PELLEHME Ne 1001/2019-KC
no aeny Ne 023/06/64-478/2019 o HapyLleHWN

30KOHOAQTEABCTBA O KOHTPAKTHOW CUCTEME B Chepe 3AKYNOK TOBAPOB, p060T, YCAYTF ANG obecneveHus rOCYyAQPCTBEHHbIX N
MYHUUMMAAbHBIX HY KA,

08 nons1 2019 roaa r. KpacHoaaop

Kommccus YnpasaeHnst PepepanbHOM AHTUMOHOMOABHOM CAYKObl MO KPACHOAQPCKOMY KPAK MO KOHTPOAK B Chepe 3aKyrnoK
TOBAPOB, PABOT, YCAYr AASI OBECMEeYEHNs FOCYAQPCTBEHHDBIX 1 MyHULIMMAABHBIX HYYKA (AQAee — KoMUCCHs) B COCTABE:

B MPUCYTCTBUN MPEACTABUTEAS YMOAHOMOYEHHOTO OPraHA — AEMAPTAMEHTA MO PEryAPOBAHMIO KOHTPAKTHOM cuctembl KK
(AOBEPEHHOCTb B MATEPUOAOX AEAQ), B MPUCYTCTBUM NpeacTaBuTerert 3akasdmka — [BY3 «AeTckas Kpaesast KAMHUYECKAOS!
BonbHULO» M3 KK (AOBEPEHHOCTM B MATEPUAAAX AEAQ), B OTCyTCTBMe npeacTtasuterent OO0 «TA «BUAA», paccMoTpes »Kanoby
OO0 «TA «BUAA» (panee — 3asBUTEAD) HO AeMCTBUSI TBY3 «AeTcKkas Kpaesasl KAMHMYeckas 6oAbHMLa» M3 KK npw nposeaeHnn
SAEKTPOHHOIO AYKLMOHA: «[TOCTABKA AGKAPCTBEHHOMO MPENapaTa AASI MEAMLIMHCKOrO npuMeHeHus (MHH: Nonpommna)» (M3selteHne
Ne 0318200063919002602) B YacTn HapyLueHus PepepanbHoro 3akoHa ot 05.04.2013 Ne 44-03 «O KOHTPAKTHOW CUCTEMe B Chepe
30KYNOK TOBAPOB, PABOT, YCAYr AASI ODECMEYEHUsT TOCYAQPCTBEHHBIX U MYHULUMOABHBIX HYXXA» (AQAee 3AKOH O KOHTPOKTHOM
cucteme),

YCTAHOBUAA:

B YnpaeaeHne PepepaAbHOM AHTUMOHOMOABHOM CAYXKBbI MO KpACHOAQPCKOMY KPAID MOCTYMMAG XKAAOBA 3ASIBUTEAST O HAPYLLIEHWM
3aKA34MKOM 3AKOHA O KOHTPAKTHOM CUCTEMeE.

3asBUTEAb YKA3BIBAET, YTO AOKYMEHTALMS SASKTPOHHOIO AYKUMOHA COCTOBASHO C HOPYLUEHWUSIMY 3AKOHA O KOHTPOKTHOW CUCTEME.
30KA34YMKOM B TEXHUHECKOM YOCTU AYKUMOHHOM AOKYMEHTALMM HEODOCHOBAHHO YCTAHOBAEHO TPEBOBAHME K MEPUOAY BbiBEAESHMS
AeKkapcTBeHHOro npenapata (MHH: Monpomna).

3AKA34YMKOM, YMOAHOMOYEHHbBIM OPraHomM MNpPeACTABAEHbl h3BelleHe O MNPpOBEeASHUN SASKTPOHHOIo AyKUMOHA, AOKYMEeHTALUWSs o6
OAESKTPOHHOM QAYKUMOHE, 3a¢$BKU YHACTHUKOB 3AKYMKU, MMNCbMEHHble MOSICHEeHMS MO CyuleCTBy YKAAOBBI, C AOBOAQMM KOTOpOM
nPoeACTaBUTEAb 3AKA34YMKA HE COTAQCUACS.

PaccmoTpes NpeACTABASHHbIE MATEPWAAB, KOMUCCUS MPULLIAQ K CASAYIOLLIMM BEIBOAOM.

3akasumkom — [BY3 «AeTckasi KpaeBasi KAMHU4eckast H6oAbHULO» M3 KK MPOBOAMACST SAEKTPOHHBIM  AYKUMOH: «[locTaBKA
ASKAPCTBEHHOrO MPENApPATA AASI MEAVLIMHCKOTO npumeHeHus (MHH: Vonpommna)» (MsseLeHre Ne 0318200063919002602).

HayaAbHAs1 (MAKCUMOAbHAST) LEeHA KOHTPAKTa — 981 400, 00 py6.

CoranacHo 4.3 cT.7 3aKOHa O KOHTPOKTHOM CcUCTEME UHOOPMALMUS, MPEAYCMOTPEHHAST HACTOSILLM (DeAepO/\beIM 30KOHOM ”
pPA3sMeLLEeHHAS B € AHOW MHOOPMAUMOHHOM CUCTEME, AONKHA 6bITb MOAHOW 1 AOCTOBEPHOMN.

CoraacHo m.1) 4.1 cT.64 30KOHA O KOHTPAKTHOW CUCTEME AOKYMEHTAUMS, 06 3AEKTPOHHOM AYKUMOHE HAPSIAY C MHOOPMAUMEN,
YKA3QHHOM B U3BELLEHUM O MPOBEAEHUM TAKOrO AYKLMOHA, AOANKHA COAESPIKATb CASAYIOLLYIO WMHOOPMALMIO: HOUMEHOBAHUE U
OMUCAaHKE 06BEKTA 3AKYMKM 1 YCAOBUSI KOHTPAKTA B COOTBETCTBUM CO CTATben 33 HacTosIero PeAepaAbHOrO 3AKOHA, B TOM YMCAE
060CHOBAHME HAYOAABHOW (MOKCUMAABHOM) LLEHbI KOHTPAKTA.

CoraacHo n.2) 4.1 cT.64 30KOHA O KOHTPAKTHOM CUCTEME AOKYMEHTALMSI O6 SAEKTPOHHOM AyKLUMOHE HApSAY C MHOOPMAUMENR,
YKA3QHHOM B M3BELLEHMM O MPOBEASHUM TAKOrO QYKUMOHA, AOMKHO COAEPYKATb CASAYIOLLYIO MHOOPMAUMIO: TPeBOBAHUS K
COAEPXAHMIO, COCTOBY 30SBKM HA y4ACTME B TAKOM QYKLUMOHE B COOTBETCTBUM C 4YACTSIMU 3 - 6 CTATbM 66 HACTOSILLEro
DeAepPAABHOrO 3AKOHA 1 MHCTPYKLMS MO €€ 3AMNOAHEHWIO. [pn 3TOM He AOMYCKAETCSl YCTAHOBASHME TPEBOBAHUM, BASKYLLMX 3Q
CoBOM OrPAHMYEHNE KOAMYECTBA YHACTHUKOB TAKOTrO AYKLMOHA MAU OFPAHMYEHNE AOCTYMNA K YHACTUIO B TAKOM QYKLMOHE.,

CoraacHo n.2) 4.3 c1.66 3akoHa o KOHTPAKTHOM CUCTEME MNEepBAst YOCTb 3ASIBKM HA Yy4ACTUE B SAEKTPOHHOM AYKLMOHE AONKHA
COAEPXKATb YKA3OHHYIO B OAHOM U3 CASAYIOLLMX MOAMYHKTOB MHPOPMALMIO: MPW OCYLLECTBASHWN 3AKYMNKM TOBAPA UAW 3AKYMKN
p(]6OTbI, YCAYTN, ANS1 BEINMOAHEHWNST, OKA3AHUS KOTOPbBIX MCMNOAb3YEeTCs TOBAP:

