPOBKOI akTMBHOro BemecTBa (1,6 wmr/mia) co
CIIEAYIOIIMMH TOPrOBBIMU HavMeHoBaHUsAMH: «Moxcudnokcanua IITAHA» (dbopma
BBINYCKA: (IaKOHBI/ B KOMILJIEKTE C JepxareneM i (UiakoHa/ - HaYK¥ KapTOHHEIE);
«AxBaMOKc» (dopMa BhITycKa: (hrakoHBI IOJIMSTHIEHOBBIE - MAYKH KAPTOHHEBIE KM
KOpPOOKM KapTOHHBIE); «ABeJokc» ((popMa BBIMYCKa: KOHTEHHEPE! MOIKMONE(HUHOBEIE -
MaKeTel U3 KOMOWHHMPOBaHHOIO MaTepHalla-KOPOOKH KapTOHHBIE; (DIIAKOHBI - Ia4KH
KapToHHEBIE); «PoroMoxc» (tdopma BHIMycKka: (IakOHEI IONUSTHIEHOBBIE - IAKETEHI
HOJIMMIPOIIAIEHOBEIE-IAYKM  KapTOHHBIE; (NIaKOHBI IOJIMITUJICHOBBIE - KOPOOKH
KapTOHHEIE).

B COOTBETCTBMH C MHCTPYKLHUSMH IO MPUMEHEHHIO YKA3AHHEBIE JIEKAPCTBEHHEIE
npenaparsl ¢ MHH «MokcuokcaluH» NpHIMeHSIOTCS BHYTPUBEHHO B BUe HHDY3HH
KaK B Hepa30aBIECHHOM BHJE, TaK U B COUETAHHH C COBMECTHMBIMH PAaCTBOPHUTEISMH.
Takum oOpasom, JsekapcTBeHHbIH mnpemapar ¢ MHH «Mokcugnokcanud» B
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JeKapCcTBEeHHOW (opMe «pacTBOp i MH(GY3MUil» BO3MOXEH Uil MPUMEHEHHS TOJIBKO
MEIUIMHCKUAM MEPCOHAJIOM B MEIULIMHCKON OpraHu3aIuu.

@®AC Poccum [OMONHUTENHEHO OTMEYAaeT, 4YTO YHOOCTBO i IPUMEHEHHUS
MEIULUHCKUM TIEPCOHAJIOM OIpelneleHHOH (GopMbl BBITYyCKa JIEKApCTBEHHOTO
Ipemnapara He CBS3aHO C TepaneBTU4YeCKor 3¢ (eKTUBHOCTRIO Ipenaparta.

Ha ocHOBaHMM U3TT0XXKEHHOTO, C yY€TOM OTCYTCTBHSI BIUSHUS CIIOCOOa yIaKOBKU
(paxoHsl, KOHTEHHEPBI noyinoaeUHOBBIE, (bnakoHbI MOJIMITUJIEHOBBIE)
nexkapctBeHHoro mpemnapata ¢ MHH «Mokcudmokcaniua» B JieKapCTBEHHOU ¢opMe
«pacTBOp myi1 HH(QY3uil» Ha (GYHKIUOHANbHBIE U TEpalneBTHYECKHE CBOMCTBa
JEKapCTBEHHOIO0 Ipenapara, YyKa3aHHBIE JIEKAPCTBEHHBIE IIpenaparbl SBISIOTCS
B3alMO03aMEHSIEMBbIMH.

@®AC Poccum obpammaeT BHHMaHHE, 4YTO TIPH OCYIIECTBIEHHH 3aKyIOK
nekapcTBeHHBIX npenaparoB ¢ MHH «Moxkcudnokcanun», a paBHO 3aKylmOK HHBIX
JIEKapCTBEHHBIX MPENapaToB, YCTaHOBIEHHE TOCYJapCTBEHHBIMH U MYHUIIUMAIEHBIMHU
3aKa3zyukaMu TpeboBaHUit K (QopMe BEITyCKa, a TaKXe HHBIX TpeOOBaHUN K
TEXHUYECKMM XapaKTepUCTHUKaM, KOTOphle He BIHUSAIOT Ha TepalleBTHYECKHE CBOMCTBa
JIEKapCTBEHHBIX IIpernaparoB, 0e3 BO3MOXHOCTH IIOCTaBKH SKBHBAJIEHTa, MOXET
IPUBOAUTE K OFPAaHUYCHHUIO KOHKYPEHIUH U HEOOOCHOBaHHOMY COKPAICHHIO
KOJINYECTBA YYACTHUKOB 3aKYTIOK.

HononautensHo @AC Poccum oTMedaeT, 94To B Ciydae, €ClId JOKyMEHTaIus 00
ayKI[MOHE HE COOTBETCTBYeT TpeOOBaHUSAM 3aKOHOAarenbcTBa Poccuiickoii @enepanun
O KOHTPaKTHOH cucteMe B cepe 3aKyIoK, 3asBUTENI0 HEOOXOOUMO IOAaBaTh kKajloby
Ha IOJIOXKEHHs NOKYMEHTallUd O 3aKynke. B coorBeTcTBHMM ¢ 4dacThio 3 crathu 105
®enepansHoro 3akoHa oT 05.04.2013 Ne 44-®3 «O KOHTpakTHOHM cHcCTeMe B chepe
3aKyIIOK  TOBapoB, paboT, yciuyr mnsd olecmedeHus TOCyNapCTBEHHBIX W
MYHHIHMIIANBHBIX HYXI» *Kajoba Ha MOI0KEHHS JOKYMEHTAIMH O 3aKyIIKe MOXET OBITh
II0laHa JIFOOBIM YYaCTHUKOM 3aKyIKH, OOLIECTBEHHBIM 00BeIUHEHHEM, OOBENMHEHUEM
IOpUIUYECKHX JIMII O OKOHYAHUsl YCTAHOBJIIEHHOTO CPOKa MTOIa4H 3asBOK.
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