Q) HOVMMEHOBOHWE CTPAHbI MPOUCXOMKAEHMS TOBAPA (B CAy4OE YCTAHOBAEHMS 30KA3YMKOM B M3BELUEHUM O MPOBEASHUN
SAEKTPOHHOrO  AYKLMOHA, AOKYMEHTALUMM O6 SAEKTPOHHOM QYKLUMOHE YCAOBUM, 3QMPETOB, OMPAHWYEHMIN AOMYCKA TOBAPOB,
MPOUCXOASILLMX U3 MHOCTPAHHOTO FOCYAQPCTBA UAM MPYMMbl MHOCTPAHHBLIX FOCYAQPCTB, B COOTBETCTBMM CO CTATbEM 14 HACTOSILErO
DeAepPAABHOrO 30KOHA);

6) KOHKPEeTHbIe NOKA3ATEeAN TOBAPA, COOTBETCTBYIOLWLME 3HAYEeHUSIM, YCTAHOBASHHBIM B AOKYMEHTALIUN 06 OAESKTPOHHOM AYKUMOHE, U
YKQA3AHME HA TOBAPHbLIN 3HAK (MPY HOAMYUM). UHOOpMALMS, NPEAYCMOTPEHHAST HACTOSILLVM MOAMYHKTOM, BKAKOYOETCSI B 3ASIBKY HA
YHACTME B SAESKTPOHHOM AYKUMOHE B CAyHAe OTCYTCTBUSI B AOKYMEeHTAL A 06 BAEKTPOHHOM AYKLMOHE YKA3AHUSI HO TOBAPHBIA 3HAK
VAU B CAYHOE, €CAU YHACTHUK 3AKYMNKU NPEAAQraeT TOBAP, KOTOPbIN 0603HAYEH TOBAPHbBIM 3HAKOM, OTAUYHbIM OT TOBAPHOIO 3HAKA,
YKA3AHHOIro B AOKyMeHTaunn o6 OASKTPOHHOM AyKUMNOHEe.

CoraacHo m.1), n.2) 4.1 cT1.33 3aKOHA O KOHTPAKTHOM cUCTeMe 3aKA34MK MPW OMMUCAHMM B AOKYMEHTALMW O 3aKyrnke oO6bekTda
3AKYMKN AOAKEH PYKOBOACTBOBATLCS CACAYIOLLMMM MOABUACMM:



1) B ONMUCOHMM OBBEKTA  3AKYMKM  YKA3BBAKTCS  DYHKUMOHOAbHBIE, TEXHWYECKME U KAYECTBEHHbIE XAPAKTEPUCTUKM,
SKCMNAYATOUMOHHBIE XAPAKTEPUCTUKM OBbEeKTa 3aKkynku (MpU HEeOBXOAMMOCTM). B onvcaHne o6bekTa 3aKYnKM HEe AOAKHbI
BKAIOYATBCSI TPEBOBAHUSI UAN YKA3OHUSI B OTHOLIEHWM TOBAPHbBIX 3HAKOB, 3HAKOB OOCAYXMBAHWS, OUPMEHHBIX HOWUMEHOBAHMIA,
NATEHTOB, MOAE3HbIX MOAEAEN, MPOMBILASHHBIX OOPA3LOB, HAMMEHOBAHME CTPAHB MPOUCXOXKAEHWST TOBAPA, TPEeOOBAHUS K
TOBAPAM, MHOOPMALMN, PABOTAM, YCAYrOM MPU YCAOBUM, HYTO TAKME TPEBOBAHUSI MAM YKA3AHMSI BAEKYT 30 COOOM OrpaHUYEHVe
KOAMHECTBA YYACTHUKOB 3AIKYMKWU. AOMYCKAETCSI UCMIOAB3OBAHME B OMUCAHUM OObEKTA 3AKYMKM YKA3AHWS HO TOBOPHbIA 3HAK Mpw
YCAOBUM COMPOBOMAEHNSI TAKOTO YKA3AHWSI CAOBAMU "MAU SKBUBAAEHT' AMOO MPW YCAOBUN HECOBMECTMMOCTM TOBAPOB, HO KOTOPbIX
PA3MELLAIOTCSl APYrMEe TOBAPHbIE 3HAKU, WU HEOBXOAMMOCTU OBEeCneyeHUs B3AUMOAEWCTBUSI TAKMX TOBAPOB C TOBAPAMM,
VICMOAb3YEMbIMU  3AKA3YMKOM, AMOO MPW YCAOBMM 30KYMOK 3AMACHBIX 4YACTEM W PACXOAHBIX MATEPUOAOB K  MALUMHAM U
0O0OPYAOBOHMIO, UCMOAb3YEMbIM 3AKA3YMKOM, B COOTBETCTBUMM C TEXHUYECKOM AOKYMEHTAUMEN HA YKA3OHHble MALUVHBI K
obopyAOBAHVE;

2) WCMOAb3OBAHME npn  COCTaBASHU  ONUCAHUS obbeKkTa 3AKYMKX  NOKA3ATEAEN, Tpe6OB(]Hl/Il;l, YCAOBHDbIX 0603HAYEHUN 1
TEPMUNHOAOTUN, KACAKOLLUMXCS TEXHNHECKUMX XAPAKTEPUCTUK, PYHKLMOHAABHbBIX XAPAKTEPUCTUK (I'IOTpe6l/ITe/\bCKMX CBOVICTB) TOBOPA,
p(]6OTbI, YCAYT N KAQYECTBEHHbIX XAPAKTEePUCTUNK obbeKkTa 3AKYMNKK, KOTOPpble MNPEeAYCMOTPEHbl TeXHNYeCKMMN perAdMeHTamMu,
MPUHSTBIMA B COOTBETCTBUM C 3AKOHOAQTEABCTBOM Poccumckom CDeAep(]LI,MM O TeXHU4eCKOM peryampoBaHMM, AOKYMEHTAMU,
pO3pO6OTbIBOeMbIMM M MPUMEHSIEMBIMU B HALUMOHOABHOW CUCTEME CTOHAAPTU3AUUM, TMPUHSITBIMU B COOTBETCTBUM C
30KOHOAQTEABCTBOM POCCUMCKOM CDeAep(]LI,MM O CTAHAQPTM3AUMN, VHBIX Tpe6OB(]Hl/Il;l, CB$I3AHHbBIX C onpeAeAeHemM COOTBEeTCTBUSI
MOCTABASIEMOrO TOBAPA, BbINOAHSIEMOMN pO6OTbI, OKA3bIBAEMOW  YCAYrA I'IOTpe6HOCT§IM 3AKA34YMKA. ECAM  3aKA34YMKOM  npu
COCTABAEHUM OMMUCAHKS OObeKTA 3AKYMKN HE UCTIOAb3YIOTCSI YCTAHOBAEHHbBIE B COOTBETCTBUM C 3AKOHOAQTEABCTBOM POCCUMCKOM
CDeAep(]LI,MM O TEXHUYECKOM PEryAUPOBAHWUM, 3AKOHOAOTEABCTBOM PocCcumckom CDeAep(]LI,MM O CTAHAQPTM3AUM NMOKA3ATEeAN,
Tpe6OBOHM$'I, YCAOBHbIE 0003HAYEHUNST U TEPMUHOAOTMS, B AOKYMEHTAUMM O 3aKyrnke AONKHO COAEPXKATbCS 0H60CHOBAHME
HEOBXOANMOCTU UCMOAB3OBAHMSI APYrvX NoOKA3aTeAen, Tpe6OB(]Hl/Il;l, YCAOBHDbIX 0603HAYEHNN 1 TEePMNHOAOT N,

B cooTtBeTCTBMM C M.6) 4.1 CT.33 3AKOHA O KOHTPAKTHOM CUCTEME AOKYMEHTALMS O 3AKYMKEe AOMKHO COAEPXATb YKA3AHWE HA
MEXAYHAPOAHBIE HEMATEHTOBAHHBIE HAMMEHOBAHWSI ASKAPCTBEHHBbIX CPEACTB WAM MPU  OTCYTCTBMM TAKUX HOMMEHOBOHWIA
XUMMYECKNe, PYMNMUPOBOYHBIE HAWUMEHOBAHMS, €CAM OGBbEKTOM 3AKYMKN SBASKOTCS AEKAPCTBEHHbIE CPEACTBA. 3AKA3YMK MpwU
OCYLLECTBAGHUN  3AKYMKN ASKAPCTBEHHBIX CPEACTB, BXOASLIMX B MepedyeHb ASKAPCTBEHHbIX CPEACTB, 3AKYMKa KOTOPbIX
OCYLLECTBASIETCSl B COOTBETCTBUM C WX TOPIrOBBIMM HOWMMEHOBOHMSIMM, O TOKXKE MPU OCYLLECTBAEHUN 3AKYMKU AEKAPCTBEHHbBIX
NpenapaToB B COOTBETCTBUM C MYHKTOM 7 4ACTM 2 CTATbM 83, MyHKTOM 3 4acTu 2 cTaTbk 83.1 HacTosuero PeAepaAbHOrO 3aKOHA
BNPOBE YKA3bIBATb TOPIrOBbIE HAMMEHOBAHMSI STUX ASKAPCTBEHHBIX CPEACTB. YKA3AHHDBIM NepedeHb U MopsIAOK ero GOpMMPOBAHMS
yTBEpIKAQIOTCS MpaBUTEeAbCTBOM Poccuiickon QPepepaumn. B cAydae, ecAv OBbeKTOM 3aKYMKW SBASKOTCSl ASKAPCTBEHHbIS
CPEACTBA, MPEAMETOM OAHOMO KOHTPAKTA (OAHOMO AOTA) He MOryT ObiTb AEKAPCTBEHHbE CPEACTBA C  PAANYHBIMKA
MEAYHAPOAHBIMA ~ HEMATEHTOBOHHBIMA ~ HOMMEHOBAHUSIMA ~ MAWM  MPU OTCYTCTBMM  TAKUX HOMMEHOBOHWA C  XUMUYECKUMM,
rPYNMUPOBOYHBIMA HOMMEHOBAHUSIMA TMPW YCAOBUM, YTO HAYAABHAS (MAKCUMOABHAS) LEeHA KOHTPAKTA (LeHd AOTA) MpesbillaeT
NPEeAeAbHOE 3HAYeHWe, YCTAHOBAEHHOe [lpaBUTEAbCTBOM Poccuiickon QPepepdumn, a TAKKE ASKAPCTBEHHbe CPEACTBA C
MEXKAYHAPOAHBIMA HEMATEHTOBAHHBIMA HAOMMEHOBAHWSIMM (MU OTCYTCTBUM TAKMX HOMMEHOBAHWUIA C XUMUYECKUMM, TRYMMUPOBOYHBIMM
HOVMEHOBOHMSMM) 1 TOPIOBLIMA  HOMMEHOBOHMSIMU,  [TOAOMKEHMSI HACTOSILLErO MYHKTA HEe MPUMEHSIIOTCS MPU  ONPEeASASHM
MOCTOBLUMKA AEKAPCTBEHHbIX MPENAPATOB, C KOTOPbIM 3AKAIOYAETCS FOCYAQPCTBEHHDBIM KOHTPAKT B COOTBETCTBUM CO CTaTbel 111.4
HacTosiero PeAepPAAbHOrO 3aKOHA.,

N3 nosicHeHUn, NPEeACTABAEHHbIX 3aKa341KOM CACAYET, YTO MPU GOPMUPOBAHUMN TEXHUHECKOrO 30AQHUST U OMUCAHUA obbeKkTa
3AKYMNKN 3aKka34mK PYKOBOACTBOBOAACST 3AKOHOAQTEABCTBOM POCCUMCKOM (DeAepOLI,I/II/I O KOHTPAKTHOW CUCTEME B chepe 3aKYNoK
TOBAPOB, po60T, YCAYT ANS obecneyeHust FOCYAQPCTBEHHbIX 1 MYHULWNAABHbBIX HY>KA 1 OCHOBBIBAA Tpe6OBOHl/I9I K O6beI<Ty 3AKYMKH,
MCXOAS U3 MPODUAS U LLEAEN CBOEN ASSITEABHOCTU.

Tpe6OBOHllle 3akas3ymka no BPEeMEeHU BbIBEASHWMST 4Yepe3 MOYKM OYeHb BODKHO, TAK KAK KOMMbOTEPHAS TOMOrpadust 4acTo
NnPoOBOAUTCSI OCAOBAGHHBIM MAUMEHTOM, B TOM 4YUCAE C TSDKEAOM XUPYPIrM4eckor MNATOAOTUEN, TSHKEABIMU  AYTOUMMYHHbBIMMU
3060AEBOHUSIMM. B CBSI3M C 3TUM, 4ACTO BCTPEYAOTCST HEPPOMATUN, TOKCUYECKNE WM3MEHEHUSsT B MeYeHN, KAPAMOTOKCUMYHOCTD,
M3MEHEHUST PEOAOTMHECKMX CBOWCTB KPOBW, U3MEHEHUSI CTEHOK COCYAOB. 210 Tpe6OB(]Hllle O4yeHb BOXKHO U Npwn BbIMOAHEHUN
KOpOHaporpadun, 3TO WCCAESAOBOHME 4YACTO TMPOBOAUTCS OCAQBAEHHBIM  MAUMEHTAM, C  TSHKEAOM CepAEYHO-COCYAUCTOMN
NATOAOTMEN B AHOMHe3e, TaKMX naumneHTos 80-90%. BHyTpUCOCYAMCTOE BBEAEHME PEHTIEHOKOHTPACTHBIX CPEACTB MOXET Bbi3bIBOTb
OTEK AErKMX Yy MNAUMEHTOB C CEPAEYHOM HEAOCTATOYHOCTbIO. KpoMe TOoro, B CEepAEYHO-COCYAUCTON XMPYPIUN AAST AUATHOCTUKU
TpOM603(] YCTAHOBAEHHbIX KOPOHAPHbLIX CTEHTOB WAL LLIYHTOB HEODBXOAMMO HEOTAOXKHOE BBEAEHWE MOBTOPHbLIX AO03 nMpenapdaTd, B
TAKUX CUTYALMUSIX KPAMHE BAXKHOWM XAPAKTEPUCTUKON MPENAPATA SIBASIETCSI CKOPOCTb €r0 BbIBEASHUSI U3 KPOBOTOKA. Y NAUMEHTOB C
TSDKEABIMY 3060AEBAHWSIMM cepAaLa UAY BBIDOYKEHHBIM MOPAXKEHNEM KOPOHAPHbBIX APTEPUN MOBLILLEH PUCK PA3BUTUSI KAUHUYECKMN
3HAYUMbBIX UBMEHEHUN TEMOAMHAMUKU U aputMun. iccaepoBaHust KT U MHTEPBEHUMOHHAST QHMMOPA®UST MOTYT MPOBOAUTBCS
HEOAHOKPATHO AAST YTOYHEHUSI COCYAMCTOW MATOAOTUU, B HEKOTOPBLIX CAYYASIX BO3HUKAET HEOBXOANMOCTb npoBeCTN MOBTOPHOE
NCCAeAOBAOHMNE B TeYeHNe OAHUX CYTOK ANS BbI60pO AevyebHom TakTmkn. KT ¢ KOHTPACTHbBIM YCUAESHMEM UCMOAB3YETCS B KAYeCTBe
MEePBUYHON, A WMHOFAQ BKCTPEHHOM AMATHOCTUKM MPU OCTPbIX, YACTO >KUHEHHO-BOYKHBIX COCTOSIHUSIX - HAMPUMEP, KOrAQ €CTb
MOAO3PEHUST HA: MPOHUKAIOLWYIO TPABMY FOAOBbI; MPU3HAKN FEMOPPArMYECKOro MHCYAbTA; TPABMY FOAOBbI C MOTEPEr CO3HAHUS;
MHOMECTBEHHbIE TPOBMbI; MPY MOAO3PEHUN HO OPraHUYECKOE MOPAXEHNE FOAOBHOIMO MO3rd. U B 9TOM CAydOe, AASI OMPEAEAEHUs
AVNHAOMUKK NpoLeCCa N TAKTUKU AeHeHUsT MOXKET I'IOTpe6OBOTbC§I NoBTOPHAS KT € KOHTPACTHBIM YCUASHWEM. B 3TOM CAydae, nepuoa,
BbIBEASHMS NPpEenapaTa MrpdeT PellatoLLyo POAb AAS 6e30MnacHoro ero NnEUMeHeHus1.

B cootseTcTBUMM C N.2 CT.4 PepepanbHOro 3akoHa oT 21 HosiEpst 2011 roaa Ne 323-03 «O6 OCHOBOX OXPAHbI 3A0POBbSI IPOMKACH B
Poccuiickon ®eapepaumm» (Aasee - 3akoH Ne» 323-03) MEANLIMHCKME OPraHMU3ALNM, MEANLMHCKME PABOTHUKM U GAPMALEBTUYECKIME
PABOTHUKM HECYT OTBETCTBEHHOCTb B COOTBETCTBUN C 30KOHOAOTEABCTBOM Poccuickon Geaepaunm 3a HOpyLLEHVE NPAB B chepe
OXPOHbI 3A0POBbSI, MPUYNHEHVE BPEAQ YKU3HU N (MAV) 3A0POBBIO MPU OKA3AHUM MOAYKAQHOM MEAMLMHCKOW NOMOLLM. MPUCTAAbHOE
BHUMAHME K GOPMAKOKUHETVKE MPENAPATA CBSIBOHO C BO3MOMHOCTHIO BO3HUKHOBEHMSI HEPPOTOKCUYECKOTO SOPEKTA BCASACTBUE
NPSIMOrO TOKCUYHOTO BAVSIHUSI HO KASTKI MOYEYHbBIX KAHAABLER 1 PA3BUTUS MLLIEMUN MO3FrOBOIO BELLECTBA MOYEK, MOSTOMY OYEBUAHO,
4TO QAPMAKOKMHETMKA MPenapaTa BAUSET HA 6e30NACHOCTb MNAUMEHTA, YBEAUHEHME BPEMEHWU BbIBEASHUSI KOHTPACTHOIO
NPenapaTa - 3TO AOMOAHUTEABHBIN PUCK BO3HUKHOBEHMST KOHTPACT MHAYLMPOBAHHOM HedponaTtum (KWH), nostomy B onvcaHMM
06bEKTA 3AKYMKM YKA3AH KPAMHE BAXKHBIA MAPAMETP C TOUKM 3pEHMS1 6E30NACHOCTM NAUNEHTA.

YuuTblBAS, HYTO AEKAPCTBEHHbIE MNPENAPATH OKA3bIBAKT HEMOCPEACTBEHHOE BAUSIHME HA 3A0POBbE U YKM3Hb YEAOBEKA, Mpu



YCTQHOBAEHUN KOHKPETHBLIX TPEOOBAHWUM K MPEAMETY 3AKYNOK HA MOCTABKY AEKAPCTBEHHBIX CPEACTB, MOBHbLIM MPU AUArHOCTUKE
NALMEHTOB SIBASIETCS1 AOCTUDKEHNE HAMAYYLLErO TePANEBTUYECKOrO 3DPEKTA N MAKCUMAABHOE UCKAKOYEHME ANIOBBIX, HEXKEAQTEABHbIX
peakumn.

C UEeAblO UCKAIOYEHUST OMACHOCTU AAST MKU3HU U 3A0pPO0Bbs1 MNAUMEHTA, BPAY MpU MNpUMEeHeHN AeKAPCTBEeHHbIX npenapdaTos,
PYKOBOACTBYETCSI MHCTPYKLMEN NO MEAVLMHCKOMY MPUMEHEHWIO, B KOTOPOM OTPOYKEHDI 0COBEHHOCTN npenapara.

B cooteetcteBMM C  OTpacaesbiM, cTaHaaptom OCT 91500.05.0002-2001 «OCYAQPCTBEHHbBIM  MHOOPMALMOHHBIM  CTOHAQPT
AEKAPCTBEHHOrO CpeACTBA. OCHOBHBIE MOAOXEHMS» (YTB. MPUKA30M MuH3apaea PO ot 26 mapTta 2001 r. Ne 88) - MHCTPyKUMS No
NPVMEHEHWIO A@KAPCTBEHHOIO NMPEnApATA AAS CNELMAAUCTOB SIBASIETCS] ODULNAABHEIM AOKYMEHTOM, COAEPKALLMM HEOBXOANMYIO W
AOCTATOYHYIO MHOOPMALMIO AASI €F0 9DOEKTVNBHOMO 1 6€30NACHOMO MEANLMHCKOMO NPUMEHEHSI.

WHCTPYKUMST MO MPUMEHEHUMIO NPEenAapaT MNPEeACTABASIET cobor OPUUMAABHOE OMUCAHUE  XUMUYECKUX, dAapMALEBTUYECKKIX,
GAPMAKOAOTMHECKMX CBOWCTB ASKOPCTBEHHOrO MPenapaTtd, CBEASHUMM O €ero  KAVHUYECKOM MPUMEHEHUM, MOKA3OHWA K
MCCASAOBOAHMIO, AO3NPOOBKE, crnocobax BBEAEHMS, Mepax MNPeAOCTOPOXKHOCTSIX N BO3MOXKHbIX NOBOYHbBIX PeakumsxX s sIBASISTCS
OCHOBOMOAQrarowmMm AOKYMEHTOM ANST MEANLINMHCKOIO p(]6OTHl/IK(].

MocTaHoeAeHMeM MpasuteabcTea PO Ne1380 oT 15 HosiBpst 2017r. «O6 0COBEHHOCTSIX OMUCTHUSI AKAPCTBEHHBIX MPENAPATOR AASI
MEAMLMHCKOTO MPUMEHEHMS], SIBASIKOLLIMXCSI OOBbEKTOM 30KYMNKU AAS1 OBEeCNEUYEHMSs1 FTOCYAQPCTBEHHbBIX M MYHULIUNAABHBIX HYXKA» (AQAEE —
MocTtaHoeAeHMe Ne1380) YyCTAHABAVMBAIOTCS OCOBEHHOCTU OMUCAHUSI AEKAPCTBEHHbIX MPENAPATOB AAS MEAMLIMHCKOIO NPUMEHEHMS],
SIBASIOLLIMXCS1 OOBEKTOM 3AKYMKU AASI OBECNEUYEHMS FOCY AQPCTBEHHBIX M MYHULMNAABHBIX HY>)KA (AQAEE - ASKAPCTBEHHbIE NPEenapaThl),
B AOKYMEHTAUMM O 30aKYNKe AeKOPCTBEHHbX MNPEnapATOB MPU OCYLLECTBASHUM TAKUX 3AKYMNOK (AQAee COOTBETCTBEHHO -
AOKYMEHTALMSI O 3AKYMKE, 30KYMNKA).

CoraacHo 4.2 MNMocTaHoBAeHMs1 1380 MpW ONUCAHUM B AOKYMEHTALMM O 30KYMKE 3AKA3YMKMA MOMMMO CBEAESHWUM, MPEAYCMOTPEHHbIX
MyHKTOM 6 4acTu 1 cTtatbn 33 PeAepaAbHOro 3aKOHA «O KOHTPAKTHOM CUCTEME B Chepe 3aKyrnoK TOBAPOB, PAGOT, YCAYT AAS
obecneyeHns FoCYAQPCTBEHHDBIX 1 MYHULIMMAABHBIX HYYKA», YKA3bIBAIOT:

a) ASKAPCTBEHHYIO GOPMY Npen BKAKOYAS B TOM YNCAE DKBUBAAEHTHbIE AeKAPCTBEHHbIE OOPMbI, 30 NCKAIOYEHWEM ONMMNCAHNA

ASKAPCTBEHHON DOPMbl Y€€ XAPAKTEPUCTUK, COASPXKALLNXCS B UHCTPYKUMSIX N0 APUMEHEHUIO ASKAPCTBEHHbIX NPenapaToR U
KA3bIBAKOULNX HO KOHKOETHOIO NMNPON3BOAUTEAS (HAMNPKMME nMcaHue uBeT Mbl, BKYCQA N )

6) AO3NPOBKY AEKAPCTBEHHOMO MPENApPATA C BO3MOXHOCTbIO MOCTABKM AEKOPCTBEHHOMO MPEenapaTa B KPOTHOM AO3MPOBKE W
ABOMHOM KOAMYeCTBe (HanpuMep, Npu 3akynke TAaBAeTKM C A03MPoBKoM 300 M B AOKYMEHTALMN O 3aKYNKe YKA3biBAETCS: 1 TaBAeTKA
C A03MpoBKon 300 M MAN 2 TABAETKM C AO3MPOBKOM 150 Mr), a TAK)KE C BO3MOMHOCTBIO MOCTABKN AEKAPCTBEHHOrO MpenapaTta B
HEKPATHBIX SKBUBAASHTHbBIX AO3MPOBKAX, MO3BOASIOLLINX AOCTMYb OAMHAKOBOMO TEPANEBTUYECKOro 3ddeKTa (HanpumMep, GAAKOHbI 2,5
M, AU 3 M, AW 3,5 MI), AOTYCKAETCS YKA3AHWE KOHLEHTPALMN ASKAPCTBEHHOrO Npenapata 6e3 yCTAHOBASHMS KPATHOCTY;

B) OCTATOYHBIN CPOK FOAHOCTU AEKAPCTBEHHOMO NPENAPATA, BEPAYKEHHBIN B € AMHULOX M3MEPEHUS BpeMeHW (Hanpumep, "He paHee
1 aHBap$1 2020 1." AW "HE MeHee 12 MecsILeB C AQTbl 3AKAKOUYEHMSI KOHTPAKTA" U AP.).

B cootBeTcTBMM C M.M) 4.5 TMocTaHOoBAeHMsT Nel380 MpK OMUCAHMM OBBLEKTA 3AKYMKM He AOMYCKAETCSl YKA3bBATb: MHble
XAPOAKTEPUCTUKN ASKAPCTBEHHBIX MPEMNAPATOB, COASPNKALUMECS B UHCTPYKUMSIX MO MPUMEHEHMIO ASKAPCTBEHHbIX MPEenapdaTos,
YKA3bIBAOLLME HA KOHKPETHOrO MPOU3BOAUTEAS! ACKAPCTBEHHOrO NMpenapaTa.

OpHako, B cooteeTcTBMM C 4.6 [locTaHoBAeHMst Nel380 onmcaHue oOObeKTa 3aKYMKM MOXET COAEPXATb YKA3OHWE Ha
XOPOKTEPUCTUKN, MPEAYCMOTPEHHbBIE MOAMYHKTAMU "B" - "M" MYHKTA & HACTOSLWEro AOKYMEHTA, B CAy4OE, €CAU HEe MMEeeTCsl MHOW

BO3MOMHOCTU OMNUCATb ASKAPCTBEHHbBIE MPEnapaAThl. [Tpn 9TOM AOKYMEHTALMS O 3AKYNKE AOAKHA COAEPIKATD:
a) 060CHOBOHME HEOBXOAVMOCTM YKA3AHUS TAKNX XAPAKTEPUCTUK;

6) noKka3aTeAs, MO3BOASIOLLME onpeaAeAMTb COOTBETCTBME  3AKYNAeMblX AeKAPCTBEeHHbIX npenapatoB YCTAHOBASHHBbIM
XAPAKTEPUCTUKAM U MAKCUMOAbHbBIE 1 (MAU) MUHUMAABHBIE 3HAYEHWSI TOKMX MOKA3ATEAEN, A TAKXKE 3HAYEHMSI MOKA3ATEAEN, KOTOpbIE
HEe MOryT M3MEHSTbCSI.

AOKYMEHTALMST SAEKTPOHHOIO QAYKUMOHA COAEPXKUT Pasaea 2 «OnncaHne obbekTa 3AKYMNKKN», TAE 3aKa341KOM YCTAQHOBAEHbI
CAeAYoLMe XAPAKTepUCTUKM ToBapdA, B HOCTHOCTW:

MEPEYEHDb AEKAPCTBEHHbIX MPEMAPATOB 1 OBbEMbI, TPEBYEMbIE K MTOCTABKE.

Tpe60oBaHMS, yCTQHOBAEHHbIE B OTHOWWEHUN 30KYNAeMoro ToBapa
(NOKA3aTeAM, B COOTBETCTBMM C KOTOPbIMU 6YAST YCTAHABAMBATLCS

noaa/mMa 20 MA *

. COOTBETCTBUE)
A\eKapCTBEHHBIN
npenapar HaAaunune B MesxayHapoaHoe WUHble
AE€KApCTBEHHOM HenaTeHTOBAHHOe XAPAKTEPUCTUKMN
BKAIOYEH B AeKapcTBeHHas
npenapare HOMMEHOBAHUe, Npu AEKapCTBEHHOTo
nepeyeHb PopMa 1 AOIUPOBKA
HAPKOTUYECKUX OTCYTCTBUW TOKOrO npenapara,
Rn/n JKU3HEHHO cpeacts MEHOBG B cooteercTeMMC auvec Ea. fam Koa-
5 HAMMEHOBQHMS - dKALWMeCs B . X
HEO6XO0AUMBIX U PEerucTPALOHHbBIM ASPXaY BO
~ MCUXOTPOMHLIX  rPYNNMPOBOYHOE AN WHCTPYKLMSIX MO
BAXKHEMNWNX YAOCTOBEpPEHUEM C
BELLECTB M UX XUMMUyeckoe NPUMEeHeHUio
AEKAPCTBEHHbIX SKYDCODO. yyeToM
npex B HOMMEHOBAHMUE UAU AEKapCTBEHHOro
npenaparos pekypcop: 3KBUBOAEHTHbBIX P
(Aa/HeT) coctae npenapara
(Aa/HeT) AEKAPCTBEHHbIX
KOMOGWHMPOBAHHOIO
POPM 1 AOIUPOBOK
AEKapCTBEHHOTO
npenapara
Mpenapar AOAKEH
CTBOD AN BbIASASTTBCS]
Aa Het Monpomu SH'bel( Mpl?lASDD Mr MO4KaMM 4Spes 12 cM(3%);AmMA 36
P A u 4YACOB HE MeHee ’ 000

93% OT BBE AEHHON
AO3bI**
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PACTBOP AASI
3 Aa Het I7Ionp0M|AA nHbeKumn 370 mr
noaa/ma 50 ma*

TPEBOBAHWS K CPOKY FOAHOCTU N YMAKOBKE AEKAPCTBEHHbIX MPEMAPATOB.

Nen/n  |HaumeHoBaHne MokasareAb
1 TpeboBaHWMSI K CPOKY  FOAHOCTU[OCTATOUHBIN CPOK FOAHOCTU AEKAPCTBEHHBIX MPENAPATOB HO MOMEHT|
AeKaPCTBEHHbIX MPENAPATOB NOCTOBKM He MeHee 12 MmecsiLes.
1
2 Tpe6OoBAHWS K YNIAKOBKE YNaKOBKA 1 MOPKMPOBKA AOAKHBI cooTBeTCTBYeT O3 "O6 06paLLeHMM
AekapcTBEHHbIX cpeacTs’ Ne 61-O3 ot 12 anpeas 2010r.
2

CornacHo TMocTtaHoBAeHMo Nel380 ot 11.11.2017 MpaeutenscTea Poccurickon @Peapepaumn «O6 OCOBEHHOCTSX  OMUCAHMS
AEKAPCTBEHHbIX MPENAPATOB  AAST MEAVUMHCKOTO MPUMEHEHMUS,  SIBASIOLLMXCSI OOBEKTOM  3AKYMKU  AASl FTOCYACQPCTBEHHBIX U
MYHULMNAABHBIX HYXA», B COOTBETCTBMM C M.6) (MOAMYHKTbI «a», «B») MOCTAHOBASHMS, 30KA34YMK OOOCHOBLIBOET WM YKA3bIBOET
TPEBOBAHUSI K OBbEKTY 3AKYMNKU: 3AKA3WIKOM OrpeAeAeHbl MOKA3areM, rno3Bo/IoLUMEe ONpeAeMib COOTBETCTBME 3AKYrNaembiX
npenaparos yCTAHOBAEHHbIM XAPAKTEPUCTUKAM Y MAKCUMAAbHBIE Y (MA) MUHVMAAbHBIE 3HQYEHWS] TaKMX MOKa3areAev, a Takke
3HQAYEHWST OKA3ATeNe, KOTOpbIe HE MOryT W3MEHSITbCSl, COMAQCHO WHQOPMALMM, YKA3AHHOM B WHCTDYKUMM MO MEANLUMHCKOMY
MPUMEHEHMIO OOBEKTA 3AKYIKY.

OB0POT AEKAPCTBEHHBIX CPEACTB Ha TeppuTopun Poccuiickon Geaepaumn peryampyetcst PepAepanbHbiM 3akoHoM oT 12.04.2010 Ne
61-03 «O6 0bpALLEHNM AEKAPCTBEHHBIX CPEACTB» (AdAee — 3aKOH 06 0BPALLEHUN AEKAPCTBEHHBIX CPEACTB), COrAACHO n. 16 CT. 4
KOTOPOro MeXAYHOPOAHOE HEMNATEHTOBAHHOE HAMMEHOBAHME ASKAPCTBEHHOrO CPEACTBA 3TO HAVMMEHOBOHWE AESUCTBYIOLLEro
BELLEeCTBA GAPMALEBTMHECKON CYOCTAHLMM, PEKOMEHAOBAHHOE BCemMmpHOM opranmaaumen 3apapooxpaHeHms (BO3).

AOKYMEHTALMST SAEKTPOHHOIO QAYKUMOHA COAEPXKUT Pasapea 2 «OnncaHne obbekTa 3AKYMKKN», TAE 3aKa341KOM YCTAHOBAEHbI
CAeAYoLME XAPAKTepUCTUKM ToBAPA, B HOCTHOCTW:

AOKYMEHTALMST DAEKTPOHHOIO QAYKUMOHA COAEPMMUT [pUAOKEHVE K PasaeAy 2 «OnncaHre obbekTa 3AKYMNKW», Tae 3aKa341KOM
0H60CHOBBIBAETCS1 HEOOXOAVMMOCTb YCTAHOBAEHUS TEX NAU NHBIX Tpe6OBOHMl;I K TOBAPY, A MMEHHO:

HeobxoAMMOCTb 3aKyrk MPeACTABASHHbIX 06beMoB 20 1 50 MA MPOAMKTOBAHA crieum®ukon AITY: AeTCKui CTALUMOHAP, A€ MOAYHAIOT
Tepanuio ATV PA3HbIX BO3PACTOB (OT HEAOHOLLIEHHbIX HOBOPOXASHHbIX AO 18 AeT), COOTBETCTBEHHO PA3HOro Becd. MeAVKAMEeHTbI
AO3VPYIOTCS Y ASTEN HQ KUAOTDAMM BECA, MOSTOMY HEOBXOAMMO PACMOAQraTh PA3AMYHBIMU PA3BECKAMM MPEenapara Bo U3bexaHmne
HEPALMOHANHOFO MCMOAL30BAHMST (YHUUTOXEHME U3AILLIKOB BO QAAKOHE). Kpome Toro, HeobXoAMMOCTb 3AKYrK ASKAPCTBEHHOro
npenapara B obbeme 20 n 50 MA O0BYCAOBAGHA TEM, UTO AOAKHO COBAOAQTLCSI MPABUAO: OAMH MALUNEHT-OAMH PAAKOH. 3abop
npenapara ANl OAHOMO MAUUEHTA N3 HECKOAbKUX (QPAQKOHOB MOBbILLAET PUCK WHPULMOOBAHMST MPEnapard M NoCASAYOLLMX
OCAOXHEHW! y rnaumeHta. B AKKB Aedarcst AeT C BbIDAXKEHHOM WMMYHOCYrpeccueri (reMaroAormieckme, OHKOAOTrdeckue u
PEBMATOAOrMHECKIME BOAbHBIS).

A 151 1OV KQTEropum 60/AbHbIX BCE PUNCKN AOMONHUTE AbHOMO MHPUILIMIO OB QHWIST AO/NVKHbI 6bITb MCKNOYEHBI.

CoraacHo nocraHoBAeHmo Nel380 or 13.11.2017 [MpasurensctBa Poccuvickort Qeaepaumm «O6 0COOEHHOCTSIX  OMMCAHYST
NEKAPCTBEHHBIX MPErnaparoB AN MEANUMHCKOrO MPUMEHEHVS,  SIBAIOLLMXCST OOBEKTOM  3QKYMKU A/ FOCYAQPCIBEHHbIX U
MYHULUMIQABHBIX HYXA», B COOTBETCTBIMM C .6 (MOAMYHKTbI «Q», «O») MOCTAHOBAEHMS, 3AKA34K OBOCHOBBLIBAET K YKA3bIBAET
ToebOBAHMS K OOBEKTY 3AKYIKN CASAYIOLLYM:

-3aKa3wWIKOM OMpPeAeASHbl MOKA3ATEeM, MO3BOAIOLME OMNPEASMIb COOTBETCTBME 3AKYNAeMbiX MpernaparoB  YCTAHOBASHHbIM
XQPAKTEPUCTUKAM Y MOKCUMAAbHbIE Y1 (MAV) MAHVIMAAb HbIE 3HQYEHMS TAKMX MOKA3ATEASN, A TAKXKE 3HAYeHMST TOKA3ATeAel, KOTOpble He
MOrYT W3MEHSTTbCSl, COMAQCHO MHQOPMALMY, YKA3QHHOM B WHCTOYKLMMA MO MEAMLMHCKOMY MPUMEHeHo obbekta 3akyrku. B
QYKLMOHHOM AOKYMEHTALMN YKA3QHO: «[lpenapar AONKEH BblAS/MTbCS1 MOYKAMM Yepe3 12 yacoB He MeHee 93% OT BBeASHHOM A03bi» B
OTHOLLIEHMN ASKQPCTBEHHOrO Mpenapara, B TOM YACAS, MPUMEHSIEMOrO TOAbKO B AMArHOCTUYECKMX LEeAX, PAPMAKOANHAMMKA
HenocpeACTBEHHO BAKIET HO 6@30MACHOCTb MPOBEAESHVSI ANArHOCTVKM. ToeBoBaHME: MepMO A BbIBEAESHVS Yepe3d Modku (B TedeHn 12
yacoB He MeHee 93% OT BBEASHHOM AO3bl MOACOASPKALLErO KOHTPACTHOrO CPEACTBA) YCTAHABABAETCS C LeAbio obecreueHs
6€30MaCHOCTY NAUMEHTOB B MPOLIECCE MPOBEASHVSI UICCASAOBAHWA. VIHOE BPeMsl BbiBEASHMS MOMPOMMAQ Yepesd MouYKkM, YKA3AHHOE
B VIHCTDYKLM MO MEANUMHCKOMY MPOVMEHEHNIO MOXET MMETb MPUHLMINAALHOE 3HAYEHNE A/ OMPEAEASHMS BPEeMEHM MOBTOPHOMro
BBEAGHMSI KOHTPACTHOMO CPEACTBA B TEUEHMM OAHMX CYTOK MPW BOSHUKLLEN KAMHMMECKON HEOBXOAMMOCTY, YMEHbLLIEHVSI PUCKA
CEePAEYHO-COCYANCTBIX OCAOKHEHWV; YMEHbLLIEHMST PUCKA ASKQCTBEHHbIX B3AMMOASCTB I,

3aKa34vK, SIB AEICH NEYEOHBIM YHPEX AEHNEM, OKA3bIBAET MEANUMHCKYHO MOMOLLb A/ FOAXAQH, B COOTBETCTBIM CO CXEMAMU NEHYEHMST U
KOHKPETHBIMU ASKQPCTBEHHbIMM MPErnaparaMmm, HA3HAYeHHbIMY Bpadamy. CorAacHo 4.2 1. 98 QeaeparbHOro 3akoHa or 21 Hosibps
2011 r. Ne 323-03 «O6 OCHOBAX OXpQHbl 3A0POBbSI rPAXAQH B Poccwickort Qeasepaumm», MEANUMHCKME OPraHU3ALmM,
MeANLUMHCKME PABOTHUKN M PAPMALEBTHECKME PABOTHVKM HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3AKOHOAQTEALCTBOM
Poccwrickort Qeaepaumm 3a HapYLLUEHWE MPAB B CQEepe OXPAHbI 3A0PO0BbS, MPWMMHEHNE BPEAQ XU3HU 1 (MAM) 3A0POBbIO MPu
OKQA3AHMN MPAXKAQHAM MEANLMHCKOM MOMOLL.

3AKA34YUMK MOSICHUA, HYTO DOAPMOAKOKNHETUKA ANOBOro MHHLEKLMOHHOIO ASKAPCTBEHHOro npenaparta, BBOAMMOIro nAUMeHTy, B TOM
YMCAe, TMPUMEeHSIeMOro TOAbKO B AMATHOCTUHECKUMX LUeAsX, HernoCpeACTBeHHO BAMSIEeT HA 6e30nacHOCTb npoeeAeHUs
AVIOTHOCTUYECKOTO UCCASAOBAHMSL.  [NPUCTAABHOE BHUMOHME K (QOAPMAKOKUMHETUKE MPEenapata  CBSI3AHO C  BO3MOYXXHOCTbIO
BO3HMKHOBEHUSI HEPPOTOKCUYECKOrO 3OPEeKTA BCASACTBME MPSIMOro TOKCUYHOIO BAUSIHMSI HO KASTKWU MOYe4YHblX KOHOAbLEB W
PA3BUTUS ULLEMNM MO3rOBOIrO BELLECTBA MoYeK, MO3TOMY OYEBUAHO, YTO PAPMAKOKMHETUKA MPenapaTa BAUSIET HA 6e30nacHOCTb
MAUMEHTA, YBEAUYEHNE BPEMEHU BbIBEAESHMSI KOHTPACTHOrO NPEenapaTa - 3TO AOMOAHUTEAbHBIA PUCK BO3HUKHOBEHWSI KOHTPACT



VMHAYLUMPOBAHHOM Hedponatim (KMH), nosToMy B TEXHUYECKOM 30ACQHUM YKA3OH KPAMHE BOXKHBIA MAPAMETD C TOUYKM 3PEHMUs
6€30NaCHOCTU NALUMUEHTA.

Yem 6bICTpee npenaparT BbiIBOAUTCS N3 OPraHM3aMa, TeM MeHblle PUCKOB, CBSIBAHHBIX C BBEAESHMEM npenapaTtda nauyneHty, SToT
AOrMAT He Tpe6yeT AOKA3ATEAbCTB.

30KA34MK, SBASIICb ASYEDHBIMU YUPEXKAEHUSIMA, OKA3BIBAIOT MEAMUMHCKYIO MOMOLLb MPOYKACGHAM, B COOTBETCTBUM CO CXEMAMM
AEUYEHUS1 U KOHKPETHBIMU AEKAPCTBEHHBIMX MPENAPATAMM, HA3HAYEHHBIMM BpAYamMu. COrAQCHO 4.2 CT. 98 PepAepaAbHOrO 3aKOHA OT
21 HosBps 2011 r. Ne 323-03 «O6 OCHOBAX OXPAHblI 3A0POBbSI MTPANKAQH B Poccuiickon @eaepaumm», MEANLMHCKNE OPraHM3ALMN,
MEAVLMHCKME PABOTHUKM M GAPMALEBTUHECKME PABOTHUKM HECYT OTBETCTBEHHOCTb B COOTBETCTBUMM C 3AKOHOAQTEABCTBOM
Poccuiickon @eapepaumn 30 HOPYLUEHWE MPOB B COepe OXPAHbl 3A0POBbS, MPUUMHEHME BPEAC KU3HW U (MAM) 3AOPOBBLIO MPU
OKQA3AHUM MPAYKACHOM MEAMLMHCKOM MOMOLLMA.

Tpe6OBOHllle K PEeHTreHKOHTPACTHOMY JIC, YKA3QHHOE B AYKLMOHHON AOKYMEHTAUUM HE MOXKET PACCMATPUBATHCS KAK MOAOXKEHVE,
MPUBOASILLLEE K OMPAHUYEHMIO, HEAOTMYLLEHUIO AW YCTPOHEHWIO KOHKYPEHLMX NPU NMPOBEAEHUN TOProB. A@KAPCTBEHHOE CPEeACTBO
nOI‘IpOMVIA AQHHOI A€KAPCTBEHHON POPMbI U AOSUPOBKU B PA3AUYHBIX POPMAX YNAKOBKU, 30Tpe6030|-||-|oe 30KA34YMKOM, HOXOAATCS B
cBO60OAHOM OéOpOTe HA TeppuUuTopuUn PO, B AyKLUOHE MOXXET YYACTBOBATb HEOTPOHUYEHHOE KOAMYECTBO NMOCTABLLMKOB, CMOCOGHbIX
NPEeAAOXUTb K MOCTABKE Npenapar ¢ TpebyembiMn XapaKTe PUCTUKAMM.

CoranacHo  mHOopMaumMM 13 [OCYAQPCTBEHHOrO PEECTPd  AEKAPCTBEHHbIX  CPEACTB (http: //grls.rosminzdrav.ru/),
PA3MELLEHHOM HO OPULMAABHOM camnte MUH3APOBA POCCHM, MMEETCS CASAYIOLLAST MHOOPMALMS MO AEKAPCTBEHHOMY NMpenapary
(MHH Nonpomua) :

CtpaHa
SPKATEASI AU
MexxayHapoAHOE HammeHoBaHWe Aep
HEMaTeHTOBAHHOE AEPIKATEASI AN
BAGAEABLA
HOVIMEHOBOHME WA BAGAEABLA
Toprosoe AeKAPCTBEHHA 5] PErNCTPAUMOHHO |  PErmcTpaLmnoHH
PErNCTPALMOHHOTO ~
HOVIMEHOBAHNE dopma ro bIll HOMEP
rpynnMpOBOYHOE YAOCTOBEPEHWSI
(xvMuyeckoe) AEKAPCTBEHHOro OCTOBEDEHS
HOVIMEHOBAHWE npenapara YA P
AEKAPCTBEHHOTO
npenapara
AO
Monpommna-TA nonpomMma PacTeop ans Poccus Ar004328-
P P NHBEKUMMN 060617
«DApPMOCACBAL?
. Pacteop ansl
Monpomua TP Nonpomua VHBEKUMIA OO0 «Mocpapm» Poccus AN-003110
Monpomua Monpomua PacTeop AAS' 000 «Axoaac Poccus AN-002892
VHbEKLN DKCNounM»
Pacteop ansl Banep
YAbTPOBMCT Monpowmw, z FepmaHus M N002600
o P A vHbekunn| LepuHr®apma Al P

AeKkapcTBeHHble npenapathl (MHH HMonpomna) ¢ ToproebiMm HaMeHOBAHMSMM: Mompomua TA, Monpomma-BrapsmcT, Monpomuia, TP,
YAbTPOBUCT B CBOWX MHCTPYKUMSIX COASPKAT AQHHYIO TEXHUHECKYIO XAPAKTEPUCTUKY: BHIBEASHWSI Yepes NOYKM B TeYeHUn 12 HacoB
HEe MeHee 93% OT BBEASHHOM AO3bl. W TOABKO B MHCTPRYKLMM HO AGKAPCTBEHHBIM MPenapaT «Aonpommar ykasaH 6oAee AAUTEAbHBIN
BPEMEHHOWM NEPUOA «BbIBEASHWS YHepe3 MOYKN B TEYEHUM 24 HOCOB HE MeHee 92% OT BBEASHHOWM AO3bl».

KpoMe Toro, AeKapCTBeHHbIe NpenapaThl B pamikax MHH onpomMma AoMyLLeHb K OBPALLEHMIO HA TeppUTopMM PO, A 3HAUUT AOBOABI
305BUTEAST O TOM, YTO AEKAPCTBEHHbIE MPenapdaThl C TOProBbiMXA HAUMEHOBAHMaMK onpomMua-TA, Nonpomua TP He BbinyLieHb B
obpalleHne Ha TeppuTopun PO SBASKOTCS HE AOCTOBEPHBLIMA.

MOCTABWMK MOXET NPEAAOXMTb K NMOCTABKE B PA3HLIX AOAGBbIX COOTHOWEHMSX TPU AeKAPCTBEHHbIX npenapara (MHH Monpomna) ¢
TOProBbIMU HaMMEHOBAHMSIMU: Monpomua TP, Monpomua TA u YABTPABUCT. TAKMM 06PA30M, TREBOBAHME K PEHTTEHO-KOHTPACTHOMY
AC, yKQ3QHHble B QYKUMOHHOW AOKYMEHTAUMM HE MOryT PACCMATPUBOATLCSI KAK MOAOXNEHME, MPUBOASILEE K OMPAHUYEHMIO,
HEeAOMYLLEHMIO UAU YCTPAHEHUIO KOHKYPEHLMM NP NMPOBEAEHUN TOPIroB, HET HUKAKUX OCHOBAHWA YTBEPXKAAQTb OO OrpOHUYEHUM
KOHKYPEHLMM MO ACHHBIM AYKLMOHHOM AOKYMEHTaUMM. K MoCTaBKe MOryT ObiTb MPEAAOXKEHB OAHOBPEMEHHO MPENAPATHl PA3HbIX
npounssoantenen. [Mpu onpeaereHn TPeBOoBAHUM K  3AKYNAEMOM MPOAYKUMM  30KOA34YMK  YYUTHIBAA COOTBETCTBME CBOWX
noTpebHOCTEN K 3aKYNOEeMOMY TOBAPY M AQHHbIE FOCYAOQPCTBEHHOO PeecTpd ASKAPCTBEHHbIX CPEACTB, PA3MELLEHHbIX HA
opurumansHoM camte https://grls.rosminzdrav.ru/GRLS.aspx.

HO OCHOBOHUM BHILLENIAOXKEHHOTO, C YY4ETOM HOAAUYUST B TOCYAQPCTBEHHOM pPeecTpe ASKAPCTBEHHbIX CPEACTB ASKAPCTBEHHOMO
CPEeACTBA C MEXAYHAPOAHBIM HEMNATEHTOBAHHBIM HOVMEHOBOHUEM MOMpOoMMA, OHOAOTMYHBIX AEKAPCTBEHHBIX CPEACTB, ONMcaHue
obbeKkTa 3AKYMNKN HE NPOTUNBOPEYHUT NOAO>XKEHUNSIM 3akoHa o KOHTPOKTHOM CUCTEME.

Bce yKa3aHHble MpenapaThl B CBOVX MHCTPYKLMSIX COASPXKAT MHPOPMALMIO O BbIBEASHUM Yepes NOYKM B TeYeHne 12 HOCOB He MeHee
93% OT BBEAESHHOM AO03bl. [0 BCEM YKA3QHHbM MAPEnapPATAM 3APErnCTPUPOBOHA MPEASAbHAS OTMYCKHASI LEeHA, 4YTO TAIOKe
MOATBEPXKAQETCS MHPOPMALMEN, YKA3OHHOM B [ OCYAQPCTBEHHOM peecTpe AeKApPCTBeHHbIX cpeacTs (http://grls.rosminzdrav.ru/).

Takum o6p03oM, Tpe6OBOHM$'I, YCTAHOBAEHHbIE 3akasdnkom B Pasapene 2 «OnmcaHme obbekTa 3AKYNKK» He npoTMBOpEeYdaT
MOAOXKEHMSIM 30KOHA O KOHTPOKTHOM CUCTEME.

Komumccusi, pykoBoaCTBysICh 4.1, 4.4 cT.105 M HO OCHOBAHUM 4.15 CT.99, 4.8 cT.106 DepepanbHOrO 3aKOHA OT 05.04.2013 Ne 44-03 «O
KOHTPAKTHOM CUCTeMe B ChHepe 3aKYNOK TOBAPOB, PABOT, YCAYT ANt OBECNeUYeHMsi FOCY AQPCTBEHHbBIX M MYHULUNAABHBIX HYXKAY,

PELUNAA:



1. MpwusHaTb >xaroby OO0 «TA «BUAA» HEOOBOCHOBAHHOM.
2. OTMEHUTb NPUOCTAHOBAEHNE OMNPEAEASHME MOCTABLUMKA (MOAPSIAYMKA, UCMOAHUTEAS]) B HOCTU NMOAMUCAHMST KOHTPAKTA
(n3BelleHne Ne 0318200063919002602).

HacTosuee PelueHre MoXKeT 6biTb O6KAAOBAHO B CyAe6HOM NMopsiAKe B TedHeHne Tpex MecsueB C AQTbl ero rnpuHSTUS.



